CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM
HODNOCENI

This Clinical Trial Agreement
(“Agreement”),
dated as of 2017

(“Effective Date”), is entered into between
Regeneron Pharmaceuticals, Inc.,

having an address at

777 0ld Saw Mill River Road, Tarrytown,
NY 10591 United States
(“Sponsor”)

and

Nemocnice Pelhiimov p.o.,
having an address at
Slovanského bratrstvi
Pelhiimov, Czech Republic
represented by XXXXXXXXX
Managing Director
(“Institution”).

710, 39338

Tato smlouva o Kklinickém hodnoceni
(,smlouva“)

ze dne , 2017 (,datum
ucinnosti“) se uzavird mezi spolecnosti
Regeneron Pharmaceuticals, Inc.

se sidlem na adrese

777 0ld Saw Mill River Road, Tarrytown,

NY 10591, Spojené staty americké
(,zadavatel“)
A

Nemocnice Pelhiimov p.o.,
se sidlem na adrese
Slovanského bratrstvi
Pelhiimov, Ceska republika
zastoupena XXXXXXXXX,
reditelem

(,zdravotnické zarizeni“).

710, 39338

WHEREAS, the Sponsor desires to conduct a
clinical study (“Study”) of REGN2810
(“Investigational Drug”) as part of a multi-
center study under a protocol R2810-ONC-
1624 entitled “A Global, Randomized,
Phase 3, Open-Label Study of REGN2810
(Anti PD 1 Antibody) versus Platinum
Based Chemotherapy in First Line
Treatment of Patients with Advanced or
Metastatic PD L1 + Non-Small Cell Lung
Cancer” (as the same may be amended from
time to time, the “Protocol”), a copy of which
is incorporated herein by reference as
Exhibit A;

VZHLEDEM K TOMU, ZE zadavatel si pieje
provést klinickou studii (,studie) s
pripravkem REGN2810 (,hodnocené
lé¢ivo“), kterd je soucasti multicentrické
studie, podle protokolu R2810-ONC-1624 s
nazvem »,Globalni, randomizovana,
oteviena studie faze 3 zKkoumajici
pripravek REGN2810 (protilatka proti
PD 1) ve srovnani s chemoterapii na bazi
platiny v1écbé prvni linie pacienti s
pokrocilym nebo metastatickym PD L1

pozitivnim nemalobunécnym
karcinomem plic* (ktery mize byt
prileZitostné aktualizovan, dale jen

»protokol“), jehoz znéni je do této smlouvy
zahrnuto odkazem jako priloha A;

WHEREAS, the Institution has the facilities
and expertise to conduct the Study and has
agreed to perform the Study on the terms
and conditions as hereinafter set forth;

VZHLEDEM K TOMU, ZE zdravotnické
zatizeni je po odborné a materialni strance
vybaveno k provadéni studie a souhlasilo, Ze
bude studii provadét v souladu s
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podminkami, které stanovi tato smlouva;

WHEREAS, Sponsor has authorized
Regeneron Ireland a company formed
under the laws of United Kingdom with a
registered office at Europa House, Block 9,
Harcourt Centre, Harcourt Street, Dublin
2, Ireland to act as their legally authorized
representative for the purposes of Article 19
of Directive 2001/20/EC relating to the
implementation of Good Clinical Practice in
the conduct of clinical trials on medicinal
products for human use.

VZHLEDEM K TOMU, ZE zadavatel povétil
Regeneron Ireland, spolecnost, ktera byla
zaloZena v souladu se zakony Velké Britanie,
se sidlem na adrese Europa House, Block 9
Harcourt Centre, Harcourt Street, Dublin
2, Irsko, aby jednala jako jeho zakonny
zastupce pro ucely clanku 19 smeérnice
2001/20/ES tykajici se implementace
spravné Kklinické praxe pri provadéni
klinickych hodnoceni humannich 1écivych
piipravki.

WHEREAS, Sponsor has engaged, pursuant
to a separate contract, ICON Clinical
Research Limited (“CRO”), having an
address at South County Business Park,
Leopardstown, Dublin 18, Ireland, to act
as Sponsor’s agent and contract research
organization in managing, coordinating and
carrying out Sponsor’s responsibilities in
connection with the Study contemplated by
this Agreement. The parties hereto
acknowledge and agree that Sponsor shall
have the right to delegate any of its rights
and obligations hereunder to CRO, including
those relating to payments, regulatory
submissions, and communications but shall
remain the liable party wunder this
Agreement.

VZHLEDEM K TOMU, ZE na zakladé
samostatné smlouvy zadavatel zapojil
spolecnost ICON Clinical Research Limited
(dale jen ,CRO“), se sidlem na adrese South
County Business Park, Dublin 18, Irsko,
aby plsobila jako zastupce zadavatele a
smluvni vyzkumna organizace pfti fizeni,
koordinaci a plnéni povinnosti zadavatele v
souvislosti se studii provadénou podle této
smlouvy. Smluvni strany timto potvrzuji a
souhlasi s tim, Ze zadavatel ma pravo
postoupit kterékoli ze svych prav a
povinnosti podle této smlouvy organizaci
CRO, vcetné téch, jez se tykaji plateb,
regulacnich ndavrht a komunikace, ale
zlstava odpovédnou stranou podle této
smlouvy.

NOW, THEREFORE, in consideration of the
mutual promises set forth in this
Agreement, the parties hereby agree as
follows:

SMLUVNI STRANY SE NYNi Z VYSE
UVEDENYCH DUVODU, pti zvaZeni
vzajemnych slibi uvedenych v této smlouve,
dohodly nasledovné:

1. SCOPE OF WORK.

1. ROZSAH PRACI.

1.1  Principal Investigator. The
Institution shall conduct and supervise the
Study through XXXXXXXXX (“Principal
Investigator”). The Institution shall notify

1.1 Hlavni zKkouSejici. Zdravotnické
zarizeni bude studii provadét a zajiStovat
nad ni dohled prostrednictvim XXXXXXXXX
(,hlavni zkousSejici“). Zdravotnické zarizeni
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the Sponsor promptly if the Principal
Investigator is wunable or unwilling to
continue the Study or if the Principal
Investigator’s affiliation with the Institution
ceases, whereupon the Sponsor will have a
right of approval with respect to the
designation of a new Principal Investigator.

zadavatele bezodkladné uvédomi v pripadé,
ze hlavni zkousejici nebude schopen nebo
ochoten pokracovat ve studii nebo jestlize
zanikne pracovni  pomér  hlavniho
zkouSejiciho ve zdravotnickém zarizeni.V
takovém pripadé bude mit zadavatel pravo
souhlasu, pokud jde o ustanoveni nového
hlavniho zkousejiciho.

1.2 Conduct of the Study. The
Institution shall (and shall cause the
Principal Investigator to) conduct the Study
in accordance with this Agreement, the
Protocol, all reasonable written instructions
of the Sponsor, and all applicable laws and
regulations, including, without limitation,
any applicable requirements of the United
States Food and Drug Administration
(“FDA”) and the International Conference on
Harmonization Good Clinical Practice (“ICH
GCP”) guidelines, (“Applicable Law”). The
Institution shall refrain from, and shall
cause the Principal Investigator and any
other employee, contractor, or agent
performing or assisting with the Study on
behalf of the Institution (“Study Staff’) to
refrain from using the Investigational Drug
in any manner that is contrary to the
provisions of, or outside the scope of, the
Protocol or that is contrary to Sponsor’s
written instructions.

1.2  Provadéni studie. Zdravotnické
zarizeni bude (a zajisti, Ze hlavni zkouSejici
bude) studii provadét v souladu s touto
smlouvou, protokolem, vSemi
odpovidajicimi pisemnymi pokyny
zadavatele a vSemi prisluSnymi zakony a
piredpisy, zejména vesSkerymi prislusSnymi
pozadavky Utadu pro kontrolu potravin a
lé¢iv. USA (United States Food and Drug
Administration, ,FDA“) a smérnicemi
Mezinarodni konference pro harmonizaci
upravujicich spravnou Kklinickou praxi
(International Conference on Harmonization
Good Clinical Practice, ,ICH GCP*)
(,prislusné zakony“). Zdravotnické zarizeni
se zdrzi a zajisti, aby se hlavni zkouSejici a
kazdy jiny zaméstnanec, smluvni dodavatel
nebo zastupce provadéjici studii nebo se na
ni podilejici jménem zdravotnického
zarizeni (,persondl studie“) zdrzel pouziti
hodnoceného 1éciva jakymkoliv zplisobem,
jenZ je v rozporu s ustanovenimi protokolu
nebo prekracuje jeho ramec, nebo jev
rozporu s pisemnymi pokyny zadavatele.

1.3  Approvals. The Institution shall seek
approval of the Study, the Protocol, and a
written form of Informed Consent (as
defined in Section 1.4) mutually acceptable
to the Institution and the Sponsor, from the
appropriate institutional review board (the
“IRB”), and shall seek any other approvals
required for the Study from applicable
internal safety or review boards.

1.3  Schvaleni. Zadavatel bude usilovat o
schvaleni studie, protokolu a pisemné formy
informovaného souhlasu (jak je definovana
v oddilu 1.4), jeZ bude vzajemné prijatelna
pro zdravotnické zarizeni i pro zadavatele,
prislusnou etickou komisi (,EK“), a dale
bude usilovat o ziskani veSkerych dalSich
schvaleni pozadovanych pro studii od
prislusnych vnitfnich bezpecnostnich nebo
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kontrolnich komisi.

1.4 Informed Consent. The Institution
shall obtain from each person participating
in the Study (“Study Subject”) a wvalid
informed consent (“Informed Consent”),
signed by the Study Subject (unless such
signature is waived by the IRB) and
appropriately documented. The Institution
shall conduct the Study in a manner
consistent with the Informed Consents.

1.4 Informovany souhlas. Zdravotnické
zarizeni ziska od kazdé osoby, ktera se bude
studie ucastnit (,subjekt studie“), platny
informovany souhlas (,informovany
souhlas“), podepsany subjektem studie
(ledaze EK nebude trvat na pozadavku
podpisu) a prislusné dolozeny. Zdravotnické
zatizeni bude studii provadét zpulsobem,
ktery bude v souladu s informovanymi
souhlasy.

1.5 Amendment of the Protocol. The
Sponsor may amend the Protocol at any
time. Any such amendment shall be in
writing and sent to the Institution.

1.5 Dodatek k protokolu. Zadavatel
miize protokol kdykoliv doplnit formou
dodatku. Kazdy takovy dodatek bude uc¢inén
pisemné a bude zaslan zdravotnickému
zarizeni.

1.6 Supervision. The Institution shall
supervise the Study Staff and shall ensure
that all Study Staff are appropriately trained,
qualified, and certified, and are informed of
and abide by the applicable terms of this
Agreement. Institution shall use its
reasonable best efforts to maintain
consistency of Study Staff throughout the
duration of the Study.

1.6  Dohled. Zdravotnické zarizeni bude
dohliZet na personadl studie a zajisti, aby byl
vesSkery personal studie fadné zaskolen, mél
radnou kvalifikaci a certifikaci a aby byl
informovan o prislusnych podminkach této
smlouvy a dodrZzoval je. Zdravotnické
zatizeni vynaloZi primérené maximalni usili,
aby po celou dobu trvani studie zajistilo
stalost persondlu studie.

1.7  Enrollment. The Institution shall use
its reasonable best efforts to enroll a
minimum of XXXXXXXXX patient to the
Study. Sponsor may limit the Institution’s
enrollment of Study Subjects based upon
enrollment patterns at other Study centers.

1.7  Zarazeni do studie. Zdravotnické
zatizeni vyvine primérené maximalni usili
pro zarazeni minimalné XXXXXXXXX
pacienta do studie. Zadavatel miliZe omezit
zatrazovani subjekti do studie
zdravotnickym zarizenim podle pribéhu
zatazovani \4 ostatnich centrech
provadéjicich studii.

