Clinical Trial Agreement

Smlouva o klinickém hodnoceni

This Clinical Trial Agreement (“Agreement”)
is made effective by and between:

Tato smlouva o klinickém hodnoceni (dale
»smlouva®) je ufinna a byla uzaviena:

BenevolentAl Bio Limited, a company
registered under the laws of England and Wales
(Company number: 08774096) having its
registered office at 40 Churchway, NW1 1LW,
London, UK,

BenevolentAl Bio Limited, spole¢nosti
zaregistrovanou podle zakonti Anglie a Walesu
(Cislo spole¢nosti: 08774096) se sidlem 40
Churchway, NW1 1LW, London, Velka Britanie,

Hereinafter referred to as “Sponsor”,

zde dale uvadéna jako ,,zadavatel*

represented by

zastoupend

Linical France SARL, a French corporation
with its registered office at 30 rue du Chéteau des
Rentiers, 75013 Paris, France

Linical France SARL, francouzskou spole¢nosti
se sidlem 30 rue du Chateau des Rentiers
75013 Paris, France,

Hereinafter referred to as “CRO”,

zde dale uvadéna jako ,,CRO“

AND

A

Vseobecna fakultni nemocnice v Praze

Vseobecna fakultni nemocnice v Praze

U nemocnice 499/2, 128 08 Praha 2, Czech
Republic

U nemocnice 499/2, 128 08 Praha 2, Ceska
republika

Hereinafter referred to as “Institution”,

zde dale uvadéno jako ,,zdravotnické zarizeni*

AND

A

- working at Neurologicka klinika,
Katefinska 30, 128 08 Praha 2, Czech Republic

B oocujici na Neurologické klinice,
Katefinska 30, 128 08 Praha 2, Czech Republic,

Hereinafter referred to as “Investigator”,

zde dale uvadén jako ,,zkousejici®,

Sponsor, Institution and Investigator are
hereinafter collectively referred to as “Parties”.

zadavatel, zdravotnické zatizeni a zkousejici
jsou déle spolecnosti uvadeéni jako ,,strany*.

Preamble:

Uvodni ustanoveni:

WHEREAS, Sponsor has requested the
Investigator and the Institution to conduct a
clinical trial involving Sponsor’s investigational
drug entitled “Dose finding phase b
study of to evaluate its safety and effiCacy

VZHLEDEM K TOMU, ZE zadavatel pozadal
zkouSejiciho a zdravotnické zafizeni o0
provedeni klinického hodnoceni zahrnujiciho
hodnoceny pripravek zadavatele

nazvaného ,, Studie faze IIb pro stanoveni davky
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in treAtment of exceSsive daytime sleePiness
(EDS) in PARkinson’s Disease (PD). CASPAR
study.” with the Sponsor Protocol # BB-2001-
201b (latest approved version hereinafter referred
to as the "Protocol")/ CRO project number
BENO1 as described in more detail in the Study
protocol attached hereto as Exhibit A or provided
separately to the Investigator and as amended
from time to time (hereinafter referred to as the
"Study") .

pripravku - ke  zhodnoceni  jeho
bezpecnosti a ucinnosti v lecbé nadmerne denni
spavosti (EDS) pri Parkinsonové nemoci (PD).
Studie CASPAR “* s ¢. protokolu zadavatele BB-
2001-201b (posledni schvalena verze zde dale
oznacovana jako ,,protokol)/¢islo projektu CRO
BENOL, jak je podrobngji popsano v protokolu
studie pfipojenému k této smlouvé jako Pfiloha A
nebo predloZzenému samostatné zkousejicimu a
doplnéném v tu kterou dobu (dale uvadén jako
»studie®);

WHEREAS, Investigator and Institution have
reviewed sufficient information regarding
Sponsor’s Study Drug and the Protocol for the
proposed clinical Study to evaluate their interest
in participating in the proposed Study and desire
to participate as a principal investigator and
clinical trial site, respectively, in the Study.

VZHLEDEM K TOMU, ZE zkouSejici a
zdravotnické zaiizeni prostudovali dostatek
informaci ohledné¢ hodnoceného priipravku
zadavatele a protokolu pro navrhovanou
klinickou studii, aby zhodnotili sviij zajem o
ucast v navrhované studii, a Ze si pieji ucastnit se
studie jako hlavni zkouSejici v prvnim piipad¢ a
jako misto klinického hodnoceni v druhém
pripade;

WHEREAS, Sponsor has contracted CRO to
provide services to facilitate the conduct of the
Study, including without limitation authorizing
CRO to sign this Agreement in the name and on
behalf of Sponsor.

VZHLEDEM K TOMU, ZE zadavatel uzaviel
smlouvu s CRO na poskytovani sluzeb k
umoznéni provadéni studie, zejména zmocnil
CRO k podpisu této smlouvy jménem
zadavatele a za ného;

WHEREAS, Investigator and Institution
possess knowledge, experience and resources
necessary for the conduct of the Study, have to
the best of their knowledge access to the required
number of trial subjects with the
inclusion/exclusion criteria as laid down in the
Protocol and are willing to conduct the Study.

VZHLEDEM K TOMU, ZE zkouSejici a
zdravotnické zarizeni maji znalosti, zkuSenosti
a zdroje nezbytné k provadéni studie, dale maji
podle svého nejlepsiho védomi piistup k
pozadovanému poctu subjekti klinického
hodnoceni se zatazovacimi/vylucovacimi kritérii
stanovenymi dale v protokolu a jsou ochotni
studii provadeét;

NOW, THEREFORE, the Parties, in
consideration of the mutual covenants and
promises contained herein, have entered into this
Agreement and do specifically agree as follows:

PROTO NYNI strany po zvazeni vzijemnych
zavazka a pfislibti zde uvedenych uzaviely tuto
smlouvu a konkrétné se dohodly na nasledujicim:

Avrticle 1 — Subject of the Agreement

Clanek 1 — Predmét smlouvy

Institution and Investigator hereby agree to
conduct the Study in strict accordance with the
Protocol. The Protocol and any amendments to
the Protocol, which Sponsor and/or CRO has
provided to Investigator and Institution and
which forms an integral part of this Agreement,
details the clinical research activities and

Zdravotnické zarizeni a zkouSejici timto
souhlasi s provadénim studie pfisn¢ ve shodé s
protokolem. Protokol a jakékoliv dodatky k
protokolu, které zadavatel a/nebo CRO poskytl
zkouSejicimu a zdravotnickému zafizeni a
které tvofi nedilnou soucast této smlouvy,
podrobné popisuji ¢innosti klinického vyzkumu a
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responsibilities to be undertaken, pursued, and
followed by Institution and Investigator. The
Protocol shall be considered final after it is signed
by Sponsor and Investigator and approved by an
Independent Ethics Committee or Institutional
Review Board (“IEC/IRB”) and the responsible
Competent Authority for each country.

povinnosti, kter¢ prevezme zdravotnické
zarizeni a zkouSejici a které budou prosazovat a
dodrzovat. Protokol se povazuje za konecny po
podpisu zadavatelem a zkouSejicim a po
schvaleni nezavislou etickou komisi (dale ,,EK*)
a prisluSnym kompetentnim orgdnem pro kazdou
zemi.

Except in accordance with Article 15, neither the
Institution nor Investigator shall make any
changes to this Agreement and/or Protocol or in
any way deviate from them without the prior
written consent of the Sponsor and/or CRO. In
the event a Protocol deviation is medically
necessary to eliminate an immediate hazard to a
Study patient, prior to obtaining such written
consent, Institution and/or Investigator shall: (i)
promptly notify Sponsor and/or CRO of such
deviation and provide any supporting
documentation requested by Sponsor and/or
CRO; and (ii) notify the relevant IEC/IRB as
appropriate. For the avoidance of doubt, such
deviations shall not constitute negligence, error,
omission or a breach of its obligations under this
agreement on the part of the Institution and
Investigator.

Pokud neni uvedeno v <¢lanku 15 jinak
zdravotnické  zafizeni ani  zkouSejici
neprovedou zadné zmény v této smlouvé a/nebo
protokolu a ani se Zadnym zplisobem od nich
neodchyli bez ptedchoziho pisemného souhlasu
zadavatele a/nebo CRO. V piipadé, zZe je
odchyleni od protokolu medicinsky nezbytné pro
odstranéni  bezprostfedniho  nebezpe¢i pro
pacienta ve studii, zdravotnické zarizeni a/nebo
zkouSejici pred ziskanim pisemného souhlasu: (i)
neprodlené informuji zadavatele a/nebo CRO o
takové odchylce a poskytnou jakoukoliv
podpiirnou dokumentaci pozadovanou
Zadavatelem a/nebo CRO a (ii) budou
informovat pfislusnou EK, jak to bude vhodné.
Aby se ptedeslo pochybnostem takova odchyleni
nebudou znamenat nedbalost, chybu, opomenuti
nebo poruseni zavazki podle této smlouvy na
stran¢ zdravotnického zarizeni a zkouSejiciho.

Investigator agrees to conduct this Study solely
at Institution, in strict compliance with: (i) this
Agreement, (ii) the Protocol, (iii) any and all
applicable supranational, national, and local

laws, regulations and guidelines, including
without limitation, current Good Clinical
Practices (GCP) and any International
Conference on  Harmonization (“ICH”)

guidelines as well as any applicable data
protection laws or regulations; (iv) all
requirements of Institution and conditions
imposed by the IEC/IRB; (v) all written
instructions provided by Sponsor and/or CRO;
(vi) any other relevant professional standards,
including without limitation use of good medical
judgment.

Zkousejici souhlasi s tim, ze bude provadét tuto
studii vyhradné ve zdravotnickém zafFizeni Vv
ptisné shodé s: (i) touto smlouvou, (ii)
protokolem, (iii) jakymkoliv a v§emi platnymi
nadnarodnimi, narodnimi a mistnimi zakony,
predpisy a pokyny, zejména aktudlni Spravnou
klinickou praxi ( GCP) a jakymikoliv pokyny
Mezinarodni konference o harmonizaci (,,JICH*)
a dale jakymikoliv zakony ¢i piedpisy na ochranu
dat, (iv) vSemi pozadavky zdravotnického
zarizeni a podminkami ur¢enymi EK, (v) vSemi
pisemnymi pokyny stanovenymi zadavatelem
a/nebo CRO, (vi) jakymikoliv platnymi
profesionalnimi normami, zejména za pouziti
spravného medicinského usudku.

Investigator agrees to;

ZkouSejici souhlasi s tim, Ze:

I.  Serve as the principal investigator for the
Study as is described in 21 CFR 312.60.

. Bude pusobit jako hlavni zkouSejici pro
studii, jak to stanovi 21 CFR 312.60.

