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1. INTRODUCTION

1. UVOD

This agreement (this “Agreement”) is between
Covance Inc. (hereafter known as “Covance”) a
company located at 210 Carnegie Center,
Princeton, New Jersey, 08450-6233, USA, a
Contract Research Organisation acting as an
agent for Motif BioSciences, Inc 125 Park
Avenue, 25" Floor, Suite 2622, New York, NY
10017, United States, (the “Sponsor”) and Krajska
zdravotni, a.s. (“Institution”), whose principal
place of business is Socialni péce 3316/12A, 400
11 Usti nad Labem, Czech Republic.

Tato smlouva (dale jen ,smlouva®“) se uzavird
mezi spolecnosti Covance Inc. (dale jen
»,Covance”) se sidlem 210 Carnegie Center,
Princeton, New Jersey, 08450-6233, USA,
smluvni vyzkumnou organizaci, kterd jedna jako
zéstupce spole¢nosti Motif BioSciences, Inc, 125
Park Avenue, 25" Floor, Suite 2622, New York,
NY 10017, USA, (dale jen ,zadavatel”), a
zdravotnickym zatizenim Krajsk& zdravotni, a.s.
(dale jen ,zdravotnické zafizeni”) se sidlem
Socidlni péce 3316/12A, 400 11 Usti nad Labem,
Ceské republika.

2. INSTITUTION COMMITMENT

2. ZAVAZEK ZDRAVOTNICKEHO ZARIZENI

2.1 The Institution agrees to and
agrees to cause and allow Investigator to conduct a
clinical study: “A Phase 3, randomized, double-
blind, multicenter study to evaluate the safety and
efficacy of intravenous iclaprim versus vancomycin
in the treatment of acute bacterial skin and skin
structure infections suspected or confirmed to be
due to Gram-positive pathogens” (the “Study”) in
compliance with the Protocol (as defined below),
the terms of this Agreement, all applicable
regulations governing the protection of human
subjects, including International Conference on
Harmonisation (“ICH”) guidelines on Good
Clinical Practice, including the Declaration of
Helsinki and the EC-GCP Note for Guidance
(where applicable and to the extent that such
guidelines do not conflict with applicable laws and
regulations), and all other applicable laws, rules
and regulations. The Institution agrees to ensure
that any employees, agents and staff who work on
the Study or perform services hereunder (the
“Study Team Staff”), perform such services in
accordance with the Protocol, the terms of this
Agreement, good clinical practices, and all
applicable laws and regulations. The Study is part
of a multicentre study being conducted under
protocol ICL-24-ABSSSI2-01 (the “Protocol”).

2.1 Zdravotnické zafizeni souhlasi, ze
bude provadét aumozni zkousejicimu provadét
Klinickou studii: ,, Randomizovand, dvojité
zaslepena, multicentrickd studie faze 3 k
vyhodnoceni bezpecnosti a ucinnosti nitrozilné
podavaného pripravku iclaprim oproti pripravku
vankomycin pri lécbe akutnich bakterialnich infekci
kize a koznich struktur, u nichz existuje podezieni
nebo je potvrzeno, Ze jsou  zpiisobeny
grampozitivnimi  patogeny“ (dale jen ,studie®)
v souladu s protokolem (jak je definovan niZe),
ustanovenimi této smlouvy, vSemi piislusnymi
piedpisy, kterymi se fidi ochrana lidskych pacientt,
vetné¢ pokyntt pro sprdvnou Klinickou praxi
Mezinarodni konference o harmonizaci (,,JCH"),
véetné Helsinské deklarace a pokynu Evropské
komise ke spravné klinické praxi (EC-GCP) (je-li
to relevantni avtakové mite, kdy tyto pokyny
nejsou v rozporu s platnymi zdkony a predpisy),
avéemi ostatnimi platnymi zakony, pravidly
apredpisy. Zdravotnické zafizeni souhlasi, ze
zajisti, aby vSichni zaméstnanci, zastupci
a pracovnici, ktefi pracuji na studii nebo poskytuji
sluzby dle této smlouvy (,,pracovni tym studie™),
tyto sluzby poskytovali v souladu s protokolem,
ustanovenimi této smlouvy, spravnou klinickou
praxi aplatnymi zakony a predpisy. Studie je
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soucasti multicentrické studie, ktera je provadéna
podle protokolu ICL-24-ABSSSI2-01 (dale jen
.protokol*).

2.2 Notwithstanding ~ whether  the
Enrollment Maximum has been reached, the
Investigator shall immediately cease enrolling
Study subjects upon notice from Covance or the
Sponsor to cease enrolment into the Study. For
purposes of this Agreement, an evaluable case is
defined as a Study subject who is eligible for
participation in the Study according to the
inclusion and exclusion criteria specified by the
Protocol and who completes the full course of
therapy and the required number of visits
according to the Protocol. The term evaluable
cases includes Study subjects withdrawn due to
lack of efficacy or withdrawn due to the
development of adverse events, considered to be
possibly or probably related to Iclaprim, who are
subsequently followed up as requested in the
Protocol.

2.2 Nehled¢ na to, zda bylo dosazeno
maximalniho poctu zatazenych pacientll, zkousejici
ihned zastavi zafazovani pacientll do studie, pokud
od spolecnosti Covance nebo od zadavatele obdrzi
oznameni, Ze ma piestat zafazovat pacienty do
studie. Pro ucely této smlouvy je hodnotitelny
pfipad definovan jako pacient studie, ktery se
kvalifikuje pro tcast ve studii v souladu s Kritérii
pro zafazeni a vyfazeni uvedenymi v protokolu a
ktery dokonci celou 1écbu a dostavi se na
pozadovany pocet navstév v souladu s protokolem.
Pojem hodnotitelné piipady zahrnuje pacienty
studie, ktefi ze studie vystoupili kviili nedostate¢né
ucinnosti nebo z divodu vyskytu nezadoucich
ptihod, unichz se ma za to, Ze moZznd nebo
pravdépodobné souviseji s Iclaprimem, a ktefi jsou
nasledn¢ sledovani podle pozadavki protokolu.

Upon written notice, Sponsor can modify the Study
duration. No subjects may be randomized after
such date without the prior written authorization
from Covance and the Sponsor. All subjects who
do not meet the criteria for evaluable cases will be
replaced, provided that the recruitment period has
not expired.

Zadavatel miZze pisemnym ozndmenim zmeénit
dobu trvani studie. Po tomto datu nesméji byt bez
pfedchoziho pisemného svoleni  spole¢nosti
Covance azadavatele randomizovani  Zadni
pacienti. VSichni pacienti, ktefi nespliuji kritéria
hodnotitelného ptipadu, budou nahrazeni, pokud
jesté neskoncilo obdobi naboru.

2.3 The Institution agrees that no
other investigator may be substituted for the
Investigator without prior written approval of the
Sponsor and the institutional review board
(“IRB™) or ethics committee (“EC™). In the event
that the Investigator is unable to perform any of
the activities in the Study for reasons outside the
reasonable control of the Institution or the
Investigator, the Institution shall immediately
notify the Sponsor, and the Sponsor and the
Institution may mutually agree to a substitute, in
which event this Agreement shall continue in full
force and effect. The Institution shall use its best
efforts to identify and obtain a substitute
Investigator acceptable to the Sponsor. If the
Sponsor and the Institution cannot agree on a
substitute Investigator, then the Sponsor may
immediately terminate this Agreement.

2.3 Zdravotnické zafizeni souhlasi,
ze Dbez predchoziho pisemného souhlasu
zadavatele arevizni komise zdravotnického

zafizeni (,,RKZZ*) nebo etické komise (,,EK*)
nelze zkouSejiciho nahradit Zadnym jinym
zkousejicim. V piipadé, Zze zkouSejici nemize
provadét nékteré z Cinnosti ve studii z dGvodu,
které jsou mimo pifiméfeny vliv zdravotnického
zafizeni nebo zkousejiciho, zdravotnické zafizeni
neprodlené¢ informuje zadavatele. Zadavatel se
miize se zdravotnickym zatizenim dohodnout na
pfipadné nahradé a v takovém prfipadé zistane
tato smlouva platnd a Gcinnd v celém rozsahu.
Zdravotnické zafizeni vynalozi veskeré usili
k nalezeni aziskani nahradniho zkouSejiciho,
ktery bude pro zadavatele piijatelny. Pokud se
zadavatel a zdravotnické =zafizeni nemohou
dohodnout na nahradnim zkouSejicim, maze
zadavatel tuto smlouvu s okamzZitou platnosti
ukoncit.

2.4 The Institution hereby

24 Zdravotnické zafizeni timto bere
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acknowledges and agrees that it shall:

na védomi a souhlasi, ze:

a) cooperate with Covance and
the Sponsor and their respective representatives
in all of their efforts to monitor the Study,
including: (i) by allowing regular monitoring
visits to be performed at the Study site by a
monitor assigned by Covance and/or the Sponsor;
and (ii) complying with any applicable
Institutional Review Board reporting obligations.

a) bude spolupracovat se
zadavatelem aspolec¢nosti Covance a jejich
prislusSnymi zastupci pii veSkerém jejich usili

Osledovani  studie, vcetné  nasledujiciho:
(i) Umozni, aby osoby urfené spolecnosti
Covance  a/nebo  zadavatelem  provadély

pravidelné monitorovaci navstévy na pracovisti
studie, a (ii) bude dodrzovat veskeré prislusné
povinnosti tykajici se informovani revizni komise
zdravotnického zafizeni.

b) upon reasonable notice
(except in the case of a “for cause” visit, which
shall not require notice) and within normal
business hours allow the monitor to visit the
Study site before, after and during the Study to
discuss the performance of the Study by the
Investigator and the Study Team Staff;

b) Na zakladé oznameni daného
s pfiméfenym ptedstihem (s vyjimkou piipadd
,davodnych®“ navstév, ukterych se predchozi
oznameni nevyZaduje) av bézné pracovni dobé
umozni monitorovi navstivit pracovisté studie
pied zahajenim studie, v jejim prib&hu a po jejim
skonceni za ucelem projednani toho, jak budou
zkouSejici a pracovni tym studie provadét studii.

c) provide the monitor with all
existing source data prior to a scheduled
monitoring visit; and

¢) Pfed monitorovaci navstévou
poskytne monitorovi vSechna stavajici zdrojova
data.

d) grant Covance, the Sponsor
and/or the monitor direct access to all data,
records, information and documents relating to
the Study, including all various sources of Study
subject records.

d) Poskytne spole¢nosti Covance,
zadavateli a/nebo monitorovi piimy pfistup ke
vSem udajim, zaznamim, informacim a
dokumentim, které se tykaji studie, vcletné
riznych zdroji zaznami o pacientech studie.

25 The Institution shall ensure that
Investigator shall meet with the monitor in
person no less than every second monitoring
visit, or as otherwise requested by the monitor.

25 Zdravotnické zafizeni zajisti, Ze
se bude zkouSejici osobné schazet s monitorem
nejméné¢ kazdou druhou monitorovaci navstévu
nebo tak, jak bude monitor poZadovat.

2.6 The Institution shall allow that
Investigator shall timely complete full data entry
and inclusion of all subject visit data into the
Clinical Report Form (“CRF”) prior to a
scheduled monitoring visit. The Institution shall
also allow that the Investigator shall review all
CRFs to assure their accuracy, authenticity,
completeness and legibility.

2.6 Zdravotnické zafizeni umozZni,
aby zkousSejici pfed planovanou monitorovaci
navstévou véas vyplnil veSkeré (daje a zahrnul
vSechny (daje 0 navstévach vSech pacienti do

formulafe CRF  (,,Clinical Report Form®).
Zdravotnické zatizeni rovnéz umozni
zkouSejicimu, aby  zkontroloval  vSechny

formulafe CRF, zda jsou pfesné, autentické, uplné
a citelné.

2.7 The Institution shall resolve all
outstanding queries prior to a scheduled
monitoring visit.

2.7 Zdravotnické zafizeni vytesi pied
planovanou monitorovaci navstévou vSechny
nezodpovézené dotazy.

2.8 Prior to a scheduled monitoring
visit and using the Study specific forms provided

2.8
navstévou

Pfed planovanou monitorovaci
zdravotnické  zafizeni  pomoci
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by the Sponsor/Covance, the Institution shall
allow Investigator to:

specidlnich formulaiti pro studii, které poskytne
zadavatel nebo spolecnost Covance, umozni, aby
zkousejici:

a) complete the Study site drug inventory
log; and

a) vyplnil protokol o zasobach 1éki na
pracovisti studie a

b) complete the  Study
accountability form for all Study subjects.

drug

b) vyplnil formulaf evidence
hodnoceného 1éku (drug accountability form) pro
vSechny pacienty studie.

The Institution understands that this Section 2.8
includes, but is not limited to:

Zdravotnické zafizeni chape, Ze tento oddil 2.8
krom¢ jiného zahrnuje:

(i)  fully documenting
the dispensing of the Study drug, including
specifically, Iclaprim, and any other products
provided in connection with the Study
(collectively, the “Clinical Supplies”);

(1 kompletni
dokumentaci vydavani hodnoceného 1€ku, véetné
konkrétné  Iclaprimu, a jakychkoli  jinych

produktl poskytovanych ve spojeni se studii (dale
spole¢né jen , Klinicky material®);

(ii) returning any unused
Clinical Supplies, or other Study materials

received; and

(i) wvraceni veSkerého
nepouZitého klinického materidlu nebo jinych
ptijatych materidll pro studii; a

(iii) recording
destruction if required at Study site.