2. RECORDS,  REPORTING, AND | 2. ZAZNAMY, HLASENI A AUDITY.
AUDITS.
2.1  Study Records. The Institution shall | 2.1  Zaznamy o studii. Zdravotnické

keep and maintain, diligently and in
sufficient detail to satisfy the requirements

zarizeni uchova a bude udrzovat, svédomité
a s dostatecnou mirou podrobnosti tak, aby
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of all Applicable Laws, such Study data and
records as are required by the Protocol and
Applicable  Law, including,  without
limitation any completed case report forms,
any electronic databases required to be
created under the Protocol, and any Study
reports prepared by the Institution for the
Sponsor (“Study Documents”).

byly splnény poZadavky vSech prislusnych
zakont, takové Udaje a zdznamy o studii,
které se poZaduji podle protokolu a
prislusnych zakonl, zejména veSkeré
vyplnéné zdznamy subjektu hodnoceni,
elektronické databaze, jejichZz vytvoreni se
poZaduje podle protokolu, a zpravy o studii,
které zpracovava zdravotnické zarizeni pro
zadavatele (,dokumenty studie®).

2.2 Record Retention. The Institution
shall retain the Study Documents for the
longer of (i) two (2) years after the last
marketing authorization for the
Investigational Drug has been approved (or
development of the Investigational Drug has
been discontinued), or (ii) such longer
period as required by Applicable Law. After
the required retention period has expired,
the Institution shall provide the Sponsor
sixty (60) days’ written notice before
destroying any Study Documents.

2.2  Archivace zaznami. Zdravotnické
zarizeni uchova dokumenty studie (i) dva
(2) roky po schvdleni posledni registrace
hodnoceného 1éciva (nebo po =zastaveni
vyvoje hodnoceného léciva) nebo (ii) tak
dlouho, jak pozaduji prislusné zakony, podle
toho, které z téchto obdobi je delsi. Po
uplynuti poZadovaného archiva¢niho obdobi
zdravotnické zarizeni zadavateli zaSle
pisemné oznameni o likvidaci dokumentd, a
to Sedesat (60) dni pred tim, neZ budou
dokumenty studie zlikvidovany.

2.3  Study Subject Medical Information.
The Sponsor may access the Study
Documents during regular business hours,
upon reasonable advance notice to the
Institution. The Sponsor shall comply with
Applicable Law regarding the confidentiality
of Study Subjects’ medical records and other
health information, shall hold the Study
Subjects’ personal identifying information in
confidence, and shall act in accordance with
the Informed Consents. Subject to the
foregoing, the Sponsor may copy Institution
records containing such information to the
extent permitted by Applicable Law and the
express authorization of Informed Consents
from relevant Study Subjects. Institution
acknowledges that Sponsor may disclose
Study Documents to its drug development
partners, other clinical investigators in the
Study, the FDA and foreign regulatory

2.3 Zdravotni informace subjektu
studie. Zadavatel miize mit pristup k
dokumentiim studie béhem bézné pracovni
doby, na zakladé priméreného predchoziho

oznameni zdravotnickému zarizeni.
Zadavatel bude dodrzovat pozadavky
prislusSnych  zakonti, které se tykaji

divérnosti zdravotnich zaznami subjekti
studie a jinych zdravotnich informaci, bude
zachovavat dlvérnost informaci subjekti
studie, které wumoziuji jejich osobni
identifikaci, a bude jednat v souladu s
informovanymi souhlasy. Za vySe uvedenych
podminek mulze zadavatel kopirovat
zaznamy zdravotnického zarizeni, které
obsahuji tyto informace, v rozsahu
povoleném prisluSnymi zakony a
odpovidajicim opravnéni v informovanych
souhlasech od prislusnych subjektl studie.
Zdravotnické zarizeni bere na védomi, Ze
zadavatel miize zpristupnit dokumenty
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agencies. studie svym partnerim pii vyvoji léciva,
ostatnim Kklinickym zkousSejicim v ramci
studie, iradu FDA a zahrani¢nim kontrolnim
uradtm.

2.4 Periodic Reporting. The Institution | 2.4  Pravidelna hlaseni. Zdravotnické

shall provide Sponsor with the data called
for in the Protocol on properly completed
case report forms within two (2) business
days of collection or as otherwise specified
in the Protocol.

zatrizeni bude zadavateli poskytovat data,
ktera se pozaduji podle protokolu na radné
vyplnénych zaznamech subjektu hodnoceni
do dvou (2) pracovnich dni od ziskani
téchto dat nebo jinak, jak je stanoveno v
protokolu.

2.5 Adverse Experience Reporting. The
Institution shall notify Sponsor of serious
adverse experiences, adverse experiences or
drug reactions of any Study Subject in
accordance with the requirements of the
Protocol.

2.5 Hlaseni nezadoucich prihod.
Zdravotnické zarizeni bude v souladu s
poZadavky protokolu informovat zadavatele
o zavaznych nezadoucich prihodach,
nezadoucich prihodach nebo reakcich na
l1é¢ivo u kteréhokoliv subjektu studie.

2.6 Audits by the Sponsor. The
Institution shall make available to the
Sponsor (or its agent) the Study site, the
Study Staff, and, subject to Applicable Law
relating to patient confidentiality, all Study
Documents for purposes of review and audit
upon reasonable advance notice during
regular business hours. Upon receipt of
written notice from the Sponsor of any
violations of the Protocol, this Agreement, or
Applicable Law found in such audit, the
Principal Investigator and the Institution
shall promptly take action to correct such
violations and shall provide confirmation to
Sponsor of such corrective action.

2.6  Audity, které provadi zadavatel.
Zdravotnické zatizeni umozZni na zakladé
priméreného predchoziho oznameni
zadavateli (nebo jeho zastupci) pristup do
centra provadéjiciho studii, k personalu
studie a, aniz by tim byly poruseny ptislusné
zdkony tykajici se divérnosti udaja
pacienttli, ke vS§em dokumentiim studie pro
ucely jejich prezkoumdani a auditu béhem
béZzné pracovni doby. Po obdrzeni
pisemného oznameni od zadavatele o
porusSenich protokolu, této smlouvy nebo
prislusnych zakont, jez byla pii takovém
auditu zjisténa, podniknou hlavni zkousejici
a zdravotnické zarizeni ihned kroky k
napravé téchto porusSeni a zadavateli
poskytnou potvrzeni o téchto krocich k
naprave.

2.7 Audits by Regulatory Authorities.
The Institution shall provide the Sponsor
prompt, advance notification of any audit by
a regulatory authority, which audit is
directly related to the Study (or, when

2.7 Audity, které provadéji kontrolni
urady. Zdravotnické zarizeni neprodlené
zadavateli pfedem oznami jakykoliv audit ze
strany kontrolniho uradu, ktery se bude
piimo tykat studie (nebo, jestliZe oznameni
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advance notification is impracticable,
prompt notification of any completed audit).
To the extent possible, the Institution shall
permit the Sponsor to review and comment
in advance on any written communication
from the Institution to the regulatory
authority in connection with such an audit;
provided, however, that such review does
not have a material adverse impact on the
timeliness of the Institution’s response to
the regulatory authority. The Institution
shall promptly provide the Sponsor with
copies of all communications between the
Institution and the regulatory authority
related to such audit unless prohibited from
so doing by the regulatory authority, and
shall promptly take action to correct any
deficiencies found by the regulatory
authority during the audit. With respectto a
pending audit directly related to the Study
by the FDA or by any comparable foreign
regulatory authority with jurisdiction over
drug approval, the Institution shall permit
the Sponsor’s representatives to be present
at such audit unless prohibited from so
doing by Applicable Law. With respect to
any audit by any regulatory authority, which
audit is not directly related to the Study, the
Institution shall promptly notify the Sponsor
of any findings of such an audit that may
have an adverse effect on the Institution’s
ability to conduct the Study in accordance
with the Protocol or Applicable Law.

predem neni mozné, neprodlené oznami
jakykoliv provedeny audit). V mife, v jaké to
bude mozné, umozni zdravotnické zarizeni
zadavateli predem zkontrolovat jakékoliv
pisemné sdéleni zdravotnického zatizeni
kontrolnimu uradu v souvislosti s takovym
auditem a vyjadrit se k nému, ovSem za
predpokladu, Ze tato kontrola nebude mit
podstatny nezadouci dopad na vcasnost

odpoveédi zdravotnického zarizeni
kontrolnimu uradu. Zdravotnické zatizeni
zadavateli neprodlené poskytne Kkopie

veSkeré komunikace mezi zdravotnickym
zarizenim a kontrolnim uUradem, kteri se
bude takového auditu tykat, pokud mu to
kontrolni urad nezakdZe, a neprodlené
podnikne kroky k napravé veskerych
nedostatkd, které kontrolni urad béhem
auditu  zjisti. Pokud jde o dosud
nedokonceny audit, ktery se bude primo
tykat studie, ze strany FDA nebo jiného
srovnatelného mistniho kontrolniho uradu s
pravomoci nad schvalovanim 1é¢iv, umozni
zdravotnické zarizeni zastupciim
zadavatele, aby byli u takového auditu
pritomni, pokud jejich ucast nebude
zakazana podle prislusnych zakont. Pokud
jde o audit jakéhokoliv kontrolniho uradu,
ktery se nebude primo tykat studie, ozndmi
zdravotnické zarizeni zadavateli
bezodkladné veskera zjisténi daného auditu,
ktera mohou mit neZadouci dopad na
schopnost zdravotnického zarizeni provadét
studii v souladu s protokolem nebo
prisluSnymi zakony.

3. SPONSOR OBLIGATIONS.

3. POVINNOSTI ZADAVATELE.

3.1 Compliance with Law. The Sponsor
shall comply with Applicable Law in the
performance of its activities relating to the
Study, and shall obtain all approvals and
consents required in connection with such

3.1 DodrZovani zakonu. Zadavatel bude
pii provadéni svych cinnosti tykajicich se
studie dodrzovat prislusné zakony a ziska
vSechna schvdleni a souhlasy, které jsou v
souvislosti s témito innostmi poZadovany.
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activities.

3.2  Supply of Investigational Drug. The
Sponsor and/or its Affiliate shall supply the
Institution ~ with  quantities of the
Investigational Drug adequate for the
Institution to conduct the Study in
accordance with the Protocol. The
Investigational Drug shall remain the sole
property of the Sponsor and/or its Affiliate.
The Institution shall take reasonable steps
to ensure that it has adequate supplies of
the Investigational Drug, shall store, use,
handle, and return or dispose of the
Investigational Drug in accordance with the
Protocol, and shall not use any
Investigational Drug after its labeled
expiration date.

3.2 Dodavani hodnoceného léciva.
Zadavatel a/nebo jeho sesterska spolecnost
bude zdravotnickému zafizeni dodavat
takovd mnozstvi hodnoceného 1éc¢iva, ktera
jsou adekvatni k tomu, aby zdravotnické
zarizeni mohlo provadét studii v souladu s
protokolem. Hodnocené 1é¢ivo zilistava
vyhradnim vlastnictvim zadavatele a/nebo
jeho sesterské spoleCnosti. Zdravotnické
zarizeni podnikne primérené kroky, aby
zajistilo, Ze bude mit k dispozici adekvatni
zasoby hodnoceného 1éciva, a hodnocené
lé¢ivo bude uchovavat, pouZivat, zachazet s
nim a vracet je nebo je likvidovat v souladu s
protokolem, a Zadné hodnocené lécivo
nepouZije po uplynuti vyznacené exspiracni
doby.

3.3 Payments. The Sponsor shall make
payments to Institution according to the
payment schedule attached hereto as
Exhibit B (“Payment Schedule”). In no event
shall the payments hereunder exceed the
amount set forth in Exhibit B without the
prior written consent of the Sponsor.