Il.  Protect the rights of the Study subjects,
and to conduct the Study according to the
Principal Investigator Statement, Form

Il.  Bude chranit prava subjekt hodnoceni a
provadét studii podle prohlaseni hlavniho
zkouSejiciho, formulat FDA-1572, jak je
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FDA-1572, as is described under 21 CFR
312.53, which Investigator must fill in,
sign, and hand over to Sponsor and/or
CRO before commencing the Study.

popsan v 21 CFR 312.53, ktery musi
zkouSejici vyplnit, podepsat a dorucit
zadavateli a/nebo CRO pred zahajenim
studie.

I1l.  Sign and submit a certificate of financial
disclosure as required by 21 CFR Part 54
together with a similar signed certificate
for the sub-investigator and promptly
notifying the Sponsor and CRO of any
changes to the information in such
certificate during the Study or during the
twelve (12) month period immediately
following the completion of the Study at
the Institution.

Ill.  Podepise a predlozi certifikit o
zptistupnéni financ¢nich informaci podle
pozadavkli 21 CFR ¢ast 54 spolecné s
podobnym podepsanym certifikdtem pro
spolu-zkousejiciho a neprodlené oznami
jakékoliv zmény informaci v takovém
certifikatu zadavateli a CRO v prubéhu
studie nebo béhem dvanacti (12) mesict
bezprostiedné po dokonceni studie ve
zdravotnickém zafizeni.

IV.  Personally conduct and/or supervise the

Study at the site

IV.  Osobné¢ bude provadét a/nebo dohlizet na

studii na pracovisti.

Investigator hereby undertakes by way of
representation and warranty that he/she nor any
and all persons collaborating in the Study, is
under investigation by any competent regulatory
authority for debarment action or is presently
debarred under any applicable legislation,
including for the avoidance of doubt under the
United States Food, Drug and Cosmetic Act, (21
U.S.C. 301 et seq.), and undertakes to notify the
Sponsor immediately upon any inquiry
concerning or the commencement of any such
proceeding concerning any such person.

ZkouSejici se na zaklad¢ ujisténi a zaruky
zavazuje, 7e neni vySetfovan sim/sama ani zadné
osoby spolupracujici ve Studii spole¢né i
jednotliveé jakymkoliv kompetentnim regulacnim
organem Vv souvislosti se zdkazem vykonu
povolani a Ze v soucasnosti nema zakaz vykonu
povoleni podle jakékoliv platné legislativy,
véetn¢ zdkona USA o potravinach, lécivech a
kosmetickych piipravcich ( 21 USC 301 a
nasledujici), aby se pfedeslo pochybnostem, a
zavazuje se okamzité uvédomit zadavatele o
jakémkoliv takové vySetfovani tykajicim se
jakékoliv takové osoby ¢i o zahajeni jakéhokoliv
takového fizeni.

The Investigator represents and warrants that
where the Institution is not the Investigator’s
principal employer, the Investigator has notified
his principal employer of his/her proposed
participation in the Study, including where
applicable any and all persons collaborating in
the Study, and he has obtained all necessary
consents from her/his principal employer relating
to this.

ZkouSejici ujistuje a zarucuje, Ze v ptipade, kdy
zdravotnické zarizeni neni hlavnim
zaméstnavatelem  zkouSejiciho, zkouSejici
informoval svého hlavniho zaméstnavatele o své
navrhované ucasti ve studii vcetné jakychkoliv
osob spolupracujicich ve studii jednotlivé a
spolecné a ziskal vSechny nezbytné souhlasy od
svého hlavniho zaméstnavatele s tim souvisejici.

Institution and Investigator warrant that they
are not bound by any other obligations in conflict
with the Study and the interest of Sponsor.
Institution and Investigator further warrant that
they will not accept such an engagement during
the term of the Study.

Zdravotnické zarizeni a zkousSejici zarucuji, Ze
nejsou vazani zadnym jinymi zavazky, které by
byly ve stietu se studii a zajmem zadavatele.
Zdravotnické zatizeni a zkouSejici dale
zarucuji, ze nepfijmou takovy zivazek b&hem
doby platnosti studie.
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Article 2 — Conduct of the Study

Clanek 2 — Provadéni studie

Sponsor shall arrange to provide Institution
with the amounts of the Study Drug, Case Report
Forms (CRF), and other materials and equipment
set forth in the Protocol as required for the
conduct of the Study, as well as such information
as may be reasonably required by Institution
concerning the stability, storage and safety
requirements of the Study Drug. Institution or
Investigator shall use the Study Drug and all
other materials provided by Sponsor and/or
CRO solely for the purpose of conducting the
Study in accordance with the Protocol and for no
other purpose. Institution and Investigator will
not allow the Study Drug to be transferred to any
third party not involved in the Study.

Responsible pharmacist:
VS8eobecna fakultni nemocnice v
Department HVLP, Ke Karlovu 2, Praha 2

Praze

Zadavatel  zafidi  poskytnuti =~ mnozstvi
hodnoceného piipravku, formuldit pro zaznamy
subjektu (CRF) a dalSich materialti a vybaveni
stanovenych v protokolu, jak je to vyzadovano k
provedeni studie, a dale informaci, které mohou
byt ptimétené vyzadovany zdravotnickym
zafizenim ohledné stability, uchovavani a
bezpecénostnich pozadavkt vztahujicich se na
hodnoceny pripravek. Zdravotnické zafizeni
nebo zkouSejici pouziji hodnoceny ptipravek a
vSechny ostatni materialy dodané zadavatelem
a/nebo CRO vyluéné pro ucely provadéni studie
v souladu s protokolem, a ne k zaddnému jinému
ucelu. Zdravotnické zarizeni a zkouSejici
nepovoli pievedeni hodnoceného piipravku
zadné treti strané, kterd se na studii nepodili.

Odpovédny farmaceut:
VSeobecna fakultni nemocnice v Praze
Oddéleni HVLP, Ke Karlovu 2, Praha 2

Any amendment to the Protocol shall be executed
only after it has been approved by the Sponsor
and regulatory/IEC/IRB approvals have been
obtained as per applicable regulations.

Jakykoliv dodatek k protokolu se uskute¢ni pouze
poté, co byl schvalen zadavatelem a po ziskani
souhlasti regulacniho organu a EK podle platnych
predpisi.

Investigator is engaged:

ZkousSejici se podili na nasledujicim:

e After reviewing his/her clinical activity and
the Protocol, the Investigator shall recruit 5
patients in accordance with the enrolment
requirements and timelines set forth in the
Protocol, commencing from the enrolment of the
first patient and until 19 June 2018.

e Po kontrole své klinické aktivity a protokolu
zkousejici provede nabor 5 pacientii v souladu s
pozadavky na zafazeni a casovymi lhiitami
stanovenymi v protokolu pocinaje zatazenim
prvniho pacienta az do 19. ¢ervna 2018.

The number of patients stipulated above is not
definitive and can be increased with respect to the
total number of patients planned in the Protocol
necessary to complete the Study unilaterally in
writing by the Sponsor. The Investigator must
not recruit more patients than set out in previous
paragraph of this Article 2. Investigator must
stop inclusion of patients if he/she receives a
notification from Sponsor or CRO notifying
him/her that the total number of patients
necessary for the Study has been reached.

Shora uvedeny pocet pacientd neni definitivni a
mize byt zvySen jednostrannym pisemnym
oznamenim zadavatele v souvislosti s celkovym
poctem pacientli planovanymh v protokolu, ktery
je nezbytny k dokonceni studie. ZkouSejici
nesmi provést nabor vice pacientll, nez je
stanoveno v predchozim odstavci tohoto ¢lanku
2. Zkousejici musi zastavit zafazovani pacientd,
pokud obdrzi od zadavatele nebo CRO
oznameni, kterym je informovéan o tom, ze bylo
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dosazeno celkového poctu pacientii nezbytného
pro studii.

50% of all study-patients will perform
polysomnography exams (PSG) and the Mean
Wakefulness  Tests (MWT). Institutions
performing these tests will be determined before
study start. All patients recruited at these
Institutions will perform PSG and MWT-tests
until this group of patients will be completed. The
Investigator must stop performing PSG and
MWT for any newly recruited patients if he/she
receives a notification from Sponsor or CRO
notifying him/her that the total number of patients
necessary for this group of patients has been
reached. Investigator will continue recruiting
patients without performing PSG and MWT.

50 % vSech pacientd ve studii podstoupi
vySetfeni polysomnografii (PSG) a testy udrzeni
bdélosti (MWT).  Zdravotnicka  zafizeni
provadéjici tyto testy budou urcena pred
zahajenim studie. VSichni pacienti ziskani
naborem v téchto zdravotnickych zafizenich
budou podstupovat testy PSG a MWT, dokud tato
skupina pacientl nebude dokoncena. ZkouSejici
musi zastavit provadéni PSG a MWT u
jakychkoliv nové zarazenych pacientd, pokud
obdrzi od zadavatele nebo CRO oznameni,
kterym je informovan o tom, Ze bylo dosazeno
celkového poctu pacientli nezbytného pro tuto
skupinu pacientd. ZkouSejici bude pokracovat v
zafazovani pacientil bez provedeni PSG a MWT.

If in the reasonable opinion of the Sponsor
recruitment of patients is proceeding at a rate
below that required to enable the relevant
timeline to be met the Sponsor and/or CRO may
by notice to the Investigator require recruitment
to cease and the terms of this Agreement shall
relate thereafter to the number of patients who
have been enrolled in the Study at the date of such
notice.

