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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 MUDr. Jifi Sagan,
(“Investigator”) whose normal place of business is
17. listopadu 1790, 708 52 Ostrava-Poruba, Czech
Republic and Fakultni nemocnice Ostrava
(“Institution™), whose principal place of business is
17. listopadu 1790, 708 52 Ostrava-Poruba, Czech
Republic.

Tato smlouva (dale jen ,,smlouva®) je uzaviena
mezi spole¢nosti Covance Inc. (dale jen
»,Covance”) se sidlem 210 Carnegie Center,
Princeton, New Jersey, 08450-6233, USA,
smluvni vyzkumnou organizaci, ktera jedna jako
zastupce spoleénosti Motif BioSciences, Inc., 125
Park Avenue, 25" Floor, Suite 2622, New York,
NY 10017, USA, (dale jen ,,zadavatel“), a MUDr.
Jiti Sagan (dale jen ,,zkouSejici“), jehoZ/jejimz
obvyklym mistem vykonu préce je 17. listopadu
1790, 708 52 Ostrava-Poruba, Ceska republika
a zdravotnickym zafizenim Fakultni nemocnice
Ostrava (dale jen ,zdravotnické zafizeni®) se
sidlem 17. listopadu 1790, 708 52 Ostrava-Poruba,
Ceska republika.

2. INVESTIGATOR AND INSTITUTION

2. ZAVAZEK ZKOUSEJICIHO

COMMITMENT

A ZDRAVOTNICKEHO ZARIZENI

2.1 The Investigator and Institution
agree 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, especially
following Laws and Directives of the Czech
Republic: Act No. 378/2007 Coll., on Medicines, as
amended, Act No. 372/2011 Coll. On Healthcare
Services, as amended, Decree No. 226/2008 Coll.
On Good Clinical Practice and more detailed
conditions on clinical trials of medicines, as

2.1 Zkousejici a zdravotnické zafizeni
souhlasi, Ze provedou klinickou  studii:
.Randomizovana, dvojité zaslepena,
multicentrickd studie faze 3 k vyhodnoceni
bezpecnosti a ucinnosti nitrozilné podavaného
pripravku iclaprim oproti pripravku vankomycin
pri lécbe akutnich bakterialnich infekci kiize a
koznich struktur, u nichz existuje podezieni nebo je
potvrzeno, Ze jsou zplisobeny grampozitivnimi
patogeny “ (dale jen ,studie”) v souladu
s protokolem (jak je definovan nizZe), ustanovenimi
této smlouvy, vSemi piislusnymi predpisy, kterymi
se fidi ochrana lidskych pacientii, v€etné pokyni
pro spravnou klinickou praxi Mezinarodni
konference o harmonizaci  (,,ICH®), véetné
Helsinské deklarace a pokynu Evropské komise ke
spravné Klinické praxi (EC-GCP) (je-li to
relevantni a v takové mife, kdy tyto pokyny nejsou
v rozporu s platnymi zékony a piedpisy), a viemi
ostatnimi platnymi zé&kony, pravidly a predpisy,
zejména nasledujicich zikonti a vyhlasek Ceské
republiky: zakona ¢. 378/2007 Sb. o léCivech, v
platném znéni, zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni, vyhlasky ¢.
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amended and Act. No. 101/2000 Coll. on protection
of personal data, as amended. The Institution and
the Investigator agree 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”).

226/2008 Sb. o spravné klinické praxi a bliZSich
podminkéach klinického hodnoceni, v platném
znéni a zakona ¢. 101/2000 Sb., o ochrané
osobnich udajii, v platném znéni. Zdravotnické
zafizeni a zkouSejici souhlasi, Ze zajisti, aby
vSichni zaméstnanci, zastupci a pracovnici, ktefi
pracuji na studii nebo poskytuji sluzby dle této
smlouvy (,,pracovni tym studie”), tyto sluZzby
poskytovali v souladu s protokolem, ustanovenimi
této smlouvy, spravnou Klinickou praxi a platnymi
zdkony  apfedpisy. Studie je  soucasti
multicentrické studie, ktera je provadéna podle
protokolu  ICL-24-ABSSSI2-01  (ddle jen
Lprotokol*).

2.2 Enrollment of each Study subject
over the Enrollment Maximum requires the
agreement of Covance and the Sponsor and can be
done upon written notice from Sponsor or Covance.
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 Zatazeni kazdého pacienta studie
nad maximalni pocet zafazenych pacientl
vyzaduje souhlas spolecnosti Covance
a zadavatele alze ho provést pouze na zakladé
pissmného pokynu zadavatele a spole¢nosti
Covance. Nehled¢ na to, zda bylo dosazeno
maximalntho  poctu  zafazenych  pacientd,
zkousejici ihned zastavi zafazovani pacientii do
studie, pokud od spolecnosti Covance nebo od
zadavatele obdrzi ozndmeni, Ze ma prestat
zafazovat pacienty do studie. Pro ucely této
smlouvy je hodnotitelny ptipad definovan jako
pacient studie, ktery se kvalifikuje pro Gcast ve
studii v souladu s kritérii pro zatazeni a vyfazeni
uvedenymi v protokolu a ktery dokon¢i celou
lécbu a dostavi se na pozadovany pocet navstév
vsouladu s protokolem. Pojem hodnotitelné
ptipady zahrnuje pacienty studie, ktefi ze studie
vystoupili kvili nedostate¢né ucinnosti nebo z
dtivodu vyskytu nezadoucich piihod, u nichZ se
ma za to, ze mozna nebo pravdépodobné souviseji
s Iclaprimem, a kteii jsou nasledné sledovani podle
pozadavki protokolu.

The Institution and Investigator understand and
agree that all Study subjects must be randomized
before XXX. 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.

Zdravotnické zafizeni a zkouSejici rozuméji
a souhlasi, Ze vSichni pacienti studie musi byt
randomizovani do XXX. Zadavatel muze
pisemnym oznamenim zménit dobu trvani studie.
Po tomto datu nesméji byt bez predchoziho

pisemného  svoleni  spolecnosti ~ Covance
a zadavatele randomizovani  Zadni  pacienti.
Vsichni  pacienti, ktefi nespliuji  kritéria

hodnotitelného ptipadu, budou nahrazeni, pokud
jesté neskoncilo obdobi naboru.

2.3 The Institution  and  the
Investigator agree that no other investigator may

2.3
a zkousejici

zafizeni
bez predchoziho

Zdravotnické
souhlasi, ze
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be substituted for the Investigator without prior
written approval of the Sponsor and the 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 an Amendment to this Agreement
will be made to reflect the change of the
Investigator. 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.

pisemného souhlasu zadavatele a etické komise
(LEK®) nelze zkouSejiciho nahradit Zadnym
jinym zkouSejicim. V ptipadé, Ze zkousejici
nemuze provadét nékteré z Cinnosti ve studii
z divodu, které jsou mimo priméfeny vliv
zdravotnického zafizeni nebo zkousejiciho,
zdravotnické zafizeni neprodlené informuje
zadavatele. Zadavatel se mlze se zdravotnickym
zafizenim dohodnout na pfipadné nahradé
a v takovém piipadé€ bude uzavien dodatek k této
smlouvé  odrazejici zménu  zkousejiciho.
Zdravotnické zafizeni vynalozi veskeré usili
k nalezeni aziskani nahradniho zkousejiciho,
ktery bude pro zadavatele pfijatelny. Pokud se
zadavatel a zdravotnické zafizeni nemohou
dohodnout na nahradnim zkouSejicim, mulze
zadavatel tuto smlouvu s okamZitou platnosti
ukoncit.

2.4 The Investigator and the
Institution hereby acknowledge and agree that
each shall:

2.4 Zkousejici a zdravotnickeé
zafizeni timto berou na védomi a souhlasi, Ze
kazdy z nich:

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 EC reporting
obligations.

a) bude spolupracovat se
zadavatelem aspolecnosti Covance a jejich
piislusnymi zastupci pii veSkerém jejich usili

Osledovani  studie, véetné nésledujiciho:
(i) Umozni, aby osoby uréené spolecnosti
Covance a/mebo  zadavatelem  provadély

pravidelné monitorovaci navstévy na pracovisti
studie, a (ii) bude dodrzovat veskeré ptislusné
povinnosti  tykajici se informovani EK
zdravotnického zatizeni.

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 dané¢ho
S pfiméfenym ptedstihem (s vyjimkou piipadt
,duvodnych® navstév, ukterych se piedchozi
oznameni nevyZaduje) av bézné pracovni dobé
umozni monitorovi navstivit pracovisté studie
pred zahijenim studie, vjejim pribéhu a po
jejim skonceni za Géelem 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

d) Poskytne spole¢nosti
Covance, zadavateli a/nebo monitorovi ptfimy
ptistup ke vSem udajim, zdznamtim, informacim
a dokumentim, které se tykaji studie, vCetné
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subject records.

riznych zdrojii zaznami o pacientech studie.

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

2.5 ZkouSejici se bude osobné
schazet s monitorem nejméné kazdou druhou
monitorovaci navstévu nebo tak, jak monitor
bude poZadovat.

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

2.6 Zkousejici pfed planovanou
monitorovaci navstévou vcas vyplni veskeré
Udaje a zahrne vSechny Udaje 0 navstévach vsech
pacientd do formulafe CRF (,,Clinical Report
Form“).  ZkouSejici  zkontroluje  v3echny
formulafe CRF, zda jsou pfesné, autentické,
Uplné a citelné.