(iii) zaznamenavani
likvidace, pokud je na pracovisti studie
vyZadovana.

2.9 The Institution and  the
Investigator shall use the Clinical Supplies,
solely for the purpose of properly completing the
Study and shall maintain all Clinical Supplies in
a locked, secured area at all times in accordance
with Covance’s and/or the Sponsor’s instructions
and the Protocol. The Institution and the
Investigator are responsible for the handling,
storing, dispensing and accounting for the
Clinical Supplies.

29 Zdravotnické zatizeni
a zkouSejici budou pouzivat Klinicky material
vyhradné¢ za ucelem tadného provedeni studie a
budou jej vzdy uchovavat na uzamceném,
zabezpeCeném misté¢ v souladu s protokolem
a pokyny spolecnosti Covance a/nebo zadavatele.
Zdravotnické  zafizeni  a zkou$ejici  jsou
odpovédni za manipulaci s klinickym materialem,
jeho skladovani, vydavani a evidenci.

2.10  The Institution shall ensure that
the Investigator shall provide evidence for having
the required documentation to conduct the Study
in compliance with all applicable laws and
regulations and the policies of the Institution and
shall promptly provide updates or changes to
Covance and Sponsor during the life of the
Study. For the avoidance of doubt, the
Investigator shall a) ensure all required reviews
and approvals by IRB or EC are obtained in
accordance with applicable laws and regulations;
b) ensure that written and signed (and witnessed,
if applicable) Study subject informed consent
form is obtained from all subjects entered into the

2.10  Zdravotnické zatizeni zajisti, aby
zkousejici poskytl dtkaz, Ze ma pozadovanou
dokumentaci pro provadéni studie v souladu se
vSemi platnymi zakony a ptedpisy a se zdsadami
zdravotnického zafizeni, aV pribéhu studie
neprodlen¢ poskytoval spolecnosti Covance
a zadavateli pfipadné aktualizace nebo zmény.
Aby se predeSlo pochybnostem, zkouSejici musi
a) zajistit ziskani veskerych potfebnych revizi
a schvéleni ze strany RKZZ nebo EK v souladu
s platnymi zakony a piedpisy; b) zajistit, aby byl
od vsech pacientt, kteti budou zafazeni do studie,
ziskadn pisemny a podepsany (piipadné ufedné
oveieny) informovany souhlas pacienta studie
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Study in accordance with applicable law; and
Institution must permit Covance and the Sponsor,
and the Sponsor’s affiliates and its and their
representatives to obtain, use, and disclose all
protected health information for all purposes (if
permitted by law) necessary to successfully
complete the Study and to use the results thereof,
including without limitation, monitoring of the
Study, collection and analysis of Study subject
data and preparation and delivery of submissions
regulatory agencies.

vsouladu splatnymi zékony; Zdravotnické
zafizeni musi dovolit spolec¢nosti  Covance,
zadavateli a sesterskym spolecnostem zadavatele
a jejich zastupcim, aby ziskavali, pouzivali
a zvefejiiovali  veSkeré chranéné zdravotni
informace pro veskeré ucely (pokud to umoziuji
pravni predpisy), které jsou nutné k uspésnému
dokonceni studie a vyuziti jejich vysledku, véetné
napiiklad monitorovani studie, shromazd'ovani a
analyzy udaji o pacientech studie a pfipravy
a podavani hlaseni regulaénim organtim.

2.11  The Institution shall use only
those recruitment materials (e.g., advertisements,
Study subject letters, pre-arranged press stories,
etc.), and informed consent forms that have been
reviewed and approved by the Sponsor (in
addition to review by IRB or EC). Any revisions
made to recruitment materials and informed
consent forms require Sponsor’s prior review and
written approval.

211  Zdravotnické  zafizeni  bude
pouzivat pouze ty naborové materialy (napf.

reklamy, dopisy pacientim studie, pfedem
ptipravené ¢lanky vtisku atd.) a formulafe
informovaného souhlasu, které byly

zkontrolovany a schvaleny zadavatelem (kromé
revize ze strany RKZZ nebo EK). Jakékoli
Upravy provedené v naborovych materidlech
a formulatich informovaného souhlasu musi byt
pfedem zkontrolovany a schvaleny zadavatelem.

2.12  The Institution shall cause and
allow Investigator to:

2.12  Zdravotnické zatizeni zajisti a
umozni zkousejicimu, aby:

a) maintain general Study oversight at all
times during the Study and shall be responsible
for the direct supervision of the Study Team
Staff;

a) zajiStoval celkovy dozor nad studii
Vv celém prubéchu studie a byl odpovédny za ptimy
dohled nad pracovnim tymem studie;

b) document any delegation of authority
for the conduct of the Study to appropriately
trained individuals;

b) zdokumentoval jakékoli delegovani
pravomoci vést studii na fadné vyskolené osoby;

c) maintain true, accurate, legible and
complete CRFs and records and reports of all
Study data;

c) udrzoval pravdivé, presné, Citelné
auplné formulafe CRF azdznamy a vykazy
veSkerych dat studie;

d) ensure that all Serious Adverse Events
(as defined in ICH Harmonised Tripartite
Guideline: Guideline for Good Clinical Practice,
dated 10 June 1996) are reported immediately,
and all Adverse Events (as defined in ICH
Harmonised Tripartite Guideline: Guideline for
Good Clinical Practice, dated 10 June 1996) are
reported promptly within 24 hours, in each case,
by telephone or facsimile to Covance, the
Sponsor, and the IRB or EC. Any notification
made by telephone shall be confirmed in writing
within 24 hours. The Investigator and the
Institution shall cooperate with Covance and the
Sponsor in their efforts to follow up on any such

d) zajistil, Ze veSkeré zavazné nezadouci
piihody (jak jsou definovany v dokumentu ICH
Harmonised Tripartite Guideline: Guideline for
Good Clinical Practice ze dne 10. ¢ervna 1996)
budou nahlaseny okamzité a veSkeré nezadouci
piihody (jak jsou definovany v dokumentu ICH
Harmonised Tripartite Guideline: Guideline for
Good Clinical Practice ze dne 10. ¢ervna 1996)
budou nahlaSeny neprodlené do 24 hodin, ato
vkazdém pripadé¢ telefonicky nebo faxem
spolecnosti Covance, zadavateli a RKZZ nebo
EK. Veskerd oznameni ucinéna telefonicky musi
byt do 24 hodin potvrzena pisemné. Zkousejici
a zdravotnické zafizeni budou spolupracovat se
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adverse events;

spole¢nosti Covance a se zadavatelem pii jejich
snaze o nasledné sledovani veSkerych takovych
nezadoucich ptihod;

e) ensure that access to and completion
of all required Study documentation, (including
but not limited to, CRF, electronic CRF,
randomization systems, screening, enrollment
and randomization logs, delegation of authority
log, informed consent log, drug accountability),
is performed only by authorized Study Team
Staff; and

e) zajistil, Ze veSkerou pozadovanou
dokumentaci studie (véetn¢ napiiklad formulait
CRF, elektronickych formulait CRF,
randomizacnich systému, screeningu, protokold

0 zafazovani a randomizaci, protokolu
o0 delegovani pravomoci, protokolu
o0 informovanych souhlasech, evidence 1&ki)

budou vytvaret a budou kni mit pfistup pouze
opravnéni ¢lenové pracovniho tymu studie; a

f) ensure that all source data (electronic
and non-electronic) are made available to the
monitor for source data verification;

f) zajistil, Ze vSechna zdrojovad data
(elektronicka i neelektronickad) budou
zptistupnéna k monitorovani za ucelem ovéreni
zdrojovych dat.

The Institution hereby understands and agrees
that, subject to resolution, payment may be
withheld for failure to complete any of the above
tasks.

Zdravotnické zafizeni timto rozumi a souhlasi, Ze
pfi nesplnéni nékterych z vySe uvedenych ukold
muze dojit na zadkladé¢ rozhodnuti k zadrZeni
platby.

2.13  The Institution represents and
warrants the following:

2.13  Zdravotnické zafizeni prohlasuje
a zarucuje nasledujici:

a) upon execution and delivery
of this Agreement, this Agreement shall
constitute a legal, valid and binding agreement of
the Institution, enforceable in accordance with its
terms;

a) po uzavieni a naplnéni
smlouvy tato smlouva pfedstavuje zakonny,
platny a zavazny souhlas zdravotnického zafizeni,
ktery je  vynutitelny vsouladu s jeho
podminkami;

b) it has obtained, and will maintain, all
licenses, authorizations and approvals required
by any applicable governmental authority for
performance of any activities under this
Agreement;

b) zdravotnické zatizeni ziskalo
abude udrzovat veSkeré licence, opravnéni a
souhlasy, které jsou vyZadovany piislusnymi
stdtnimi organy K provadéni c¢innosti dle této
smlouvy;

c) the Investigator is trained and
qualified to conduct clinical trials within the
location at which the Investigator shall perform
the Study, and Study Team Staff working on the
Study shall comply with any and all applicable
laws, rules and regulations, ICH GCP, this
Agreement, and the Protocol; and

c) zkouSejici je  wvySkolen
a kvalifikovan k provadéni klinickych hodnoceni
vramci pracovisté, na kterém bude provadét
studii, a pracovni tym studie, ktery na studii
pracuje, bude dodrzovat vSechny piislusné
zakony, pravidla a predpisy, pokyny pro spravnou
klinickou praxi ICH, tuto smlouvu a protokol; a

d) Sufficient resource and time is
available and shall continue to be available to the
Investigator for proper and punctual performance
of the Study in accordance with the Protocol
requirements and the terms of this Agreement.

d) zkouSejici m& a bude mit
k dispozici dostatek zdroji a ¢asu pro nalezité a
pfesné provadéni studie v souladu s poZadavky
protokolu a ustanovenimi této smlouvy.

e) neither the Institution, the

e) zdravotnické zatizeni,
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Investigator, nor any of Study Team Staff
performing the Study under their direction, has
been excluded from participation in any
governmental healthcare program, debarred or
banned by any regulatory, governmental agency
or voluntarily excluded from conducting or
participating in clinical trials or is under
investigation by any governmental authority in
proceedings that could lead to debarment,
exclusion or any such action in any country, and
the Institution shall notify Covance and the
Sponsor immediately if any such investigation,
exclusion, debarment, or ban occurs. The
Institution  acknowledges that any such
debarment, exclusion or ban, or any threat
thereof, may result in immediate termination of
this Agreement.

zkouSejici ani ¢lenové pracovniho tymu studie
provadégjici studii pod vedenim zkousejiciho
nebyli vylouceni zuc¢asti na Zadném statnim
programu zdravotni péée, zadny regulac¢ni nebo
vladni organ jim nezakazal provadéni klinickych
hodnoceni nebo ucast na klinickych hodnocenich
ani se ztakovychto klinickych hodnoceni sami
dobrovoln¢ nevyradili, ani nejsou vySetfovani
Z4dnym vladnim organem v fizeni, které by
mohlo vést k zakazu, vylou¢eni nebo podobnému
kroku v jakékoli zemi, azdravotnické zafizeni
bude neprodlené¢ informovat spole¢nost Covance
a zadavatele, pokud by knégjakému takovému
vySetfovani, vyfazeni, vylouceni nebo zakazu
doslo. Zdravotnické zafizeni bere na védomi, Ze
jakekoli takové vylouceni, vyfazeni nebo zékaz ¢i
situace, kdy takova opatieni hrozi, mize vést
k okamzitému ukonceni této smlouvy.

The Institution understands that it is strictly
prohibited to share any individual user
name/password of any electronic system
among multiple users.

Zdravotnické zafizeni chape, Ze je prisné
zakazano sdilet jméno/heslo  jednotlivého
uZivatele v jakémkoli elektronickém systému
mezi vice uZivateli.

The Institution understands that it is strictly
prohibited to delegate any Investigator
responsibilities to the Study monitor.

Zdravotnické zaiizeni chape, Ze je prisné
zakdzano delegovat jakékoli  povinnosti
zkousSejiciho na monitora studie.

3. BUDGET AGREEMENT

3. DOHODA O ROZPOCTU

The Institution and Covance have each reviewed
and approved the budget attached hereto, pursuant
to which Covance shall make payments, on behalf
of Sponsor, to Institution to conduct the Study in
accordance with this Agreement. This payment
per Study subject also includes any task that is
required of the Investigator and the Institution by
applicable laws, regulations, and guidelines. The
Institution and the Investigator will not be
compensated for any Study subjects who were
enrolled without a properly executed informed
consent form. The attached budget checklist will
be the basis for calculating and reimbursing all
Study-related costs.

Zdravotnické zafizeni 1ispoleénost Covance si
prostudovaly aschvaluji pfilozeny rozpocet, na
jehoz zaklad¢é bude spole¢nost Covance jménem
zadavatele poukazovat zdravotnickému zafizeni
platby za provadéni studie vsouladu s touto
smlouvou. Tato platba za pacienta studie také
zahrnuje viechny ukoly, které museji zkouSejici a
zdravotnické zafizeni provadét dle platnych
z&kon1, piedpisti a smérnic. Zdravotnické zatizeni
a zkousejici neobdrzi odménu za zadné pacienty
studie, ktefi byli zafazeni do studie bez fadné
podepsané¢ho informovaného souhlasu. Pfilozeny
kontrolni seznam rozpo¢tu bude zakladem pro
vypocet a thradu vSech vydaji souvisejicich se
studii.