Pokud podle divodného nazoru zadavatele
zafazovani pacientll probiha nizsi rychlosti, nez
je pozadovana rychlost umoziujici splnéni
ptislusné casové lhity, muze zadavatel a/nebo
CRO pozadovat na zakladé¢ oznameni, aby
zkousSejici nabor zastavil s tim, Ze se na pocet
pacientii, ktefi byli zafazeni do studie k datu
takového oznameni, vztahuji podminky této
smlouvy.

e To obtain written consent from the patients in
accordance with applicable laws and regulations.
Investigator shall, as part of obtaining such
consent from patients, inform the patients of the
aims, methods, anticipated benefits and potential
hazards of the Study and the circumstances under
which their personal data might be disclosed to:
(i) Sponsor and/or CRO; (ii) competent
authorities; and/or (iii) ethics committees in
accordance with the requirements for such
information as set forth in the Protocol.

e Ziskani pisemného souhlasu od pacienti v
souladu s platnymi zakony a ptedpisy.
Zkousejici v ramci ziskani takového souhlasu od
pacienta informuje pacienty o cilech, metodach,
ocekavanych vyhodach a ptipadnych
nebezpecich studie a okolnostech, za nichz by
mohly byt zptistupnény jeho osobni udaje: (i)
zadavateli a/nebo CRO; (ii) kompetentnim
organtim; a/nebo (iii) etickym komisim v souladu
s pozadavky na takové informace, jak je
stanoveno v protokolu.

e To treat the patients in accordance with the
Protocol and applicable laws during the period of
treatment, and to follow them up for one (1)
month or such longer period as required by
applicable laws and regulations following the
discontinuation of treatment.

e Lécba pacienti v souladu s protokolem a
platnymi zédkony béhem doby 1écby a pro jejich
sledovani az po dobu jednoho (1) mésice nebo po
takové delsi obdobi, jak to pozaduji platné
zakony a predpisy nasledn€ po ukonceni 1écby.

e To report immediately by telephone or email
to Sponsor and/or CRO all events or results
occurring during the Study including any serious
adverse events (as defined in the Protocol)
occurring during the course of a patient’s
participation in the Study and to deliver a

e Bezprostredni hlaSeni telefonicky ¢i
emailem zadavateli a/nebo CRO vsech piihod
nebo vysledkd, které se béhem studie vyskytnou,
véetné jakychkoliv zavaznych nezadoucich
prihod (definovanych v protokolu), které se
vyskytnou v prubéhu ti¢asti pacienta ve studii a
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written report to Sponsor and/or CRO within 24
hours.

pro doruceni pisemné zpravy zadavateli a/nebo
CRO béhem 24 hodin.

e To collect patient information according to
the recommendations in the Protocol and in
accordance with applicable laws and regulations,
to review all patient CRFs to assure their
accuracy and completeness and to present them
to the managing monitor appointed by Sponsor
or Sponsor’s nominated representative, in order
to allow corrections to be made if necessary and
to supply extra information and appropriate
photocopies or print outs of Study documentation
if needed. Patient data should be entered into the
electronic CRF within 2 working days after a
patient’s visit. During the usual study conduct,
answers to queries should be given within max. 5
working days.

e Sbér informaci o pacientovi podle
doporuceni protokolu a v souladu s platnymi
zakony a predpisy, kontrola vSech CRF pacienta,
aby byla zajisténa jejich pfesnost a Uplnost a
jejich  predkladani  fidicimu  monitorovi
jmenovanému zadavatelem nebo jmenovanému
zastupci zadavatele v zajmu umoznéni oprav,
které se provedou v nezbytném piipadé, a pro
poskytnuti dodate¢nych informaci a vhodnych
fotokopii ¢i vytiskl studijni dokumentace, pokud
to bude zapotiebi. Udaje o pacientovi je nutné
zadat do elektronického CRF do 2 pracovnich
dni od navstévy pacienta. Béhem obvyklého
provadéni studie budou odpovédi na dotazy
poskytnuty maximalné do 5 pracovnich dnd.

e To receive auditor(s) from Sponsor (or its
designee) or inspector(s) from any government or
regulatory body and to collaborate with such
auditor(s)/inspector(s) and take any reasonable
actions requested by Sponsor and/or CRO to
cure deficiencies noted during an audit.
Notification of an audit/inspection by Sponsor
(or its designee) must be sent to Investigator
sufficiently in advance.

e Prijeti auditora(ll) vyslaného zadavatelem
(nebo jim povéienou osobu) nebo inspektora(l)
od jakéhokoliv vladniho ¢i regulacniho organu a
spoluprace s  takovym  auditorem(y) /
inspektorem(y) a provedeni vSech pfiméfenych
opatfeni pozadovanych zadavatelem a/nebo
CRO k odstranéni nedostatkti zjisténych v
pribéhu auditu. Oznameni o auditu/inspekei ze
strany zadavatele (nebo jim povéfené osoby)
musi byt odeslano zkouSejicimu s dostateCnym
predstihem.

e To participate in investigator meetings
during the Study, if they become necessary and if
Sponsor requires them.

e Ucast na setkanich zkousejicich b&hem
studie, pokud bude nezbytnd a pokud ji bude
zadavatel vyzadovat.

e To have all required registrations,
authorizations and necessary expertise, time and
resources for Investigator’s participation in the
Study.

e Vlastnictvi v§ech poZzadovanych registraci,
opravnéni a nezbytnych odbornych znalosti,
¢asu a zdroji pro ucast zkousejiciho ve studii.

e To have the personnel and equipment
necessary for Investigator’s participation in the
Study.

e Personal a zafizeni nezbytné pro ucast
zkousejiciho ve studii.

e To ensure both the quality of the
Investigator’s and personnel engaged by the
Investigator’s work and of the information
provided in accordance with the agreed timelines,

e Zajisténi jak kvality zkouSejiciho a
personalu podilejiciho se na praci zkousSejiciho,
tak informaci poskytovanych v souladu s
odsouhlasenymi ¢asovymi lhiitami.
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e To maintain adequate medical records and
sources to ensure that the observations are
correctly and fully recorded in the CRFs, manage
and file all the documents of the Study in
accordance with applicable laws and regulations
including ICH guidelines and GCP throughout,

e Vedeni adekvatnich zdravotnickych zaznamti
a zdroji pro zajisténi spravného a tplného
zaznamu pozorovani do CRF, sprava a evidence
vSech dokumentl studie v souladu s platnymi
zakony a predpisy podle pokyni ICH a GCP po
celou dobu.

o As applicable, to store and use the Study
Drug in accordance with applicable laws and
regulations and in compliance with instructions
provided by the Sponsor and/or CRO. To deliver
the Study Drug solely to the Study patients in
accordance with the terms of the Protocol and to
return all unused Study Drug to the Sponsor
and/or CRO.

e Pokud to bude vhodné, uchovavani a
pouzivani hodnoceného piipravku v souladu s
platnymi zakony a piedpisy a v souladu s pokyny
vydanymi zadavatelem a/nebo CRO. Podavani
hodnoceného ptipravku vyluéné pacientim ve
studii v souladu s podminkami protokolu a
vraceni veSkerého nespotifebovaného 1éc¢ivého
ptipravku zadavateli a/nebo CRO.

In the event that the Investigator resigns from
his/her job at the Institution or is otherwise
unable to continue working on the Study,
Institution shall provide written notice to
Sponsor and/or CRO immediately upon gaining
knowledge thereof and shall propose a suitably
gualified replacement investigator. Sponsor
and/or CRO shall approve any new investigator
proposed by Institution in writing. If no
mutually acceptable replacement can be found
the Sponsor and/or CRO may terminate this
Agreement pursuant to Article 14 C. Any
replacement investigator appointed following
written approval by Sponsor and/or CRO shall
be required to agree to the terms and conditions
of this Agreement in writing.

V pripade, Ze zkouSejici ukonci pracovni pomér
ve zdravotnickém zaiizeni nebo bude jinak
neschopen pokracovat v praci na studii,
zdravotnické zarizeni o tom pisemné informuje
zadavatele a/nebo CRO neprodlené poté, co se o

tom dozvédélo, a navrhne vhodné
kvalifikovaného  nahradniho  zkousSejiciho.
Zadavatel a/nebo CRO pisemné schvali

jakéhokoliv nového zkousejiciho navrzeného
zdravotnickym zafizenim. Pokud nebude
mozné nalézt vzajemné piijatelnou nahradu,
zadavatel a/nebo CRO mohou ukoncit tuto
smlouvu podle ¢lanku 14 C. Od jakéhokoliv
nahradniho  zkousSejiciho jmenovaného po
pisemném schvaleni zadavatele a/nebo CRO se
pozaduje pisemné odsouhlaseni podminek a
nalezitosti této smlouvy.

Article 3—Term

Clanek 3 — Doba platnosti smlouvy

The term of this Agreement shall commence as of
the last date of signature by the Parties of the
Agreement and shall continue until the last to
occur of: (i) discontinuation of last patient from
the Study or (ii) all completed and corrected
CRFs, reports and other documentation required
by the Protocol has been received by the Sponsor
(“Term”), unless earlier terminated pursuant to
Avrticle 14 (Termination).

Doba platnosti této smlouvy pocina dnem
podpisu smlouvy posledni smluvni stranou a trva
nepfetrzité, dokud nenastane posledni z
nasledujicich udalosti: (i) vyfazeni posledniho
pacienta ze studie nebo (ii) zadavatel obdrzel
vSechny vyplnéné a opravené CRF, zpravy a
jinou dokumentaci vyzadovanou protokolem
(dale ,,doba platnosti*) pokud smlouva nebude
ukoncena drive podle ¢lanku 14 (Ukoncent).

If the Term is extended, the Parties shall
determine the extension details in an amendment
to the present Agreement, as defined in Article 15
(Amendments).

Pokud bude doba platnosti prodlouZena, strany
uréi podrobnosti prodlouzeni v ptiloze ke
stavajici smlouve, jak je definovano v ¢lanku 15
(Ptilohy).
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Article 4 — Information and Record Keeping

Clanek 4 — Uchovavani informaci a zaznamu

Institution and Investigator shall make the
following documents available to CRO and
communicate them when CRO asks:

Zdravotnické zarizeni a zkouSejici zpiistupni
CRO nasledujici dokumenty a ptedaji je, kdyz
bude CRO pozadovat:

(1) Written summaries, notes and reports
relating to the Study, prepared and kept
during the conduct of the Study.

(1) pisemné souhrny, poznamky a zpravy
tykajici se studie, pfipravené¢ a vedené
béhem provadéni studie,

(2) Electronic Case report forms (eCRFs)
containing all data for each patient
pertaining to the Study, completed in
accordance with the Protocol and

applicable laws.

(2) elektronické formulafe pro zaznamy
subjektu (eCRF) obsahujici vSechny
udaje o kazdém pacientovi tykajici se
studie, vyplnéné v souladu s protokolem
a platnymi zakony.

(3) Each eCRF and  corresponding
clarification will be provided to CRO
following each patient visit. At the end of
the Study, all outstanding Study
information must be provided to CRO at

least thirty (30) days following the end of

(3) CRO bude poskytnut kazdy eCRF a
prislusné objasnéni po kazdé navstéve
pacienta. Na konci studie musi byt CRO
poskytnuty vSechny zbyvajici studijni
informace nejméné tficet (30) dnd po
ukoncenti stavajici smlouvy, nebo od data

the present Agreement or the date uvedeného CRO.
mentioned by CRO.
(4) The final report, reviewed by the (4) Zavérecna zprava revidovana

Investigator and provided to CRO
following the “End of Study” date and

zkousejicim a poskytnuta CRO po datu
»Ukonceni studie* spolecné s poslednim

with the last CRF. CRF.