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

2.7 Zdravotnické zatizeni
a zkousejici vyiesi pied planovanou
monitorovaci navstévou vSechny nezodpovézené
dotazy.

2.8 Prior to a scheduled monitoring
visit and using the Study specific forms provided
by the Sponsor/Covance, the Investigator shall:

2.8 Pfed planovanou monitorovaci
navs§tévou  zkouSejici pomoci  specialnich
formulait pro studii, které poskytne zadavatel
nebo spole¢nost Covance:

a) complete the Study site drug inventory
log; and

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

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

b) vyplni formular evidence
hodnoceného léku (drug accountability form) pro
vSechny pacienty studie.

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

ZkousSejici / zdravotnické zafizeni chapou, ze
tento oddil 2.8 kromé 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”);

0] kompletni
dokumentaci vydavani hodnoceného 1€ku, véetné
konkrétn¢  Iclaprimu, a jakychkoli  jinych

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

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

received; and

(if) vraceni veSkerého
nepouZitého klinického materidlu nebo jinych
piijatych materialt pro studii; a

(iii) recording destruction
if required at Study site.

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

29 In accordance with Decree No.
226/2008 Coll., Clinical Supplies will be stored in
Institution’s Pharmacy, which shall be compliant

2.9 Klinicky material bude v
souladu s vyhlaskou ¢&. 226/2008 Sb., v platném
znéni, uskladnén v Lékarné zdravotnického
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with all applicable laws and regulations, including
without limitation, the conditions of Good
Pharmaceutical Practice guidelines, related State
Institute for Drug Control regulations and ensures
that Clinical Supplies will be handled only by
authorised personnel. The Institution and the
Investigator shall use the Clinical Supplies, solely
for the purpose of properly completing the Study
and shall ensure Institution’s Pharmacy maintains
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, Institutin’s  Pharmacy and the
Investigator are responsible for the handling,
storing, dispensing and accounting for the Clinical
Supplies. Institution’s Pharmacy will be
responsible for receiving shipments of Clinical
Supplies and Clinical Supplies dispensing to
Investigator or authorised person. Clinical
Supplies that will not be used in the study will be
returned by Institution and Investigator to the
Sponsor. Institution will ensure at the Sponsor’s
request its disposal at expense and by the
instructions of the Sponsor. This arrangement
applies to all materials supplied by the Sponsor in
accordance with the Study, for which elapsed the
shelf time.

zafizeni, ktera bude dodrZovat vSechny platné
zakony a piepisy, vCetné napiiklad podminek
spravné lékarenskeé praxe, souvisejicich pokyna
SUKL a zaru¢uje manipulaci s materialem pouze
opravnénymi osobami.

Zdravotnické  zafizeni azkouSejici  budou
pouzivat klinicky material vyhradné za ucelem
fadného provedeni studie a budou jej vzdy
uchovavat na uzamceném, zabezpeceném misté
v souladu s protokolem a pokyny spole¢nosti

Covance a/nebo zadavatele. Zdravotnické
zafizeni a zkouSejici jsou odpovédni za
manipulaci s klinickym  materidlem, jeho
skladovani, vydavani a evidenci.

Lékarna  Zdravotnického  zafizeni  bude
zodpovidat za pfijem =zasilky Klinického
materidlu a vydej Klinického materialu

zkousejicimu nebo jim povérené osobé. Klinicky
material, ktery nebude pouZit v rdmci studie,
vrati  Zdravotnické zafizeni a  zkouSejici
zadavateli. Na vyzvu Zadavatele zajisti
Zdravotnické zatizeni jeho likvidaci na naklady a
dle pokyni Zadavatele. Toto wujedndni se
vztahuje i na veSkery materidl dodany
Zadavatelem v ramci studie, u néhoz ubéhla doba
pouZitelnosti.

2.10  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 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
Study in accordance with applicable law; and (c)
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
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.

2.10  ZkouSejici poskytne dtikaz, Ze
ma pozadovanou dokumentaci pro provadéni
studie v souladu se vSemi platnymi zakony a
predpisy a se zdsadami zdravotnického zafizeni,
avprubéhu studie bude spolecnosti Covance
a zadavateli neprodlen¢ poskytovat piipadné
aktualizace nebo zmény. Aby se piedeslo
pochybnostem,  zkouSejici musi a) zajistit
ziskani veskerych potiebnych revizi a schvaleni
ze strany EK vsouladu splatnymi zakony
a predpisy; b) zajistit, aby byl od vSech pacientu,
ktefi budou zafazeni do studie, ziskdn pisemny a
podepsany (ptipadn¢  ufedné overeny)
informovany souhlas pacienta studie v souladu
S platnymi zakony, a c¢) dovolit spole¢nosti
Covance, zadavateli a sesterskym spole¢nostem
zadavatele a jejich zastupcim, aby ziskavali,
pouZivali azvetejiovali veSkeré chranéné
zdravotni informace pro veskeré tcely, které jsou
nutné k aspésnému dokonceni studie a vyuZziti
jejich vysledkii, véetné napiiklad monitorovani
studie, shromazd’'ovani a analyzy udaji
0 pacientech studie a pfipravy a podavani hlaseni
regulacnim organtim.
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211 The Investigator and 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 EC). Any revisions made to
recruitment materials and informed consent forms
require Sponsor’s prior review and written
approval.

2.11  Zkousejici a zdravotnickeé
zafizeni budou pouzivat pouze ty naborové
materidly (napf. reklamy, dopisy pacientim
studie, pfedem piipravené ¢lanky v tisku atd.)
a formulare informovaného souhlasu, které byly
zkontrolovany a schvaleny zadavatelem (kromé
revize ze strany EK). Jakékoli Upravy provedené
v naborovych materialech a formulatich
informovaného souhlasu musi byt pfedem
zkontrolovany a schvéleny zadavatelem.

2.12  The Investigator shall:

2.12  Zkousejici:

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) bude zajistovat celkovy dozor nad
studii v celém prabéhu studie a bude odpovédny
za piimy dohled nad pracovnim tymem studie;

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

b) zdokumentuje jakékoli delegovani
pravomoci vést studii na fadn¢ vyskolené osoby;

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

c¢) bude udrzovat pravdivé, presné,
Citelné auplné formulate CRF a zaznamy
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 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 adverse events;

d) zajisti, Ze veSkeré zavazné nezadouci
prihody (jak jsou definovany v dokumentu ICH
Harmonised Tripartite Guideline: Guideline for
Good Clinical Practice ze dne 10. ¢ervna 1996)
budou nahlaseny okamzité a veSkeré neZzadouci
prihody (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
v kazdém pripadé telefonicky nebo faxem
spole¢nosti Covance, zadavateli a EK. VeSkera
oznameni ucinéna telefonicky musi byt do
24 hodin  potvrzena  pisemné.  ZkouSejici
a zdravotnické zatizeni budou spolupracovat se
spolecnosti Covance a se zadavatelem pfi 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) zajisti, Ze veSkerou poZadovanou
dokumentaci studie (v€etné naptiklad formulait
CRF, elektronickych formulara CRF,
randomizacnich systémil, screeningu, protokoll

0 zafazovani a randomizaci, protokolu
o delegovani pravomaoci, protokolu
0 informovanych souhlasech, evidence 1¢ku)

budou vytvaret a budou Kk ni mit pfistup pouze
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opravnéni Clenové 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) zajisti, Ze wvSechna zdrojova data
(elektronickd i neelektronickd) budou
zptistupnéna k monitorovani za tcelem ovéteni

zdrojovych dat.

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

Zkousejici a zdravotnické zafizeni timto rozumi
a souhlasi, ze pfi nesplnéni né&kterych z vyse
uvedenych ukoli mize dojit na zakladé
rozhodnuti k zadrZeni platby.

213 The Investigator and the
Institution, in each case, as applicable, represent
and warrant the following:

a zdravotnické
dle potieby,

2.13  ZkouSejici
zafizeni, vkazdém pripadé
prohlasuji a zarucuji nasledujici:

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

a) po uzavieni a naplnéni
smlouvy tato smlouva pifedstavuje zakonny,
platny  azdvazny  souhlas  zkouSejiciho
a zdravotnického zafizeni, ktery je vynutitelny
v souladu s jeho podminkami;

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

b) zkouSejici ziskal abude
udrzovat veskeré licence, opravnéni, souhlasy
arevize, které jsou vyzadovany piislusSnymi
statnimi organy K provadéni Cinnosti 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) zkoudejici je  wvySkolen
a kvalifikovan k provadéni klinickych hodnoceni
Vramci pracovisté, na kterém bude provadet
studii, a pracovni tym studie, ktery na studii
pracuje, bude dodrzovat vSechny pfislusné
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 dedicated, proper and punctual

d) zkouSejici ma a bude mit
k dispozici dostatek zdroji a ¢asu pro obétavé,
nalezité a piesné provadéni studie v souladu

performance of the Study in accordance with the | s poZzadavky protokolu a ustanovenimi této
Protocol requirements and the terms of this | smlouvy.
Agreement.

e) neither the Institution, the e) zdravotnické zafizeni,

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

zkousejici ani €Elenové pracovniho tymu studie
provadéjici studii pod vedenim zkousSejiciho
nebyli vylouCeni zucasti na zadném statnim
programu zdravotni péce, zadny regulacni nebo
vladni organ jim nezakazal provadéni klinickych
hodnoceni nebo Géast na klinickych hodnocenich

participating in clinical trials or is under | ani se z takovychto klinickych hodnoceni sami
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investigation by any governmental authority in
proceedings that could lead to debarment,
exclusion or any such action in any country, and
the Institution and the Investigator shall notify
Covance and the Sponsor immediately if any such
investigation, exclusion, debarment, or ban
occurs.  The Institution and the Investigator
acknowledge that any such debarment, exclusion
or ban, or any threat thereof, may result in
immediate termination of this Agreement.

dobrovoln€¢ nevytadili, ani nejsou vySetfovani
Zadnym vladnim organem v fizeni, které by
mohlo vést k zakazu, vylouceni nebo podobnému
kroku v jakékoli zemi, azdravotnické zatizeni
a zkous$ejici neprodlené informuji spole¢nost
Covance a zadavatele, pokud by k néjakému
takovému vysetfovani, vyfazeni, vylouceni nebo
zékazu doslo. Zdravotnické zafizeni a zkouejici
berou na védomi, Ze jakékoli takové vylouceni,
vyfazeni nebo zdkaz ¢i situace, kdy takova
opatfeni hrozi, mize vést kokamzitému
ukonceni této smlouvy.