3.3 Platby. Zadavatel bude provadét
platby zdravotnickému zatizeni v souladu s
rozpisem plateb, ktery je k této smlouvé
pripojen jako priloha B (,rozpis plateb®).
Platby uskutecnéné podle této smlouvy v
Zadném pripadé nepresahnou c¢astku, ktera
je uvedena v priloze B, bez predchoziho
pisemného souhlasu zadavatele.

3.4 Subject Injury. The Sponsor shall
reimburse actual and reasonable medical
expenses incurred in treating any injury or
illness to a Study Subject that is directly
related to the administration of the
Investigational Drug or the proper
performance of any other Study procedure,
each in accordance with the Protocol and
the Sponsor’s written instructions to the
Institution. The Sponsor is not required to
provide compensation for (a) other injury-
or illness-related costs (such as lost wages),
(b) medical expenses that are paid for by a
third party, (c) medical expenses that are
incurred as the result of a violation of the

3.4  Ujma na zdravi subjektu. Zadavatel
proplati skutecné a primérené lécebné
vydaje, které vzniknou pti 1é¢bé jakékoli
Ujmy na zdravi nebo nemoci subjektu studie,
jez bude piimo souviset s podavanim
hodnoceného  lé¢iva  nebo  radnym
provedenim jiného postupu v ramci studie, v
kazdém piipadé v souladu s protokolem a
pisemnymi  pokyny  zadavatele pro
zdravotnické zarizeni. Zadavatel neni
povinen poskytnout nahradu (a) jinych
vydaji spojenych s Gjmou na zdravi nebo
nemoci (napriklad wusSlého platu), (b)
lécebnych vydajii, které hradi treti strana,
(c) lécebnych vydaji, které vzniknou
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Protocol or other misconduct or negligence,
in each case by any agent or employee of the
Institution (including the Study Staff), or (d)
medical expenses for injury or illness
unrelated to the Investigational Drug and
unrelated to the proper performance of any
other procedure required by the Protocol or
Sponsor’s written instructions to the
Institution, including, without limitation,
medical expenses associated with a pre-
existing medical condition.

nasledkem poruseni protokolu nebo jiného
nespravného pocinani nebo nedbalosti ze
strany  zastupce nebo  zameéstnance
zdravotnického zarizeni (vcetné personalu
studie), nebo (d) 1éCebnych vydaji za Gjmu
na zdravi nebo nemoc nesouvisejici s
hodnocenym 1éivem ani s fadnym
provedenim jiného postupu poZadovaného
podle protokolu nebo pisemnych pokyni
zadavatele pro zdravotnické zarizeni,
zejména lécebnych vydaji souvisejicich s jiz
diive existujicim zdravotnim stavem.

3.5 Registration of Study. To the extent
required by Applicable Law, it shall be the
responsibility of the Sponsor to register the
Study at (i) www.clinicaltrials.gov; (ii) any
other registry the requirements of which are
consistent with the guidelines of the
International Committee of Medical Journal
Editors (“ICMJE”) on trial registrations, in
each case to the extent required by the
ICMJE guidelines (as in effect at the time the
Study begins) in order for the Study results
to be eligible for publication in an ICMJE
journal; or (iii) any other registry as might
be required by Applicable Law.

3.5 Registrace studie. V mife, v jaké to
pozaduji prislusné zakony, je zadavatel
povinen studii zaregistrovat (i) na
www.clinicaltrials.gov, (ii) v jiném registru,

jehoZ pozadavky jsou v souladu se
smérnicemi Mezinarodniho vyboru
redaktort l1ékarskych Casopist

(International Committee of Medical Journal
Editors, ,ICMJE“) pro registraci klinickych
hodnoceni, v kazdém pripadé v mire, v jaké
to poZaduji smérnice ICMJE (u¢inné v dobé
zahajeni studie) tak, aby byly vysledky
studie zpusobilé k publikaci v nékterém z
Casopisti ICMJE, nebo (iii) v jiném registru
tak, jak bude poZadovano podle prislusnych
zakon.

3.6 Communication of Findings. The
Sponsor will use reasonable efforts to
promptly report to Principal Investigator
any findings discovered that could affect the
safety of participants or their willingness to
continue their participation in the Study.

3.6 Sdélovani poznatkla. Zadavatel
vynalozi primérené usili ktomu, aby
hlavniho zkousejiciho neprodlené
informoval 0 veSkerych nabytych
poznatcich, které by mohly ovlivnit
bezpecnost ucastnikii nebo jejich ochotu

pokracovat v Ucasti ve studii.

4. OWNERSHIP OF DATA, RECORDS
AND INTELLECTUAL PROPERTY.

4, VLASTNICTVi DAT, ZAZNAMU A
DUSEVNI VLASTNICTVI.

4.1 Ownership of Data and Records. All
rights, title, and interest in (i) the Study
Documents, (ii) the Protocol, and (iii) any

4.1  Vlastnictvi dat a zaznamii. Veskera
prava, naroky a podily na (i) dokumentech
studie, (ii) protokolu a (iii) jinych
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other scientific, technical, business, or other
data or information relating to the
Investigational Drug or this Agreement that
is disclosed to the Institution by the Sponsor
shall be the sole and exclusive property of
the Sponsor.

védeckych, technickych, obchodnich nebo
dalSich datech nebo informacich tykajicich
se hodnoceného léciva nebo této smlouvy,
které zadavatel sdéli zdravotnickému
zatrizeni, jsou vyhradnim a vyluénym
vlastnictvim zadavatele.

4.2 Ownership of Inventions. The
Institution shall promptly disclose, and shall
cause the Study Staff to promptly disclose to
the Sponsor in writing any inventions or
discoveries made in the performance of the
Study by or on behalf of the Institution that
relate to the administration or use of the
Investigational Drug (“Inventions”). The
Sponsor shall own all right, title, and
interest in and to any Inventions and
Institution agrees to execute any documents
or undertake any further actions if
requested by Sponsor to evidence transfer
of title thereto, at Sponsor’s reasonable
expense.

4.2  Vlastnictvi vynalezi. Zdravotnické
zarizeni bude (a zajisti, Ze personal studie
bude) zadavatele bezodkladné pisemné
informovat o veSkerych vynalezech nebo
objevech, které budou ucinény pri
provadéni studie ze strany nebo jménem
zdravotnického zarizeni a které budou
souviset s podavanim nebo pouZivanim
hodnoceného 1éciva (,,vynalezy“). Zadavatel
bude vlastnit veSkera prava, naroky a podily
k veskerym vyndlezim a zdravotnické
zarizeni souhlasi s tim, Ze vyhotovi vSechny
dokumenty nebo podnikne jiné Kkroky,
pokud si je zadavatel vyzada, k tomu, aby na
primérené naklady zadavatele dolozilo
prevod pravniho naroku na takové vynalezy.

5. CONFIDENTIALITY.

5. DUVERNOST.

5.1 Obligations. For purposes of this
Agreement, the following is “Confidential
Information”: (a) Study Documents and any
other information that is disclosed by or on
behalf of the Sponsor to the Institution
orally or in electronic or written form; and
(b) Inventions. During the term of this
Agreement and for a period of five (5) years
after the expiration or termination of this
Agreement (“Confidentiality Period”), the
Institution shall maintain the confidentiality
of the Confidential Information, and may not
transfer or disclose Confidential Information
to any third party other than the IRB and
other applicable internal safety and review
boards, except as provided in Section 5.3 or
the Protocol. During the Confidentiality
Period, the Institution may use Confidential

5.1 Povinnosti. Pro ucely této smlouvy
se za ,davérné informace“ povazuje
nasledujici: (a) dokumenty studie a
jakékoliv jiné informace, které budou
zdravotnickému zatizeni sdéleny
zadavatelem nebo jeho jménem ustné nebo
v elektronické ¢i pisemné formé, a dale (b)
vynalezy. Po dobu platnosti této smlouvy a
po dobu péti (5) let po jejim vyprSeni nebo
ukonceni (,obdobi zachovani davérnosti)
bude zdravotnické zatizeni zachovavat
divérnost divérnych informaci a nesmi
divérné informace predat ani sdélit zadné
treti strané kromé EK a jinych prisluSnych
internich bezpecnostnich nebo kontrolnich
komisi, s vyjimkou ustanoveni oddilu 5.3
nebo protokolu. Béhem obdobi zachovani
divérnosti mize zdravotnické zarizeni
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Information in performing the Study, for the
provision of related patient care, or for
other clinical or educational uses, but shall
not use any Confidential Information for any
other purpose.

pouzivat diivérné informace pii provadéni
studie, pro ucely poskytovani souvisejici
péce pacientliim nebo pro jiné Kklinické nebo
vzdélavaci ucely, zadné diivérné informace
ale nepouzije pro zadny jiny ucel.

5.2  Exceptions. Notwithstanding Section
5.1, information shall be deemed not to be
Confidential Information to the extent that
it:

5.2 Vyjimky. Nehledé na oddil 5.1 se
informace nepovazuji za divérné, jestlize:

(a) is or later becomes publicly known
other than through a breach of this
Agreement by the Institution, its employees,
or its agents (including the Principal
Investigator);

(a) jsou nebo se pozdéji stanou vetejné
znamymi jinak neZ porusSenim této smlouvy
ze strany zdravotnického zarizeni, jeho
zameéstnancii nebo jeho zastupcl (vcetné
hlavniho zkousejiciho),

(b) is lawfully made available to the
Institution, its employees, or its agents
(including the Principal Investigator) by a
third party that the Institution reasonably
believes = owes no  obligation  of
confidentiality to the Sponsor; or

(b) jsou zdkonnou cestou zpristupnény
zdravotnickému zarizeni, jeho
zaméstnancim nebo jeho zastupcim
(v€etné hlavniho zkousejiciho) tieti stranou,
o niZ se zdravotnické zarizeni primérené
domniva, Ze nema vici zadavateli Zddnou
povinnost zachovani diivérnosti, nebo

(c) was already known to or is
independently developed by the Institution,
its employees, or its agents (including the
Principal Investigator), as evidenced by
written records.

(c) byly jiZz drive zndmé nebo nezavisle
vyvinuté zdravotnickym zatizenim, jeho
zameéstnanci nebo jeho zastupci (vcetné
hlavniho zkousSejicitho), coz lze doloZit
pisemnymi zaznamy.

5.3 Permitted Disclosures.
Notwithstanding Section 5.1, Confidential
Information may be disclosed to the extent
that it:

5.3  Povolené zpristupnéni. Nehledé na
oddil 5.1 Ize diivérné informace zpristupnit
v nasledujicich ptipadech:

(a)  is disclosed to Study Staff, but only to
the extent required in connection with the
performance of the Study, and only if such
Study Staff are subject to obligations of
confidentiality and non-use at least as
restrictive as those in this Article 5;

(a) jsou-li ~ zpristupnény  personalu
studie, ovSem pouze v mire, v jaké je to
potieba v souvislosti s provadénim studie, a
pouze podléha-li tento personal studie
povinnostem zachovani dlvérnosti a
zdrZeni se jejich pouziti, které jsou nejméné
tak restriktivni jako povinnosti podle tohoto
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clanku 5;

(b) is disclosed to Study Subjects or
prospective Study Subjects as reasonably
necessary or appropriate in the course of
discussions regarding the Informed Consent,
or the performance of the Study;

(b) jsou-li  zpristupnény  subjektim
studie nebo potencidlnim subjektim studie
jako primérené nezbytné nebo vhodné v
pribéhu rozhovora ohledné informovaného
souhlasu nebo provadénti studie;

(c) is disclosed to a physician or a Study
Subject as reasonably necessary or
appropriate in connection with the medical
treatment of the Study Subject;

(c) jsou-li zpristupnény lékari nebo
subjektu studie jako piimérené nezbytné
nebo vhodné v souvislosti s lékarskym
oSetienim daného subjektu studie;

(d) is required to be disclosed by the
Institution by law or by order of any
governmental authority; provided, however,
that, except with respect to disclosures
made pursuant to Section 2.7, the Institution
shall use reasonable efforts to disclose the
minimum Confidential Information
necessary to comply with such requirement,
and the Institution shall give the Sponsor
advance notice of the disclosure when
practicable, and prompt notice of the
disclosure otherwise, to permit the Sponsor
to seek a protective order to limit the
disclosure.