(5) Direct access to source data/documents (5) Piimy ptistup ke zdrojovym
for Study-related monitoring, audits, udajum/dokumentim pro monitorovani,
IEC/IRB  review, and regulatory audity, kontrole EK a inspekci
inspection. regula¢niho organu tykajici se studie.

Institution shall keep all data and documents
during a fifteen (15) years period or such longer
period required by applicable laws and
regulations after the end or early termination of
the Study. After this period, documents will be
destroyed pursuant to the applicable legislation,
unless the Parties agree otherwise. If the
Sponsor/CRO wish to continue to keep the
documents, they have to deliver a written notice
to the Institution at least two months before the
expiry of the agreed period of keeping, and the
Institution will continue to keep the documents
at the Sponsor or CRO’s costs or hand the
documents over to them.

Zdravotnické zafizeni uchovava vsechny udaje
a dokumenty po dobu patnacti (15) let nebo po
delsi obdobi vyzadované platnymi zakony a
predpisy po ukonceni nebo pred¢asném ukonceni
studie, po uplynuti této doby bude dokumentace
vsouladu s piislusnymi pravnimi  piedpisy
skartovana, v pfipad¢, Ze se strany nedohodnou
jinak. V ptipadé, ze zadavatel/CRO maji zajem
na dals$i archivaci dokumentace, jsou povinni svdj
pozadavek uplatnit pisemné u zdravotnického
zarizeni nejméné¢ dva mésice pred uplynutim
sjednané doby archivace a zdravotnické zatizeni
dalsi archivaci na naklady zadavatele nebo CRO
zajisti, popf. jim dokumentaci vyda.
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Investigator and Institution provide permission
for CRO and/or Sponsor to retain personal data
related to Investigator and Institution.
Investigator and Institution confirm they have
been informed of their rights of access,
rectification and deletion of personal data in
accordance with the applicable laws.

ZKkouSejici a zdravotnické zarizeni zajisti
povoleni pro CRO a/nebo zadavatele k uchovani
osobnich udaji tykajicich se zkouSejiciho a
zdravotnického  zarizeni. ZkouSejici a
zdravotnické zaftizeni potvrdi, ze byli
informovani o svych pravech na pfistup k
osobnim Udajim, jejich opravu a odstranéni v
souladu s platnymi zdkony.

Investigator and Institution further agree that
the Sponsor may publish on
www.clinicaltrials.gov and any other applicable
directory of biomedical information, including
but not limited to:

ZkouSejici a zdravotnické zaiizeni dale
souhlasi s tim, Ze zadavatel mlze zvefejnit na
www.clinicaltrials.gov a v jakémkoliv
prislusném adresatfi biomedicinské informace
zejména:

- Title of the Study,

- Nazev studie

- Cities and countries where the Study takes
place,

- Mésta a zemé, kde studie probiha

- Lists and contact details of sites where the Study
takes place.

- Seznamy a kontaktni udaje center, kde studie
probiha

Article 5 — Budget and Payment

Clanek 5 — Rozpodet a platba

As consideration for performance of the Study by
Investigator, Sponsor shall be responsible for
and shall arrange through CRO for payment of
the amount stated in Exhibit A of this Agreement
to Institution per eligible and qualified patient
enrolled in the Study pursuant to the Protocol. No
financial remuneration will be given for patients
who are incorrectly included according to inclusion
and/or exclusion criteria.

Jako protiplnéni za provadéni studie zkouSejicim
zadavatel odpovida za platbu ve vysi uvedené
v Priloze A této smlouvy pro zdravotnické
zafizeni za zpusobilého a kvalifikovaného
pacienta zatazeného do studie podle protokolu a
zatidi ji  prostiednictvim CRO. Nebude
poskytnuta zadna financni odména za pacienty,
ktefi jsou nespravné zatrazeni podle zafazovacich
a/nebo vyrazovacich kritérii.

Institution aknowledges that the Sponsor has
entered into a separate contract with the
Investigator on the basis of which the Investigator
and study team will be rewarded for carrying out
this study.

Zdravotnické zafizeni bere na védomi, ze
zadavatel uzaviel se zkouSejicim samostatnou
smlouvu, na zakladé které bude zkousejici a
studijni tym odménén za provedeni této studie.

Any extra-costs of Institution, such as overhead
fees, shall be detailed in Exhibit B.

Jakékoliv naklady zdravotnického zafizeni
navic, jako jsou rezijni naklady, popisuje
podrobné Ptiloha B.

No deductions for taxes will be made from any
payments. Payment of applicable taxes shall be the
sole responsibility of the payee.

7 zadnych plateb nebudou provadény zadné
srazky dani. Platba ptislusnych dani je vylu¢nou
odpovédnosti ptijemce platby.

No further costs than those set forth in this
Agreement including for the avoidance of doubt
Exhibit B, shall become due for the performance
of the Study unless approved by Sponsor and/or

Z4dné dalsi naklady neZ naklady stanovené v této
smlouvé vcetné Prilohy B, aby se predeslo
pochybnostem, nejsou splatné kvuli provadeéni
studie, pokud nebudou schvaleny zadavatelem
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CRO in advance in writing.

a/nebo CRO pisemné piedem.

Avrticle 6 — Confidentiality

Clanek 6 — Diivérny charakter informaci

During the term of this Agreement and for a
period of ten (10) years after termination of this
Agreement, Institution and Investigator shall
maintain in strict confidence all information
relating to, without limitation, the conduct and
financial aspects of a Party’s business, pricing of
services, data, trade secrets, know-how,
inventions (whether or not patentable), patent
applications,  formulations,  (bio-)analytical
methods, manufacturing and clinical research,
samples and specimens, furnished or disclosed by
either Party directly or indirectly, whether
written, electronic, graphic or oral, to the other
Party, or information observed during a site visit
or audit (“Confidential Information™) disclosed to
Institution and/or Investigator by Sponsor
and/or CRO. Confidential Information shall also
include all information, data, documents,
methodologies, technology, or assays which were
specifically developed or generated during the
performance of the Study as well as the fact that
the Study is being conducted.

Béhem doby platnosti této smlouvy a po dobu
deseti (10) let od ukonceni této smlouvy
zdravotnické zatizeni a zkousejici zachovavaji
pfisnou ditvérnost o vSech informacich tykajicich
se zejména provadéni podnikani a finan¢nich
aspektd  strany, ocenovani sluzeb, dat,
obchodnich tajemstvi, know-how, vynalezii (at
Jiz jsou patentovatelné ¢i nikoliv), patentovych
prihlasek, formulaci, (bio-)analytickych metod,
vyrobnich a klinického vyzkumu, vzorki
poskytnutych a zpfistupnénych kteroukoliv
stranou primo nebo nepiimo, at’ jiz jsou pisemné,
elektronické, grafické nebo ustni, druhé strané,
nebo o informacich zjisténych béhem navstévy
pracovisteé ¢i auditu (dale ,,divérné informace*)
zptistupnéné zdravotnickému zafizeni a/nebo
zkousejicimu ze strany zadavatele a/nebo CRO.
Duvérné informace také zahrnuji vSechny
informace, data, dokumenty, metodologie,
technologii nebo analyzy, které jsou specificky
vyvinuty nebo vytvoreny béhem provadéni studie
spole¢né se skute¢nosti, Ze se provadi studie.

Except as set forth herein, each Party agrees that
without the express written consent of the other
Party, it will not itself use, or provide to, disclose
to, or permit any third party to use any
Confidential Information of the other Party. The
Parties shall ensure that any such approved third
parties agree to terms of confidentiality no less
stringent than those in this Agreement. The
Parties may disclose Confidential Information to
its respective employees, directors and agents on
a need to know basis and such employees,
directors and agents shall agree to terms of
confidentiality no less stringent than those in this
Agreement.

Pokud zde neni uvedeno jinak, kazda strana
souhlasi s tim, Ze bez vyslovného pisemného
souhlasu druhé strany nepouzije sama zadné
davérné informace druhé strany, neposkytne je,
nezpiistupni ani nepovoli, aby je pouzivala
jakakoliv jina ftfeti strana. Strany zajisti, ze
jakékoliv takové schvalené tieti strany souhlasi s
podminkami zachovani divérného charakteru
informaci, které nebudou méné piisné nez
podminky této smlouvy. Strany mohou
zptistupnit divérné informace svym piisluSnym
zamestnanciim, Clenim  pfedstavenstva a
zastupcim v rozsahu, ktery potfebuji znat, a
takovi zaméstnanci, ¢lenové predstavenstva a
zastupci souhlasi s podminkami zachovani
dtvérného charakteru informaci, které nebudou
mén¢ prisné nez podminky této smlouvy.

The obligations of this Article shall not apply to
confidential information:

Zavazky tohoto c¢lanku neplati pro duvérné
informace:

a. information of the disclosing
Party which is now in the public
domain or which subsequently
enters the public domain without

a. informace zpfistupiiujici strany,
které jsou nyni vefejné¢ znamé
nebo které se nasledné vefejné
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fault on the part of the receiving
Party; or

znamymi stanou bez viny na
strané piijimajici strany, nebo

b. information of the disclosing
Party which is presently known
by the receiving Party from its
own sources where said present
knowledge can be demonstrated
by written records; or

b. informace zpftistupnujici strany,
které nyni pfijimajici strana zna
ze svych vlastnich zdrojl, kde
lze uvedenou stavajici znalost
prokdzat pisemnymi zdznamy,
nebo

C. information of the disclosing
Party which the receiving Party
receives in good faith from a
third party where said third party
is independent of the disclosing
Party and the receiving Party
has no knowledge of said third
party obtaining the information
by wrongful means; or

C. informace zpfistupiiujici strany,
které nyni pfijimajici strana
obdrzi v dobré vife od treti
strany, pricemz uvedena tieti
strana  je  nezavisla  na
zptistupnujici strané a
pfijimajici strana nema Zzadné
védomosti o tom, Ze by uvedena
tieti strana informace ziskala
protipravnimi prostfedky, nebo

d. information developed by or for
the receiving Party independent
of disclosure hereunder as
evidenced by the receiving
Party’s written records.

d. informace vytvoiené piijimajici
stranou nebo pro ni nezavisle na
zptistupnéni podle této smlouvy,
coz prokazuji pisemné zaznamy
prijimajici strany.

Notwithstanding the foregoing, no Party shall be
restricted from  disclosing  Confidential
Information as required by law or regulation,
however, in such case, a Party so compelled shall
notify the other Parties of such order compelling
disclosure, and where possible, reasonably
cooperate with such other Parties to provide that
Party with the opportunity to take appropriate
legal action to safeguard said Confidential
Information.