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

ZkousSejici chape, Ze je piisné zakazano sdilet
jméno/heslo jednotlivého uZivatele
v jakémkoli elektronickém systému mezi vice
uZivateli.

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

Zkousejici chape, Ze je prisné zakazano
delegovat jakékoli povinnosti zkousejiciho na
monitora studie.

3. BUDGET AGREEMENT

3. DOHODA O ROZPOCTU

The Institution, the Investigator 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.  An estimated total value of the
reimbursement to be paid under this Agreement
based on enrollment of XXX that have completed
all Study cycles and procedures in accordance to
the Protocol is 1,471,481.65 CZK. 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, zkouSejici 1 spolecnost
Covance si prostudovali aschvaluji prilozeny
rozpocet, na jehoz zakladé bude spolecnost
Covance  jménem  zadavatele  poukazovat
zdravotnickému zafizeni platby za provadeni
studie v souladu stouto smlouvou. Odhadovana
celkova hodnota nakladi, které maji byt vyplaceny
v rdmci této smlouvy na zaklad¢ zatazeni XXX,
které dokoncily vSechny cykly a postupy v souladu
s protokolem je 1,471,481.65 CZK. Tato platbha za
pacienta studie také zahrnuje vSechny ukoly, které
museji zkousejici a zdravotnické zatizeni provadét
dle platnych zakond, predpisi a smérnic.
Zdravotnické  zafizeni a zkouSejici  neobdrZi
odménu za zadné pacienty studie, kteti byli
zatazeni do studie bez ftadn¢ podepsaného
informovaného souhlasu. Pfilozeny kontrolni
seznam rozpo¢tu bude zakladem pro vypocet a
uhradu vSech vydajt souvisejicich se studii.

Payments due and payable under this Agreement
are solely to reimburse the Institution and the
Investigator 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 reimbursement for any

Platby, které jsou splatné dle této smlouvy,
piedstavuji pouze nahradu nakladd
zdravotnického  zafizeni a zkouSejiciho na
provadéni studie v souladu s podminkami
a ustanovenimi protokolu a této smlouvy, vetné
provadéni pozadovanych zdravotnickych
a dalSich postupt, jak je uvedeno v protokolu.
Tyto platby nebudou zahrnovat uthradu téch
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items or services provided to Study subjects that
are reimbursed or reimburseable by a third party
payor as set forth in the Budget.

predmét nebo sluzeb poskytovanych pacientim
studie, které jsou proplaceny nebo maji byt
proplaceny tfeti stranou, jak je uvedeno
V rozpoctu.

The Institution and the Investigator agree that
neither shall 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, neither Institution nor Principal
Investigator shall 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 a zkouSejici souhlasi, Ze
nikdo znich nebude pacientim studie, jejich
pojistovné ani tfetim stranam nic UCtovat,
poZadovat po nich platby nebo vznaSet poZadavky
na nahradu za hodnoceny 1€k, pfipravek nebo
postup v radmci studie vrozsahu, ve kterém byly

tyto uhrazeny nebo proplaceny spolecnosti
Covance. Zdravotnické zafizeni ani hlavni

zkousejici navic nebudou zahrnovat naklady na
takovy hodnoceny €k, produkt nebo postup
v rdmci studie do hlaSeni pro platce, ktery je treti
stranou, pokud byl tento uhrazen nebo proplacen
spole¢nosti Covance.

Payments will be made quarterly based on invoices
issued by Institution with a maturity of 30 days
after the invoice receipt.

Payments will be made based on electronic case
report form data and any additional information,
which may be requested by Covance.Billing will be
based on documents for issuing and invoice
supplied by the Sponsor/Covance, where will be
marked summary of subjects visits and the number
of individual tests performed.

Platby budou provadény c¢tvrtletné na zaklade
faktur vystavenych zdravotnickym zafizenim se
splatnosti do 30 dni ode dne obdrZeni faktury.
Platby budou vychédzet zudaji elektronickych
formulait  CRF  aveskerych  dopliikovych
informaci, které si muze spole¢nost Covance
vyzadat. Fakturace bude probihat na zaklade¢
podkladi pro vystaveni faktury dodanych
zadavatelem/Covance, kde bude vyznacen piehled
uskutecnénych navstév subjekt hodnoceni a pocty
jednotlivych provedenych vySetieni.

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, ktefi nesplni kritéria pro
zafazeni a vyfazeni podle protokolu nebo
u kterych se udélaji vazné odchylky od protokolu,
nebude provedena 7Zadnd UGhrada. Strany se
dohodly, Ze Ghrada za kvalifikujici se pacienty,
kteti neabsolvuji vSechny navstévy ve studii, bude
vypoctena pomémé 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

Pribézné platby budou provadény v pravidelnych
splatkdch v souladu srozpoétem 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 apiijme vSechny formulate CRF,
zkouSejici tadné podepise vSechny pfislusné
Z&dosti 0 objasnéni dat (data clarification form —
DCF), zadavatel a/mebo spolecnost Covance
obdrzi a schvali viechny poZadované dokumenty
pro regulaéni organy, vSechny nepouzité materialy
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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 payments if applicable less
the total already paid.

budou vraceny zadavateli nebo spolecnosti
Covance a budou splnény vSechny ostatni
prislusné podminky stanovené v této smlouvé.
Budou urceny celkové skutecné (pomémné
rozdélené) naklady akonefna splatka se bude
rovnat celkové ¢astce a dalSim piipadnym platbam
po odecteni jiz uhrazené Castky.

The Investigator and the Institution agree that
reimbursement of Study fees shall be payable by
Covance directly to the Institution. Payments of
remuneration outlined in this article and in Exhibit
No. 1 represent the sole means of financial
settlement between the Parties. Sponsor/Covance
hereby declare that they have not entered into a
separate agreement with the Investigator on the
remuneration of the Study. Institution agrees that
the remuneration will be split between Institution,
Investigator and his study team after deducting the
costs according to the internal regulations of
Institution. Investigator and Institution agree that
allocations of all such payments made under this
Section are consistent with the agreement by and
between Investigator and Institution. Sponsor shall
have no obligation to make payments to any other
person or entity, including to Investigator , any
Study Team Staff, or their respective employees or
agents. Investigator and Study Team Staff shall
not have any recourse against Sponsor for any
amounts owed to any Party hereunder or any sub-
contract agreement between Investigator and/or
Study Team Staff and Institution and Investigator
that are paid to Institution, regardless of whether
Institution actually distributes such amounts to
Investigator or Study Team Staff.

Zkousejici a zdravotnické zafizeni souhlasi, Ze
nahradu poplatkli za studii zaplati spole¢nost
Covance pfimo zdravotnickému zafizeni. Platby
odmény uvedené v tomto ¢lanku a ptiloze €. 1
predstavuji jediny a vyluény zptsob finan¢niho
vyporadani mezi smluvnimi stranami.
Zadavatel/Covance timto prohlasuji, ze neuzavieli
se zkouSejicim separatni smlouvu na odménu za
provedeni studie. Zdravotnické zatizeni souhlast,
Ze odména bude mezi Zdravotnické zafizeni a
zkousejiciho a jeho studijni tym rozdélena po
odecteni nakladi podle wvnitinich ptedpist
Zdravotnického zatizeni.

Zkousejici a zdravotnické zafizeni souhlasi, Ze
alokace vSech téchto plateb provedenych v ramci
tohoto oddilu jsou v souladu s dohodou mezi
zkouSejicim a  zdravotnickym  zafizenim.
Zadavatel nema povinnost provadét platby ve
prospéch jakékoli jiné osoby nebo subjektu,
veetné zkousejiciho a ¢lent studijniho tymu nebo
jejich zaméstnanci ¢i zastupct. ZkouSejici a
¢lenové studijniho tymu se nemohou obracet na
zadavatele kvili jakymkoliv finan¢nim zavazkim
jakékoliv strany této smlouvy ¢i jakékoliv
subdodavatelské smlouvy mezi zkouSejiccim
a/nebo  Cleny studijntho tymu a mezi
zdravotnickym zafizenim a zkousejicim, které
jsou placeny zdravotnickému zafizeni, bez ohledu
na to, zda zdravotnické zafizeni skuteéné rozdélilo
tyto castky zkouSejicimu ¢i Clenim studijniho

tymu.