(d) je-li jejich zpristupnéni ze strany
zdravotnického zarizeni poZadovano
zakonem nebo na zakladé narizeni néjakého
statniho aradu, ovSem za predpokladu, Ze s
vyjimkou zpristupnéni podle oddilu 2.7
vynaloZi zdravotnické zarizeni primérené
usili k tomu, aby zptistupnilo davérné
informace v minimalni mife nezbytné k
dodrZeni takového pozadavku, a dale Ze
zdravotnické zarizeni bude o tomto
zpristupnéni predem informovat zadavatele,
bude-li to moZné; jinak mu toto
zpiistupnéni bezodkladné oznami, aby se
zadavatel mohl pokusit ziskat ochranné
narizeni omezujici toto zpristupnéni.

5.4 Confidentiality of Terms.
Institution shall maintain the confidentiality
of the terms of this Agreement, subject to
Section 7.5 and the exceptions set forth in
Sections 5.2 and 5.3.

5.4  Divérnost podminek. Zdravotnické
zatizeni zachova divérnost podminek této
smlouvy v souladu s ¢lankem 7.5 a v souladu
s vyjimkami uvedenymi v ¢lancich 5.2 a 5.3

6. BIOLOGICAL SAMPLES.

6. BIOLOGICKE VZORKY

6.1 Definition. “Biological = Sample”
means (i) any material collected from a
Study Subject, including, without limitation,

any blood, serum, urine, saliva, bone
marrow or tissue sample, and (ii) any
tangible material isolated therefrom,

including but not limited to DNA, RNA and

6.1 Definice. ,Biologicky vzorek“
znamena (i) jakykoli materidl odebrany
subjektu studie, zejména vzorek krve, séra,
moci, slin, kostni dfené nebo tkané a (ii)
jakykoli hmotny material z nich izolovany,
zejména DNA, RNA a dalsi biologické latky.
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other biological substances.

6.2 Collection, Storage and Use Under
Protocol. If the Protocol requires the
collection of Biological Samples, then
Institution shall collect and wuse such
Biological Samples in accordance with the
Protocol, the Informed Consent, and in
compliance with Applicable Law. At the
request of Sponsor, or if otherwise required
by the Protocol, Institution shall deliver the
Biological Samples to Sponsor or Sponsor’s
designee. Sponsor shall use such Biological
Samples in accordance with the Protocol,

6.2 Odbér, skladovani a pouzivani
podle protokolu. Pokud protokol vyZaduje
odbér biologickych vzorky, bude
zdravotnické zarizeni odebirat a pouzivat
takové biologické vzorky v souladu s
protokolem, informovanym souhlasem a
platnymi zakony. Na Zadost zadavatele,
nebo pokud to jinak vyZaduje protokol, doda
zdravotnické zarizeni biologické vzorky
zadavateli nebo zastupci zadavatele.
Zadavatel bude takové biologické vzorky
pouzivat v souladu s protokolem,

the Informed Consent, and in compliance | informovanym souhlasem a platnymi
with Applicable Law. zakony.
6.3 Retention and Destruction. | 6.3 Uchovani a znic¢eni. Zdravotnické

Institution and Sponsor, as applicable, shall
maintain all Biological Samples for as long
as required by the Protocol and Applicable
Law. Neither Institution nor Principal
Investigator shall destroy or permit the
destruction of any Biological Samples in
their possession without the prior written
consent of Sponsor. At the request of
Sponsor, Institution shall either deliver
Biological Samples in Institution’s
possession to Sponsor or continue to store
Biological Samples for any period that the
Sponsor may request at Sponsor’s expense.

zatizeni a zadavatel budou uchovavat
vSechny biologické vzorky tak dlouho, jak je
vyZadovano podle protokolu a platnych
zdkonl. Zdravotnické zarizeni ani hlavni
zkousejici nezni¢i ani nepovoli zniceni
biologickych vzorkii ve svém drzeni bez
predchoziho pisemného souhlasu
zadavatele. Na zadost zadavatele
zdravotnické zarizeni bud’ zadavateli doda
biologické vzorky ve svém drZeni, nebo
bude na ndaklady zadavatele nadale
uchovavat biologické vzorky po jakoukoli
dobu, kterou miize zadavatel pozadovat.

6.4 Secondary Research. Institution
may not (i) use the Biological Samples
collected under the Protocol, (ii) collect
additional quantities of Biological Samples
(i.e. exceeding quantities which the Protocol
specifies to be collected), and/or (iii) retain
any quantities of Biological Samples not
used for purposes of conducting the
research specified by the Protocol, for
purposes of testing or use in research that is
not described in the Protocol, including
pharmacokinetic, pharmacogenomics, and

6.4  Sekundarni vyzkum. Zdravotnické
zatizeni nesmi (i) pouzit biologické vzorky
odebrané podle protokolu, (ii) odebrat
dodate¢nd mnozstvi biologickych vzorki (tj.
pirekrocit odebirané mnozstvi specifikované
protokolem) anebo (iii) si ponechat jakakoli
mnozstvi biologickych vzorkli nepouzitych
pro ucely provadéni vyzkumu
specifikovaného protokolem pro ucely
zkouSeni nebo pouziti ve vyzkumu, ktery
neni popsan v  protokolu, vcetné
farmakokinetického, farmakogenomického a
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biomarker testing and research.

biomarkerového testovani a vyzkumu.

7. PUBLICATION AND DISCLOSURE.

7. PUBLIKOVANI A ZPRiISTUPNOVANI

7.1 Right of Publication.
Notwithstanding Section 5.1, upon
completion or termination of the Study and
subject to this Article 7, the Institution may

publish, otherwise publicly disclose or
submit for  publication an article,
manuscript, abstract, report, poster,

presentation, or other material, in written or
electronic form, that includes: (i) an analysis
of the results of the Study; (ii) a summary of
the Protocol; and (iii) supporting data
generated by the Study and identifying
information regarding the Investigational
Drug, in each case as would be reasonably
required for purposes of publication in a
peer-reviewed scientific journal (any such
article, manuscript, abstract, report, poster,

7.1  Pravo na publikovani. Bez ohledu
na oddil 5.1 mliZe zdravotnické zatizeni po
dokonceni ¢i ukonceni této studie a v
souladu s timto ¢lankem 7 publikovat, jinak
verejné zpristupnit nebo predlozit ke
zverejnéni Clanek, rukopis, abstrakt, zpravu,
plakat, prezentaci nebo jiny material v
pisemné nebo elektronické formé, ktery
zahrnuje: (i) analyzu vysledki studie; (ii)
souhrn protokolu a (iii) podplrna data
generovana studii a identifikujici informace
tykajici se hodnoceného 1éc¢iva, v kazdém
pripadé tak, jak je primérené vyZadovano
pro ucely zvefejnéni v recenzovaném
védeckém cCasopise (vSechny takové clanky,
texty, abstrakty, zpravy, plakaty, prezentace
nebo jiné materialy jsou dale oznaceny jako

presentation, or other material, a | ,rukopis).

“Manuscript”).

7.2  Multi-Center Publication. The | 7.2  Multicentricka publikace. Smluvni
parties, recognizing the importance of | strany, které uznavaji dtleZitost sdéleni

communicating clinical trial results to the
public and to the medical and scientific
communities in an accurate and complete
manner, intend for the first publication of
the Study to include the results from all of
the study centers and to appear in a peer-
reviewed scientific journal, in accordance
with the Protocol. Without the prior written
agreement of the Sponsor, the Institution
shall not publish, submit or otherwise
present for publication, directly or
indirectly, any Manuscript prior to the
publication of an article in a peer-reviewed
scientific journal summarizing the data
generated by all of the Study centers, unless
no such article is so published before the
first anniversary of the finalization of the
clinical study report, in which case the

vysledkl klinického hodnoceni verejnosti a
lékarské a védecké komunité presnym a
uplnym zpisobem, maji v imyslu, aby prvni
publikace o studii obsahovala vysledky
vSech center provadéjicich studii a byla
uvedena v  recenzovaném = védeckém
Casopise v souladu s protokolem. Bez
piedchoziho pisemného souhlasu
zadavatele zdravotnické zarizeni nezverejni,
nenabidne ani jinak nepredloZi k publikaci,
piimo ani neptimo, jakykoli rukopis pred
publikovanim ¢lanku, ktery shrnuje udaje
vygenerované vSemi centry studie, v
recenzovaném veédeckém cCasopise,; pokud
ovSsem nebude Zadny takovy clanek takto
publikovan pred prvnim vyroc¢im dokonceni
zpravy o klinické studii. V takovém pripadé
smi zdravotnické zarizeni rukopis
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Institution may publish or submit for
publication a Manuscript without further
delay (subject to the other Sections of this
Article 7).

publikovat nebo predlozit ke zverejnéni bez
dalSiho odkladu (v souladu s dalsimi oddily
tohoto ¢lanku 7).

7.3 Review Period. Not less than forty-
five (45) days prior to submission for
publication or presentation of any
Manuscript, the Institution shall, or shall
cause the Principal Investigator to, provide
the Sponsor with a copy of the Manuscript.
The Institution shall consider in good faith
any comments submitted by the Sponsor
regarding the content thereof, and shall
delete any Confidential Information that the
Sponsor requests in writing be deleted. At
the Sponsor’s request, the Institution shall
delay publication for an additional sixty (60)
days to allow patent applications to be filed.

7.3 Obdobi prezkumu. Nejpozdéji
Ctyricet pét (45) dni pred podanim
jakéhokoli rukopisu k publikaci nebo
prezentaci zdravotnické zarizeni predloZzi
nebo zajisti, aby hlavni zkousSejici predlozil,

kopii  rukopisuzadavateli. = Zdravotnické
zarizeni zvazi vdobré vire veSkeré
pripominky predlozené zadavatelem

ohledné obsahu rukopisu a odstrani vSechny
divérné informace, o jejichz odstranéni
zadavatel pisemné pozadd. Na Zadost
zadavatele zdravotnické zarizeni odlozi
publikovani o dalSich Sedesat (60) dni, aby
bylo mozné podat Zadosti o patenty.

7.4 Use of Name. Neither party may use
the name, logo, or trademark of the other
party or its employees or Affiliates in any
press release, publicity, or advertising
without the prior written approval of the
other party, except as required by
Applicable Law or expressly permitted by
this Agreement.

7.4  Pouziti jména. Zadna ze smluvnich
stran nesmi pouZit jméno, logo nebo
ochrannou znadmku druhé strany nebo jejich
zameéstnanci i sesterskych spolecnosti v
zadné tiskové zpravé, verejném sdéleni
nebo reklamé bez predchoziho pisemného
souhlasu druhé strany, kromé piipadd, kdy
tak vyZaduji prislusné zakony nebo pripadi
vyslovné povolenych podle této smlouvy.

7.5 Disclosure by Institution. The
Institution shall have the right to include the
Study title and any other information
publicly available on any registry in which
the Study is listed pursuant to Section 3.5, in
any list of active or past clinical trials
conducted by the Institution published on
the Institution’s website or in an Institution
print publication; provided, however, that
no additional information, whether about
the Study, the Investigational Drug, or the
Sponsor, may be included.

7.5  Zpristupnéni informaci ze strany
zdravotnického zarizeni. Zdravotnické
zatizeni ma pravo uvést nazev studie a jiné
informace, které jsou verejné k dispozici v
jakémkoliv registru, v némz je studie
uvedena podle oddilu 3.5, v jakémkoliv

seznamu  aktivnich nebo  minulych
klinickych hodnoceni provadénych
zdravotnickym  zarizenim, ktery je
zvefrejiovan na webovych strankach

zdravotnického zarizeni nebo v nékteré z
tiSténych publikaci zdravotnického zarizeni,

ovSem za predpokladu, Ze nebudou pridany
zadné dalsi informace o studii, hodnoceném
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lécivu ¢i o zadavateli.