Bez ohledu na shora uvedena ustanoveni neni
zadna strana omezena ve zpfistupnéni
davérnych informaci na zakladé¢ pozadavki
zakona ¢i predpisu avsak s tim, ze v takovém
pripadé strana vystavena takovému pozadavku
uvédomi ostatni strany o takovém piikazu
nuticim ji zpfistupnit informace a, bude-li to
mozné, piiméfené spolupracuje s takovymi
dal§imi stranami, aby poskytla oném stranam
prilezitost podniknout vhodné pravni kroky k
zabezpeceni uvedenych diveérnych informaci.

The Parties agree that they shall not use the name
of any of the other Parties or disclose any matters
relating to the Study provided hereunder in any
advertising, promotion, written articles or
communications without the prior written
consent of the relevant Party.

Strany souhlasi s tim, Ze nepouziji jméno
kterékoliv z jinych stran a ani nezpftistupni zadné
zalezitosti tykajici se studie poskytnuté podle této
smlouvy v zadné reklamé, propagaci pisemnych
¢lancich ¢i sdélenich bez predchoziho pisemného
souhlasu pfislu§né strany.

Article 7 - Medical Confidentiality and Data
Protection.

Clanek 7 — Divérny charakter medicinskych
informaci a ochrana adaju.

The Parties agree to adhere to the principles of
medical confidentiality and comply with all

Strany souhlasi s tim, ze budou dodrzovat zasady
zachovani duvérného charakteru medicinskych
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applicable laws and regulations relating to
confidentiality and security of personal and
medical data and the privacy of patient health
information. In particular and only as applicable,
the Parties shall act in compliance with the
European Union Data Protection Directive
(EC/95/46) and any applicable national
legislation enacted thereunder in the European
Union and the Standards for Individually
Identifiable Health Information, and any other
laws and/or regulations relating to the
maintenance, use, transmission or other activity
concerning patient records and confidentiality of
personal and medical data.

informaci a dodrzovat vSechny platné¢ zakony a
predpisy tykajici se davérného charakteru a
bezpec€nosti osobnich a medicinskych udaji a
ochrany soukromi v pfipadé informaci o
zdravotnim stavu pacienta. Konkrétn¢ a pouze v
platném rozsahu strany jednaji ve shodé se
smérnici Evropské unie o ochran¢ osobnich udajt
(ES/95/46) a jakoukoliv platnou narodni
legislativou uzakonénou podle ni v Evropské unii
a se standardy pro zdravotnické informace, které
umoznuji ur€it totoznost osob, a s jakymikoliv
jinymi zakony a/nebo predpisy tykajicimi se
vedeni, pouzivani, pfenosu nebo jiné aktivity
tykajici se zaznamid pacienta a davérného
charakteru osobnich a medicinskych udaju.

Personal data shall not be disclosed by
Institution and/or Investigator to Sponsor
and/or CRO save to the extent that this is
required directly or indirectly to satisfy the
requirements of the Protocol or where this is
required for the purpose of monitoring the
investigation or reporting of adverse events
including serious adverse events or in relation to
a claim for compensation by a Study subject.

Zdravotnické zafizeni a/nebo zkousSejici
nezpiistupni osobni tdaje zadavateli a/nebo
CRO jinak nez v rozsahu, v némz je pfimo ¢i
nepfimo vyzaduji k uspokojeni pozadavki
protokolu nebo je-li to vyzadovano pro ucely
monitorovani zkouSeni ¢i hlaSeni nezadoucich
piihod vcetné zavaznych nezadoucich piihod
nebo v souvislosti s narokem na kompenzaci ze
strany subjektu hodnoceni.

The Parties shall not disclose the identity of
Study patients without the prior written consent
of such Study subjects. Institution and/or
Investigator shall only process personal data as
instructed by Sponsor and/or CRO, in
accordance with applicable law, except in
relation to a claim or proceeding brought by the
Study patient in connection with the Study and
then subject to appropriate safeguards which
shall be agreed by the Parties.

Strany nezpfistupni totoznost studijnich pacientd
bez piedchoziho pisemného souhlasu takovych
subjekti hodnoceni. Zdravotnické zatizeni
a/nebo zkousSejici zpracovavaji pouze osobni
udaje podle pokyni vydanych zadavatelem
a/nebo CRO v souladu s platnym pravem, s
vyjimkou naroku nebo fizeni zahdjeného
studijnim pacientem v souvislosti se studii, a poté
s vyhradou vhodnych =zaruk, které strany
odsouhlasi.

Article 8 — Publication

Clanek 8 — Zveiejnéni

The results of the Study shall not be published or
otherwise reported without the prior, written
approval of Sponsor.

Vysledky studie se nezvefejiiuji ani jinak
neohlasuji bez piedchoziho pisemného souhlasu
zadavatele.

Notwithstanding the foregoing, Sponsor and
CRO acknowledge that the Investigator may
wish to publish or present the methodology and
unspecified results of the Study conducted under
this Agreement for non-commercial, scientific
purposes. Any such publication or presentation
shall follow the Sponsor’s publication plan, a
draft of which shall be provided by the Sponsor
to the Investigator, and shall not contravene the
relevant business interests of Sponsor, its

Aniz by tim bylo jakkoliv dotéeno shora uvedené
ustanoveni, zadavatel a CRO berou na védomi,
ze zkouSejici si muZze prat zverejnit nebo
prezentovat metodologie a nespecifikované
vysledky studie provadéné podle této smlouvy k
nekomerénim, védeckym ucelim. Jakakoliv
takova publikace nebo prezentace dodrzuje
publika¢ni plan zadavatele, jehoz navrh musi byt
poskytnut zadavatelem zkouSejicimu a nesmi
narusovat pfislusné obchodni zajmy zadavatele,
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affiliates or parent companies. Investigator
acknowledges that such publication may be
amended following the receipt of the results of
the Study. Sponsor shall provide the
Investigator with a copy of any revised
publication plan. Following the first publication
by the Sponsor, the Investigator may publish or
present the methodology and unspecified results
of the Study. Sponsor agrees to provide
reasonable assistance and support for such
publication or presentation, provided that all
proposed articles and abstracts are sent to
Sponsor for review and comment at least sixty
(60) days before submitting the publication or
presentation to any third party.

jeho ptidruzenych nebo matefskych spolecnosti.
Zkousejici bere na védomi, ze takové zvefejnéni
muze byt doplnéno po doruceni vysledkd studie.
Zadavatel poskytne  zkousSejicimu  kopii
jakéhokoliv revidovaného publikacniho planu.
Po prvni publikaci zvefejnéné zadavatelem
muze zkousSejici publikovat nebo prezentovat
metodologii a nespecifikované vysledky studie.
Zadavatel souhlasi s tim, ze poskytne
pfiméfenou pomoc a podporu pro takové
zvetejnéni nebo prezentaci s tim, ze vSechny
navrhované ¢lanky a abstrakty budou odeslany
zadavateli ke kontrole a pfipominkam nejméné
Sedesat (60) dnt pied piedloZzenim publikace
nebo prezentace jakékoliv tieti strané.

Investigator agrees that if the Study is part of a
multi-center study, any proposed publication by
the Investigator shall not be made before the first
multi-center publication.

ZkouSejici souhlasi s tim, Ze pokud bude studie
soucasti multicentrické studie, pak se jakékoliv
navrhované zvefejnéni zkouSejicim neprovede
pred prvnim multicentrickym zvefejnénim.

Institution and Investigator shall not publish
partial or incomplete data from the Study prior to
publication of the entire Study results.

Zdravotnické zarizeni a zkouSejici nezvefejni
castetné nebo neuplné Udaje ze studie pred
publikaci vysledku celé studie.

Article 9 — Rights to Results/Patent Rights

Clinek 9 — Prava k vysledkiim/patentova
prava

All processes, techniques, improvements, know-
how, trade secrets, computer code, discoveries
and other intellectual properties, data, materials,
documents, information and  descriptions
supplied by Sponsor or prepared or developed by
CRO shall be the sole and exclusive property of
Sponsor. Sponsor shall own all right title and
interest throughout the world in and to all rights,
including any intellectual property rights, in any
inventions (whether or not patentable), processes,
techniques, improvements, discoveries and
developments discovered and reduced to practice
by Investigator and/or Institution in the course
of the performance of the Study which are related
to the Study (the “Results”). Investigator and
Institution hereby assign their rights to the
Results to Sponsor in advance and Sponsor
accepts such assignment. Applications for patents
and related filings covering the Results will be
done by Sponsor and at its expense. If necessary,
Investigator will sign and Institution and
Investigator will cause its or their employees to
sign appropriate documents even after the end of

Vsechny procesy, techniky, zlep$eni, know-how,
obchodni tajemstvi, poc¢itacovy kod, objevy a jiné
intelektualni  vlastnictvi, data, materialy,
dokumenty informace a popisy dodané
zadavatelem nebo pfipravené ¢i vyvinuté CRO
jsou bezvyhradné vylucnym a vyhradnim
majetkem zadavatele. Zadavatel vlastni
vsechny pravni tituly a pravni naroky po celém
svété ke vSem praviim spolecné a jednotlive,
vcetné jakychkoliv prav k duSevnimu vlastnictvi,
u jakychkoliv  vynalezi (at jiz jsou
patentovatelné ¢&i nikoliv), procesu, technik,
zlepseni, objevii a vyovji objevenych a
ptevedenych do praxe zKkouSejicim a/nebo
zdravotnickym zaFizenim v pribéhu provadéni
studie, které se studii souvisi (dale ,,vysledky*).
ZkouSejici a zdravotnické zaftizeni timto
postupuji sva prava k vysledkim na zadavatele
predem a zadavatel takové postoupeni pfijima.
Piihlasky patentt a souvisejici  podani
pokryvajici vysledky bude predkladat zadavatel,
a to na své naklady. Pokud to bude nezbytné,
zkouSejici podepise pfislusné dokumenty a
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the present Agreement in order to assist Sponsor
in applying for, obtaining and enforcing patent or
copyright or other rights with respect to any such
Results.

zdravotnické zaiizeni a zkouSejici zajisti, Ze je
podepisi jejich zaméstnanci, a to i po skonceni
predmétné smlouvy, aby pomohli zadavateli
podat pftihlasku, ziskat a uplatnit patent nebo
autorské pravo ¢i jind prava tykajici se
jakychkoliv takovych vysledki.

With regard to copyrights, which are legally not
assignable, Sponsor is granted an exclusive,
irrevocable, world-wide, sublicensable licence by
Investigator for unlimited use.