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

Rozpocet lze 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 zajmu
transparentnosti  finanéniho vztahu zadavatele
s klinickymi zkouSejicimi a pracovisti klinickych
studii mize zadavatel shromazd’ovat, seskupovat,
vykazovat a jinak zvefejiiovat financovani spojené
Stouto smlouvou, vcetn¢ plateb zaplacenych
zdravotnickym zafizenim a jednotlivetim.
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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 Investigator and/or Institution to
the Covance monitor or auditor or any auditor from
the Sponsor. Upon further request from Covance or
the Sponsor, the Investigator and/or Institution
agree to provide necessary clinical data
queries/corrections or other requests in a timely
manner to the Covance monitor or the Sponsor
monitor.  The Investigator and the Institution
generally agree, 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 spole¢nosti Covance nebo zadavatele
zpiistupni zkousSejici a/nebo zdravotnické zatizeni
monitorovi nebo auditorovi spole¢nosti Covance
nebo jakémukoli auditorovi od zadavatele veSkeré
klinické¢ tdaje, vcetné¢ formulait CRF, zprav
Osledovani pacienti, zdrojové dokumentace
a dalSich relevantnich informaci, které byly
vytvofeny jako vysledek studie. Zkousejici
a/nebo zdravotnické zafizeni souhlasi, Zze na
zaklad¢ dal$i Zadosti spolecnosti Covance nebo
zadavatele v€as poskytnou monitorovi spolecnosti
Covance nebo zadavatele potiebné opravy nebo
odpovédi na dotazy tykajici se klinickych dat nebo
vyhovi  jinym pozadavkim. Zkousejici
a zdravotnické zafizeni obecné souhlasi, ze budou
dle potieby pln€ spolupracovat pii vSech auditech

studie  provadénych  spolecnosti ~ Covance,
zadavatelem,  pfislusnymi  stitnimi  nebo

regulanimi organy a jejich pfisluSnymi zastupci.

The Investigator and/or 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 spole¢nosti Covance nebo zadavatele
nebo statniho ¢i regula¢niho organu umozni
zkouSejici  a/nebo  zdravotnické  zafizeni
auditorim od spole¢nosti Covance, zadavatele
nebo statniho ¢i regulaéniho orgdnu navstivit
pracovisté studie za ucelem provedeni kontroly
vSech zdznami a procesi studie na miste studie,
véetné pristupu ke vSem zdravotnim zaznamuim
pacientd, ktefi prosli screeningem a byli zatazeni
do studie, veSkeré dokumentaci tykajici se
souhlast, laboratornim  zpravam  a dal3im
relevantnim informacim, které byly vytvoieny
jako vysledek studie.

The Institution and the Investigator 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

Zdravotnické zafizeni a zkouSejici: a) poskytnou
spole¢nosti  Covance  azadavateli  kopie
veskerych dotazli, korespondence a komunikace
mezi zdravotnickym zafizenim a statnimi nebo

regulacnimi organy ohledné studie;
b) neprodlen¢ informuji spole¢nost Covance
a/nebo zadavatele o jakychkoli  ozndmenich

0 kontrole ze strany regula¢nich organti, ktera
obdrzi pracovisté studie, a budou se spole¢nosti
Covance nebo se zadavatelem spolupracovat pfi
pripravnych ¢innostech na jakoukoli kontrolu,
véetné auditt; ¢) budou napomocni pii provadéni
regulacnich kontrol ze strany statnich nebo
regulatnich orgdni a wumozni pfitomnost
pracovnikii  spole¢nosti  Covance  a/nebo
zadavatele v pribéhu kontroly; a (d) budou
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Study.

v kontaktu se spole¢nosti Covance nebo se
zadavatelem pii pripravé reakce na zjisténi
regulacni inspekce tykajici se studie.

The Institution and the Investigator 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 zatizeni a zkouSejici vynaloZi
pfiméfené usili, aby oddélili a nevyzradili
jakékoli divérné informace, které neni nutné
vyzradit v pribéhu auditu provadéného statnim
nebo regula¢nim 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.

Institution has the right to terminate this Agreement
upon 30 days prior written notice if the EC does not
approve Sponsor Protocol amendment or in the
reasonable determintion of the Investigator and
Institution, following consultation with the Sponsor,
the Study should be terminated in the interest of
protecting patient health and safety. Institution shall
collaborate with Covance and/or Sponsor for the
Study closeout and related transition activities.

Expected duration of the Study after execution of
this Agreement is until 30 August 2017. Any
deviation of the actual duration from the expected
duration longer than 6 months requires a change to
this Agreement in the form of a written
notification.

Tato smlouva nabyva Ginnosti v den, Kkdy ji
podepii  vSechny smluvni strany, a zistane
v platnosti az do dokonceni nebo ukonceni studie
¢i ukonceni této smlouvy podle toho, co nastane
drive.

Zdravotnické zafizeni ma pravo ukonéit tuto
smlouvu po 30 dnech po predchozim pisemném
oznameni, pokud EK neschvali dodatek protokolu
zadavatele ¢i  po pfiméfeném  rozhodnuti
zkousejictho ¢i  zdravotnického zafizeni, po
konzultaci se zadavatelem, Ze ma byt studie
ukoncena, pokud je to v zajmu ochrany zdravi a
bezpe€nosti pacienta. Zdravotnické zafizeni musi
spolupracovat s Covance a /nebo zadavatelem pro
uzavieni studie a souvisejici prechodné aktivity.

Predpokladané trvani studie po podepsani této
smlouvy je do 30. srpna 2017. Jakékoliv odchylka
ve skutecné dobé od predpokladané doby delsi nez
6 mésicti vyzaduje zménu této smlouvy ve formé
pisemného oznameni.

It is agreed that Covance or the Sponsor may
terminate this Agreement and the Investigator’s
and/or the Institution’s participation in the Study at
any time, with or without cause.

Bylo dohodnuto, Ze spole¢nost Covance nebo
zadavatel mohou kdykoli ukoncit tuto smlouvu
aucast zkouSejictho a/mnebo zdravotnického
zafizeni na studii, a to S udanim divodu nebo bez
udani diivodu.

Immediately upon receipt of a notice of
termination, the Institution and the Principal
Investigator 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 expenses.

Ihned po pfijeti vypovédi smlouvy zdravotnické
zatizeni a hlavni zkouSejici piestanou zafazovat
pacienty do studie, u pacientd, ktefi jiz byli do
studie zafazeni, prestanou v lékafsky piipustném
rozsahu provadét postupy souvisejici se studii
anebudou vynakladat Zadné daldi naklady
a vydaje.

Upon completion or termination, the sum payable

Pii dokon¢eni nebo ukonceni bude ¢astka splatna
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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 or the
Investigator pursuant to this Agreement, but already
paid, shall be deducted from final payment to the
Institution or the Investigator. Should the
Institution or the Investigator 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 or
Investigator.

dle této smlouvy omezena na pomérnou cast
poplatkii dle skute¢né fadné poskytnutych sluzeb,
jak  bude uréeno wvsouladu s platebnimi
podminkami této smlouvy arozpoc¢tem studie.
Jakékoli castky, které nemaji byt zdravotnickému
zatizeni nebo zkousejicimu zaplaceny dle této
smlouvy, ale uz byly uhrazeny, budou odecteny
zkonecné platby zdravotnickému zafizeni nebo
zkousejicimu. Pokud zdravotnické zafizeni nebo
zkousejici jiz obdrzeli platby pfesahujici skutecné
splatné pomérné Castky, preplatek bez pratahd
vrati spole¢nosti Covance.

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

Pii dokonéeni nebo ukonceni studie nebo této
smlouvy zdravotnické zafizeni a zkouSejici
neprodlené vrati spolecnosti Covance nebo
zadavateli veSkery nepouZzity klinicky material,
vybaveni, duSevni vlastnictvi a materialy a kopie
diavérnych informaci.

6. INDEMNIFICATION AND INSURANCE

6. ODSKODNENI A POJISTENI

The Institution and the Investigator 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 attorneys’ fees, 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 zafizeni a zkouSejici nesou vyhradni
odpovédnost a vyslovn¢ souhlasi, ze spolecnost
Covance, zadavatele ajejich piislusné vedouci
pracovniky, ¢leny predstavenstva, zaméstnance a
zastupce ajejich prislusné nastupce, dédice a
postupniky odSkodni, budou branit a zbavi
odpovédnosti v souvislosti s jakoukoli
odpovédnosti, naroky, ztratami, Skodami, naklady,
veetné palmare, které vyplynou z nasledujiciho:
a) zdravotnické zafizeni, zkousejici nebo pracovni
tym studie se dopusti nedbalého nebo
protipravniho  jednani ¢i  opomenuti nebo
umyslIného nespravného jednani; b) zdravotnické
zatizeni, zkouSejici nebo pracovni tym studie
nedodrZi protokol, pokyny od zadavatele nebo jim
povéfené osoby a/nebo platné mistni zakony,
predpisy, pravidla, nafizeni asmérnice, vCetné
napriklad téch, které se tykaji ochrany lidskych
pacienti  aprozrazovani  osobnich  udaji;
C) zdravotnické =zafizeni, zkousejici nebo clen
pracovniho tymu studie poskytne neopravnéné
zaruky  ohledné¢ hodnoceného Iéku nebo
srovnavaciho ¢i  podpirného  produktu; a
d) zdravotnické zafizeni, zkousejici nebo kterykoli
¢len pracovniho tymu studie porusi tuto smlouvu.