7.6 Disclosure by Sponsor. The
Institution and Principal Investigator
acknowledge that the Sponsor is required by
applicable laws and pharmaceutical
industry codes of conduct to document and
publicly disclose certain transfers of value
made to healthcare professionals and
healthcare organizations, and such
disclosures may include information about
the payments or other transfers of value
provided to Institution and/or the Principal
Investigator and Study Staff under this
Agreement [including any financial or in-
kind support that the Sponsor may provide
in connection with any Manuscript]. The
Sponsor may store and use information
relating to the Institution, Principal
Investigator and/or Study Staff and arising
out of this Agreement for the purpose of its
business and may publicly disclose in its
discretion such information (including, but
not limited to, the name and professional
address of the Institution and/or the
Principal Investigator and Study Staff, any
financial and in-kind payments received
under this Agreement, the nature of the
engagement and any other payment or
service-related information) as may be
deemed appropriate by Sponsor for the
fulfillment of its transparency obligations or
as may otherwise be dictated by Applicable
Law or any pharmaceutical industry codes
of conduct to which the Sponsor or any of its
Affiliates is subject. For such purposes, the
Sponsor may transfer such information to
its Affiliates and/or third party service
providers, who may be established in a
different jurisdiction to the Institution and
Principal Investigator, which jurisdiction
may not offer the same level of protection
for personal information. Payments to the

7.6  Zpristupnéni informaci ze strany
zadavatele. Zdravotnické zarizeni a hlavni
zkousejici berou na védomi, Ze prislusné
zakony a Kkodexy spravné praxe ve
farmaceutickém  primyslu  zadavateli
ukladaji povinnost dokumentovat a verejné
zpristupnnovat urcité prevody hodnot na
pracovniky ve zdravotnictvi a zdravotnicka
zarizeni, a Ze takto mohou byt zpiistupnény
informace o platbach a jinych prevodech
hodnot  poskytnutych  zdravotnickému
zarizeni a/nebo hlavnimu zkouSejicimu a
personalu studie podle této smlouvy [vCetné
jakékoli vécné ¢i finan¢ni podpory pripadné
poskytnuté zadavatelem v souvislosti s
rukopisem]. Zadavatel milize uchovavat a
pouzivat informace souvisejici se
zdravotnickym zarizenim, hlavnim
zkousSejicim a/nebo persondlem studie,
které povstavaji z této smlouvy, pro své
obchodni ucely, a podle svého uvazeni muze
takové informace verejné zpristupnit
(zejména nazev a adresu zdravotnického
zarizeni a/nebo jméno a adresu zameéstnani
hlavniho zkouSejictho a personalu studie,
jakékoli platby nebo vécné dhrady prijaté
podle této smlouvy, charakter zapojeni a
jakékoli jiné platby nebo informace tykajici
se plateb a sluzeb) zplsobem, Kktery
zadavatel poklddd za vhodny ke splnéni
svych zavazkl transparentnosti, nebo
zplisobem, ktery jinak narizuji prislusné
zakony nebo kodexy spravné praxe ve
farmaceutickém pramyslu, jimz zadavatel
nebo kterdkoli z jeho sesterskych
spole¢nosti podléhaji. Za témito ucely
zadavatel miiZe tyto informace prevadét na
své sesterské spolecnosti a/nebo
poskytovatele sluzeb, ktefi jsou tretimi
stranami, a mohou mit sidlo v misté s jinou
uzemni prislu§nosti, neZ ma zdravotnické
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Institution for work done by specified
individuals may reference both the
Institution and the individual. In accordance
with applicable data protection laws, the
Principal Investigator and Study Staff may
contact the Sponsor at any time to correct
any mistakes or request deletion of their
personal information held by Sponsor.

zarizeni nebo hlavni zkousSejici, kde nemusi
byt poskytovana stejnd uroven ochrany
osobnich informaci. Platby zdravotnickému
zarizeni za praci vykonanou konkrétnimi
osobami mohou odkazovat jak na
zdravotnické zarizeni, tak na danou osobu. V
souladu s prislusSnymi zakony na ochranu
udaji mize hlavni zkouSejici a personal
studie kdykoli kontaktovat zadavatele kvili
opravé chyb nebo Zadosti o vymazani svych
osobnich informaci v drzeni zadavatele.

7.7 Acknowledgment. The Institution
shall publicly acknowledge in any
Manuscript the Sponsor’s financial or

editorial contribution to the research, and
the Institution may use the Sponsor’s name
for that purpose.

7.7 Podékovani. Zdravotnické zarizeni
uveiejni v kazdém rukopisu podékovani za
finan¢ni nebo redak¢ni prispéni zadavatele
k vyzkumu a pro tento ucel mlZe pouZzit
jméno zadavatele.

8. INDEMNITIES AND INSURANCE.

8. ODSKODNENI A POJISTENi

8.1 Indemnification. The Sponsor shall
indemnify, defend, and hold harmless the
Institution and its officers, directors,
employees, and agents from any loss,
liability, damage, or expense (including
reasonable attorneys’ fees and costs until
such time as the Sponsor assumes the
defense) from any claim of bodily injury that
may arise directly from the administration
of the Investigational Drug or the proper
performance of any procedure required by
the Protocol or the Sponsor’s written
instructions; provided, however, that to the
extent that the claim is a result of (a) the
failure of the Institution or one of its
officers, employees, or agents (including the
Principal Investigator) to comply with the
terms of this Agreement or to follow the
Protocol or the Sponsor’s written
instructions, accepted medical practice, or
Applicable Law, or (b) any act of negligence
or willful misconduct of the Institution or
one of its officers, employees, or agents

8.1 Odskodnéni. Zadavatel odskodni
zdravotnické zarizeni a jeho vedouci
pracovniky, Tteditele, zaméstnance a
zastupce, bude je branit a zbavi je
odpovédnosti za jakoukoliv ztratu, pravni
odpovédnost, Skodu nebo vydaj (vCetné
pfimérenych honorait a nakladi na
pravniho zastupce do doby, kdy zadavatel
prevezme obhajobu) nasledkem jakéhokoliv
vzneseného naroku na zakladé télesné Gjmy
na zdravi, ktery miize vyplyvat primo z
podavani hodnoceného 1éciva nebo radného
provedeni jakéhokoliv postupu
pozadovaného podle protokolu nebo podle
pisemnych pokyni zadavatele; ovSem za
predpokladu, Ze do té miry, do jaké je dany
narok nasledkem (a) nedodrZeni podminek
této smlouvy nebo protokolu nebo
pisemnych pokynii zadavatele, uznavané
lékarské praxe nebo prislusnych zakoni ze
strany zdravotnického zarizeni nebo
jednoho z jeho vedoucich pracovnikd,
zaméstnanci nebo  zastupci  (vCetné
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(including the Principal Investigator)
(claims arising from (a) and (b) being
referred to as “Institution Error Claims”),
the Sponsor shall have no such obligation,
and the Institution shall indemnify, defend,
and hold harmless the Sponsor (and its
officers, directors, employees, and agents, as
applicable) from any loss, liability, damage
or expense, but only to the extent arising
from any such Institution Error Claim.
Neither party hereto shall have any liability
to the other for any special, indirect or
consequential losses or damages suffered by
the other.

hlavniho zkousejiciho) nebo (b) jakéhokoliv
¢inu nedbalosti nebo zamérného
nespravného konani ze strany
zdravotnického zarizeni nebo jednoho z
jeho vedoucich pracovnikli, zaméstnanct

nebo zastupct (vCetné hlavniho
zkousSejiciho) (naroky vyplyvajici z (a) a (b)
se oznacuji jako ,naroky z divodu

pochybeni zdravotnického zarizeni“), nema
zadavatel Zadnou takovou povinnost, a
zdravotnické zarizeni odskodni zadavatele
(a vprislusnych ptipadech jeho vedouci
pracovniky, Treditele, zaméstnance a
zastupce), bude jej branit a zbavi jej
odpovédnosti za jakoukoliv ztratu, pravni
odpovédnost, Skodu nebo vydaj, ovSem
pouze v mire, v jaké budou tyto vyplyvat z
jakéhokoliv takového naroku z dlvodu
pochybeni zdravotnického zafizeni. Zadna
ze smluvnich stran této smlouvy nema viici
druhé strané pravni odpovédnost za zZadné
zvlasStni, nepfimé nebo nasledné ztraty nebo
Skody, které utrpi druha smluvni strana.

8.2 Indemnification Procedure. The
party  seeking indemnification  (the
“Indemnitee”) shall promptly notify the
other party (the “Indemnitor”) of any claim,
loss, or expense likely to lead to a claim for
indemnification, along with all material
related information. If such notice is not
prompt, the Indemnitor’s obligation under
this Article 8 will be reduced to the extent
that such delay prejudices the Indemnitor’s
defense of the claim. The Indemnitor shall
have the right to manage the defense and
settlement of any claim, except that the
Indemnitor may not enter into any
settlement admitting fault on behalf of the
Indemnitee without the Indemnitee’s prior
written approval. The Indemnitee may not
enter into any settlement of any such claim
without the written permission of

8.2  Postup odSkodnéni. Smluvni strana,
ktera usiluje o odSkodnéni (,,odSkodniovana
strana“), bezodkladné oznami druhé
smluvni strané (,odSkodnujici strana“)
existenci jakéhokoliv naroku, ztraty nebo
vydaje, ktery pravdépodobné povede ke
vzneseni naroku na odSkodnéni, spolu s
veSkerymi podstatnymi souvisejicimi
informacemi. Nebude-li toto oznameni
provedeno neprodlené, bude povinnost
odSkodnujici strany podle tohoto Clanku 8
sniZena v mire, v jaké toto zpoZdéni poskodi
obhajobu odskodnujici strany pred danym
narokem. OdSkodnujici strana ma pravo
vést obhajobu a vyrovnani jakéhokoliv
naroku s tou vyjimkou, Ze odSkodnujici
strana nemize sjednat zadné vyrovnani,
které by pripoustélo pochybeni za
odSkodiilovanou  stranu, bez  jejiho
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Indemnitor. The Indemnitee shall
reasonably cooperate with the Indemnitor
in the defense of the claim. The Indemnitee
may hire its own counsel, at its own
expense, to monitor the defense. In addition,
the Indemnitee may elect to assume control
of the defense of such claim, in which case
the Indemnitor shall have no obligation to
indemnify or further defend the Indemnitee
with respect to such claim.

predchoziho pisemného souhlasu.
Odskodnovana strana nemtuzZe sjednat Zadné
vyrovnani takového naroku bez pisemného
svoleni odsSkodnujici strany. Odskodnovana
strana bude s odskodnujici stranou
primérené spolupracovat pri obrané pred
narokem. Odskodiiovana strana si miiZe na
vlastni naklady najmout vlastniho pravniho
zastupce, ktery bude obhajobu sledovat.
Kromé toho si miZe odSkodnovana strana
zvolit, Ze prevezme kontrolu nad obhajobou
vlic¢i danému ndroku a v takovém piipadé
nebude mit odSkodnujici strana Zadnou
povinnost poskytnout odSkodnéni nebo dale
branit odSkodiiovanou stranu v souvislosti s
danym narokem.

8.3 Insurance. During the term of this
Agreement and for three (3) years
thereafter, the Institution and the Sponsor
each shall carry liability insurance in the
type appropriate and customary for the
conduct and sponsorship of clinical trials (or
maintain a comparable program of self-
insurance). Upon request, each party shall
provide to the other party a certificate of
such insurance or evidence of such a self-
insurance plan.