Pokud jde o autorské pravo, které nelze ze zdkona
postoupit, zadavateli je zkouSejicim ud€lena
vyluénd, neodvolatelnd, celosvétova licence, na
jejimz zakladé lze wudélit diléi licenci, k
neomezenému pouzivani.

Article 10 — Insurance

Clanek 10 — Pojisténi

Sponsor and/or CRO will take out appropriate
clinical trial insurance cover for their
responsibilities for the duration of the Study, in
accordance with applicable laws, i.e. in particular
pursuant to section 52(3)(f) of the Act
No. 378/2007 Coll., on pharmaceuticals.

Zadavatel a/nebo CRO uzaviou vhodné pojistné
kryti klinického hodnoceni pro své povinnosti po
dobu studie v souladu s platnymi zakony, t;.
zejména v souladu s ustanovenimi § 52 odst. 3,
pism. f) zdkona ¢. 378/2007 Sb., o Iécivech..

Institution declares that it has taken out
insurance pursuant to section 45(2)(n) of the Act
No. 372/2011, on health care services, as
amended, covering medical malpractice and
general liability.

Zdravotnické zarizeni prohlasuje, Ze ma
sjednano pojisténi dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozd¢jsich ptedpist, které zajistuje
pojistné kryti vSeobecné odpoveédnosti a

zanedbani povinné péfe pii  vykonu
1ékatského povolani.
Article 11 — Indemnification, Limitation of | Clanek 11 — Od$kodnéni, omezeni

Liability

odpovédnosti

Sponsor agrees to indemnify, defend, and hold
harmless Investigator and Institution, its
employees and agents from and against any and
all liability, loss, damage, cost and expense
(collectively, “Damages”) incurred in connection
with any claim or lawsuit brought by a Study
subject as a result of bodily injury resulting
directly from participation in the Study, in
accordance with applicable regulations; provided
that Sponsor shall have no liability for any such
Damages to the extent they arise from (i) the
failure of Institution, Investigator or any
Institution employee or agent to adhere to the
terms of this Agreement, the Protocol or any
applicable law, rule or regulation or (ii)any
negligence, wrongful acts or wrongful failure to

Zadavatel souhlasi s tim, ze odSkodni, bude hajit
a ochrani pred Umou zkouSejictho a
zdravotnické zafizeni, jeho zaméstnance a
zastupce pred jakoukoliv povinnosti, ztratou,
Skodou, nakladem a vydajem a v§emi dohromady
(dale spole¢né ,,8kody) vzniklé v souvislosti s
jakoukoliv zalobou ¢i soudnim sporem vedenym
subjektem hodnoceni v disledku télesné ujmy
zpusobené piimo ucasti ve studii v souladu s
platnymi predpisy s tim, ze zadavatel nenese
zadnou odpovédnost za zadné takové Skody v
rozsahu, v némz vzniknou kvuli (i) selhani
zdravotnického za¥izeni, zkouSejiciho nebo

jakéhokoliv  zaméstnance nebo  zastupce
zdravotnického zaFizeni pifi dodrzovani
podminek této smlouvy, protokolu nebo

jakéhokoliv platného zakona, pravidla ¢i predpisu
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act on the part of Institution, Investigator or any
Institution’s employee or agent.

nebo (ii) jakékoliv nedbalosti, tmyslnych
protipravnich ¢int ¢i umyslné protipravni
neéinnosti ze strany zdravotnického zafizeni,
zkousSejiciho nebo jakéhokoliv zaméstnance
nebo zastupce zdravotnického zarizeni.

The Investigator and/or Institution shall give
the Sponsor and CRO prompt notice of any such
claim or lawsuit (including a copy thereof) served
upon it and shall fully cooperate with the
Sponsor and CRO and its legal representatives
in the investigation of any matter the subject of
indemnification. The Sponsor may enter into a
settlement agreement with a claimant but shall
not admit liability to a claimant without the prior
written permission of the Investigator and/or
Institution, which permission shall not be
unreasonably withheld.

Zkousejici a/nebo zdravotnické zafizeni musi
neprodlené¢ predat zadavateli nebo CRO
oznameni o jakékoliv takové zalobé nebo
soudnim sporu (véetné jeho kopie), jez mu bylo
dorueno, a musi pln€¢ spolupracovat se
zadavatelem a CRO a jejich zakonnymi zastupci
pfi  vySetfovani jakékoliv zalezitosti, kterd
podléhda odSkodnéni. Zadavatel muize uzavtit
dohodu o vyrovnani s zalujicim, ale nesmi
pripustit odpovédnost vi¢i zalujicimu bez
predchoziho pisemného svoleni zkouSejiciho
a/nebo zdravotnického zarizeni, pii¢emz tento
souhlas nesmi byt neopravnéné zadrzovan.

Sponsor and CRO shall not be liable for any
special, incidental or consequential damages
which may arise in connection with the execution
and/or performance of this Agreement, except for
Damages for which it is obligated to indemnify as
provided above.

Zadavatel a CRO neodpovidaji za zadné zvlastni
nahodné ¢i nasledné skody, které mohou
vzniknout v souvislosti s uzavienim a/nebo
plnénim této smlouvy s vyjimkou skod, které jsou
povinni od§kodnit, jak je uvedeno shora.

Except in the case of negligence or willful
misconduct or otherwise prohibited by law, in no
event shall any Party be liable to the other
Parties for any indirect, incidental,
consequential, special or exemplary damages
including any loss profits business, reputation,
contracts, revenues or anticipated savings.

S wvyjimkou piipadid nedbalosti ¢i Umyslného
protipravniho  jednani ¢i  jiného  jednani
zakazaného zakonem nesmi byt v Zzadném
pripadé strana odpovédna druhym stranam za
jakékoliv nepiimé, nahodné, nasledné, zvlastni
nebo exemplarni Skody, vcetné jakéhokoliv
uslého zisku, podnikéni, ztracené povesti, smluv,
piijmil ¢i ocekavanych uspor.

Article 12 — Applicable law and competent
jurisdiction

Clanek 12 - Rozhodné pravo a prislu$na
soudni pravomoc

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. All disputes, controversies or
claims arising out of this Agreement or relating
to the interpretation or performance of this
Agreement which the Parties cannot solve
amicably shall be conclusively solved by the
relevant courts of the Czech Republic at the place
of the registered office of the Institution.

Tato smlouva se fidi pravem Ceské republiky a
bude vykladana v souladu s nim. V§echny spory,
neshody ¢i zaloby vzniklé z této smlouvy nebo
tykajici se vykladu ¢i plnéni této smlouvy, které
strany nedokazi vyfeSit smirem, se fTeSi s
koneénou platnosti pfislusnymi soudy Ceské
republiky, mistni pfislusnost soudu bude dana
sidlem zdravotnického zafizeni.
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Article 13 — Notification

Clanek 13 — Oznameni

Notices given to any Party hereunder shall be in
writing and/or sent via email, by certified or
registered mail, return receipt requested, or
overnight courier to the Party at the address
specified below or at such other address as the
Party shall specify in writing. All notices shall be
deemed made upon receipt by the addressee as
evidenced by the applicable written receipt or, in
the case of an email, as evidenced by the
confirmation of transmission.

Oznameni dorucovana kterékoliv strané musi
mit pisemnou formu a/nebo odeslana emailem,
doporuc¢enym dopisem ¢i doporu¢enym dopisem
s dorucenkou nebo expresni kuryrni sluzbou
druhé Strané na adresu uvedenou nize nebo na
takovou jinou adresu, kterou druha strana
pisemné ur¢i. VSechna oznameni se povazuji za
podané po doruceni adresatovi, coz se prokazuje
ptislusnou pisemnou stvrzenkou, nebo v piipadé
emailu potvrzenim o pienosu.

If to Sponsor:
Benevolent Al Bio Ltd
40 Churchway
NW1 1LW, London, UK

Attn: | EGEGzG
Email: ||

Pokud se zasil4 zadavateli:
Benevolent Al Bio Ltd
40 Churchway
NWI1 1LW, London, Velka Britanie

K rukam: |||
Email: ||

If to Investigator:
I \curologicka klinika, Centrum
pro extrapyramidova onemocnéni,
Katetinska 30, 128 08 Praha 2

Attn: [ GG
Email: ||| Gz

Pokud se zasila zkouSejicimu:

B Ncuologicka  klinika,
Centrum pro extrapyramidova
onemocnéni, Katefinska 30, 128 08
Praha 2

K rukam: |||
Email: ||z

If to Institution:
Nikola Sura
Oddéleni klinického hodnoceni a
vyzkumu, U Nemocnice 499/2, 128 08,
Praha 2

Attn: [ GG
Email: | Iz

Pokud se zasila zdravotnickému za¥izeni:
Oddéleni klinického
hodnoceni a vyzkumu, U Nemocnice
499/2, 128 08, Praha 2

K rukam: |||
Email: |||

If to CRO:
Linical Spain
¢/ Rosa de Lima, 1-bis, Edificio Alba
28290 Las Matas, Madrid, Spain

Attn: |GG
Email: | INEGN

Pokud se zasila CRO:
Linical Spain
¢/ Rosa de Lima, 1-bis, Edificio Alba
28290 Las Matas, Madrid, Spain

K rukam: -
Email: | INEGN

Article 14 — Termination

Clanek 14 — Ukon&eni

A. Notwithstanding any other termination right
set forth in this Agreement, Sponsor reserves the
right to terminate this Agreement at any time
whenever Sponsor deems that necessary.

A. Aniz by tim bylo dotc¢eno jakékoliv jiné pravo
na ukondéeni uvedené v této smlouvé, zadavatel
si vyhrazuje pravo ukon¢it tuto smlouvu
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kdykoliv, kdy to bude zadavatel povazovat za
nezbytné.

B. Either Party may terminate the present
Agreement forthwith by notice in writing to the
other:

B. Kterakoliv strana muze ukoncit predmétnou
smlouvu neprodlen¢ pisemnym oznamenim
dorucenym druhé strané:

@ if the incidence and severity of
toxicological results, Adverse Event or Serious
Adverse Events with the Study Drug are

@) pokud bude dostadovat incidence a
zavaznost toxikologickych vysledki, nezadouci
pifihody nebo zivazné nezadouci piihody s

sufficient to necessitate the immediate | hodnocenym  pfipravkem k  odivodnéni
discontinuation of treatment of subjects with the | bezprostfedniho  ukonéeni  1é€by  subjektt
Study Drug; or hodnocenym ptipravkem nebo

(b) if the other Party commits a material | (b) pokud se druha strana dopusti

breach of the Agreement which (in the case of a
breach capable of remedy) is not remedied within
thirty (30) days of the receipt by the other Party
of notice identifying the Breach and requiring its
remedy.

zavazného poruseni smlouvy, které (v pfipadé
poruseni, které lze odstranit) nebude odstranéno
do tficeti (30) dnti od doruceni oznameni
oznacujici poruSeni a vyzadujici jeho napravu
druhé strané.