Institution has concluded insurance contract in
accordance with § 45 para. 2 point. n) of the Act of
Czech Republic no. 372/2011 Coll., on Health

Zdravotnické zafizeni ma v souladu s § 45 odst. 2
pism. n) zakona Ceské republiky ¢. 372/2011 Sb.,
0 zdravotnich sluzbach, uzavienou pojistnou
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Services, to cover its liability for damage caused in
connection with provision of health services.

smlouvu o pojisténi své odpovédnosti za Skodu
zpusobenou v souvislosti s poskytovanim
zdravotnich sluzeb.

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

Zdravotnické zafizeni na pozadani poskytne kopii
prislusného pojistného kryti zakonné
odpovédnosti.

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 a vztahuji se na néj pojistné smlouvy
zdravotnického  zafizeni, nemusi zkousSejici
uzavirat samostatné pojistné smlouvy.

Sponsor concluded in accordance with § 52
paragraph. 3 point. f) of the Act no. 378/2007 Coll.,
on Pharmaceuticals, as amended, liability insurance
for the Sponsor and the Investigator, which covers a
compensation in case of death of the trial subject or,
in the case of damage to health of the subject as a
result of the Study conduct. Sponsor is required to
maintain the aforementioned insurance in force for
the duration of the Study. Insurance certificate is
attached as Exhibit 3 to this Agreement.

Zadavatel uzaviel dle § 52 odst. 3 pism. f) zakona
¢. 378/2007 Sb., o léCivech, v platném znéni,
pojisténi odpovédnosti za Skodu pro zadavatele a
zkousSejiciho, jehoZ prostiednictvim je zajisténo i
odskodnéni v piipadé smrti subjektu hodnoceni
nebo v ptipad¢ Skody vzniklé na zdravi subjektu
hodnoceni v dasledku provadéni klinického
hodnoceni. Zadavatel je povinen vySe uvedené
pojisténi udrzovat v platnosti po celou dobu trvani
klinického hodnoceni. Pojistny certifikat tvoii
ptilohu €. 3 této smlouvy.

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 mtize 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“), a umoznit jeho pouzivani
zdravotnickym zafizenim pii provadéni studie.
Zdravotnické zafizeni bude veskeré takové
vybaveni a/nebo duSevni vlastnictvi pouZzivat
v souladu s piilohou 2, kterd je pfipojena 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 Investigator or the
Institution directly or indirectly by the Sponsor or
prepared or developed by the Investigator or 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

VSechno vybaveni, dusevni vlastnictvi, materialy,
dokumenty, Udaje, informace a navrhy jakéhokoli
druhu a popisu, které zkouSejicimu nebo
zdravotnickému zafizeni dodal pfimo ¢i nepfimo
zadavatel nebo které byly pfipraveny ¢i vyvinuty
zkousejicim nebo  zdravotnickym  zafizenim
v souladu se smlouvou nebo které jsou vysledkem
sluzeb poskytovanych vramci této smlouvy,
budou vyhradnim a vyluénym majetkem
zadavatele a bude se snimi zachazet jako
s divérnymi informacemi (jak jsou definovany
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materials, documents, data and information.

nize). Zadavatel ma prdvo tyto materialy,
dokumenty, Udaje a informace pouZzit zcela dle své
vlastni Gvahy.

8. CONFIDENTIAL INFORMATION

8. DUVERNE INFORMACE

The Investigator and the Institution agree 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 Investigator or 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 Investigator and the
Institution agree 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 Investigator and 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
Investigator, the Study Team Staff or the
Institution, as applicable, (b) is obtained by the
Investigator or 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 Investigator or the
Institution, as applicable, as indicated in their
contemporaneous written records. The Institution
and the Investigator 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.

Zkousejici a zdravotnické zafizeni souhlasi, Ze
viechny materidly, dokumenty, (daje, navrhy
ainformace, které obdrzeli od spolecnosti
Covance nebo zadavatele ¢i jejich jménem, a
viechny materidly, dokumenty, Udaje, zpravy
ainformace  vyvinuté  zkouSejicim  nebo
zdravotnickym zafizenim v souvislosti se studii
pro zadavatele jsou abudou povaZovany za
divérné (spolecné ,,davémé informace™) a budou
vyhradnim majetkem zadavatele. Zkousejici
a zdravotnické zafizeni souhlasi, Ze budou tyto
divérné informace udrzovat piisné v tajnosti
a prozradi je pouze pracovnimu tymu studie a tém
zaméstnancum zdravotnického zafizeni, vedeni
nemocnice, reviznim komisim zdravotnického
zafizeni  ajejich  pfislusSnym  zastupctim,
zam¢stnanctim, vedoucim pracovnikiim a ¢leniim
predstavenstva a zastupctim, ktefi je potiebuji znat,
a pouze tehdy, kdyZ jsou zminéné strany vazany
stejnymi ustanovenimi tykajicimi se divérnosti,
jaka pouZivaji zkouSejici a zdravotnické zafizeni;
stim, Ze zkouSejici azdravotnické zafizeni
nebudou mit Z&dné povinnosti ohledné jakychkoli
diavérnych informaci, (a) které jsou nyni nebo
budou pozdéji vefejné dostupné, aniz by se
zkousejici, pracovni tym studie nebo zdravotnické
zatizeni dopustili n¢jakého pochybeni, (b) které
zkouSejici nebo zdravotnické zafizeni ptipadné
ziskaji od tfeti strany, jez nema vuci zadavateli
ohledn¢ téchto davémnych informaci Zadnou
povinnost, nebo (c) které zkouSejici nebo
zdravotnické zafizeni jiz vlastni, jak vyplyva
Zjejich  souCasnych  pisemnych  zaznam.
Zdravotnické zafizeni a zkouSejici mohou dtivérné
informace prozradit vrozsahu, ktery vyZaduji
prislusné zakony, pravidla, predpisy, piikaz,
natfizeni nebo predvolani prislusného soudu nebo
jak vyZaduje jiny soudni, spravni nebo zdkonny
proces; to vSe za piedpokladu, ze bude zadavatel
S pfiméfenym pfedstihem na takovy nevyfizeny
pozadavek upozormnén, aby mohl pozadat
0 ochranny ptikaz nebo jinou vhodnou napravu.

The Investigator and the Institution will not use any
such Confidential Information for their own benefit
or for the benefit of any third party, and will not

ZkouSejici ani zdravotnické zatizeni nepouZiji tyto
divérné informace k vlastnimu prospéchu nebo
K prospéchu tietich stran a neptedaji zadné treti
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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.

strané zadné materidly obsahujici diveérné
informace dle této smlouvy. VSechny zavazky
divérnosti a nepouzivani uvedené v této smlouve
pretrvavaji ipo uplynuti doby platnosti nebo
predéasném ukonceni této smlouvy.

All protected health information shall be treated as
confidential by the Institution and the Investigator
in accordance with all applicable laws and
regulations governing the confidentiality and
privacy of protected health information.

Se vSemi chrdnénymi zdravotnimi informacemi
budou zdravotnické zafizeni a zkouSejici zachazet
jako sdavérnymi v souladu s platnymi zakony
apredpisy, které upravuji duvérost 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
¢i jejich jménem pouzivany Kk identifikaci
jednotlivce.

The Institution and Investigator 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 and the Investigator
shall provide Personal Information to Covance or
the Sponsor, the Institution and the Investigator
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 and the Investigator 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 a zkouSejici museji po celou
dobu platnosti této smlouvy dodrZzovat vsechny
zakony, predpisy a pravidla na ochranu soukromi
tak, jak jsou dle potieby novelizovany, ve vztahu
ke shromazd’ovani, pouZivani, zpracovani,
uchovavani, pienosu, modifikaci, vymazu a/nebo
sd€lovani jakychkoliv osobnich tidaji v rAmci této
smlouvy. Zdravotnické zafizeni a zkouSejici
prohlasuji a zarucuji, ze v pripadg, ze zdravotnické
zatizeni a zkouSejici poskytnou osobni Gdaje
spoleénosti Covance nebo zadavateli, timto
sdélenim osobnich Udaji spolecnosti Covance
nebo zadavateli neporusuji zadné prislusné
zakony, predpisy a pravidla ani prava jakéhokoli
jednotlivce nebo subjektu. Zdravotnické zafizeni
a zkousejici museji ihned uvédomit spolecnost
Covance a zadavatele, pokud se dozvédi, ze doslo
k ndhodnému, protipravnimu nebo
neopravnénému pouziti nebo sdéleni osobnich
udajii.