Payments due and payable under this Agreement
are solely to reimburse the Institution for the cost
of conducting the Study under and in accordance
with the terms and conditions of the Protocol and
this Agreement, including performing required
medical and other procedures as specified in the
Protocol. Such payments shall not include

Platby, které jsou splatné dle této smlouvy,

predstavuji pouze nahradu nakladi
zdravotnického zafizeni na provadéni studie
v souladu s podminkami a ustanovenimi

protokolu a této smlouvy, véetné provadéni
pozadovanych zdravotnickych a dalsich postupt,
jak je uvedeno v protokolu. Tyto platby nebudou
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reimbursement for any items or services provided
to Study subjects that are reimbursed or
reimbursable by a third party payor as set forth in
the Budget.

zahrnovat uhradu téch predméti nebo sluzeb
poskytovanych pacientim studie, které jsou
proplaceny nebo maji byt proplaceny treti
stranou, jak je uvedeno v rozpodtu.

The Institution agrees that it shall not charge,
request payment or accept payment from, or cause
a request for reimbursement to be made to, any
Study subject, their insurer or any third party
payer, for any Study drug, product or procedure, to
the extent that they have been paid or reimbursed
by Covance for same. In addition, Institution shall
not include the cost of such Study drug, product or
procedure, to the extent that it has been paid or
reimbursed by Covance in any report to a third-

party payer.

Zdravotnické zafizeni souhlasi, Ze nebude
pacientim studie, jejich pojistovné ani tietim
stranam nic uctovat, pozadovat po nich platby nebo
vznadet poZadavky na ndhradu za hodnoceny lék,
produkt nebo postup v rdmci studie v rozsahu, ve
kterym byly tyto uhrazeny nebo proplaceny
spole¢nosti Covance. Zdravotnické zafizeni navic
nebude zahrnovat naklady na takovy hodnoceny
1ék, piipravek nebo postup vramci studie do
hlaseni pro platce, ktery je treti stranou, pokud byl
tento uhrazen nebo proplacen spolecnosti Covance.

Payments will be made based on electronic case
report form data and any additional information,
which may be requested by Covance; no invoice is
needed. Covance after the end of each
corresponding quarter will provide Institution
documents for issuing invoice, which will be based
on the information contained in electronic forms
and other supplemental information.

Platby budou vychéazet zudaju -elektronickych
formulaitt  CRF  aveSkerych  doplikovych
informaci, které si mize spole¢nost Covance
vyzédat. Covance vzdy po uplynutni prislusného
Ctvrtleti predd zdravotnickému zatizeni podklady k
fakturaci, které budou vychazet z udaji uvedenych
v elektronickych  formulafich a  ostatnich
doplnkovych informaci.

It is understood and agreed that no reimbursement
will be provided for subjects who are randomized
into the Study and do not conform to the Protocol's
inclusion and exclusion criteria or for whom
serious deviations from the Protocol are made. It is
agreed that reimbursement for eligible subjects
who do not complete all visits in the Study will be
pro-rated according to the budget checklist.

Strany chapou a souhlasi, Ze za pacienty
randomizované do studie, kteti nesplni kritéria pro
zafazeni a vyfazeni podle protokolu nebo u kterych
se udé€laji vazné odchylky od protokolu, nebude
provedena Zadna Uhrada. Strany se dohodly, Ze
uhrada za kvalifikujici se pacienty, ktefi
neabsolvujivSechny navstévy ve studii, bude
vypoctena pomérné podle kontrolniho seznamu
rozpoctu.

Interim payments will be made in regular
installments, in accordance with the Study budget,
following the randomization of the first subject
into the Study and will be based upon the number
of visits completed by the subject at the payment
date. Final Payment will be made after Covance
has received and thoroughly reviewed and
accepted all the CRFs, all appropriate data
clarification forms are duly signed by the
Investigator, the receipt and approval of any
outstanding regulatory documents as required by
the Sponsor and/or Covance, the return of all
unused supplies to the Sponsor or Covance, and
upon satisfaction of all other applicable conditions
set forth in this Agreement The total actual (pro-
rated) costs will be determined and the final
installment will equal the total plus the additional

Pribézné platby budou provadény v pravidelnych
splatkach  vsouladu srozpo¢tem studie po
randomizaci prvniho pacienta do studie a budou
zalozeny na poctu absolvovanych navstév pacienta
ke dni platby. Kone¢na platba bude provedena
poté, co spole¢nost Covance obdrzi a dikladné
zkontroluje apfijme vSechny formulafe CRF,
zkouSejici Tadné podepiSe vSechny prislusné
Z&dosti 0 objasnéni dat (data clarification form —
DCF), zadavatel a/nebo spole¢nost Covance obdrzi
a schvali viechny poZadované dokumenty pro
regulacni organy, vSechny nepouZzit¢é materialy
budou vraceny =zadavateli nebo spolecnosti
Covance a budou splnény vSechny ostatni piislusné
podminky stanovené v této smlouvé. Budou uréeny
celkové skutetné (pomémé rozdélené) naklady
a koncend splatka se bude rovnat celkové Castce
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payments if applicable less the total already paid.

a dalsim pfipadnym platbam po odeCteni jiz
uhrazené Castky.

The Institution agree that reimbursement of Study
fees shall be payable by Covance directly to the
Institution.

Zdravotnické zafizeni souhlasi, Ze nahradu
poplatkii za studii zaplati spole¢nost Covance
ptimo zdravotnickému zafizeni.

The budget may be modified by mutual written
agreement of the parties.

Rozpocet 1ze zménit na zakladé pisemné dohody
smluvnich stran.

Disclosure by Sponsor. In the interest of
transparency relating to the Sponsor's financial
relationships with clinical investigators and clinical
study sites, the Sponsor may collect, aggregate,
report and otherwise publicly disclose the funding
associated with this Agreement, including
payments made to institutions and payments made
to individuals.

Zvetejnéni _informaci zadavatelem. V z&jmu
transparentnosti  finanéniho vztahu zadavatele
s klinickymi zkouSejicimi a pracovisti klinickych
studii mlze zadavatel shromazdovat, seskupovat,
vykazovat a jinak zvefejiovat financovani spojené
Stouto smlouvou, véetné plateb zaplacenych
zdravotnickym zafizenim a jednotlivetim.

4. AUDIT

4. AUDIT

Upon request from Covance or the Sponsor, all
clinical data, including CRFs, subject tracking
reports, source documentation, and other relevant
information generated as a result of the Study, will
be disclosed by the Institution to the Covance
monitor or auditor or any auditor from the Sponsor.
Upon further request from Covance or the Sponsor,
the Institution agrees to provide necessary clinical
data queries/corrections or other requests in a
timely manner to the Covance monitor or the
Sponsor monitor. The Institution generally agrees,
as applicable, to fully co-operate in any audit of the
Study by Covance, the Sponsor, the relevant
governmental and regulatory authorities and their
respective representatives.

Na zadost spolecnosti Covance nebo zadavatele
zptistupni zdravotnické zafizeni monitorovi nebo
auditorovi spole¢nosti Covance nebo jakémukoli
auditorovi od zadavatele veSkeré klinické (daje,
véetné formulaia CRF, zprav o sledovani pacient,
zdrojové dokumentace adalSich relevantnich
informaci, které byly vytvofeny jako vysledek
studie. Zdravotnické zafizeni souhlasi, Ze na
zaklad¢ dalsi Zzadosti spole¢nosti Covance nebo
zadavatele véas poskytne monitorovi spole¢nosti
Covance nebo zadavatele potifebné opravy nebo
odpovedi na dotazy tykajici se klinickych dat nebo
vyhovi jingym pozadavkim. Zdravotnické zafizeni
obecné souhlasi, ze bude dle potieby plné
spolupracovat pfi  vSech auditech studie
provadénych spole¢nosti Covance, zadavatelem,
pfislusnymi statnimi nebo regulacnimi organy a
jejich piisluSnymi zéstupci.

The Institution shall, upon request from Covance
or the Sponsor or a governmental or regulatory
authority allow auditors from Covance , the
Sponsor or the governmental or regulatory
authority to visit the Study site to conduct
reviews of all study records and processes at the
Study site, including access to all medical records
for subjects screened and enrolled in the Study,
all consent documentation, laboratory reports,
and other relevant information generated as a result
of the Study

Na zadost spolecnosti Covance nebo zadavatele
nebo statniho ¢i regulacniho organu umozni
zdravotnické zafizeni auditortm od spolecnosti
Covance, zadavatele nebo statniho ¢i regula¢niho
orgdnu navstivit pracovisté studie za ucelem
provedeni kontroly vSech zaznamt a procest
studie na misté studie, vCetné piistupu ke vSem
zdravotnim zaznamim pacientll, ktefi prosli
screeningem a byli zafazeni do studie, veSkeré
dokumentaci tykajici se souhlasti, laboratornim
zpravam a dalSim relevantnim informacim, které
byly vytvoteny jako vysledek studie.
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The Institution shall: a) provide Covance and the
Sponsor  with copies of, any inquiries,
correspondence or communications to or from
any governmental or regulatory authority relating
to the Study; b) immediately notify Covance and
the Sponsor of any notifications of regulatory
inspections which are received by the Study site;
cooperate with Covance and/or Sponsor in
preparation activities for any inspection,
including audits; c) facilitate the conduct of
regulatory inspections by governmental or
regulatory authorities, allowing for the presence
of Covance or the Sponsor staff during the
inspection; and d) liaise with Covance and/or the
Sponsor in responding to any regulatory
inspection findings in relation to the Study.

Zdravotnické zafizeni: a) poskytne spolecnosti
Covance azadavateli kopie veskerych dotaz,
korespondence a komunikace mezi
zdravotnickym  zafizenim  a stdtnimi  nebo
regula¢nimi organy ohledn¢ studie; b) neprodlené
informuje  spoleCnost Covance a zadavatele
o0 jakychkoli oznamenich o kontrole ze strany
regulacnich organl, ktera obdrzi pracovisté
studie, a bude se spolecnosti Covance a/nebo se
zadavatelem spolupracovat pii piipravnych
¢innostech na jakoukoli kontrolu, véetné auditi;
c) bude napomocno pifi provadéni regulacnich
kontrol ze strany statnich nebo regulacnich
organi a umozni pfitomnost pracovnikl
spole¢nosti Covance a/nebo zadavatele v prub&hu
kontroly; a (d) bude v kontaktu se spolecnosti
Covance nebo se zadavatelem pfi pfipraveé reakce
na zjisténi regulacni inspekce tykajici se studie.

The Institution shall use reasonable efforts to
separate, and not disclose, all Confidential
Information that is not required to be disclosed
during any audit by a governmental or regulatory
authority.

Zdravotnické zafizeni vynalozi pfimétené usili,
aby odd¢lilo anevyzradilo jakékoli duvérné
informace, které neni nutné vyzradit v priabéhu
auditu provadéného statnim nebo regulacnim
organem.

5. TERM AND TERMINATION

5. DOBA PLATNOSTI SMLOUVY AJEJI

UKONCENI

This Agreement shall be effective upon the date it
is signed by all the parties and shall continue until
the earlier of completion or termination of the
Study or this Agreement.

Tato smlouva nabyva ucinnosti vden, kdy ji
podepisi  vSechny smluvni strany, a zistane
Vv platnosti az do dokonceni nebo ukonceni studie ¢i
ukonceni této smlouvy podle toho, co nastane
diive.

It is agreed that Covance or the Sponsor may
terminate this Agreement and the Institution’s
participation in the Study at any time, with or
without cause. Institution has the right to terminate
this Agreement upon 30 days prior written notice if
its institutional review or ethics committee does
not approve Sponsor Protocol amendment or in the
interest of patient health and safety. Institution
shall collaborate with Covance and/or Sponsor for
the Study closeout and related transition activities.

Bylo dohodnuto, Ze spole¢nost Covance nebo
zadavatel mohou kdykoli ukoncit tuto smlouvu
aucast zdravotnického zafizeni na studii, ato
Sudanim didvodu nebo bez wudani divodu.
Zdravotnické zafizeni ma pravo ukonCit tuto
dohodu po 30 dnech po ptedchozim pisemném
upozornéni, pokud revizni komise zdravotnického
zatizeni nebo eticka komise neschvali dodatek
protokolu zadavatele nebo v zajmu ochrany zdravi
a bezpecnosti pacienta. Zdravotnické zatizeni musi
spolupracovat s Covance a/nebo zadavatelem pro
uzavreni studie a souvisejici prechodné activity.

Immediately upon receipt of a notice of
termination, the Institution shall cease entering
subjects into the Study, cease conducting
procedures to the extent medically permissible on
Study subjects already entered into the Study, and
refrain from incurring additional costs and

Ihned po prijeti vypovedi smlouvy zdravotnické
zatizeni pfestane zafazovat pacienty do studie,

U pacientq, ktefi jiz byli do studie zafazeni, prestane
Vv lékaisky pripustném rozsahu provadét postupy
souvisejici se studii a nebude vynakladat Zadné
dalSi ndklady a vydaje.
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EXPENSES.

Upon completion or termination, the sum payable
under this Agreement shall be limited to prorated
fees based on actual services properly performed as
determined in accordance with the payment terms
of this Agreement and the Study budget. Any
amounts not due to the Institution pursuant to this
Agreement, but already paid, shall be deducted
from final payment to the Institution or the
Investigator.  Should the Institution have already
received payments in excess of the actual pro rated
amounts due then that overpayment will be
promptly remitted to Covance by the Institution.