8.3  PojisSténi. Béhem platnosti této
smlouvy a tfi (3) roky po jejim ukonceni
bude zdravotnické zarizeni i zadavatel
udrzovat vlastni pojisténi odpovédnosti
takového typu, ktery je vhodny a obvykly
pro provadéni a zadavani Kklinickych
hodnoceni (nebo bude udrzovat srovnatelny
program samopojisténi). Na vyzadani
poskytne kazda smluvni strana druhé strané
potvrzeni o takovém pojisténi nebo doklad o
prislusném planu samopojisténti.

9. REPRESENTATIONS AND
COVENANTS.

9, PROHLASENI A UMLUVY.

9.1 Regulatory Approvals. Each party
represents and warrants that it has and will
maintain during the term of this Agreement
all regulatory approvals required for the
conduct of its respective activities in
connection with the Study, and that all
persons who perform activities under this
Agreement on its behalf (including, in the
case of the Institution, the Study Staff) have
and will have the necessary expertise,
qualifications, certifications and training,
including, without limitation, training

9.1 Schvaleni Kkontrolnimi urady.
Kazda smluvni strana prohlasuje a zarucuje,
Ze ma a po dobu platnosti této smlouvy bude
udrzovat veSkera schvaleni kontrolnich
uiadl, ktera jsou potrebna pro provadéni
jejich prislusnych c¢innosti v souvislosti se
studii, a Ze vSechny osoby, které jejim
jménem provadéji cinnosti podle této
smlouvy (vCetné, v pripadé zdravotnického
zarizeni, personalu studie), maji a budou mit
nezbytnou odbornost, vzdélani, kvalifikaci,
certifikace a Skoleni, zejména Skoleni
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related to current Good Clinical Practices
(“cGCP”).

tykajici se aktualni spravné klinické praxe
(current Good Clinical Practices, ,,cGCP“).

9.2 Required Filings. The parties agree,
that if required by applicable laws, this
Agreement may be filed/registered by
Institution in accordance with such laws,
however all Confidential Information must
be redacted prior to such filing and must be
reviewed and approved by Sponsor before
such filing. If Sponsor does not receive
confirmation about release of the redacted
Agreement within twenty (20) business
days from the date of the last signature,
Sponsor is entitled to make necessary steps
to post the redacted Agreement.

9.2 Pozadované registrace. Strany
souhlasi s tim, Ze pokud to vyzaduji
prislusné zakony, miiZze byt tato smlouva
zaregistrovana zdravotnickym zarizenim v
souladu s takovymi zakony. Pfed takovou
registraci vSsak museji byt vSechny dlvérné
informace upraveny a museji byt posouzeny
a schvaleny zadavatelem. Pokud zadavatel
neobdrzi potvrzeni o uvolnéni takto
upravené smlouvy do dvaceti (20)
pracovnich dnti od data posledniho podpisu,
ma pravo ucinit nezbytné kroky k registraci
takto upravené smlouvy.

9.3 Debarment. The Institution certifies
that it will not engage, directly or indirectly,
any person (including the Principal
Investigator) to perform services under this
Agreement if (a) that person is debarred by
the FDA under 21 U.S.C. § 335a or any
foreign equivalent or to the Institution’s
knowledge is threatened with debarment by
a pending proceeding, action, or
investigation, (b) that person is excluded
from participation in any federal health care
program under 42 C.F.R. Part 1001 et seq. or
is the subject of an exclusion proceeding, or
(c) that person is otherwise disqualified
under federal or state law, or to the
Institution’s knowledge is threatened with
such disqualification by a pending
proceeding, action, or investigation, from
participating in the Study. The Institution
certifies that it will immediately notify the
Sponsor in writing if any such debarment,
exclusion, or disqualification occurs, or if

any such debarment, exclusion, or
disqualification proceeding, action, or
investigation is commenced or, to the

Institution’s knowledge, is threatened, with

9.3 Zakaz ¢innosti. Zdravotnické
zarizeni potvrzuje, Ze do provadéni sluzeb
podle této smlouvy nezapoji, piimo ani
neprimo, Zadnou osobu (vcetné hlavniho
zkousSejiciho), jestlize (a) byl této osobé
uiadem FDA podle § 335a hlavy 21 Sbirky
zakonli USA nebo jinym rovnocennym
zahrani¢nim Uradem uloZen zikaz Cinnosti
nebo ji podle védomi zdravotnického
zatrizeni hrozi zakaz Cinnosti na zakladé
dosud neuzavieného fizeni, Zaloby nebo
Setfeni, nebo (b) je tato osoba vyloucena z
ucCasti na federalnich programech zdravotni
péce podle oddilu 1001 a nasl. hlavy 42
Sbirky federalnich zakoni USA nebo u ni
probiha fizeni o vylouceni, nebo (c) je jinak
nezplsobild k ucasti na studii podle
federalnich nebo statnich zakonl nebo ji
podle védomi zdravotnického zarizeni hrozi
takova nezpulsobilost na zdkladé dosud
neuzavieného rizeni, Zaloby nebo Setfeni.
Zdravotnické zarizeni potvrzuje, Ze bude
zadavatele ihned pisemné informovat,
pokud u jakékoliv takové osoby dojde k
takovému zdkazu cinnosti, vylouceni nebo
prohlaseni nezptisobilosti, nebo dojde k
zahajeni rizeni, Zaloby nebo Setfeni ohledné
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respect to any such person.

zakazu cinnosti, vylouceni nebo prohlaseni
nezpusobilosti, nebo bude-li toto podle
védomi zdravotnického zarizeni hrozit.

9.4 Fair Market Value. Each party
represents that the compensation provided
under this Agreement represents the fair
market value of the activities performed by
the Institution, has been negotiated in an
arm’s-length transaction, and has not been
determined in any manner with regard to
any implicit or explicit agreement to provide
favorable procurement decisions with
regard to the Sponsor’s products, or to the
value or volume of any business or referrals
generated between the parties.

9.4 Spravedliva trzni cena. Kazda
smluvni strana prohlasuje, Ze financni
odména poskytovana podle této smlouvy

predstavuje  spravedlivou trzni cenu
Cinnosti, které provadi zdravotnické
zarizeni, byla dojednana na zakladé

objektivniho jednani a Zadnym zplisobem
nebyla stanovena s ohledem na jakoukoliv
implicitni nebo explicitni dohodu o
zprostiedkovani  priznivych  rozhodnuti
ohledné vyrobkii zadavatele nebo ohledné
hodnoty nebo objemu obchodu nebo

doporuceni vzniklych mezi smluvnimi
stranami.
9.5 No Charge. The Institution covenants | 9.5  Neuctovani poplatku. Zdravotnické

that it will not charge any Study Subject or
any third party for (i) the Investigational
Drug, or (ii) any items or services that are
funded by the Sponsor under this
Agreement or that are provided without

zatizeni se zavazuje, Ze Zadnému subjektu
studie ani zadné treti strané nebudou
uctovat poplatek za (i) hodnocené lécivo
nebo (ii) polozky nebo sluzby, které hradi
zadavatel podle této smlouvy, nebo které

charge by the Sponsor for Study purposes. zadavatel poskytuje zdarma pro ucely
studie.

9.6 Power and Authority. The|9.6 Pravomoc a opravnéni.

Institution represents that it has the | Zdravotnické zatizeni prohlasuje, Ze ma

requisite power and authority to cause all
Study Staff to comply with the Institution’s
obligations under this Agreement.

nezbytnou pravomoc a opravnéni k tomu,
aby zajistilo, Ze personal studie bude
dodrZovat zavazky zdravotnického zatizeni
podle této smlouvy.

9.7 Institution Disclosures. The
Institution: (a) shall cause the Principal
Investigator to provide to the Sponsor a
signed, completed Form FDA-1572 and a
curriculum vitae or other statement of
qualifications showing the education,
training, and experience that qualifies the
Principal Investigator as an expert in the
clinical investigation of the Investigational

9.7 Oznamovaci povinnost
zdravotnického zarizeni. Zdravotnické
zarizeni: (a) zajisti, Ze hlavni zkouSejici
poskytne zadavateli podepsany, vyplnény
formular FDA-1572 a Zivotopis nebo jiné
prohlaseni o kvalifikaci prokazujici vzdélani,
Skoleni a zkuSenosti, na jejichz zakladé je
hlavni zkouSejici kvalifikovan jako odbornik
v oblasti klinického vyzkumu hodnoceného
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Drug for the use under investigation; (b)
shall cause, before the commencement of
the Study, during the course of the Study,
and for up to one year after the completion
or termination of the Study, at the Sponsor’s
reasonable request, the Principal
Investigator and any sub-investigator to
disclose to the Sponsor (and afterwards to
notify the Sponsor of any relevant changes
to) any financial arrangement between the
Sponsor and the investigator (whether
Principal Investigator or sub-investigator,
and including any spouse or dependent
child thereof) as to which the value of the
compensation could be influenced by the
outcome of the Study, any significant
payments of other sorts from the Sponsor,
any proprietary interest in the Drug, or any
significant equity interest in the Sponsor
held by the Principal Investigator or sub-
investigator, and including any spouse or
dependent child thereof; and (c) shall
comply, and shall ensure that the Principal
Investigator and any sub-investigator
comply, with all applicable disclosure
requirements related to conflict of interest
that are imposed by the FDA or other

léc¢iva, a to pro pouZiti v ramci vyzkumu, (b)
pired zahajenim studie, v pribéhu studie a
béhem nejvySe jednoho roku po dokonceni
nebo predcasném ukonceni studie zajisti, Ze
na zadkladé primérené zadosti zadavatele
hlavni zkouSejici a kazdy pripadny
spoluzkousejici zadavateli sdéli (a poté
zadavateli oznami veSkeré relevantni
zmény) informace o jakémkoliv finan¢nim
ujednani mezi zadavatelem a zkousejicim
(at se jedna o hlavniho zkouSejictho nebo
spoluzkousejiciho, v€etné jejich ptripadnych
manzelli/manzelek a zavislych  déti),
vzhledem k némuZz by hodnota financni
odmény mohla byt ovlivnéna vysledkem
studie, o vyznamnych platbach jiného druhu
od zadavatele, o piipadném majetkovém
podilu na 1é¢ivu nebo o jakémkoliv
vyznamném podilu na jméni zadavatele,
ktery ma hlavni  zkouSejici nebo
spoluzkousejici v drZeni, vcetné jejich
piipadnych manzeli/manzelek a zavislych
déti, a dale (c) zdravotnické zatizeni bude
dodrZovat veSkeré prislusné pozadavky na
oznamovaci povinnost tykajici se stretu
zajm, které uklada FDA nebo jiné kontrolni
¢i statni drady, a zajisti, Ze je bude

regulatory or governmental authorities. dodrzovat hlavni zkouSejici a kazdy
pripadny spoluzkousejici.
9.8 Inside Information. Institution and | 9.8  Interni informace. Zdravotnické

Principal Investigator understand that the

information provided by Sponsor in
connection with the Study may be
considered to be material, nonpublic

information that could affect the market
price of the common stock of Sponsor or
possibly other companies when and if it is
made public. Institution and/or Principal
Investigator and others associated with
either or both of them in the conduct of the
Study may be viewed as “insiders” who have
gained this material nonpublic information

zarizeni a hlavni zkousejici jsou srozumeéni s
tim, Ze informace, které poskytuje zadavatel
v souvislosti se studii, mohou byt
povazovany za podstatné nevefejné
informace, které by mohly mit vliv na trzni
cenu kmenovych akcii zadavatele nebo
pripadné jinych spolecnosti, pokud by byly
zverejnény. Zdravotnické zarizeni a/nebo
hlavni zkouSejici a ostatni osoby nalezejici k
nékterému z nich nebo k obéma pri
provadéni studie lze chapat jako ,zasvécené
osoby“, které ziskaly tyto podstatné,
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as a result of participation in the Study.
Therefore, the Investigator agrees that
neither they nor any member of their
immediate family (or other people sharing
their household) will buy or sell, or advise
others to buy or sell, the common stock of
Sponsor during the pendency of the Study or
as a result of the Study, at any time until the
results of the Study are publicly available.
The Principal Investigator agrees that
he/she will inform all appropriate persons
associated with the Study of this agreement
and the terms and conditions of this Section
9.8.

neveiejné informace v dlisledku ucasti na
studii. Proto zkousejici souhlasi s tim, Ze on
ani zadny Clen jeho nejblizsi rodiny (ani jiné
osoby, snimiZ sdili domdacnost) nebude
kupovat ¢i prodavat a ani nebude radit
ostatnim, aby kupovali nebo prodavali
kmenové akcie zadavatele béhem trvani
studie nebo v disledku studie, a to kdykoliv,
dokud nebudou verejné k dispozici vysledky
studie. Hlavni zkousejici souhlasi stim, Ze
bude informovat vSechny prislusné osoby
naleZejici ke studii o této dohodé a o
podminkach tohoto oddilu 9.8.