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 vyse uvedené ustanoveni budou pro
ucely této smlouvy vSechny informace
poskytované spolec¢nosti Covance nebo zadavateli
vzdy anonymizovdny a nikdy nebudou
identifikovat nebo  schopny identifikovat
jakehokoli jednotlivce a nebudou osobnimi Gdaji
podle jakychkoliv piislusnych zakont, predpist a
pravidel ani za n¢ nebudou povazovany.
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10. INVENTIONS

10. VYNALEZY

The Investigator and 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 Investigator, the Study Team Staff or the
Institution in the course of the Study and/or while
providing such services to Covance pursuant to this
Agreement and provide the Sponsor all information
known to the Institution and the Investigator
relating to such Invention(s). Inventions shall be
the exclusive property of the Sponsor,, and the
Investigator 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 Investigator,
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 Investigator’s and the
Institution’s assignees, administrators and other
legal representatives.

Zkoudejici  a zdravotnické  zafizeni  budou
neprodlené informovat spole¢nost Covance nebo
zadavatele nebo jimi uréené osoby o vSech
vynalezech, objevech (at’ patentovatelnych nebo
nikoli), autorskych pravech, inovacich, napadech,
zlepSenich a jiném duSevnim vlastnictvi (dale jen
»Vynalezy®), které byly vyvinuty, vymysleny,
ucinény nebo vytvofeny zkouSejicim, pracovnim
tymem studie nebo zdravotnickym zafizenim
v prub¢hu studie a/nebo pii poskytovani takovych
sluzeb spole¢nosti Covance dle této smlouvy,
a poskytnou zadavateli veSkeré informace tykajici
se takovych vynalezl, které jsou zdravotnickému
zafizeni a zkouSejicimu znamy. Vynalezy budou
vyhradnim majetkem zadavatele a zkouSejici
a zdravotnické zafizeni realizuji a zajisti a budou
poZadovat, aby pracovni tym studie realizoval
veskeré piihlasky, postoupeni nebo jiné nastroje
aposkytl svédectvi, které bude zadavatel
povaZzovat za nutné ke zdokonaleni avyméahéani
jakychkoli prav zadavatele k takovym vynaleziim,
veetné toho, ze zadavateli umozni pfihlasit a ziskat
patenty v jakékoli zemi nebo jinak ochrénit zajem
zadavatele na téchto pravech. Platnost téchto
zavazkl potrva ipo ukonceni této smlouvy ve
vztahu K vynalezim, které zkousejici, pracovni
tym studie nebo zdravotnické zatizeni vymysleli
nebo vytvorili pfi poskytovani sluzeb spole¢nosti
Covance jménem zadavatele podle této smlouvy,
a bude se vztahovat i na povéfené osoby, spravce a
dalsi zakonné zastupce zkousejiciho
a zdravotnického zafizeni.

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.

Zadné podrobnosti tykajici se studie a jejich
vysledkdi nebudou v zadné formé zvefejhiovany
nebo publikovany bez predchoziho pisemného
souhlasu spoleénosti Covance a zadavatele. Tento
predchozi pisemny souhlas je nutny k tomu, aby se
zabranilo predCasnému prozrazeni obchodnich
tajemstvi a dalsich davémych informaci.

12. INDEPENDENT CONTRACTOR

12. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor
with the Investigator and 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

Vztah mezi  zkouSejicim  a zdravotnickym
zafizenim na stran¢ jedné a spole¢nosti Covance a
zadavatelem na stran¢ druhé dle této smlouvy bude
vztahem nezavislého dodavatele anic v této
smlouvé ani jinde ani v ujednanich, kvili kterym
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shall constitute the Investigator or the Institution, or
anyone furnished or used by the Investigator or 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.

je uzaviena, neznamena, ze by zkouSejici nebo
zdravotnické zafizeni nebo kdokoli, koho
zkousSejici nebo zdravotnické zafizeni zajisti nebo
pouZiji pti poskytovani sluzeb zamyslenych v této
smlouvé, byl zaméstnancem, spoleénikem ve
spole¢ném podniku, partnerem nebo pracovnikem
spole¢nosti Covance nebo zadavatele.

The Investigator and Institution acknowledge that
Covance is acting on behalf of the Sponsor and that
Covance’s ability to make the payments to the
Institution and/or Investigator depends not only on
the Institution’s and Investigator’s complete
performance of obligations under this Agreement
and other terms and conditions specified here, but
also on Covance receiving from the Sponsor the
funds necessary to make the payments
contemplated herein. To the extent that the
Investigator and Institution have 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 and Investigator.

Zkousejici a zdravotnické zatizeni si jsou védomi
toho, Zze spole¢nost Covance jedna jménem
zadavatele a ze schopnost spolec¢nosti Covance
poukazovat platby zdravotnickému zafizeni a/nebo
zkouSejicimu zavisi nejen na Uplném splnéni
zavazkll zdravotnického zafizeni a zkouSejiciho
vramci této smlouvy ajinych zde uvedenych
smluvnich podminek, ale také na tom, zda
spole¢nost Covance obdrzi od zadavatele finan¢ni
zdroje potiebné k vyplaceni zde planovanych
plateb. Pokud zkousejici a zdravotnické zaiizeni
splni vSechny své piislusné zavazky dle této
smlouvy a spolecnost Covance neobdrzi potiebné
financni zdroje, aby tyto platby mohla realizovat,
zdravotnické zafizeni a zkouSejici timto souhlasi,
ze napravu budou vyzadovat vyhradné od
zadavatele.

13. RECORD MAINTENANCE

13. VEDENI ZAZNAMU

The Institution and the Investigator 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
and the Investigator, or under the Protocol, or by
applicable rules and regulations. The Institution
and the Investigator 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 Investigator and 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

Zdravotnické zafizeni a zkouSejici budou vést
UpIné, kompletni a piesné, dostateéné podrobné
zaznamy, které fadné odrazeji veskeré provadéné
postupy adosazené vysledky v pribéhu studie
v souladu s protokolem, véetné naptiklad zaznamu
oidentifikaci  pacientd  studie,  Kklinickych
pozorovani, zdravotnich zaznamu pacientt studie,
laboratornich testl, pfijmu a vydeje I€Civ,
formulaitt  CRF, informovanych  souhlast
aveskerych dalSich zaznami, které musi
zdravotnické zafizeni a zkouSejici vést, nebo dle
protokolu nebo na zakladé platnych pravidel
apiedpist. Zdravotnické zaiizeni a zkouSejici
budou a) pln¢ apohotové spolupracovat se
zadavatelem pii obstaravani jakychkoli informaci
nebo udaji potiebnych ktomu, aby mohl
zadavatel splnit zakonné poZadavky na podavani
hlaseni, a b) pfiméfené spolupracovat se
zadavatelem na zodpovidani kriticky dulezitych
dotazti, které se tykaji dat studie vygenerovanych
pracovisttm akteré se mohou objevit po
dokonceni studie. Zkousejici a pracovni tym studie
budou po pifiméfeném piredchozim oznameni
avbézné pracovni dobé kdispozici pro
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Study documents for the time specified by current
GCP guidelines, local laws and all other applicable
regulations providing archival guidelines.

poskytovani informaci, které bude ohledne
takovych kriticky dilezZitych dotazli pozadovat
zadavatel nebo jim urend osoba. Pracovist¢ bude
dobu uvedenou Vv aktudlnich smérnicich pro
spravnou Kklinickou praxi, mistnich zékonech
a vSech ostatnich platnych predpisech, které urcuji
pravidla pro archivaci.

14. ANTI-CORRUPTION

14. BOJ PROTI KORUPCI

The Institution and the Investigator are aware of
and understand 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, 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.

Zdravotnické zafizeni a zkousSejici si uvédomuji
achapou, Zze existuji predpisy pro boj
s uplacenim a korupci (v¢etné napiiklad zakona
USA o korupénich praktikdch v zahranici
a zdkona Spojeného kralovstvi o uplatcich),
kterymi se musi zadavatel a spole¢nost Covance
fidit a které zakazuji vyplacet nebo nabizet,
poskytovat, slibovat poskytnuti nebo zmocnovat

Kpiimému  nebo  nepfimému  poskytnuti
¢ehokoliv hodnotného vladnimu Cciniteli nebo
jakémukoli jeho pfibuznému, obchodnimu

partnerovi nebo zaméstnanci za ucelem ziskani
nebo udrZeni jakékoli zakazky dle této smlouvy
nebo vyvolani ¢i ovlivnéni jakéhokoli kroku
nebo rozhodnuti statni spravy, jez ma vliv na
zadavatele.

The Investigator and the Institution represent and
warrant that they have not accepted nor been
offered any payment of money or other assets for
the purpose of influencing their decisions or
actions to help Covance or the Sponsor obtain or
maintain business or obtain a business advantage
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. The Investigator and the
Institution further represent and warrant that they
have not made and agree that they 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,

ZkouSejici a zdravotnické zafizeni prohlasuji
a zaruCuji, Ze neptijali zadnou penézni platbu
nebo jind aktiva ani jim nebyla nabidnuta
penézni platba nebo jind aktiva za tucelem
ovlivnéni jejich rozhodnuti nebo kroku tak, aby
to spolecnosti Covance nebo zadavateli pomohlo
ziskat nebo si udrzet zakazku nebo obchodni
vyhodu, pokud by takova platba piedstavovala
poruseni jakéhokoli zakona, vcetné naptiklad
zakona Spojenych statl o korupcnich praktikach
v zahraniCi, zdkona Spojeného kralovstvi z roku
2010 o uplatcich a jinych platnych zakont proti
uplaceni akorupci. Zkousejici a zdravotnické
zafizeni dale prohlasuji a zarucuji, ze neucinili, a
zavazuji se, ze neucini zadnou platbu nebo jinou
nabidku ¢i pfislib platby, at’ uz pfimo nebo
nepiimo, ve form& pené€Znich prostiedkti nebo
jinych  aktiv  vladnim  Cinitelim  nebo
predstavitelim politické strany, ptedstavitelim
mezinarodnich  organizaci, kandidatim na
vetejnou funkci nebo zastupcim jinych podnikt
nebo osobam jednajicim jménem  dfive
vyjmenovanych osob za Ufelem ovlivnit
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U.K. Bribery Act 2010, and other applicable anti-
bribery/anti-corruption laws.

rozhodnuti nebo jednani, nebo takovou platbu,
ktera by znamenala poruseni zakona, vcetné
naptiklad zédkona Spojenych statl o korup¢nich
praktikdich v zahrani¢i, zakona Spojeného
kralovstvi zroku 2010 o dplatcich a jinych
platnych zakont 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 and the
Investigator 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 and the
Investigator’s activities under this Agreement as
may be reasonably requested by the Sponsor.