Pii dokonceni nebo ukonceni bude castka splatna
dle této smlouvy omezena na pomernou Cast
poplatki dle skute¢né fadné poskytnutych sluzeb,
jak  bude wurCeno vsouladu s platebnimi
podminkami této smlouvy arozpo¢tem studie.
Jakékoli Castky, které nemaji byt zdravotnickému
zatizeni zaplaceny dle této smlouvy, ale uz byly
uhrazeny, budou odecteny zkonecné platby
zdravotnickému zafizeni nebo zkousejicimu. Pokud
zdravotnické  zafizeni jiz obdrzelo platby
presahujici skute¢né splatné pomérné cCastky,
preplatek bez pritahi vrati spolecnosti Covance.

Upon completion or termination of the Study or
this Agreement, the Institution shall promptly
return to Covance or Sponsor, all unused Clinical
Supplies, equipment, intellectual property, and
materials and copies of Confidential Information.

Pti dokonceni nebo ukonceni studie nebo této
smlouvy zdravotnické zafizeni neprodlené vrati
spolec¢nosti Covance nebo zadavateli veskery
nepouZzity Klinicky material, vybaveni, dusevni
vlastnictvi a materialy a kopie davérnych
informaci.

6. INDEMNIFICATION AND INSURANCE

6. ODSKODNENI A POJISTENI

The Institution shall be solely liable for and
expressly agree to indemnify, defend and hold
harmless the Sponsor and Covance, and their
respective officers, directors, employees and agents
and their respective successors, heirs and
assignees, from any and all liability, claims, loss,
damage, costs, including costs of legal
representation, arising out of: a) the Institution’s or
the Investigator’s or the Study Team Staff’s
negligent or wrongful acts or omissions or willful
misconduct; b) the Institution’s or the
Investigator’s or the Study Team Staff’s failure to
comply with the Protocol, instructions from the
Sponsor or its designee and/or all applicable local
laws, regulations, rules, ordinances and guidances,
including but not limited to those addressing
protection of human subject and disclosure of
personal information; c) unauthorized warranties
by any of the Institution, the Investigator or any
Study Team Staff member concerning the Study
drug or a comparator or adjunctive product; and d)
a breach of this Agreement by the Institution, the
Investigator or any Study Team Staff member.

Zdravotnické zatizeni nese vyhradni odpoveédnost a
vyslovné souhlasi, Ze spolecnost Covance,
zadavatele ajejich ptislu$né vedouci pracovniky,
Cleny predstavenstva, zaméstnance a zastupce
ajejich pfislusné nastupce, dédice a postupniky
oddkodni, bude branit azbavi odpovédnosti
v souvislosti s jakoukoli odpovédnosti, naroky,
ztratami, Skodami, naklady, vcetné¢ nakladii na
pravni zastoupeni, které vyplynou z nasledujiciho:
a) zdravotnické zafizeni, zkouSejici nebo pracovni
tym studie se dopusti nedbalého nebo protipravniho
jednani ¢i opomenuti nebo umyslného nespravného
jednani; b) zdravotnické zafizeni, zkousSejici nebo
pracovni tym studie nedodrzi protokol, pokyny od
zadavatele nebo jim povéiené osoby a/nebo platné
mistni  zdkony, predpisy, pravidla, nafizeni
a smérnice, véetné napiiklad téch, které se tykaji
ochrany lidskych pacientti a prozrazovani osobnich
udaji; ¢) zdravotnické zafizeni, zkousSejici nebo
¢len pracovniho tymu studie poskytne neopravnéné
zaruky  ohledné¢ hodnocené¢ho léku  nebo
srovnavactho ¢i  podpirného  produktu; a
d) zdravotnické zatizeni, zkousejici nebo kterykoli
¢len pracovniho tymu studie porusi tuto smlouvu.

During the term of this Agreement, and afterward
as necessary to cover its liabilities under this
Agreement, the Institution will possess and will
maintain liability insurance and/or professional

Po dobu platnosti této smlouvy a nasledné po dobu
potiebnou kuhrazeni jeho zavazki dle této
smlouvy bude mit zdravotnické zafizeni uzavieno
pojisténi zakonné odpovédnosti a/nebo pojisténi
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liability insurance with liability limits required to
cover the damages that might occur as a
consequence of an act, oversight or failure which
could be committed during the activities stated in
this Agreement.

profesni odpovédnosti s dostate¢né  vysokymi
limity kpokryti néhrady 3kod, jeZ mohou
vzniknout nésledkem jednani, opomenuti nebo
selhéni, ke kterému by mohlo dojit v prabéhu
¢innosti popsanych v této smlouvé.

The Institution shall upon request provide a copy
of the relevant liability insurance coverage.

Zdravotnické zafizeni na pozadani poskytne kopii
piislusného pojistného kryti zdkonné odpoveédnosti.

Where the Investigator is an employee of the
Institution and is covered by the Institution’s
insurance policies, the Investigator shall not be
required to carry separate policies of insurance.

Pokud je zkousejici zaméstnancem zdravotnického
zafizeni avztahuji se na né¢j pojistné smlouvy
zdravotnického zafizeni, nemusi zkousejici uzavirat
samostatné pojistne smlouvy.

Sponsor has procured a clinical trial insurance
policy for this Study in accordance with the
requirements of the Czech Republic law. This
arrangement must include:

a. Liability insurance for the Sponsor and
Investigator, through which a compensation is
provided in case of bodily injury or death of Study
subject as a result of the Study and for the whole
period of the Study.

Zadavatel uzaviel pojisténi klinického hodnoceni
pro tuto studii vsouladu se zakony Ceské
republiky. Toto ujednani musi zahrnovat:

a. Pojisténi  odpovédnosti  zadavatele a
zkousejictho, pfes které je  poskytovana
kompenzace v ptipadé Gjmy na zdravi ¢ amrti
pacienta jako diisledku studie po celou dobu trvani
studie.

7. EQUIPMENT AND PROPERTY

7. VYBAVENI A DUSEVNI VLASTNICTVI

The Sponsor may provide, or arrange for a vendor
to provide, certain equipment (“Equipment”) or
Sponsor-owned or licensed proprietary intellectual
property (“Property”) for use by the Institution
during the conduct of the Study. The Institution
shall use any such Equipment and/or Property in
accordance with Exhibit 2 attached hereto and
incorporated herein by reference.

Zadavatel mize sam poskytnout nebo zajistit, aby
dodavatel poskytl urcité vybaveni (dale jen
»vybaveni“) nebo vyhrazené duSevni vlastnictvi,
které zadavatel vlastni nebo knému ma licenci
(,,duSevni vlastnictvi“), aumoznit jeho pouZivani
zdravotnickym zafizenim pii provadéni studie.
Zdravotnické zafizeni bude veSkeré takové
vybaveni a/nebo duSevni  vlastnictvi pouZivat
v souladu s piilohou 2, ktera je ptipojena k této
smlouve a zaclenéna do ni odkazem.

All Equipment, Property, materials, documents,
data, information and suggestions of every kind
and description supplied to the Institution directly
or indirectly by the Sponsor or prepared or
developed by the Institution pursuant to the
Agreement or resulting from the services provided
hereunder shall be the sole and exclusive property
of the Sponsor and be treated as Confidential
Information (defined below). The Sponsor shall
have the right to make whatever use it deems
desirable of any such materials, documents, data
and information.

V3echno vybaveni, duSevni vlastnictvi, materialy,
dokumenty, Udaje, informace a navrhy jakéhokoli
druhu a popisu, které zdravotnickému zafizeni
dodal piimo ¢i nepiimo zadavatel nebo které byly
pfipraveny €i vyvinuty zdravotnickym zafizenim
v souladu se smlouvou nebo které jsou vysledkem
sluzeb poskytovanych v ramci této smlouvy, budou
vyhradnim a vyluénym majetkem zadavatele a
bude se snimi zachdzet jako s ddvérnymi
informacemi (jak jsou definovany nize). Zadavatel
ma pravo tyto materidly, dokumenty, (daje
a informace pouZit zcela dle své vlastni Uvahy.
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8. CONFIDENTIAL INFORMATION

8. DUVERNE INFORMACE

The Institution agrees that all material, documents,
data, suggestions and information provided to them
by or on behalf of Covance or the Sponsor and all
materials, documents, data, reports and information
developed by the Institution in connection with the
Study for the Sponsor is and shall be considered as
confidential  information  (collectively,  the
“Confidential Information”) and the sole property
of the Sponsor. The Institution agrees to hold such
Confidential Information in strict confidence and
shall only disclose the Confidential Information to
Study Team Staff and those employees of
Institution, hospital authorities, institutional review
boards, and their respective agents, employees,
officers and directors and representatives, in each
case, on a need-to-know basis and only if
foregoing parties are bound and obligated by the
same provisions of confidentiality as used by the
Investigator and the Institution; provided that the
Institution will have no obligations with respect to
any Confidential Information that (a) is now or
later becomes publicly available through no fault
of the Institution or the Study Team Staff, as
applicable, (b) is obtained by the Institution, as
applicable, from a third party not under obligation
to the Sponsor with respect to such Confidential
Information, or (c) is already in the possession of
the  Institution as indicated in  their
contemporaneous written records. The Institution
may disclose Confidential Information to the
extent required by applicable law, rule, regulation,
competent order, decree or subpoena or other
judicial, administrative or legal process to be
disclosed; provided that, reasonable advance notice
is given to the Sponsor of such pending
requirement so that the Sponsor may seek a
protective order or other appropriate remedy.

Zdravotnické zafizeni souhlasi, ze vSechny
materialy, dokumenty, Udaje, navrhy a informace,
které obdrzelo od spole¢nosti Covance nebo
zadavatele ¢i jejich jménem, a vSechny materialy,
dokumenty, Udaje, zpravy ainformace vyvinuté
zdravotnickym zafizenim v souvislosti se studii pro
zadavatele jsou abudou povazovany za diveérné
(spolecné »divérmé  informace*) a budou
vyhradnim majetkem zadavatele. Zdravotnické
zatizeni souhlasi, Ze bude tyto divérné informace
udrzovat ptisné v tajnosti aprozradi je pouze
pracovnimu tymu studie atém zaméstnanctim
zdravotnického  zafizeni, vedeni nemocnice,
reviznim komisim zdravotnického zafizeni a jejich
piislusnym zastupctim, zaméstnanctim, vedoucim
pracovnikiim a ¢lenim piedstavenstva
a zastupctiim, ktefi je potiebuji znat, a pouze tehdy,
kdyz jsou zminéné strany vazany stejnymi
ustanovenimi  tykajicimi se dtvérnosti, jaka
pouZiva zkousSejici a zdravotnické zafizeni; s tim,
Ze zdravotnické zafizeni nebude mit Zadné
povinnosti ~ ohledné¢  jakychkoli  divérnych
informaci, (a) které jsou nyni nebo budou pozdéji
vefejné dostupné, aniz by se zdravotnické zatizeni
nebo pracovni tym studie dopustily né&jakého
pochybeni, (b) které zdravotnické zafizeni ptipadné
ziska od treti strany, jez nema vici zadavateli
ohledné¢ téchto duvérnych informaci Zadnou
povinnost, nebo (¢) které zdravotnické zafizeni jiz
vlastni, jak vyplyva z jeho souCasnych pisemnych
zaznaml. Zdravotnické zafizeni mulze diveérné
informace prozradit vrozsahu, ktery vyZaduji
piislusné zakony, pravidla, ptedpisy, ptikaz,
nafizeni nebo pfedvolani pfislusného soudu nebo
jak vyZaduje jiny soudni, spravni nebo zakonny
proces; to vSe za predpokladu, Ze bude zadavatel
S pfiméfenym piedstihem na takovy nevyfizeny
pozadavek upozornén, aby mohl pozadat
0 ochranny ptikaz nebo jinou vhodnou napravu.

The Institution will not use any such Confidential
Information for their own benefit or for the benefit
of any third party, and will not furnish to any third
party any materials which incorporate any
Confidential Information as otherwise herein above
provided. All obligations of confidentiality and
non-use set forth in this Agreement will survive the
expiration or earlier termination of this Agreement.

Zdravotnické zafizeni nepouZzije tyto diveérné
informace k vlastnimu prospéchu nebo K prospéchu
tietich stran a nepfeda Zadné tfeti strané zadné
materialy obsahujici divérné informace dle této
smlouvy. VSechny =zavazky davérnosti a
nepouZivani uvedené v této smlouvé pietrvavaji
i po uplynuti doby platnosti nebo pied¢asném
ukonceni této smlouvy.

All protected health information shall be treated as

Se vSemi chranénymi zdravotnimi informacemi

Page 13 of 32

Strana 13 z 32




Statement of Agreement —2 Way Inst/CVD
Motif Biosciences Protocol # ICL-24-ABSSSI2
Country: Czech Republic

Smlouva —2stranna zdr.zai./CVD
Motif Biosciences protokol ¢. ICL-24-ABSSSI2
Stat: Ceska republika

confidential by the Institution in accordance with
all applicable laws and regulations governing the
confidentiality and privacy of protected health
information.

bude zdravotnické =zafizeni zachazet jako
sdivérmymi  vsouladu  splatnymi  zakony
apredpisy, které upravuji duvémost a utajeni
chranénych zdravotnich informaci.

9. DATA PROTECTION

9. OCHRANA UDAJU

For the purposes of this Agreement “Personal
Information” shall mean any information or set of
information in any format that identifies, or is used
by or on behalf of Covance or Sponsor to identify,
an individual.

Pro ucely této smlouvy ,,0sobni udaje” znamenaji
jakékoli informace nebo soubory informaci
v jakémkoli formatu, které identifikuji jednotlivce
nebo jsou zadavatelem nebo spolecnosti Covance
¢ jejich jménem pouzivany k identifikaci
jednotlivce.