C. In the event Sponsor does not approve a new
Investigator pursuant to Article 2 or such new
Investigator does not agree to the terms of this
Agreement in writing, Sponsor may terminate
this Agreement.

C. V pripadé, ze zadavatel neschvali nového
zkousejiciho podle ¢lanku 2, nebo takovy novy
zkousSejici nebude souhlasit s podminkami této
smlouvy pisemné, zadavatel mize tuto smlouvu
ukoncit.

D. In case of termination prior to the completion
of the Study, payments will be made to
Institution for all work that has been properly
performed in accordance with this Agreement
and the Protocol, incurred prior to the effective
date of termination. For the avoidance of doubt,
Sponsor shall pay Institution its reasonable
costs for any work undertaken during the orderly
winding down of the Study in accordance with
applicable law.

D. V pfipad¢ ukonceni pfed dokoncenim studie
budou provedeny platby zdravotnickému
zafizeni za veSkerou praci, ktera byla tadné
provedena v souladu s touto smlouvou a
protokolem pted datem Géinnosti ukonéeni. Aby
se zabranilo pochybnostem zadavatel zaplati
zdravotnickému zarizeni pfiméfené naklady za
jakoukoliv praci provedenou béhem ftadného
uzavieni studie v souladu s platnym pravem.

E. In case of termination prior to the completion
of the Study for any reason, Investigator and
Institution shall return to Sponsor (or its
designee) within a thirty (30) days period all the
documents, data, results and products (including
for the avoidance of doubt, any Study Drug)
relating to the Study.

E. V ptipad¢ ukonceni pied dokoncenim studie z
jakéhokoliv  dlvodu vrati  zkouSejici a
zdravotnické zaftizeni zadavateli (nebo jim
poverené osob€) do tficeti (30) dntt vSechny
dokumenty, udaje, vysledky a pfipravky (vcetné
jakéhokoliv hodnoceného ptipravku, aby se
zabranilo pochybnostem) souvisejicim se studii.

F. If the Agreement is terminated prior to the
completion of the Study, Investigator shall
immediately stop enrolling patients into the
Study and cease conducting procedures on

F. Pokud bude smlouva ukoncena pied
dokoncenim studie zkousSejici neprodlen¢ zastavi
nabor pacientd do studie a prestane provadét
vykony na pacientech zatazenych do studie s
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patients enrolled in the Study except as necessary
to ensure the safety of such enrolled patients.

vyjimkou nezbytnych tkonli pro
bezpecnosti takto zatazenych pacientti.

zajisténi

G. The obligations of the Parties contained in
Avrticles 4 (Information and Record Keeping), 6
(Confidentiality), 7 (Medical Confidentiality and
Data Protection), 8 (Publications), 9 (Patent
Rights), 11 (Indemnification; Limitation of
Liability) shall survive the termination or
expiration of this Agreement.

G. Povinnosti stran obsazené¢ v c¢lancich 4
(Uchovavani informaci a zaznamt), 6 (Davérny
charakter informaci), 7 (Duveérny -charakter
medicinskych informaci a ochrana udaji), 8
(Zvetejnéni), 9  (Patentovd  prava), 11
(Odskodnéni, omezeni odpovédnosti) pretrvavaji
po ukonceni smlouvy nebo vyprseni jeji platnosti.

Article 15 — Amendments

Clanek 15 — P¥ilohy

No amendments, deviations or changes to this
Agreement and/or the Protocol shall be effective
unless made in writing and signed by all Parties.

Zadné dodatky, upravy &i zmény této smlouvy
a/nebo protokolu nejsou ucinné, pokud nebudou
mit pisemnou podobu a nebudou podepsany
vSemi Stranami.

Article 16 — Non-Assignment

Clanek 16 — Zikaz postoupeni

Neither Investigator nor Institution shall assign
this Agreement or any rights hereunder or
delegate the performance of any duties hereunder
without the prior written consent of Sponsor.

Ani zkouSejici a ani zdravotnické zafizeni
nesmi postoupit tuto smlouvu nebo jakakoliv
prava podle této smlouvy ani delegovat plnéni
jakychkoliv povinnosti podle této smlouvy bez
predchoziho pisemného souhlasu zadavatele.

Sponsor may assign this Agreement without the
consent of Investigator or Institution.

Zadavatel mize postoupit tuto smlouvu bez
souhlasu zkousejiciho nebo zdravotnického
zafizeni.

Article 17 — Status

Clanek 17 — Stav

Institution and Investigator shall perform the
Study as an independent contractor. Each Party
to this Agreement shall not be construed for any
purpose as the partner, agent, employee, servant,
or representative of the other Party except that
Investigator may be the employee of
Institution.

Zdravotnické zatizeni a zkouSejici musi
provadét studii jako nezavisly dodavatel. Kazda
strana této smlouvy nesmi byt vykladana pro
jakykoliv ucel jako partner, zmocnénec,
zameéstnanec, sluzebnik nebo zastupce druhé
strany s vyjimkou pfipadt, kdy zkousejici mize
byt zaméstnancem zdravotnického zatizeni.

Article 18 — Entire Agreement

Clinek 18 — Cela smlouva

This Agreement, together with all Appendices
attached hereto and incorporated herein,
constitutes the entire agreement between the
Parties with respect to the subject matter hereof
and supersedes all prior understandings and
agreements related to its subject matter.

Tato smlouva spole¢né se vSemi piilohami k ni
pripojenymi a do ni zaClenénymi piedstavuje
celou smlouvu mezi stranami ohledné predmétu
smlouvy a nahrazuje vSechny piedchozi ujednani
a dohody tykajici se pfedmétu smlouvy.

Article 19 — Waiver

Clanek 19 — Zieknuti se prava
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The failure of a Party hereto at any time or times
to require performance of any provision of this
Agreement shall in no manner affect the right of
such Party at a later time to enforce the same. No
waiver by any Party hereto of any condition, or
of the breach of any provision, term, covenant,
representation, or warranty contained in this
Agreement, whether by conduct or otherwise, in
any one or more instances, shall be deemed to be
or construed as a further or continuing waiver of
any such condition or of the breach of any other
provision, term, covenant, representation or
warranty of this Agreement.

Pokud strana této smlouvy kdykoliv jednorazoveé
¢i vicekrat nebude vyzadovat plnéni jakéhokoliv
ustanoveni této smlouvy, v zadném piipadé to
neovlivituje pravo takové strany totéz plnéni
vymahat pozdéji. Zieknuti se jakékoliv
podminky nebo poruseni jakéhokoliv ustanoveni,
podminky, zavazného pfislibu, ujisténi ¢i zaruky
obsazené v této smlouvy jakoukoliv smluvni
stranou, at’ jiz jednanim ¢i jinak, v jednorazovém
¢i vice ptipadech se nepovazuje jako dalsi nebo
pokracujici zieknuti se jakékoliv takové
podminky nebo jako poruseni jakéhokoliv jiného
ustanoveni, podminky, zavazného pfislibu
ujisténi ¢i zaruky této smlouvy a ani se takto
nevyklada.

Article 20 — Severability

Clanek 20 — Oddélitelnost ustanoveni

If a court or other tribunal of competent
jurisdiction holds any term or provision, or
portion thereof, of this Agreement to be invalid,
void or unenforceable, the remaining provisions
of the Agreement shall remain in full force and
effect. It is the Parties’ intention that if a court
or other tribunal holds any term or provision of
this Agreement to be excessive in scope, such
term or provision shall be adjusted rather than
voided, if possible.

Pokud soud ¢i jiny tribunal s ptislusnou soudni
pravomoci shledd jakoukoliv podminku ¢i
ustanoveni této smlouvy, nebo jejich ¢ast, za
absolutn¢  ¢i  relativné  neplatnou  ¢i
nevymahatelnou, zbyvajici ustanoveni smlouvy
zistanou plné platnd a ucinna. Strany maji v
umyslu, Ze pokud soud ¢i jiny tribunal dojde k
zavéru, ze je ve svém rozsahu nepfiméiena
jakakoliv podminka ¢i ustanoveni této smlouvy,
takova podminka ¢i ustanoveni se spiSe upravi
nez zneplatni, bude-li to mozné.

Avrticle 21 — Cooperation

Clanek 21 — Spoluprice

Each Party will execute and deliver all such
instruments and perform all such other acts as the
other Party may reasonably request to carry out
the transactions contemplated by this Agreement.

Kazda strana vyhotovi a doruci vSechny takové
instrumenty a provede vSechny takové dalsi
ukony, kter¢ muze druha strana piiméiené
pozadovat k uskutec¢néni transakci uvazovanych
touto smlouvou.

Article 22 — Publication

The Parties agree that this Agreement will be
published in the public register of contracts to the
extent required by the applicable legislation, in
particular the Czech Act No. 340/2015 Coll., on
register of contracts. The Parties agree that the
Institution will publish the version of this
Agreement prepared and provided for this
purpose by the Sponsor/CRO at the latest on the
day of signature of this Agreement; the version
must be in a machine-readable electronic format
and must be sent to the electronic address
okh@vfn.cz. The register of contracts’
administrator will send a notification of the

Clanek 22 — Uveiejnéni

Smluvni strany se dohodly, Ze v rozsahu, v jakém
je to pozadovano pfislusnymi pravnimi piedpisy,
zejména zakonem Ceské republiky &. 340/2015
Sh., o registru smluv, bude tato smlouva
uvefejnéna ve vefejném registru smluv. Smluvni
strany se dohodly, ze zdravotnické
zafizeni uvefejni verzi této smlouvy, kterou mu
za timto ucelem pfipravi a poskytne
zadavatel/CRO nejpozdéji v den podpisu této
smlouvy, a to v strojové Citelném formatu v
elektronické podob€ zaslanim na emailovou
adresu okh@vfn.cz. Notifikace spravce registru
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publication to the electronic address ||
the person designated by the Sponsor.

The total fee for the services for the maximum
number of patients who will have completed all
visits according to the protocol is expected to be
17950 €.

This Agreement is made effective as of the day of
signature by the Parties publication in the
Register of Contracts.

smluv o uvefejnéni Smlouvy bude zaslana
zadavateli na e-mail povéiené osoby

Predpokladana celkova vyse odmény za
provedeni sluzeb za maximalni poCet pacientt,
ktefi absolvuji vSechny navstévy dle protokolu,
¢ini 17950 €.