Zdravotnické zatizeni a zkouSejici souhlasi, Ze
na pozadani, nebo pokud by néjaky vladni organ
v USA, Evropé nebo jinde zahajil audit nebo

vySetfovani  spole¢nosti  Covance  a/nebo
zadavatele, vCetné vySetfovani na zakladé
jakychkoli  predpisit  zakazujicich  bojkot,
legislativy proti upléceni nebo souvisejici

exportni legislativy, budou zdravotnické zatizeni
a zkousejici v souvislosti s takovym
vySetfovanim plné spolupracovat se spole¢nosti
Covance a/nebo se zadavatelem a poskytnou
spole¢nosti Covance nebo zadavateli takové
informace azdznamy tykajici se ¢innosti
zdravotnického zatizeni a zkouSejiciho dle této
smlouvy, které mulze zadavatel pfiméfene
vyZadovat.

15. FINANCIAL DISCLOSURE

15. SDELENI FINANCNICH INFORMACI

If the Sponsor or Covance provide financial
disclosure forms to the Institution and the
Investigator pursuant to the regulatory requirements
of the jurisdiction where marketing approval
application is made, then the Institution and the
Investigator agree 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 and the
Investigator 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
and the Investigator agree that the completed forms
may be subject to review by governmental or
regulatory agencies, the Sponsor, Covance and their
agents, and the Institution and the Investigator

Pokud zadavatel nebo spolecnost Covance
poskytnou zdravotnickému zafizeni
a zkouSejicimu formuléfe pro sdéleni financnich
informaci dle pozadavkli zakond a piedpisu
v jurisdikci, kde se Zada o souhlas s marketingem,
zdravotnické zatizeni a zkouSejici souhlasi, Ze pro
kazdého uvedeného nebo identifikovaného
zkousejiciho nebo spoluzkoudejiciho, ktery se
pfimo UuCastni lécby nebo hodnoceni pacient
studie, a pted zaCatkem studie neprodlené doruci
zadavateli nebo spoleCnosti Covance vyplnény
formulai pro sdéleni finan¢nich informaci, ktery
byl podepsan doty¢nym  zkouSejicim  nebo
spoluzkousejicim awve kterém jsou uvedeny
vSechny piislusné podily, které vlastni tito
zkousejici nebo spoluzkousejici ¢i jejich manzelé,
manzelky, druzi, druzky nebo déti, které jsou
zavislymi osobami. Zadavatel nebo spolecnost
Covance mohou zadrZet platby, pokud neobdrZi
vyplnény formulat od kazdého zkousejiciho nebo
spoluzkousejiciho. Zdravotnické zatizeni
a zkousejici zajisti okamzitou aktualizaci vSech
takovych formulatt tak, aby byla zachovana jejich
ptesnost a Uplnost v pribéhu studie apo dobu
jednoho (1) roku po jejim skonéeni. Zdravotnické
zafizeni a zkouSejici souhlasi, Ze vyplnéné
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consents to such review.

formulaie mohou byt podrobeny kontrole ze strany
vladnich nebo regulaénich organt, zadavatele,
spoleCnosti  Covance a  jejich  zastupct,
a zdravotnické  zafizeni  azkouSejici 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 piislusny regulacni organ
ucini vyrazné zmény v uspofadani nebo rozsahu
studie, které by vyznamné ovlivnily podminky této
smlouvy, budou tyto znovu sjednény se
spole¢nosti 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 néjakd ustanoveni této smlouvy
shleddna neplatnymi  nebo  nevynutitelnymi,
neovlivni to plathost 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 the state
of Czech Republic.Any dispute, disagreement or
claim arising out of this Agreement or in
connection with it that cannot be settled by
mutual agreement of the parties shall be settled
through the competent court of the Czech
Republic.

Tato smlouva se Fidi zakony Ceské republiky
abude wvykladdna v souladu snimi. Jakékoli
spory, neshody nebo naroky vzniklé na zakladé
této smlouvy nebo ve spojitosti s ni, které neni
moZné urovnat vzdjemnou dohodou smluvnich
stran, budou feSeny prostiednictvim prislusného
soudu Ceské republiky.

19. ASSIGNMENT

19. POSTOUPENI

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

Zdravotnické zafizeni ani zkousejici nesméji
postoupit tuto smlouvu ani Z4dné s ni souvisejici
prava ¢i zavazKy na jinou osobu bez ptedchoziho
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

S vyjimkou jakychkoli ozndmeni popsanych
v protokolu budou mit jaké&koli oznameni nebo
zpravy, které dle této smlouvy musi nebo muze
uCinit nebo podat néktera ze smluvnich stran,
pisemnou podobu, budou doruceny osobné nebo
faxem (aneprodlené¢ potvrzeny dorucenim
osobn¢ nebo kuryrem) nebo kuryrem na nize
uvedenou adresu druhé strany a budou u¢inné od
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shall be effective upon receipt by the addressee:

okamziku pfijeti 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:

Fakultni nemocnice Ostrava
Centrum Klinickych studii

Fakultni nemocnice Ostrava
Centrum Klinickych studii

17. listopadu 1790

17. listopadu 1790

708 52 Ostrava-Poruba

708 52 Ostrava-Poruba

Czech Republic

Ceska republika

Phone: (+420) 59 737 2516

Tel: (+420) 59 737 2516

Fax No.: (+420) 59 691 7340

Fax: (+420) 59 691 7340

With a copy to Investigator:

S Kkopii pro zkousejiciho:

MUDr. Jifi Sagan

MUDr. Jifi Sagan

Fakultni nemocnice Ostrava

Fakultni nemocnice Ostrava

17. listopadu 1790

17. listopadu 1790

708 52 Ostrava-Poruba

708 52 Ostrava-Poruba

Czech Republic

Ceska republika

Phone: +420 597 374 255

Tel: +420 597 374 255

21. WAIVER

21. VZDANI SE PRAV

Failure to enforce any terms of this Agreement shall
not constitute a waiver of such term.

Neuplatnéni né¢kterych ustanoveni této smlouvy
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 piesahujici dobu dokonéeni studie plati i po
ukonceni nebo dokonéeni této studie.

23. COUNTERPARTS

23. VYHOTOVENI SMLOUVY

Template version date 20 July 2011

Client version date: 09 November 2015

Study version date: 18 February 2016

Site version date 20 October 2016 Page 22 of 31

Datum vzorové verze 20. ¢ervence 2011

Datum verze Kklienta: 9. listopadu 2015

Datum verze studie: 18. Unora 2016

Datum verze pro pracovisté 20. fijna 2016 Strana 22 z 31




Statement of Agreement -3 Way Inv/Inst/CVVD
Motif Biosciences Protocol # ICL-24-ABSSSI2
PI name: MUDr. Jifi Sagan

Country: Czech Republic

Smlouva —3stranna zkous./zdr.zaf./CVD

Motif Biosciences protokol ¢. ICL-24-ABSSSI2
Jméno hlavniho zkousejiciho: MUDr. Jifi Sagan
Stat: Ceska republika

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

Tato smlouva je uzavtena ve Ctyfech
vyhotovenich, z nichZ kazdé bude brano jako
original, ale viechna budou povaZzovana za jeden a
tentyZ dokument.

24. USE OF NAME

24. POUZITI NAZVU

The Sponsor may identify the Institution and the
Investigator in regulatory submissions, citations in
terms of scientific recognition and disclosures to
governmental entities. Neither the Institution nor
the Investigator shall 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 miize identifikovat zdravotnické
zafizeni a zkouSejiciho v podanich regula¢nim
organiim, v citacich ve védeckych materialech

a v informacich sdélovanych statnim orgdntim.
Zdravotnické zafizeni ani zkousejici nebudou
pouzivat nazev spole¢nosti Covance nebo
zadavatele nebo kterékoli z jejich sesterskych
spolec¢nosti ve spojeni s jakoukoli reklamou,
publikaci, tiskovou zpravou nebo propagacni akci
bez piedchoziho 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 zadné obmyslené treti 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 angli¢ting.
V piipad€ rozporii mezi obéma verzemi bude mit
prednost ¢eska verze.