The Institution shall, throughout the term of this
Agreement, comply with all applicable data
protection and privacy laws, rules and regulations,
as amended from time to time, with respect to the
collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of any
Personal Information under this Agreement. In the
event that the Institution shall provide Personal
Information to Covance or the Sponsor, the
Institution represent and warrant that they are not
violating any applicable laws, rules or regulations,
or the rights of any individual or entity, by
providing such Personal Information to Covance or
the Sponsor. The Institution shall notify Covance
and Sponsor immediately of any accidental,
unlawful or unauthorized uses or disclosures of
Personal Information of which it becomes aware.

Zdravotnické zatizeni musi po celou dobu platnosti
této smlouvy dodrzovat vSechny zakony, predpisy a
pravidla na ochranu soukromi tak, jak jsou dle
potieby  novelizovany, ve vztahu ke
shromazd’ovani, pouzivani, zpracovani,
uchovavani, pfenosu, modifikaci, vymazu a/nebo
sd€lovani jakychkoliv osobnich udaji v rAmci této
smlouvy. Zdravotnické zafizeni prohlaSuje a
zaruCuje, ze v ptipadé, ze zdravotnické zafizeni
poskytne osobni udaje spolecnosti Covance nebo
zadavateli, timto sdélenim osobnich udaji
spole¢nosti Covance nebo zadavateli neporuSuje
zadné pfislusné zakony, pfedpisy a pravidla ani
prava jakéhokoli jednotlivce nebo subjektu.
Zdravotnické zafizeni musi ihned uvédomit
spole¢nost Covance a zadavatele, pokud se dozvi,
Zze doSlo k nahodnému, protiprdvnimu nebo
neopravnénému pouziti nebo sdéleni osobnich
udaji.

Notwithstanding the foregoing, for purposes of this
Agreement, any information provided to Covance
or the Sponsor shall always be anonymized, and
shall not in any case identify or be capable of
identifying any individual, or shall be, or be
deemed to be, “Personal Information” under any
applicable laws, rules or regulations.

Bez ohledu na vy3e uvedené ustanoveni budou pro
ucely této  smlouvy  vSechny informace
poskytované spole¢nosti Covance nebo zadavateli
vzdy  anonymizovdny a nikdy  nebudou
identifikovat nebo schopny identifikovat jakéhokoli
jednotlivce a nebudou osobnimi Gdaji podle
jakychkoliv ~ pfislusnych zakont, predpisi a
pravidel ani za n¢ nebudou povazovany.

10. INVENTIONS

10. VYNALEZY

The Institution will disclose promptly to Covance
or the Sponsor or its nominee any and all
inventions, discoveries (whether patentable or not),
copyrights, innovations, ideas, improvements and
other  intellectual  property  (“Inventions™)
developed, conceived or made by the Study Team
Staff or the Institution in the course of the Study
and/or while providing such services to Covance

Zdravotnické zatizeni bude neprodlen¢ informovat
spolecnost Covance nebo zadavatele nebo jimi
uréené osoby o vSech vynalezech, objevech (at’
patentovatelnych nebo nikoli), autorskych pravech,
inovacich, napadech, zlepSenich a jiném duevnim
vlastnictvi (dale jen ,vynélezy*), které byly
vyvinuty, vymysleny, uCinény nebo vytvoreny
pracovnim tymem studie nebo zdravotnickym

Page 14 of 32

Strana 14 z 32




Statement of Agreement —2 Way Inst/CVD
Motif Biosciences Protocol # ICL-24-ABSSSI2
Country: Czech Republic

Smlouva —2stranna zdr.zai./CVD
Motif Biosciences protokol ¢. ICL-24-ABSSSI2
Stat: Ceska republika

pursuant to this Agreement and provide the
Sponsor all information known to the Institution
relating to such Invention(s). Inventions shall be
the exclusive property of the Sponsor, and the
Institution will execute, and shall cause and require
all Study Team Staff to execute, any and all
applications, assignments, or other instruments and
give testimony which the Sponsor shall deem
necessary to perfect and enforce any and all of the
Sponsor’s rights in such Inventions, including to
allow the Sponsor to apply for and obtain Letters
of Patent in any country or to otherwise protect the
Sponsor’s interest therein. These obligations shall
continue beyond the termination of this Agreement
with respect to Inventions conceived or made by
the Study Team Staff or the Institution, as
applicable, while providing services to Covance on
behalf of the Sponsor pursuant to this Agreement,
and shall be binding on the Institution’s assignees,
administrators and other legal representatives.

zatizenim v pribéhu studie a/nebo pii poskytovani
takovych sluzeb spolecnosti Covance dle této
smlouvy, a poskytne zadavateli veSkeré informace
tykajici se takovych vynalezli, které jsou
zdravotnickému zafizeni znamy. Vynalezy budou
vyhradnim majetkem zadavatele a zdravotnické
zatizeni realizuje a zajisti a bude poZadovat, aby
pracovni tym studie realizoval veskeré ptihlasky,
postoupeni nebo jiné nastroje a poskytl svédectvi,
které bude zadavatel povaZzovat za nutné ke
zdokonaleni a vymahani jakychkoli prav zadavatele
k takovym vynaleziim, v¢etné toho, ze zadavateli
umozni piihlasit a ziskat patenty v jakékoli zemi
nebo jinak ochranit zajem zadavatele na téchto
pravech. Platnost téchto zavazki potrva 1po
ukonceni této smlouvy ve vztahu k vynaleziim,
které pracovni tym studie nebo zdravotnicke
zatizeni vymyslely nebo vytvofily pii poskytovani
sluzeb spolecnosti Covance jménem zadavatele
podle této smlouvy, abude se vztahovat ina
povéiené osoby, spravce a dalsi zakonné zastupce
zdravotnického zatizeni.

11. PUBLICATION POLICY

11. ZASADY TYKAJICI SE PUBLIKOVANI

Any and all details relating to the Study and its
results shall not be publicized or published in any
form without prior written consent of Covance and
the Sponsor. Such prior written consent is
necessary to prevent premature disclosure of trade
secrets and other confidential information.

Z&dné podrobnosti tykajici se studie a jejich
vysledkii nebudou vzadné formé zvefejnovany
nebo publikovany bez piedchoziho pisemného
souhlasu spole¢nosti Covance a zadavatele. Tento
piedchozi pisemny souhlas je nutny k tomu, aby se
zabranilo pred¢asnému prozrazeni obchodnich
tajemstvi a dalSich divérnych informaci.

12. INDEPENDENT CONTRACTOR

12. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor
with the Institution under this Agreement shall be
that of an independent contractor, and nothing in
this Agreement or otherwise or the arrangements
for which it is made shall constitute the Institution,
or anyone furnished or used by the Institution in
the performance of the services contemplated by
this Agreement, as an employee, joint venturer,
partner, or servant of Covance or the Sponsor.

Vztah mezi zdravotnickym zafizenim na strané
jedné aspolecnosti Covance a zadavatelem na
stran¢ druhé dle této smlouvy bude vztahem
nezavislého dodavatele anic v této smlouvé ani
jinde ani vujednanich, kvili kterym je uzaviena,
neznamena, ze by zdravotnické zafizeni nebo
kdokoli, koho zdravotnické zafizeni zajisti nebo
pouZije pii poskytovani sluzeb zamyslenych v této
smlouveé, byl zaméstnancem, spole¢nikem ve
spole¢ném podniku, partnerem nebo pracovnikem
spolecnosti Covance nebo zadavatele.

The Institution acknowledges that Covance is
acting on behalf of the Sponsor and that Covance’s
ability to make the payments to the Institution
depends not only on the Institution’s complete
performance of obligations under this Agreement
and other terms and conditions specified here, but

Zdravotnické zafizeni si je védomo toho, Ze
spole¢nost Covance jedna jménem zadavatele a Ze
schopnost spolecnosti Covance poukazovat platby
zdravotnickému zafizeni zavisi nejen na Uplném
splnéni zavazkd zdravotnického zafizeni v rdmci
této smlouvy ajinych zde uvedenych smluvnich
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also on Covance receiving from the Sponsor the
funds necessary to make the payments
contemplated herein. To the extent that the
Institution has fulfilled all relevant obligations
hereunder and Covance has not received the funds
necessary to make such payments, Covance shall
not be liable to the Institution.

podminek, ale také na tom, zda spole¢nost Covance
obdrzi od zadavatele financni zdroje potfebné
k vyplaceni zde planovanych plateb. Pokud
zdravotnické zafizeni splni vSechny své prislusné
zavazky dle této smlouvy a spole¢nost Covance
neobdrzi potebné financni zdroje, aby tyto platby
mohla realizovat, zdravotnické zafizeni timto
souhlasi, Ze napravu bude vyzadovat vyhradné od
zadavatele.

13. RECORD MAINTENANCE

13. VEDENI ZAZNAMU

The Institution shall maintain full, complete and
accurate records in sufficient detail to properly
reflect all procedures performed and results
achieved during the Study in accordance with the
Protocol, including without limitation, records with
respect to Study subject identification, clinical
observations, Study subject medical records,
laboratory tests, drug receipt and disposition,
CRFs, informed consents and any other records
required to be maintained by the Institution, or
under the Protocol, or by applicable rules and
regulations. The Institution shall a) cooperate fully
and promptly with the Sponsor in furnishing any
information or data necessary to permit the
Sponsor to meet regulatory reporting requirements
and b) reasonably cooperate with the Sponsor to
answer critical queries related to the Study data
generated by the Site that may arise after the
completion of the Study. The Study Team Staff
will, upon reasonable notice and during normal
business hours, be available to provide information
requested by the Sponsor or its designee regarding
such critical queries. Site shall retain essential
Study documents for the time specified by current
GCP guidelines, local laws and all other applicable
regulations providing archival guidelines.

Zdravotnické zafizeni bude vést plné, kompletni
apresné, dostatecn¢ podrobné zaznamy, které
fadné odrazeji veSkeré provadéné postupy
a dosaZzené vysledky v pribéhu studie v souladu
S protokolem,  vcetn¢  napriklad  zaznami
Oidentifikaci  pacientdi  studie,  klinickych
pozorovani, zdravotnich zaznamu pacientii studie,

laboratornich testli, pfijmu a vydeje 1éCiv,
formulatt  CRF, informovanych  souhlasii
aveSkerych  dalSich  zaznamu, které musi

zdravotnické zatizeni vést, nebo dle protokolu nebo
na zakladé platnych pravidel a predpisi.
Zdravotnické zafizeni bude a) plné a pohotoveé
spolupracovat se zadavatelem pii obstaravani
jakychkoli informaci nebo tdaji potiebnych
ktomu, aby mohl zadavatel splnit z&konné
pozadavky na podavani hlaSeni, a b) pfiméfené
spolupracovat se zadavatelem na zodpovidani
kriticky dulezitych dotazi, které se tykaji dat studie
vygenerovanych pracovistém a které se mohou
objevit po dokonéeni studie. Pracovni tym studie

bude po piimeéfeném piedchozim ozndmeni
avbézné pracovni dob¢é kdispozici pro
poskytovani informaci, které bude ohledné

takovych kriticky dulezitych dotazli pozadovat
zadavatel nebo jim urcend osoba. Pracovist¢ bude
uvedenou Vv aktualnich smérnicich pro spravnou
Klinickou praxi, mistnich zdkonech avsech
ostatnich platnych piedpisech, které urcuji pravidla
pro archivaci.

14. ANTI-CORRUPTION

14. BOJ PROTI KORUPCI

The Institution is aware of and understands that
there are anti-bribery and anti-corruption statutes
(including but not limited to the US Foreign
Corrupt Practices Act and the UK Bribery Act) to
which the Sponsor and Covance are subject that
prohibit the payment or offering, giving,
promising to give, or authorizing the giving of,

Zdravotnické zafizeni si uvédomuje a chape, Ze
existuji predpisy pro boj s uplacenim a korupci
(vCetn¢ napiiklad zakona USA o korupcnich
praktikdch v zahraniéi azakona Spojeného
kralovstvi o Uplatcich), kterymi se musi zadavatel
aspolecnost Covance fidit akteré zakazuji
vypladcet nebo nabizet, poskytovat, slibovat
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directly or indirectly, anything of value to a
government official, or any relative, business
associate or employee thereof, for the purpose of
obtaining or retaining any business under this
Agreement or inducing or influencing any
governmental act or decision affecting the
Sponsor.

poskytnuti nebo zmocnovat k pfimému nebo
nepiimému poskytnuti ¢ehokoliv  hodnotného
vlddnimu ¢initeli nebo jakémukoli  jeho
piibuznému, obchodnimu partnerovi nebo
zaméstnanci za uUcelem ziskani nebo udrzeni
jakékoli zakazky dle této smlouvy nebo vyvolani
¢i ovlivnéni jakéhokoli kroku nebo rozhodnuti
statni spravy, jeZ ma vliv na zadavatele.

The Institution represents and warrants that
neither Institution nor any of its respective
personnel are officials, agents, representatives or
employees of any government or political party
or any international public organization where
they may be in positions of official government
authority able to use that position to help
Covance or the Sponsor obtain or maintain
business or obtain a business advantage. The
Institution further represents and warrants that it
has not and agrees that it shall not make any
payment or any offer or promise for payment,
either directly or indirectly, of money or other
assets, to government or political party officials,
officials of international organizations,
candidates for public office, or representatives of
other businesses or persons acting on behalf of
any of the foregoing for the purpose of
influencing decisions or actions or where such
payment would constitute violation of any law,
including but not limited to the U.S. Foreign
Corrupt Practices Act, U.K. Bribery Act 2010,
and other applicable anti-bribery/anti-corruption
laws.