Tato Smlouva nabyva platnosti dnem
podpisu smluvnimi stranami a u¢innosti
dnem uvetejnéni v registru smluv.

Made in four (4) original copies duly executed by
all Parties,

Vyhotoven ve ¢tyfech (4)  originalnich
vyhotovenich podepsanych v§emi stranami,
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Signed on behalf of BenevolentAl Bio Limited,

Podepsano jménem spole¢nosti BenevolentAl
Bio Limited,

represented by Linical France SARL

Zastoupené spolecnosti Linical France SARL

. Chief Executive Officer (CEO) Europe

I Chief Executive Officer (CEO) Europe

having signing authority by virtue of Power of
Attorney

s podpisovym pravem na zakladé plné moci

Signature:

Podpis:

Date: 09 Nov 2017

Datum: 09 Nov 2017

Signed on behalf of the Institution

Podepsdno jménem zdravotnického zarizeni

Signature:

Podpis:

Date: 13.11.2017

Datum: 13.11.2017

Authorised signatory |

opravnénd osoba s podpisovym pravem -

Investigator

ZkousSejici

I am aware that Sponsor may enter the results of
the Study and any reports related to the Study and
the outcome of any audits performed by Sponsor
under GCP rules into electronic internal
databases. In connection with such data
management, personal data about me as well as
about my involvement in the Study and the
outcome of an audit performed by Sponsor under
GCP rules may be electronically stored,
processed and used as well in accordance to
ICH/GCP requirements. Sponsor may allow its
affiliates or third parties within and outside the
European Union to access such data in
accordance to ICH/GCP requirements and may
transfer them respectively. Sponsor will perform
itself or have third parties perform such data
processing and use in accordance with the
applicable data protection laws.

Beru na védomi, ze zadavatel muize zadat
vysledky studie a jakékoliv zpravy tykajici se
studie a vysledek jakychkoliv  auditi
provadénych zadavatelem podle pravidel GCP
do elektronickych internich databazi. V
souvislosti s takovou spravou dat mohou byt
elektronicky  uklddany, zpracovavany a
pouzivany v souladu s pozadavky ICH/GCP
osobni tidaje o mné a rovné€Z i 0 mém zapojeni do
studie a vysledek auditu provedeného
zadavatelem podle pravidel GCP. Zadavatel
mize povolit svym piidruzenym spole¢nostem
nebo tfetim stranam v ramci Evropské unie nebo
mimo ni, aby mély k takovym datim pfistup v
souladu s pozadavky ICH/GCP a miize je na n¢
pienaset. Zadavatel bude sam provadét
zpracovani takovych dat, nebo je nechd provést
tretimi stranami a bude je pouzivat v souladu s
platnymi zékony o ochran¢ udaji.
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I hereby authorize Sponsor to store, process
and use my personal data as well as data about
my involvement and the outcome of an audit
in connection with the Study into data bases
for processing of such data in accordance to
ICH/GCP requirements including the transfer
of such data to members of affiliates of
Sponsor or third parties within and outside the
European Union.

Timto opraviiuji zadavatele, aby ukladal,
zpracovaval a pouZival mé osobni udaje a dale
udaje o mém zapojeni a vysledku auditu v
souvislosti se studii do databazi urcenych ke
zpracovani takovych dat v souladu s
pozadavky ICH/GCP, vcetné pienosu
takovych dat na cleny pfidruZenych
spolecnosti zadavatele nebo tieti strany v
ramci Evropské unie a mimo ni.

Date: ...... 15.11.2017 oo

Signature: {

Datum: ....15.11.2017......c.cccoiirieirireeeneen

Podpis: _-
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EXHIBIT A

PRILOHA A

The full protocol of the Study, provided as a
separate document, is an integral part of this
Agreement.

Cely protokol studie pfilozeny jako samostatny
dokument tvofi nedilnou soucast této smlouvy.

EXHIBIT B

PRILOHA B

Screening Baseline) Vi V2

Total /

V3 Celkem

N I 0§ @ e |
N 2 N D BN

FU
B
|

Unscheduled visit / Neplanovana navstéva

Sleep laboratory examination / vySetfeni ve spankové laboratofi

| I |
B

Pouzit kurz ze dne 27.7.2017 - 1 EUR = 26,045 K¢

For Study patients who do not complete the
Study, the payment schedule will be evaluated
according to the number of visits performed as
outlined above. For the avoidance of doubt, no
payment will be due where a Study patient does
not complete the Study as a result of the
Institution and/or  Investigator incorrectly
including a patient or the negligence, misconduct
or breach of applicable laws or terms of this
Agreement by the Institution and/or Investigator.

U pacientt, ktefi studii nedokon¢i, bude platebni
kalendat vyhodnocen podle poctu provedenych
navstév, jak je uvedeno shora. Aby se piedeslo
pochybnostem, nebude splatna zadna platba v
ptipadé, kdy studijni pacient nedokonci studii v
disledku  nespravného  zatazeni  pacienta
zdravotnickym zafizenim a/nebo zkousejicim
nebo kvili nedbalosti, protipravnimu jednani ¢i
poruseni platnych zakonli nebo podminek této
smlouvy zdravotnickym zafizenim a/nebo
zkousejicim.

Payments for Screening Failures will be done
according to the ratio 3:1, i.e.

out of 3 screened patients 1 patient has
to be randomized and treated, or

for each randomized patient, max. 2
screening-failures will be paid.

Platby za neuspésny screening budou provadény
v poméru 3 : 1, tj.

e ze 3 pacientd ve screeningu musi byt 1
pacient randomizovan a 1é¢en, nebo
budou za kazdého randomizovaného
pacienta zaplaceny maximalné 2
neuspésné screeningy.

Screening Failures will be paid per one screening
visit, provided all visit procedures were
performed.

Neuspésné screeningy budou placeny za jednu
screeningovou navstévu s tim, ze byly provedeny
vSechny vykony stanovené pro navstévu.

Patient compensation and travel expenses will be
paid according to the schedule below.

Nahrady pacientim a cestovni naklady budou
hrazeny podle nésledujiciho harmonogramu.

The maximum amount for patient travel expenses
for every complete and evaluable patient is
B CzK. The maximum amount for
patient travel expenses for every screening failure

patient is - CZK. Travel expenses for

Maximalni ¢astka cestovnich vydaji pacienta za
kazdého dokonfeného a vyhodnotitelného
pacienta je [l K¢ Maximalni castka
cestovnich vydaji pacienta za kazdého pacienta s
neuspéSnym screeningem je K¢.
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patients who were randomized, but did not
complete thed study (drop-outs), will be paid on
a pro-rata basis (il CzK per performed
visit). Reimbursement of travel costs will be done
in the form of meal vouchers delivered by CRO
to the Investigator.

Cestovni vydaje za pacienty, ktefi byli
randomizovani, ale ktefi nedokoncili studii
(vypadky), budou hrazeny pomérné (- K¢
za provedenou navstévu). Nahrada cestovnich
vydaji bude provddéna formou stravovacich
poukézek dodanych CRO zkousSejicimu.

Patient compensation for patients with 2
overnight stays in the sleep laboratory is
B cz< (I CzK/overnight stay).
This compensation will be paid to patients in cash
by the Investigator. Cash advance will be
provided to the Investigator by CRO.

Nahrada pacientovi pro pacienty s 2 pobyty pfes
noc ve spankové laboratofi je K¢
(I K c/pobyt pies noc). Tato nahrada bude
pacientim vyplacena v hotovosti Zkousejicim,
jemuz poskytne zalohu CRO.

Travel costs for unscheduled study visits will be
paid when evidenced.

Cestovni naklady na neplanované studijni
navstévy budou zaplaceny po predlozeni dikazi.

Administrative Costs

Quantity Total (EUR)

Institution set-up /
Zdravotnické zatizeni
administrativni poplatek

Pharmacy set-up / Lékarna
administrativni poplatek

Pharmacy monthly fee /
Lékarna mésicni poplatek

Pharmacy visit / Navstéva
1¢kdrny

@)
N

m
Cc
)

Pa‘ments

Platb‘

Invoices

Faktury

Invoices should be written in English language
and include

Faktury je nutné vystavit v angli¢tin€ a musi
obsahovat

Linical project code BENO1

o Kod projektu Linical BENO1

Protocol number BB-2001-201b

e Cislo protokolu BB-2001-201b

Site Name and Address

e Nazev pracovi$té a adresu

Site Number

e (Cislo pracovisté

Investigator name

e Jméno zkousSejiciho lékare

International banking details (name of
account owner, IBAN and BIC code).

e Mezinarodni bankovni udaje (jméno
vlastnika tétu, IBAN a kéd BIC).
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Upon request of Sponsor and/or CRO, the
Institution shall provide proper and audit worthy
itemization and documentation for the due
payments. Sponsor reserves the right to withhold
the respective payment until such detailed
documentation has been received.

Na z&dost zadavatele a/nebo CRO zdravotnické
zatizeni musi poskytnout spravny rozpis polozek
a dokumentaci splatnych plateb, ktery obstoji pii
auditu. Zadavatel si vyhrazuje préavo zadrzet
prislusnou platbu, dokud takova podrobna
dokumentace nebude dorucena.

Payments will be made by CRO in Euros within
fourty five (45) days of its receipt of invoice.
The billing documents, including the calculation
of the performed visits, will be sent to the
Department of Clinical Trials and Research, U
nemocnice 499/2, Prague 2, 128 08 - |
(study-invoices@vfn.cz, 22496 3096). In case
the invoice maturity date not met, the Institution
is entitled to charge statutory interest at the
amount of the invoiced amount.

Platby bude provadét CRO v eurech/ do
Ctyficetipéti (45) dnt od doruceni faktury.

Podklady pro fakturaci vcetné kalkulace
uskute¢nénych  navstév budou zaslana na
Oddéleni klinického hodnoceni a vyzkumu, U
nemocnice 499/2, Praha 2, 128 08 - kontaktni
osoba [ (study-invoices@vfn.cz, 22496
3096 ).V ptipadé nedodrzeni splatnosti faktury je
zdravotnické zafizeni opravnéno tctovat urok v
zakonné vysi ve vysi z fakturované Castky.

If no invoice is received by CRO at the end of
Study taking place at the institution, Institution
has two (2) months after closing to send them.

Pokud CRO neobdrzi zadnou fakturu ke konci
provadéni studie ve zdravotnickém zafizeni,
zdravotnické zafizeni ma dva (2) mésice od
uzaverky na odeslani faktur.
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