9.9 Anti-bribery.

9.9 Protikorupc¢ni ustanoveni.

(a) The parties acknowledge that the
Sponsor and its representatives and agents
are bound by all applicable anti-corruption
and anti-bribery laws and regulations,
including but not limited to, the United
States Foreign Corrupt Practices Act (FCPA)
and United Kingdom Bribery Act. Institution
and Principal Investigator represent,
warrant and covenant that they will not
cause, and will direct Study Staff not to
cause, Sponsor or its representatives or

(a) Smluvni strany berou na védomi, Ze
zadavatel a jeho predstavitelé a zastupci
jsou vazani vSemi platnymi protikorupénimi
a protidplatkarskymi zakony a predpisy,
zejména zdkonem USA o korupcnich
praktikdch v zahrani¢i (Foreign Corrupt
Practices  Act, FCPA) a  britskym
protikorupcnim zakonem. Zdravotnické
zatizeni a hlavni zkouSejici prohlasuji,
potvrzuji a zavazuji se, Ze nezpusobi, a
budou ridit personal studie tak, aby

agents to be in breach of their | nezplsobil, Ze by zadavatel nebo jeho

responsibilities  through any act as | predstavitelé ¢i zastupci porusili své

described in this Section. povinnosti jakymkoli skutkem, jak je
popsano v tomto oddile.

(b) In performing the Study and/or | (b) Pfi  provadéni studie a/nebo

services under this Agreement the | poskytovani sluZeb v souvislosti s touto

Institution, and Principal Investigator, (i)
agree that it has not and shall not, and will
direct their Study Staff not to, 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
authorities or anyone else for the improper
purpose of influencing, inducing or

smlouvou zdravotnické zarizeni a hlavni
zkousSejici (i) souhlasi s tim, Ze nebudou
pfimo nebo nepfimo nabizet, slibovat,
schvalovat nebo prijimat jakoukoliv platbu
nebo cokoliv hodnotného, vcetné uplatkd,
darkd a/nebo dart jakémukoliv verejnému
Ciniteli, kontrolnimu uradu nebo komukoli
jinému ¢i tyto prijimat od téchto osob, a to
za Ucelem nepripustného ovliviiovani,
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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. The Institution or Principal
Investigator shall notify the Sponsor or its
representatives or agents immediately upon
becoming aware of any breach under this
Section.

navadéni nebo odménovani jakéhokoli
ukonu, opomenuti nebo rozhodnuti s cilem
zajistit si nepatficnou vyhodu, vcetné
ziskani nebo udrZeni si obchodu a (ii) budou
dodrzovat veskeré platné zakony a natizeni
tykajici se boje proti korupci a uplatkarstvi.
Zdravotnické zarizeni nebo hlavni zkousejici
musi informovat zadavatele nebo jeho
piredstavitele ¢i zastupce ihned, jakmile se
dozvi o jakémkoli poruseni ustanoveni
tohoto oddilu

(c) For the purpose of ensuring
compliance with applicable anti-bribery
laws and regulations, Institution agrees that
Sponsor or its representatives or agents
shall have the right to conduct an
investigation or audit of the Institution
during the term of this Agreement to
monitor compliance with the terms of this
Section. The Institution shall cooperate fully
with such investigation or audit, the timing
of which shall be at the sole discretion of the
Sponsor.

(c) Pro ucely zajisténi dodrZovani
piislusnych protikorup¢nich zakonl a
predpisti zdravotnické zatizeni souhlasi s
tim, Ze zadavatel nebo jeho predstavitelé ¢i
zastupci maji pravo provadét Setifeni nebo
audit zdravotnického zatizeni po dobu
trvani této smlouvy s cilem sledovat
dodrZovani ustanoveni tohoto oddilu.
Zdravotnické zatizeni bude pri takovém
Setfeni nebo auditu plné spolupracovat,
pricemZ jeho nacasovani bude vyhradné na
uvazeni zadavatele.

10. TERM AND TERMINATION.

10. DOBA PLATNOSTI A UKONCENI.

10.1 Term. This Agreement shall take
effect on the Effective Date and shall
continue until six (6) months after the
earlier of (a) the date on which the Study is
completed and final clinical research data
are provided by the Institution to Sponsor;
or (b) the date on which the Study is
terminated as provided for herein.

10.1 Doba platnosti. Tato smlouva
nabyva ucinnosti ke dni uUcinnosti a jeji
platnost trva Sest (6) mésici ode (a) dne,
kdy bude studie dokoncena a zdravotnické
zatizeni poskytne zavérecnd data z
klinického vyzkumu zadavateli, nebo (b)
dne, kdy bude studie ukoncena v souladu s
ustanovenimi této smlouvy, podle toho, co
nastane drive.

10.2 Termination. The Sponsor may
terminate this Agreement at any time upon
fifteen (15) days’ prior written notice to the
Institution, in its sole discretion. The
Institution may terminate this Agreement
upon fifteen (15) days’ prior written notice
to the Sponsor if the Institution determines

10.2 Ukonceni. Zadavatel mize tuto
smlouvu ukoncit kdykoli podle vlastniho
uvazeni bez uvedeni divodu pisemnym
oznamenim zdravotnickému zarizeni s
vypovédni lhiitou patnacti (15) dni.
Zdravotnické zatizeni muze ukoncit tuto
smlouvu pisemnym oznamenim zadavateli s
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that termination of the Study is necessary
for the safety of the Study Subjects.

vypovédni lhlitou patnacti (15) dni, jestlize
zdravotnické zarizeni rozhodne, Ze je
ukonceni studie nezbytné =z divodu
bezpecnosti subjektii studie.

10.3 Procedures Upon Early
Termination. If this Agreement is
terminated before completion of the Study,
upon receipt or giving of notice of
termination, as the case may be, the
Institution shall cease enrolling Study
Subjects immediately and shall cease
conducting the procedures set out in the
Protocol to the extent that doing so is
medically permissible and appropriate and
shall take all reasonable steps to minimize
further costs. In the event of termination
prior to Study completion, the Sponsor shall
reimburse the Institution for (i) obligations
incurred in accordance with the Payment
Schedule that cannot be cancelled or
mitigated by the Institution using
reasonable efforts, (ii) reasonable costs
incurred in connection with the safe
withdrawal of Study Subjects from the
Study, and (iii) mutually agreed post-
termination expenses.

10.3 Postupy v pripadé predcasného
ukonceni. Jestlize bude tato smlouva
ukoncena pred dokoncenim studie, prestane
zdravotnické zarizeni po obdrzeni nebo po
predani oznameni o ukonceni ihned
zarazovat do studie subjekty a prestane
provadét postupy uvedené v protokolu v té
mife, v jaké to bude z lékaiského hlediska
pripustné a vhodné, a dale podnikne
veSkeré primérené kroky k tomu, aby
minimalizovalo dal$i ndaklady. V piipadé
ukonCeni pred dokoncenim studie uhradi
zadavatel zdravotnickému zarizeni (i)
zavazky, které vznikly v souladu s rozpisem
plateb a které zdravotnické zarizeni pri
vynaloZeni pfiméreného usili nemtiZe zrusit
nebo zmirnit, (ii) primérené naklady vzniklé
v souvislosti s bezpetnym vyrazenim
subjekti ze studie, a dale (iii) vzajemné
dohodnuté vydaje po ukonceni.

10.4 Return of Property. Upon
termination or expiration of this Agreement,
the Institution shall, and shall cause the
Principal Investigator to, return to the
Sponsor within thirty (30) days, at the
Sponsor’s expense, any unexpended funds
previously paid or advanced to Institution,
any remaining Investigational Drug (except
as required by law), any equipment on loan
or lease from the Sponsor, and any copies of
Confidential Information that are in the
possession or under the control of the
Institution or the Principal Investigator;
provided, however, that the Institution may
retain a copy of such Confidential
Information to the extent required by

10.4 Vraceni majetku. Po ukonceni nebo
vyprSeni této smlouvy vrati zdravotnické
zarizeni zadavateli a zajisti, Ze hlavni
zkousSejici vrati zadavateli do tficeti (30)
dni na ndklady zadavatele vesSkeré
nevyuzité financni prostredky, které byly jiz
drive zaplaceny nebo poskytnuty
zdravotnickému zarizeni formou zalohy,
veSkeré  zbyvajici  hodnocené  1écivo
(nepozaduje-li  zakon jinak), veSkeré
vybaveni zapijcené nebo pronajaté od
zadavatele, a dale veskeré kopie davérnych
informaci, které ma zdravotnické zarizeni
nebo hlavni zkouSejici v drZeni nebo pod
kontrolou, ovSem za predpokladu, ze
zdravotnické zarizeni si miiZze ponechat
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Applicable Law. At the Sponsor’s request
and expense, the Institution shall dispose of
the remaining Investigational Drug in
accordance with Sponsor’s instructions,
subject to Applicable Law.

kopii téchto divérnych informaci v rozsahu,
jaky poZaduji ptislusné zakony. Na Zadost a
naklady zadavatele zlikviduje zdravotnické
zarizeni zbyvajici hodnocené 1é¢ivo v
souladu s pokyny zadavatele, a to podle
prislusnych zakonf.

10.5 Final Accounting. The Institution
shall deliver to the Sponsor, within ninety
(90) days after expiration or early
termination of this Agreement, a final
accounting of amounts due (and reasonable
supporting documentation), taking into
account payments made and not yet made
under the Payment Schedule, and expenses
reimbursable pursuant to Section 10.3, from
one party to the other party. Undisputed
amounts due shall be paid within sixty (60)
days thereafter.

10.5 Zavérecné vyuctovani.
Zdravotnické zarizeni doruli zadavateli do
devadesati (90) dn po vyprSeni nebo
predCasném  ukoncCeni této  smlouvy
zavéretné vyuctovani splatnych castek
(spolu s  piimérenou  doprovodnou
dokumentaci), zohlednujici platby jiz
uskutecnéné a dosud neuskutecnéné podle
rozpisu plateb, a dale vydaje proplatitelné
podle oddilu 10.3 jednou smluvni stranou
druhé strané. Nesporné castky budou
uhrazeny do Sedesati (60) dnti poté.

11. MISCELLANEOQUS.

11. RUZNE.

11.1 Remedies and Waiver. The
remedies provided in this Agreement are
not exclusive and the party suffering from a
breach or default of this Agreement may
pursue all other remedies, both legal and
equitable, alternatively or cumulatively. No
express or implied waiver by a party of any
breach or default will be construed as a
waiver of a future or subsequent breach or
default. The failure or delay of any party in
exercising any of its rights under this
Agreement will not constitute a waiver of
any such right, and any single or partial
exercise of any particular right by any party
will not exhaust the same or constitute a
waiver of any other right provided in this
Agreement.