Zdravotnické zafizeni prohlasuje a zarucuje, Ze
ani zdravotnické zafizeni, ani Zadny jeho personal
nejsou piedstaviteli, zmocnénci, zastupci nebo
zaméstnanci Zadného statniho ufadu nebo
politické strany nebo mezinarodni vefejné
organizace, kde by zastavali funkce statniho
uradu, které by mohli vyuzit a pomoci spolecnosti
Covance nebo zadavateli ziskat nebo udrzet
zakazku nebo ziskat obchodni  vyhodu.
Zdravotnické zafizeni dale prohlasuje a zarucuje,
ze neucinilo, a zavazuje se, Ze neucini zadnou
platbu nebo jinou nabidku ¢i prislib platby, at’ uz
pfimo nebo nepfimo, ve formé penéznich
prostfedkli nebo jinych aktiv vladnim Ciniteldm
nebo predstavitelim politické strany,
predstavitelim mezinarodnich organizaci,
kandidatim na vefejnou funkci nebo zastupctim
jinych podnikli nebo osobam jednajicim jménem
diive vyjmenovanych osob za ucelem ovlivnit
rozhodnuti nebo jednani, nebo takovou platbu,
kterd by znamenala poruSeni zikona, vcetné
napiiklad zakona Spojenych stati o korupcnich
praktikdch v zahrani¢i, =zakona  Spojeného
kralovstvi zroku 2010 o Uplatcich a jinych
platnych zakoni proti uplaceni a korupci.

Upon request, or should Covance and/or the
Sponsor ever become the subject of an audit or
investigation by a U.S., European or other
governmental authority, including under any anti-
boycott regulations, anti-bribery legislation, or
related export legislation, the Institution agrees to
cooperate fully with Covance and/or the Sponsor
in connection with such investigation and to
provide such information and records to Covance
and/or the Sponsor with respect the Institution’s
activities under this Agreement as may be
reasonably requested by the Sponsor.

Zdravotnické zatfizeni souhlasi, ze na poZzadani,
nebo pokud by né&jaky vladni organ v USA,
Evropé nebo jinde zahajil audit nebo vySetfovani
spole¢nosti Covance a/nebo zadavatele, vcetné
vySetfovani na zakladé jakychkoli predpisi
zakazujicich bojkot, legislativy proti uplaceni
nebo souvisejici exportni legislativy, bude
zdravotnické zafizeni v souvislosti s takovym
vySetfovanim pln¢ spolupracovat se spolecnosti
Covance a/nebo se zadavatelem a poskytne
spoleCnosti Covance nebo zadavateli takové
informace azaznamy tykajici se Cinnosti
zdravotnického zafizeni dle této smlouvy, které
mize zadavatel pfiméfené vyzadovat.

15. FINANCIAL DISCLOSURE

15. SDELENI FINANCNICH INFORMACI
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If the Sponsor or Covance provide financial
disclosure forms to the Institution pursuant to the
regulatory requirements of the jurisdiction where
marketing approval application is made, then the
Institution agrees that, for each listed or identified
investigator or subinvestigator who is directly
involved in the treatment or evaluation of Study
subjects and prior to commencement of the Study,
it shall promptly return to the Sponsor or Covance
a financial disclosure form that has been completed
and signed by such investigator or subinvestigator,
which shall disclose any applicable interests held
by those investigators or subinvestigators or their
spouses or dependent children. The Sponsor or
Covance may withhold payments if it does not
receive a completed form from each investigator or
subinvestigator. The Institution shall ensure that
all such forms are promptly updated as needed to
maintain their accuracy and completeness during
the Study and for one (1) year after its completion.
The Institution agrees that the completed forms
may be subject to review by governmental or
regulatory agencies, the Sponsor, Covance and
their agents, and the Institution consents to such
review.

Pokud zadavatel nebo spoleénost Covance
poskytnou zdravotnickému zafizeni formulate pro
sdéleni financnich informaci dle pozadavkl zakont
a predpistt v jurisdikci, kde se Zada o souhlas
s marketingem, zdravotnické zafizeni souhlasi, Ze
pro kazdého uvedeného nebo identifikovaného
zkousejiciho nebo spoluzkousejiciho, ktery se
pfimo ucastni 1é€by nebo hodnoceni pacienti
studie, apied zacatkem studie neprodlené doruci
zadavateli nebo spolecnosti Covance vyplnény
formula# pro sdéleni finanénich informaci, ktery
byl podepsdn doty¢nym zkouSejicim nebo
spoluzkousejicim ave kterém jsou uvedeny
vSechny pfislusné podily, které wvlastni tito
zkouSejici nebo spoluzkousejici ¢i jejich manzelé,
manzelky, druzi, druzky nebo déti, které jsou
zavislymi osobami. Zadavatel nebo spole¢nost
Covance mohou zadrZet platby, pokud neobdrZi
vyplnény formular od kazdého zkousejicitho nebo
spoluzkousejiciho. Zdravotnické zafizeni zajisti
okamzitou aktualizaci vSech takovych formulait
tak, aby byla zachovana jejich pfesnost a Uplnost
Vv prib¢hu studie a po dobu jednoho (1) roku po
jejim skoncéeni. Zdravotnické zatizeni souhlasi, Ze
vyplnéné formulafe mohou byt podrobeny kontrole
ze strany vladnich nebo regulacnich organi,
zadavatele, spoleCnosti Covance a jejich zastupci,
a zdravotnické zafizeni s touto kontrolou souhlasi.

16. CHANGES TO SCOPE OF AGREEMENT

16. ZMENY V ROZSAHU SMLOUVY

The terms and conditions of this Agreement will be
renegotiated by Covance if the Sponsor and/or the
appropriate  Regulatory Agency make major
changes to the design or scope of the Study which
would significantly affect the terms hereof. No
other amendment to this Agreement shall be
effective unless it is made in writing and signed by
the parties hereto.

Jestlize zadavatel a/nebo pfislusny regulaéni organ
uCini vyrazné zmény v usporadani nebo rozsahu
studie, které by vyznamné ovlivnily podminky této
smlouvy, budou tyto znovu sjednany se spolecnosti
Covance. Platné dodatky k této smlouvé musi byt
sjednany pisemné a podepsany smluvnimi
stranami.

17. INVALIDITY

17. NEPLATNOST

If any provisions hereof shall be determined to be
invalid or unenforceable, the validity and effect of
the other provisions of this Agreement shall not be
affected thereby.

Pokud budou né&jakd ustanoveni této smlouvy
shleddna neplatnymi  nebo  nevynutitelnymi,
neovlivni to platnost aucinnost ostatnich
ustanoveni této smlouvy.

18. GOVERNING LAW/ARBITRATION

18. ROZHODNE PRAVO / ROZHODCI RIZENI

This Agreement shall be governed by and
construed in accordance with the law of Czech
Republic (other than provisions relating to
conflicts of laws). Any disputes arising from this

Tato smlouva se fidi zikony Ceské republiky
(krom¢ ustanoveni tykajicich se kolize pravnich
norem) abude vykladana v souladu s nimi.
Ptipadné spory vzniklé z této smlouvy budou fesit
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Agreement will be solved by courts of the Czech
Republic in accordance with general jurisdiction.

soudy Ceské republiky v souladu s obecnou
jurisdikei.

19. ASSIGNMENT

19. POSTOUPENI

Neither this Agreement nor any rights or
obligations arising hereunder shall be assigned by
the Institution without the prior written consent of
Covance.

Zdravotnické zafizeni nesmi postoupit tuto
smlouvu ani Z&dnd s ni souvisejici prava ¢i
povinnost na jinou osobu bez piedchoziho
pisemného souhlasu spole¢nosti Covance.

20. NOTICE

20. OZNAMENI

Except for any notification described in the
Protocol, any notice or report required or
permitted to be given or made under this
Agreement by one of the parties hereto to the
other shall be in writing, delivered personally or
by facsimile (and promptly confirmed by
personal delivery or courier) or by courier
addressed to such other party at its address
indicated below and shall be effective upon
receipt by the addressee:

S vyjimkou jakychkoli ozndmeni popsanych
v protokolu budou mit jakékoli ozndmeni nebo
zpravy, které dle této smlouvy musi nebo muize
ucinit nebo podat néktera ze smluvnich stran,
pisemnou podobu, budou doru¢eny osobné nebo
faxem (a neprodlené potvrzeny doruc¢enim osobné
nebo kuryrem) nebo kuryrem na niZe uvedenou
adresu druhé strany a budou u¢inné od okamziku
prijeti adresatem:

To Covance: Pro spole¢nost Covance:
Covance Inc. Covance Inc.

210 Carnegie Center 210 Carnegie Center
Princeton Princeton

NJ 08540, USA

NJ 08540, USA

Phone: +1 ( 609) 452-4440

Tel: +1 ( 609) 452-4440

Fax No.: +1 ( 609) 452-9375

Fax: +1 ( 609) 452-9375

To Sponsor:

Pro zadavatele:

Motif BioSciences, Inc

Motif BioSciences, Inc

125 Park Avenue

125 Park Avenue

25" Floor, Suite 2622, New York

25" Floor, Suite 2622, New York

NY 10017, United States

NY 10017, United States

Phone: +1 (212) 210-6224

Tel: +1 (212) 210-6224

Fax No.: +1 (212) 210-6271

Fax: +1 (212) 210-6271

To Institution:

Pro zdravotnické zafizeni:

Krajska zdravotni, a.s.

Krajska zdravotni, a.s.

Masarykova nemocnice Usti nad Labem

Masarykova nemocnice Usti nad Labem

Socialni péée 3316/12A

Socialni péce 3316/12A

400 11 Usti nad Labem

400 11 Usti nad Labem

Phone: +420 477 114 040/ +420 477 114 110

Tel: +420 477 114 040 / +420 477 114 110

Fax No.: +420 477 115 020

Fax: +420 477 115 020

21. WAIVER

21. VZDANI SE PRAV

Failure to enforce any terms of this Agreement

Neuplatnéni nékterych ustanoveni této smlouvy
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shall not constitute a waiver of such term.

neznamena vzdani se téchto ustanoveni.

22. SURVIVAL

22. PRETRVANI PLATNOSTI

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive termination
or completion of this Study.

Ustanoveni této smlouvy obsahujici zavazky nebo
prava presahujici dobu dokonceni studie plati i po
ukonceni nebo dokonceni této studie.

23. COUNTERPARTS

23. VYHOTOVENI SMLOUVY

This Agreement may be executed in one or more
counterparts, each of which shall be deemed an
original, but all of which shall be considered one
and the same instrument.

Tato smlouva muze byt uzaviena v jednom nebo
vice vyhotovenich, z nichz kazdé bude brano jako
origindl, ale vSechna budou povazovana za jeden a
tentyZ dokument.

24. USE OF NAME

24. POUZITI NAZVU

The Sponsor may identify the Institution in
regulatory submissions, citations in terms of
scientific  recognition and  disclosures to
governmental entities. The Institution shall not use
Covance’s or the Sponsor’s or any of their
affiliates” names in connection with any
advertising,  publication, press release, or
promotion without prior written permission of the
other party.

Zadavatel muze identifikovat zdravotnické zafizeni
v podanich regulaénim organim, v citacich ve

védeckych materialech a v informacich
sdélovanych statnim organtim. Zdravotnické
zatizeni nebude pouzivat nazev spolecnosti

Covance nebo zadavatele nebo kterékoli z jejich
sesterskych spole¢nosti ve spojeni s jakoukoli
reklamou, publikaci, tiskovou zpravou nebo
propagacni akci bez pfedchoziho pisemného
svoleni druhé strany.

25. THIRD PARTY BENEFICIARY

25. OBMYSLENA TRETI STRANA

The parties agree that the Sponsor will have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary. Each party
to this Agreement acknowledges that except for the
Sponsor, there are no third party beneficiaries with
any rights to enforce any of the provisions of this
Agreement.

Smluvni strany souhlasi, Ze zadavatel bude mit
pravo vynucovat plnéni kterychkoli ustanoveni této
smlouvy jako obmyslena tieti strana. Kazda strana
této smlouvy bere na védomi, ze s vyjimkou
zadavatele neexistuji Z&dné obmyslené tieti strany,
které¢ by mély jakékoli pravo vynucovat plnéni
kterychkoli ustanoveni této smlouvy.

26. CONTRACT LANGUAGE

26. JAZYK SMLOUVY

This Agreement is created in Czech and English. In
case of discrepancy between the two versions, the
Czech version shall prevail.

Tato smlouva byla sepséna v ¢esting a v anglicting.
V piipadé rozpori mezi obéma verzemi bude mit
prednost Ceska verze.

27. CONTRACT PUBLICATION

27. ZVEREJNENI SMLOUVY

In accordance with the law 340/2015 Coll. on
Registry of Contracts, this Agreement and/or any
amendment shall be published on the Ministerial
Contract Registry within thirty (30) days from last

V souladu se z&konem 340/2015 Sh., o registru
smluv, musi byt tato smlouva a/nebo vdechny jeji
dodatky zvefejnény v ministerském registru smluv
ve lhuté tficeti (30) dnl od pfipojeni posledniho
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signature. The Parties agree that Covance shall
publish this Agreement, its Exhibits and any future
amendments in accordance with the procedure set
forth below, and shall limit its disclosure to only
the information required by law to be published or
disclosed.

Prior to publication, Covance shall remove all
information related to Confidential Information,
Personal Information, and business and trade
secrets, as defined by the Civil Code from the
Agreement and/or amendment to be published,
including, without limitation, the Protocol, the
investigator brochure and the budget exhibit
detailing the costs per procedures (the “Excluded
Information”).  Only the expected total study
budget (contract value) shall be published.

Covance shall draft the final form of the
Agreement and/or amendment, as applicable for
publication (which shall not contain any Excluded
Information) (the “Draft Publication Document”)
and shall submit the Draft Publication Document to
the Institution for review at least five (5) calendar
days before the Agreement is expected to be
executed. Institution shall provide any comments
and edits to Covance on the Draft Publication
Document within five (5) days and Covance shall
make any amendments reasonably suggested by
Institution. In case when Institution does not
respond within aforesaid period, it is deemed it has
agreed. The Agreement and/or amendment shall
only be executed after the parties have agreed on
the final form and format of the Agreement and/or
amendment for publication on the Ministerial
Contract Registry (the “Final Document™).

Covance agrees to publish the Final Document and
complete the metadata on the Ministerial Contract
Registry within 5 working days after final
signature of the Agreement and/or amendment.
Covance shall add Covance Databox 1D and email
jitka.smidova@kzcr.eu as a secondary recipient.
If Covance fails to publish the Final Document
within the time specified above, or at the latest
within twenty (20) days from final signature of the
Agreement, Institution reserves the right to publish
the Final Document and shall notify Covance in
writing of such publication. The Parties
understand that the Site shall not be initiated until
the Final Document has been published.

podpisu. Strany se dohodly, Ze tuto smlouvu, jeji
prilohy a vSechny budouci dodatky zvefejni
Covance v souladu s niZze uvedenym postupem,
pfiemz se zvefejnéni omezi jen na informace,
jejichz zvetejnéni pozaduje zakon.

Covance pied zvefejnénim ze smlouvy a/nebo
dodatku vymaze v3echny informace, které zahrnuji
davérné informace, osobni informace a obchodni
tajemstvi, jak jsou definovany obc¢anskym
zakonikem, zejména protokol, piirucku pro
zkousejictho a rozpoCet uvadéjici naklady na
jednotlivé  postupy (dale jen ,,vyloucené
informace). Zvefejnén bude jen celkovy
ocekavany rozpocet studie (smluvni ¢astka).

Covance vytvori navrh finalni podoby smlouvy
a/nebo pripadn¢ dodatku ke zvefejnéni (které
nebudou obsahovat zadné vyloucené informace)
(dale jen ,,navrh zvefejiiovaného dokumentu*) a
navrh zvefejiiovaného dokumentu predloZi ke
kontrole zdravotnickému zafizeni alesponi pét (5)
kalendafnich dni pfed oéekdvanym uzavienim
smlouvy. Zdravotnické zatizeni ptedlozi Covance
pfipominky a upravy ndvrhu zvefejilovaného
dokumentu ve lhuté¢ péti (5) pracovnich dni a
Covance provede Zdravotnickym zafizenim
pfiméfené navrhované Uupravy. V pfipadé, ze
Zdravotnické zafizeni neodpovi v uvedené lhute,
ma se za to, Zze souhlasi. Smlouva a/nebo dodatek
budou uzavieny az poté, co se strany dohodnou na
kone¢né podobé a formatu smlouvy a/nebo dodatku
uréenych ke zvefejnéni v ministerském registru
smluv (dale jen ,,konecny dokument®).

Covance se zavazuje, ze zvefejni koneCny
dokument a wvypIni metadata v ministerském
registru smluv ve lhit¢ 5 pracovnich dnli po
pfipojeni posledniho podpisu smlouvy a/nebo
dodatku. Jako druhého piijemce Covance piipoji
identifikacni  Cislo datové schranky a e-
mail_jitka.smidova@kzcr.eu. V  piipadé, zZe
Covance nezvefejni koneCny dokument ve vySe
uvedené 1hiité nebo nejpozdeji ve lhiite dvaceti (20)
dni po pftipojeni posledniho podpisu smiouvy,
Zdravotnické zafizeni si vyhrazuje pravo konecny
dokument zvefejnit a o tomto zvefejnéni pisemné
informovat Covance. Strany berou na védomi, Ze
nedojde k inicializaci pracovist€¢ do okamziku
zveiejnéni kone¢ného dokumentu.
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By the signatures below, the parties agree to the terms contained in this Agreement./
Nize uvedenymi podpisy strany vyjadiuji svij souhlas s podminkami této smlouvy.

For and on behalf of Covance Inc.

which has been authorized to sign this Agreement
by Motif Biosciences / Za spole¢nost Covance

Inc.,

kterd byla k podepsani této smlouvy zmocnéna
spole¢nosti Motif Biosciences

Name /Jméno PharmDr. Robert Chudacek

Title / Funkce Clinical Operations Manager and
Country Lead

Date / Datum

For and on behalf of Krajska
zdravotni, a.s. / Za Krajskou
zdravotni, a.s.

Name / Jméno: Ing. Petr Fiala
Title / Funkce: general director /
generalni feditel

Date / Datum
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EXIBIT 1-BUDGET CHECKLIST

PRILOHA 1 - KONTBOLNI' SEZNAM
ROZPOCTU

Motif BioSciences - ICL-24-ABSSSI?2 -

Motif BioSciences - ICL-24-ABSSSI?2 -

The parties agree that this Payment Exhibit —
Budget Checklist is part of the Agreement. All
payments made for this study shall be made in
accordance with the terms as set forth below.

Smluvni strany souhlasi, Ze tato pfiloha o platbach —
kontrolni seznam rozpoc¢tu je soucasti smlouvy.
Vsechny platby za tuto studii budou provedeny
v souladu s niZe uvedenimi stanovenimi.

Invoices shall be addressed to Covance Inc, 210
Carnegie Center, Princeton, New Jersey 08540-
6233, USA and delivered to Covance CAPS, Na
Strzi 65/1702, 140 00 Praha 4, Czech Republic

Faktury budou vystavovany na Covance Inc, 210
Carnegie Center, Princeton, New Jersey 08540-
6233, USA, a doru¢eny na adresu Covance CAPS,
Na Strzi 65/1702, 140 00 Praha 4, Ceska republika

1. PATIENT ENROLLMENT

1. ZARAZOVANI PACIENTU

Investigator will be notified when Study enroliment
has been achieved and no further recruitment will be
permitted.

Zkousejici bude informovan, jakmile bude dosaZeno
planovaného poctu zafazenych pacientl, a dalsi
nabor jiz nebude povolen.

*The fees are inclusive of Hospital overhead fees,
pharmacy costs and laboratory costs.

Number of Pocet
Patients: pacienti:
Frequency Each Total for all Za Celkem za
Description [CZK] Patients Pobis Cetnost/ kazdého vechny
details [CZK] P podrobnosti [CzK] pacienty
In [CZK]
Per Patient accordance Poplatek za Dle
Fee* with Table pacienta* tabulky 1
1 Podminéné | Dle
In vyhodnoceni | tabulky 2
Conditional accordance Neuspésny Dle
Assessments with Table screening tabulky 3
2 Nahrada Jak je
In nakladt uvedeno v
Screen Failures | 2¢cordance pa,cienta sekci 5 nize
with Table Néklady DI
3 pracoviste/ tat?ulk 4
In lékarny y
Patient costs aqcr?fdance MAXIMALNI NAKLADY NA 440.960
reimbursement | /'t STUDII '
section 5 * — T -
below Poplatky zahrnuji reZijni poplatky nemocnice,
' n naklady lékarny a laboratorni naklady.
glht:r/mac accordance
y with Table
Costs
4
MAXIMUM STUDY COST 440,960

Per Patient Fee

Poplatek za pacienta

2. SUBJECT VISIT PAYMENTS

2. PLATBY ZA NAVSTEVY PACIENTU
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Payment for patient visits set forth below shall be
made quarterly for confirmed, completed visits in
accordance with each patient visit Budget Schedule
upon receipt of valid invoice. Patient visit payments
are inclusive of any applicable overhead.

NiZe uvedena platba za navstévy pacientd bude
provadéna Ctvrtletné za potvrzené, dokoncené
navs§tévy v souladu s rozpoctovym planem navstév
kazdého pacienta po piijeti platné faktury. Platby za
navstévy pacienta zahrnuji veskerou pifipadnou rezii.

Page 24 of 32

Strana 24 z 32




Statement of Agreement —2 Way Inst/CVD

Country: Czech Republic

Motif Biosciences Protocol # ICL-24-ABSSSI2

Smlouva —2stranna zdr.zat./CVD

Motif Biosciences protokol ¢. ICL-24-ABSSSI2

Stat: Ceska republika

| Table 1: Milestones

| Tabulka 1: Milniky
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3. CONDITIONAL ASSESSMENTS

3. PODMINENE VYHODNOCENI

Sponsor may approve reimbursement for
additional procedure costs which are required
under the protocol with prior approval or receipt
of an invoice and supporting documentation.
However, sites will not be reimbursed for the
patient visits which are made as part of routine
standard of care.

Zadavatel muze schvalit proplaceni nakladt na
dodate¢né postupy, které jsou nutné dle
protokolu, na zakladé pfedchoziho schvaleni
nebo prijeti faktury s podptirnou dokumentaci.
Pracovistim oviem nebudou proplaceny
navstévy pacientti provadéné v ramci bézného
standardu péce.

Table 2: Tabulka 2:
Conditional Cost Per Total Cost Podminéné Naklady Celkové
Procedures Detail Procedure | per Patient Podrob na naklady na
[CZK] [CZK] postupy nosti postup pacienta
[CZK] [CZK]

4. SCREEN FAILURE PAYMENT

4. PLATBA ZA NEUSPESNY SCREENING

Table 3:

Tabulka 3:

Payment

Visit Description [CZK]

Platba

Popis navitévy [CZK]

Screen Failure

Netspésny screening

TOTAL SCREEN FAIL COST PER
SITE

CELKOVE NAKLADY NA
NEI’JSPESNYVSCREENING NA
PRACOVISTE

5. PATIENT COSTS REIMBURSEMENT

5. NAHRADA NAKLADU PACIENTA

No patient Costs Reimbursement shall be paid
through the Institution. Patient Costs
Reimbursement is part of Investigator’s budget.

Prosttednictvim zdravotnického zatizeni
nebudou vyplaceny zadné ndhrady nakladi
pacientd. Naklady pacientl jsou soucati
rozpo¢tu hlavniho zkousejiciho.

6. SITE / PHARMACY COSTS

6. NAKLADY PRACOVISTE/LEKARNY

Site Costs Include costs incurred by the Site to
conduct activities necessary for initiation,
maintenance and closure of the site.

Naklady pracovisté zahrnuji naklady, Kkteré
pracovist¢ vynalozilo na provadéni cinnosti
potfebnych pro zahajeni, udrzbu a uzavieni
pracoviste.

Payment shall be made for Site Costs in
accordance with terms set forth below. Payment
shall be made with receipt and approval of
detailed invoice and any additional required
supporting documentation.

Naklady pracovisté budou hrazeny v souladu
s nize uvedenymi podminkami. Platba bude
provedena po priijeti aschvéleni podrobné
faktury a veSkeré dalsi poZzadované doprovodné
dokumentace.
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Site /pharmacy fees shall be paid at the rates
below, if required. Site / pharmacy fees are
patient to the payment terms below, payments
shall be due upon completion of the start-up
activities and  receipt of  supporting
documentation providing details of the start-up
activities completed.

Poplatky pracovisti/lékarmé budou v ptipadé
potfeby hrazeny v niZe uvedenych sazbach.
Poplatky pracovisti/lékarné se Fidi niZze
uvedenymi platebnimi podminkami, plathy
budou splatné po dokonceni uvodnich aktivit
apfijeti doprovodné dokumentace, ve které
budou uvedeny podrobnosti o provedenych
uvodnich ¢innostech.

No further payments than those set forth in this
Agreement and its Appendices shall become
due unless approved by Sponsor in writing.

Nebudou splatné Zadné jiné platby neZ ty, které
jsou stanoveny vtéto smlouvé a jejich
ptilohach, pokud zadavatel pisemné neschvali
néco jiného.

Table 4: Tabulka 4:
Site Detail Per Total per Poplatky Podrobnosti Na Celkem na
Pharmacy Occurrence | Site [CZK] pracovisti/ jednu pracovisté
Fees [CZK] 1ékarné udélost [CZK]
Study [CZK]
Start-Up One off Poplatek za .
payment oo Jednorazova
Fee zahajeni latba
Pharmacy: | One off studie P
Set-Up Fee | payment _Pqp!att_ek 28 | Jodnorazova
Pharmacy One off iniciaci platha
Close out payment lékarny
TOTAL MAXIMUM Poplzvitelf 28 | Jodnorazova
PER SITE uzavieni
iy platha
lékarny
CELKOVE MAXIMUM
NA PRACOVISTE
7. PAYEE 7. PRIJEMCE PLATBY

The Institution certifies that the designated
payee is the proper payee for this Agreement.
The parties agree that payments under this
Agreement shall be made by bank transfer in
accordance  with  payee bank transfer
information detailed below.

Zdravotnické zatizeni potvrzuje, Ze urceny
pfijemce plateb je nalezitym piijemcem plateb
pro tuto smlouvu. Strany se dohodly, Ze plathy
podle této smlouvy budou poukazovany
bankovnim pfevodem na dale uvedeny ucet.