11.1 Opravné prostiredky a vzdani se
naroku. Opravné prostiedky uvedené v této
smlouvé nejsou vyluéné a smluvni strana,
ktera bude postizena poruSenim nebo
nedodrzenim této smlouvy, mize vyuZit
veSkeré jiné opravné prostredky, jeZ ma
k dispozici ze zakona i podle prava ekvity, a
to bud alternativné, nebo kumulativné.
Zadné vyslovné nebo predpokladané vzdani
se naroku smluvni stranou v pripadé
poruseni nebo nedodrZeni, se nebude
vykladat jako vzdani se naroku v pripadé
budouciho nebo nasledného poruseni nebo
nedodrZzeni smlouvy. Neuplatnéni nebo
zpozdéni pri uplatnéni nékterého prava
podle této smlouvy kteroukoliv smluvni
stranou nebude predstavovat vzdani se
takového prava; Zadnym jednotlivym nebo
CasteCnym uplatnénim jakéhokoliv
konkrétniho prava kteroukoliv smluvni
stranou neni toto pravo vycerpano a ani to
neznamend vzdani se jakéhokoliv jiného
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prava podle této smlouvy.

11.2 Assignment. Neither party may
assign this Agreement without the prior
written consent of the other party, except
that the Sponsor may assign this Agreement
to an Affiliate, or to a third party in
connection with a merger or sale of all or
substantially all of its assets relating to the
Study or the Investigational Drug. For
purposes of this Agreement, “Affiliate”
means, with respect to any corporation or
other entity, another corporation or other
entity that, directly or indirectly, controls, is
controlled by, or is under common control
with such corporation or entity, where
“control” means the direct or indirect
ownership of more than fifty percent (50%)
of the voting securities of an entity, or any
other relationship that results in actual
control over the management of an entity.

11.2 Postoupeni. Ziadna ze smluvnich
stran nemiZe tuto smlouvu postoupit bez
predchoziho pisemného souhlasu druhé
smluvni strany s tou vyjimkou, Ze zadavatel
miiZze tuto smlouvu postoupit nékteré ze
svych sesterskych spolec¢nosti nebo treti
strané v souvislosti s fuzi nebo prodejem
veskerych nebo podstatné ¢asti svych aktiv
tykajicich se studie nebo hodnoceného
lé¢iva. Pro ucely této smlouvy znamena
»sesterska spolecnost® v souvislosti s
jakoukoliv korporaci nebo jinym subjektem
jinou korporaci nebo jiny subjekt, ktery
piimo ¢i nepiimo takovou korporaci nebo
subjekt kontroluje, je jim kontrolovan nebo
spolu s nim spada pod spole¢nou kontrolu,
pricemz ,kontrola“® znamenda piimé ¢i
neprimé vlastnictvi vice neZ padesati
procent (50 %) akcii s hlasovacim pravem
subjektu nebo jakykoliv jiny vztah, z néhoz
vyplyva skutecnd kontrola nad rizenim
subjektu.

11.3 Independent Contractor. In
performing activities under this Agreement,
the Institution, including the Principal
Investigator and its other employees, is
operating as and has the status of an
independent contractor to the Sponsor, and
shall not act as and is not an agent or
employee of the Sponsor. The relationship
between the parties does not constitute a
partnership, joint venture, or agency.
Neither party shall have the authority to
bind the other party without that other
party’s express, written permission.

11.3 Nezavisly smluvni dodavatel. Pri
provadéni cinnosti podle této smlouvy
plisobi  zdravotnické zarizeni vcetné
hlavniho zkouSejictho a svych dalSich
zaméstnancli  jako nezavisly = smluvni
dodavatel zadavatele a ma odpovidajici
status, nepulsobi jako =zastupce nebo
zameéstnanec zadavatele ani jim neni. Vztah
mezi smluvnimi stranami nezaklada
partnerstvi, spole¢ny podnik ani zastoupent.
Zadna ze smluvnich stran neni opravnéna
zavazovat druhou smluvni stranu bez
vyslovného pisemného svoleni dané druhé
smluvni strany.

11.4 Further Assurances. Each party
shall execute such other instruments, give
such further assurances, and perform acts
reasonably necessary or appropriate to

11.4 Dalsi zaruky. Kazda ze smluvnich
stran vyhotovi takové dalsi listiny, poskytne
takové dalsi zaruky a provede ukony, které
budou primérené nezbytné nebo vhodné
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effectuate  the of  this

Agreement.

provisions

pro realizaci ustanoveni této smlouvy.

11.5 Notices. All notices given hereunder
shall be in writing and shall be delivered by
hand, by facsimile, with a copy sent
promptly by registered or certified mail,
return receipt requested, postage prepaid or
by registered or certified mail, return

11.5 Oznameni. VeSkerd  oznameni
ucinénda podle této smlouvy budou pisemna
a dorucuji se osobné ¢i faxem, pricemz
kopie bude bezodkladné zasldna formou
doporucené nebo potvrzené zasilky s
doruCenkou, s predplacenym poStovnym,

receipt requested, postage prepaid, | nebo formou doporuc¢ené nebo potvrzené

addressed to the parties as follows: zasilky s dorucCenkou, s predplacenym
posStovnym, na nasledujici adresy smluvnich
stran:

To the Institution: Pro zdravotnické zarizeni:

Nemocnice Pelhiimov, Nemocnice Pelhfimov,

Slovanského bratrstvi 710, 39338 | Slovanského bratrstvi 710, 39338

Pelhfimov, Czech Republic Pelhfimov, Ceska republika

Attention: XXXXXXXXX K rukam: XXXXXXXXX

Fax: XXXXXXXXX Fax: XXXXXXXXX

To the Principal Investigator: Pro hlavniho zkousSejiciho:

XXXXXXXXX Nemocnice Pelhfimov, XXXXXXXXX Nemocnice Pelhfimov,

Slovanského bratrstvi 710, 39338 | Slovanského bratrstvi 710, 39338

Pelhfimov, Czech Republic
Fax: XXXXXXXXX or XXXXXXXXX

Pelhiimov , Ceska republika
Fax: XXXXXXXXX nebo XXXXXXXXX

To the Sponsor:

Regeneron Pharmaceuticals, Inc.
777 0ld Saw Mill River Road
Tarrytown, NY 10590

United States

Attention: General Counsel

Fax: 914-345-7721

Pro zadavatele:

Regeneron Pharmaceuticals, Inc.

777 0ld Saw Mill River Road
Tarrytown, NY 10590

United States

(K rukam hlavniho pravniho poradce)
Fax: 914-345-7721

11.6 No Third-party Beneficiary. This
Agreement is for the sole benefit of the
parties, and does not confer any rights on
any third party.

11.6 Neexistence Zzadné opravnéné treti
strany. Tato smlouva se wuzavira k
vylutnému prospéchu smluvnich stran a
neprinasi zadna prava jakékoli treti strané.

11.7 Entire Agreement; Amendments.
This Agreement, together with the Exhibits
hereto, constitutes the entire agreement of

11.7 Cela smlouva; dodatky. Tato
smlouva spolecné s prilohami tvori Uplnou
dohodu smluvnich stran s ohledem na

Version Date: 21 November 2016 / Datum verze: 21. listopadu 2016
Bi-partite contract_Sponsor-Institution_EU_CZE

Protocol Number / Cislo protokjolu: R2810-ONC-1624

PI Name / Jméno hlavniho zkouSejiciho: XXXXXXXXX

Site Number / Cislo centra: 203003

28




the parties with respect to its subject
matter, and supersedes all previous written
or oral representations, agreements, and
understandings between the parties with
respect to that subject matter. This
Agreement may only be amended by a
written document signed by both parties. In
the event of any conflict between the terms

predmét této smlouvy a nahrazuje veskera
diivéjsi pisemna ci Ustni prohlaseni, dohody
a ujednani mezi smluvnimi stranami
ohledné predmétu smlouvy. Tuto smlouvu
lze dopliiovat pouze formou pisemného
dokumentu podepsaného obéma smluvnimi
stranami. V  pripadé rozporu mezi
podminkami protokolu nebo prilohou B

of the Protocol or Exhibit B (Payment | (rozpis plateb) a touto smlouvou je
Schedule) and this Agreement, this | rozhodujici tato smlouva.

Agreement shall control.

11.8 Severability. If any provision of this | 11.8 0Oddélitelnost jednotlivych

Agreement shall be determined to be
invalid, illegal, or unenforceable, either in
whole or in part this Agreement shall be
deemed amended to delete or modify, as
necessary, the offending provisions and to
alter the balance of this Agreement in order
to render the same valid, legal and
enforceable to the fullest extent permissible.

ustanoveni. Jestlize nékteré zustanoveni
této smlouvy bude shleddno neplatnym,
nezakonnym nebo nevymahatelnym, vcelku
nebo c¢astecné, bude se mit za to, Ze tato
smlouva byla doplnéna tak, aby byla
problematicka ustanoveni podle potireby
odstranéna nebo upravena, a aby se zménila
rovnovaha této smlouvy tak, Ze bude platnj,
zakonnd a vymahatelnd v nejuplnéjSim
pripustném rozsahu.

11.9 Survival. The provisions of this
Agreement which by their nature or intent
are to survive the termination or expiration
of this Agreement shall so survive and
continue in effect.

11.9 Pretrvani platnosti. V pripadé
ustanoveni této smlouvy, ktera maji podle
své podstaty nebo zaméru zustat v platnosti
i po ukonceni nebo vyprseni této smlouvy,
bude jejich platnost trvat a ucinnost
pokracovat.

11.10 Counterparts. This Agreement may

be executed in two (2) or more
counterparts, each of which is deemed an
original, but all of which together

constitutes one instrument. The Agreement
may be delivered electronically or by
facsimile transmission, andthe parties
hereby agree that any electronic or
facsimile signatures hereto are legal, valid
and enforceable as originals.

11.10 Stejnopisy. Tato smlouva miiZze byt
vyhotovena ve dvou (2) nebo vice
stejnopisech, z nichZ kazdy se povazuje za
original, vSechny spoletné vSak tvori jeden a
tentyZ dokument. Smlouva mize byt
dorucena elektronicky nebo faxem a
smluvni strany timto souhlasi, Ze
elektronické nebo faxové kopie
podepsanych podpisovych stran budou
stejné legalni, platné a zavazné jako
originaly.

11.11 Headings. The Section and Article

11.11 Nadpisy. Nadpisy oddild a clankd
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headings in this Agreement are for reference
only, and shall not affect the interpretation

vtéto smlouvé slouzi pouze pro ucely
odkazovani a nemaji vliv na vyklad ani

or meaning of any provision of this|vyznam kteréhokoliv ustanoveni této
Agreement. smlouvy.
11.12 Controlling Law. This Agreement | 11.12 Rozhodné pravo. Rozhodnym

shall be governed by the laws of the State of
New York, without regard to its choice of
law rules, and the parties hereby
unconditionally submit to the exclusive
jurisdiction of New York courts, state
and/or federal, in all matters relating to this
Agreement.

pravem pro tuto smlouvu jsou zakony statu
New York bez ohledu na jeho pravidla o
volbé prava, a smluvni strany se timto
bezpodminecné podrizuji vylucné
pravomoci statnich ¢i federalnich soudi ve
staté New York ve vSech zaleZitostech
tykajicich se této smlouvy.

IN WITNESS WHEREOF, the parties have
executed this Agreement as of the Effective
Date.

NA DUKAZ CEHOZ strany uzaviely tuto
smlouvu ke dni:
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Regeneron Pharmaceuticals, Inc.

By/Podpis:

Name/Jméno:

Title/Funkce:

Institution / Zdravotnické zarizeni:

By/Podpis:

Name/Jméno: XXXXXXXXX

Title/Funkce: Managing Director / Reditel

READ AND ACKNOWLEDGED / PRECETL A VZAL NA VEDOMI:

Name/Jméno: XXXXXXXXX
Title/Funkce: Principal Investigator/ hlavni zkousSejici
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Exhibit A Priloha A

Protocol Protokol

(Provided under separate cover) (poskytnut samostatné)
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Exhibit B Priloha B

Budget and Payment Terms Rozpocet a platebni podminky
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Exhibit C Priloha C

Beneficiary Details Form Bankovni udaje prijemce platby
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