8. FINAL PAYMENT

8. ZAVERECNA PLATBA

At the earlier of: Study Completion or
termination of this Agreement, if payments
made to Institution exceed the earned amount,
Institution shall, upon receipt of written notice,

Pokud pti dokonceni studie nebo ukonceni této
smlouvy (podle toho, co nastane diive) platby
poukazané zdravotnickému zatizeni prekroci
vydé¢lanou ¢astku, zdravotnické zatizeni
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promptly return the overpayment.

preplatek vrati ihned po piijeti pisemného
oznameni.

Institution shall have sixty (60) business days
from the date of the close out visit to submit
final invoices. Institution shall have thirty (30)
business days from receipt of final payment to
dispute payment discrepancies.

Zdravotnické zatizeni bude mit Sedesat (60)
pracovnich dnt od data zavéreéné navstévy na
predlozeni konecnych faktur. Zdravotnické
zatizeni bude mit tf¥icet (30) pracovnich dnti od
piijeti kone¢né platby na vzneseni namitek proti
nesrovnalostem v platbach.

[THE REMAINDER OF THIS PAGE IS
INTENTIONALLY LEFT BLANK]

[ZBYTEK TETO STRANKY JE ZAMERNE
PONECHAN PRAZDNY]
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EXHIBIT 2

PRILOHA 2

EQUIPMENT ADDENDUM

DODATEK TYKAJICI SE VYBAVENI

PROTOCOL # 1CL-24-ABSSSI2

PROTOKOL C. ICL-24-ABSSSI2

Provision of Study Equipment and/or
Property.

Poskytovani vybaveni a/nebo dusevniho
vlastnictvi pro studii

The Sponsor may provide, or arrange for a
vendor to provide, certain Equipment or Property
for use by the Institution during the conduct of
the Study. The Equipment may include
computers, machines or laboratory equipment.
The Property may include computer software,
methodologies, rating scales and other
instruments.

Zadavatel miZze sam poskytnout nebo zajistit,
aby dodavatel poskytl urcit¢é vybaveni nebo
dusevni vlastnictvi, a umoZnit jeho pouZivani
zdravotnickym zafizenim pii provadéni studie.
Vybaveni miize zahrnovat pocitace, stroje nebo
laboratorni vybaveni. DusSevni vlastnictvi mtze
zahrnovat pocitaCovy software, metodiky,
posuzovaci stupnice a dalSi nastroje.

Subject to the applicable provisions of this
Agreement, the Sponsor will provide the
Equipment and/or Property identified below for
use by Institution in the conduct or reporting of
the Study:. If Equipment and/or Property are
provided which are not specified above, the
Institution confirms and agree that the
Sponsor’s failure to specify the Equipment
and/or Property shall not constitute a
designation of non-applicability for this Exhibit
2 when a reasonable person would understand
that such items provided by the Sponsor, or a
vendor on behalf of the Sponsor, to the
Institution for the conduct of the Study shall be
deemed to be Equipment and/or Property under
this Agreement.

Pii  splnéni prislusSnych wustanoveni této
smlouvy zadavatel poskytne nasledujici
vybaveni a/nebo duSevni vlastnictvi, aby je
mohlo zdravotnické zafizeni pouzivat pfi
provadéni nebo vykazovani studie:. Pokud
bude poskytnuto vybaveni a/nebo duSevni
vlastnictvi, které neni uvedeno vySe,
zdravotnické zafizeni potvrzuje a souhlasi, Ze
skute¢nost, 7e =zadavatel takové vybaveni
a/nebo duSevni vlastnictvi neuvedl, nebude
znamenat, Ze se tato Piiloha 2 na takové
vybaveni nebo dudevni vlastnictvi nevztahuje,
pokud by rozumny ¢lovék mél za to, Ze tyto
véci, které poskytl zadavatel nebo dodavatel
jménem zadavatele zdravotnickému zafizeni
k provadéni studie, budou povazovany za
vybaveni a/nebo duSevni vlastnictvi dle této
smlouvy.

The Institution agrees that the Equipment and
Property are and shall remain the property of
the Sponsor, the vendor or the licensor, as the
case may be, and that the Equipment and
Property shall be used only for the Study and in
accordance with the requirements of the
Protocol, the terms of this Agreement and the
written instructions of Covance or the Sponsor.
The Institution shall take measures to protect
Property  from  unauthorized use or
reproduction. Covance and the Sponsor retain

Zdravotnické zafizeni souhlasi, Ze vybaveni
a duSevni vlastnictvi podle situace je a zistane
majetkem zadavatele, dodavatele nebo majitele
licence a Ze vybaveni a duSevni vlastnictvi se
bude pouZivat pouze pro studii avsouladu
s poZzadavky protokolu, podminkami této
smlouvy apisemnymi pokyny spole¢nosti
Covance nebo zadavatele. Zdravotnické
zafizeni piijme opatfeni k ochran¢ duSevniho
vlastnictvi pred neopravnénym pouzitim nebo
reprodukci. Spole¢nost Covance a zadavatel
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the right to demand return of the Equipment
and/or Property if the Equipment and/or
Property are used by the Institution for any
purpose not authorized in the Protocol, this
Agreement or the written instruction of

budou nadile opravnéni pozadovat vraceni
vybaveni a/nebo duSevniho vlastnictvi, pokud
bude zdravotnické zafizeni pouzivat vybaveni
a/nebo dudevni vlastnictvi k jakémukoli ucelu,
ktery neni povolen v protokolu, této smlouvé

Covance or the Sponsor. nebo  pisemnych pokynech  spolecnosti
Covance nebo zadavatele.

Delivery. Dodani.

The Institution will be informed of the expected | Zdravotnické  zafizeni obdrzi  informace
due date of delivery (the “Delivery Date”) of | 0 o¢ekavaném datu dodani (dale jen ,datum
the Equipment and/or Property to the | dodani*)  vybaveni  a/nebo  duSevniho
Institution. The Institution shall inform | vlastnictvi ~do  zdravotnického  zafizeni.
Covance within three business days of the | V pfipadé, 7ze vybaveni a/nebo dusevni

Delivery Date if the Equipment and/or Property
are not received. Receipt of the Equipment and
Property will be deemed to have taken place
when the Institution signs an acknowledgment
of receipt, or similar document, provided by the
delivering agent.

vlastnictvi nebude dodano, musi zdravotnické
zatizeni do tii pracovnich dnl po datu dodani
informovat spole¢nost Covance. Bude se mit za
to, Ze vybaveni aduSevni vlastnictvi bylo
ptijato, jakmile zdravotnické zatfizeni podepise
pfijemku nebo podobny dokument piedlozeny
piepravni spolecnosti.

Collection.

Vyzvednuti.

Upon completion of the Study at the Institution,
the earlier termination of the Study, or upon the
written instruction of Covance or the Sponsor,
the Institution agrees: (i) to promptly return the
Equipment and Property intact to the Sponsor
or another agent designated by the Sponsor at
such location as may be designated by the
Sponsor and (ii) not to copy, download,
reproduce, make derivative works, or otherwise
use the Property, except as provided herein.

Zdravotnické  zafizeni souhlasi, ze po
dokonc¢eni studie ve zdravotnickém zafizeni,
predcasném ukonceni studie nebo na zéakladé
pisemného pokynu spole¢nosti Covance nebo
zadavatele: (i) neprodlené¢ vrati vybaveni
a duSevni vlastnictvi neporusené zadavateli
nebo jinému zéstupci uréenému zadavatelem

na takové misto, které =zadavatel urci,
a (i) nebude duSevni vlastnictvi kopirovat,
stahovat, = reprodukovat, vytvafet zngj

odvozena dila nebo ho jinak pouZivat,
S vyjimkou pfipadu zde uvedenych.

The Institution shall inform Covance and the
Sponsor of the name of the individual with
whom to liaise at the Institution for return of
the Equipment and Property. The Sponsor or
Covance will inform the Institution of the date
the Equipment and/or Property are due to be

Zdravotnické  zafizeni sd€li  spoleCnosti
Covance a zadavateli jméno osoby, kterou je
tfeba kontaktovat ve zdravotnickém zatizeni za
ucelem  vraceni  vybaveni  aduSevniho
vlastnictvi. Zadavatel a spole¢nost Covance
sdéli zdravotnickému zafizeni datum, kdy ma

collected (the “Collection Date”). The | byt vybaveni a/nebo duSevni vlastnictvi
Institution shall ensure the Equipment and/or | vyzvednuto (,,datum vyzvednuti*).
Property are intact and are packaged in a | Zdravotnické =zafizeni =zajisti, aby bylo
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similar way to that in which they were
received. The Sponsor and/or Covance will
inform the Institution, where possible, of the
collecting agent’s name, and the Institution
shall allow the collecting agent to take receipt
of the Equipment and Property. The Institution
shall promptly inform Covance and the
Sponsor when the collection has been made.
The Institution shall obtain a written
acknowledgment of receipt by the collecting
agent. The Institution shall provide
certification upon return of any Equipment and
Property that Institution has not used any of
such Equipment and Property for any research,
study or purpose other than as permitted herein.

vybaveni a/nebo duSevni vlastnictvi
neporusené a bylo zabaleno podobnym
zpusobem jako pfi piijeti. Pokud je to mozné,
zadavatel a/nebo spole¢nost Covance sdéli
zdravotnickému zafizeni jméno osoby, ktera
zajisti vyzvednuti, a zdravotnické zafizeni této
osobé umozni vybaveni a duSevni vlastnictvi
prevzit. Kdyz dojde k vyzvednuti, zdravotnicke
zafizeni neprodlen¢ informuje spolecnost
Covance a zadavatele. Zdravotnické zafizeni
obdrzi od vyzvedavajici osoby pisemné
potvrzeni. Pii vraceni vybaveni a duSevniho
vlastnictvi poskytne zdravotnické zafizeni
osvédeni, ze toto vybaveni a duSevni
vlastnictvi nepouzivalo Kk Zadnému jinému
vyzkumu, studii nebo ucelu, nez k tém, které
jsou zde povoleny.

Responsibility for the Equipment.

Odpovédnost za vybaveni

The Institution shall be responsible for the
Equipment and Property from the time the
Equipment and Property are received by the
Institution to the time the Equipment and
Property are acknowledged as received by the
Sponsor or the Sponsor’s designated agent.
During the period of time during which the
Institution is in receipt of the Equipment and/or
Property, the Institution shall be responsible for
ensuring the Equipment and Property are
maintained in a good state of repair. The
Institution will comply with any operating and
maintenance instructions for the Equipment
provided by the Sponsor, the vendor or the
manufacturers and will store the Equipment
under conditions that are appropriate to the
nature of the Equipment and that minimize the
risk of loss or damage.

Zdravotnické zafizeni bude odpovédné za
vybaveni a duSevni vlastnictvi od okamzZiku,
kdy je obdrZi, do okamZiku, kdy bude
potvrzeno, Ze vybaveni aduSevni vlastnictvi
pievzal zadavatel nebo jeho uréeny zastupce.
Po dobu, kdy bude mit vybaveni a/nebo
duSevni  vlastnictvi usebe  zdravotnické
zafizeni, bude zdravotnické zafizeni odpovidat
za udrZovani vybaveni a duSevniho vlastnictvi
v dobrém stavu. Zdravotnické zafizeni bude
dodrZovat ndvod k provozu a udrzbé vybaveni,
ktery poskytl zadavatel, dodavatel nebo
vyrobce, abude vybaveni skladovat za
podminek, které jsou vhodné vzhledem
k povaze vybaveni a minimalizuji riziko ztraty
nebo poskozeni.

The Institution shall maintain insurance or a
program of self-insurance to provide
appropriate coverage of the Equipment against
theft or damage. In the event that the
Equipment is lost, stolen or damaged, the
Institution agrees to immediately notify the
Sponsor and Covance of such loss and shall file
a police report for all lost or stolen equipment.

Zdravotnické zafizeni uzavie pojisténi nebo
bude realizovat program samopojisténi
k zajisténi odpovidajiciho kryti vybaveni proti
kradezi nebo poskozeni. Zdravotnické zafizeni
souhlasi, Ze v ptipadé ztraty, odcizeni nebo
poskozeni vybaveni neprodlené informuje
zadavatele aspole¢nost Covance a nahlasi
veskeré ztracené nebo odcizené vybaveni na
policii.
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The Institution shall reimburse the Sponsor and
Covance for any and all costs incurred by the
Sponsor and Covance resulting from damage
caused to the Equipment and/or Property due to
any acts, omissions, the negligence or
misconduct of the Institution, its employees
(including the Investigator), its agents or
servants, or any Study Team Staff member..

Zdravotnické  zafizeni uhradi zadavateli
a spole¢nosti Covance veSkeré naklady, které
zadavatel aspoleénost Covance vynaloZi
nasledkem Skod zpasobenych na vybaveni
a/nebo duSevnim vlastnictvi kvili jednani,

opomenuti, nedbalosti nebo nespravnému
chovani  zdravotnického  zafizeni, jeho
zaméstnanci  (vCetné¢  zkousejiciho), jeho

zastupct nebo pracovnikll ¢i kteréhokoli ¢lena
pracovniho tymu studie.

The Institution shall reimburse the Sponsor and
Covance for any and all costs associated with
the replacement of the Equipment and/or
Property in the event the Equipment and/or
Property is lost while in receipt by the
Institution.

Zdravotnické zafizeni uhradi zadavateli
aspolecnosti  Covance veSkeré naklady
souvisejici  snahradou  zafizeni  a/nebo

duSevniho vlastnictvi v pfipadé, ze dojde ke
ztraté zafizeni a/nebo duSevniho vlastnictvi
b&hem jeho drzeni zdravotnickym zafizenim.
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