27. CONFLICT OF INTEREST

27.STRET ZAIMU

Sponsor,Covance and Investigator declare that they
will not conclude any legal relationship between
them, regardless of whether it relates to the Study
without having approval from the Institution. The
Parties hereby declare that there is no conflict of
interest, financial or non-financial on their part,
which would prevent proper implementation of the
Study in accordance with generally applicable laws
and regulatory requirements (especially with Good
Clinical Practice).

Zadavatel, Covance a zkouSejici prohladuji, Ze
mezi sebou neuzaviou zadny pravni vztah bez
ohledu na to, zda se vztahuje k této studii, aniZ by
s tim zdravotnické zafizeni vyjadiilo souhlas.
Smluvni strany timto prohladuji, Ze z jejich strany
neexistuje zadny stiet zajmut finanéni ¢i nefinancni
povahy, ktery by branil fadné realizaci studie v
souladu s obecné platnymi predpisy a regulacnimi
poZadavky (zejmena se spravnou klinickou praxi).

28. CONTRACT PUBLICATION

28. ZVEREJNENI SMLOUVY

In accordance with the law 340/2015 Coll. on

V souladu se zakonem 340/2015 Sh., o registru
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Registry of Contracts, this Agreement and/or any
amendment shall be published on the Ministerial
Contract Registry within thirty (30) days from last
signature. The Parties agree that Institution 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, the Institution shall remove all
information related to Confidential Information,
Personal Information, and business and trade
secrets, as defined by the Civil Code and the Law
on Free Access to Information from the Agreement
and/or amendment to be published, including,
without limitation, the Protocol.Only the expected
total study budget (contract wvalue) 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. Institution shall provide any
comments and edits to Covance on the Draft
Publication Document and Covance shall make any
amendments reasonably suggested by Sponsor and
Institution. 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.

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, the 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.

smluv, musi byt tato smlouva a/nebo v3echny jeji
dodatky zvefejnény v ministerském registru smluv
ve lhaté téiceti (30) dnt od piipojeni posledniho
podpisu. Strany se dohodly, Ze tuto smlouvu, jeji
prilohy a vSechny budouci dodatky zvefejni
zdravotnické zafizeni v souladu s nize uvedenym
postupem, pfiCemz se zvefejnéni omezi jen na
informace, jejichz zvefejnéni pozaduje zakon.

Zdravotnické zafizeni pied zvefejnénim ze
smlouvy a/nebo dodatku vymaZe vSechny
informace, které zahrnuji divémné informace,
osobni informace a obchodni tajemstvi, jak jsou
definovany obcanskym zakonikem a zakonem o
svobodném pfistupu  k informacim, zejména
protokol Zvetejnén bude jen celkovy oc¢ekavany
rozpocet studie (smluvni ¢astka).

Covance vytvoii navrh finalni podoby smlouvy
a/nebo pripadné dodatku ke zvefejnéni (které
nebudou obsahovat zadné vyloucené informace)
(déle jen ,navrh zvefejiiovaného dokumentu®) a
navrh zvetejiiovaného dokumentu piedlozi ke
kontrole zdravotnickému zafizeni. Zdravotnické
zatizeni predlozi Covance pripominky a Upravy
navrhu zvefejiiovaného dokumentu a Covance
provede piimétené navrhované upravy zadavatele
a zdravotnického zafizeni. Smlouva a/nebo
dodatek budou uzavieny az poté, co se strany
dohodnou na kone¢né podob¢ a formatu smlouvy
a/mebo dodatku wuréenych ke zvefejnéni v
ministerském registru smluv (déle jen ,konecny
dokument*).

Covance se zavazuje, ze zvefejni koneCny
dokument a wvypIni metadata v ministerském
registru smluv ve lhit¢ 5 pracovnich dnd po
ptipojeni posledniho podpisu smlouvy a/nebo
dodatku.

V ptipadé, Zze Covance nezveiejni konecny
dokument ve vyse uvedené lhité nebo nejpozdéji
ve lhité dvaceti (20) dnti po pfipojeni posledniho
podpisu  smlouvy, zdravotnické zafizeni i
vyhrazuje pravo kone¢ny dokument zvefejnit a o
tomto zvefejnéni pisemné informovat Covance.
Strany berou na védomi, Ze nedojde k inicializaci
pracovist¢ do okamziku zvefejnéni konecného
dokumentu.

Exhibits:
1. Budget Checklist

Ptilohy:
1. Kontrolni seznam rozpoctu
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2. Equipment Addendum

3. Sponsor insurance policy copy

4.Protocol (stored by Investigator) — attached by
reference

2. Dodatek tykajici se vybaveni
3. Kopie pojisténi zadavatele
4. Protokol (zaloZen u zkousejiciho)
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By the signatures below, the parties agree to the terms contained in this Agreement. /
Nize uvedenymi podpisy strany vyjadiuji sviij souhlas s podminkami této smlouvy.

For and on behalf of Covance Inc.

which has been authorized to sign this
Agreement by Motif Biosciences /

Za spolecnost Covance Inc.,

ktera 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 Fakultni nemocnice
Ostrava /
Za Fakultni nemocnici Ostrava

Name / Jméno MUDr. Josef Srovnal

Title / Funkce deputy director for medical care
/ naméstek feditele pro lécebnou péci

Date / Datum

MUDr. Jiti Sagan
Investigator / ZkouSejici

Date / Datum
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EXIBIT 1-BUDGET CHECKLIST

PRILOHA 1 - KONTBOLNT SEZNAM
ROZPOCTU

EXHIBIT 2

PRILOHA 2

EQUIPMENT ADDENDUM

DODATEK TYKAJICI SE VYBAVENI

PROTOCOL # ICL-24-ABSSSI2

PROTOKOL C. ICL-24-ABSSSI2

Provision of Study Equipment and/or
Property.

Poskytovéani 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 mize sam poskytnout nebo zajistit,
aby dodavatel poskytl ur¢ité vybaveni nebo
duSevni vlastnictvi, a umoznit jeho pouZivani
zdravotnickym  zafizenim pifi provadéni
studie. Vybaveni mize zahrnovat pocitace,
stroje nebo laboratorni vybaveni. DuSevni
vlastnictvi mulze 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: ECG machines and imaging
equipment (camera and scanner). . If
Equipment and/or Property are provided which
are not specified above, the Institution and the
Investigator confirm 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 pfislusnych ustanoveni této
smlouvy zadavatel poskytne néasledujici
vybaveni a/nebo dudevni vlastnictvi, aby je
mohlo zdravotnické zafizeni pouzivat pii
provadéni nebo vykazovani studie: zafizeni
EKG azobrazovaci vybaveni (kamera a
skener). Pokud bude poskytnuto vybaveni
a/nebo duSevni vlastnictvi, které neni
uvedeno vySe, zdravotnické  zatizeni
a zkouSejici  potvrzuji  asouhlasi, Ze
skutecnost, ze zadavatel takové vybaveni
a/nebo duSevni vlastnictvi neuvedl, nebude
znamenat, Ze se tato Pftiloha 2 na takové
vybaveni  nebo  duSevni  vlastnictvi
nevztahuje, pokud by rozumny clovék 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.
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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 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 Covance or the Sponsor.

Zdravotnické zafizeni souhlasi, Zze vybaveni
a duSevni vlastnictvi podle situace je
a zlistane majetkem zadavatele, dodavatele
nebo majitele licence azZe vybaveni a
duSevni vlastnictvi se bude pouZivat pouze
pro studii avsouladu s poZadavky
protokolu, podminkami této  smlouvy
a pisemnymi pokyny spole¢nosti Covance
nebo zadavatele. Zdravotnické zatizeni
pfijme opatfeni kochran¢  dusevniho
vlastnictvi pied neopravnénym pouzitim
nebo reprodukci. Spole¢nost Covance
azadavatel budou nadale opravnéni
poZadovat  vraceni  vybaveni  a/nebo
duSevniho  vlastnictvi, pokud  bude
zdravotnické zafizeni pouzivat vybaveni
a/nebo duSevni vlastnictvi k jakémukoli
ucelu, ktery neni povolen v protokolu, této
smlouvé nebo pisemnych  pokynech
spolecnosti Covance nebo zadavatele.

Delivery.

Dodani.

The Institution will be informed of the expected
due date of delivery (the “Delivery Date”) of the
Equipment and/or Property to the Institution.
The Institution shall inform Covance within
three business days of the 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.

Zdravotnické zatizeni obdrzi informace
0 o¢ekavaném datu dodani (dale jen ,,datum
dodéni“) vybaveni a/nebo  duSevniho
vlastnictvi do zdravotnického zafizeni.
V ptipadé, ze vybaveni a/nebo duSevni
vlastnictvi nebude dodano, musi
zdravotnické zafizeni do tfi pracovnich dnu
po datu dodani informovat spolecnost
Covance. Bude se mit za to, Ze vybaveni
a duSevni vlastnictvi bylo pfijato, jakmile
zdravotnické zafizeni podepiSe piijemku
nebo podobny dokument ptedlozeny
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,

Zdravotnické zafizeni souhlasi, Ze po
dokonceni studie ve zdravotnickém zafizeni,
predcasném ukonceni studie nebo na zaklade
pisemného pokynu spolecnosti Covance
nebo zadavatele: (i) neprodlené vrati
vybaveni aduSevni vlastnictvi neporusené
zadavateli nebo jinému zastupci ur¢enému
zadavatelem na takové misto, které
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reproduce, make derivative works, or otherwise
use the Property, except as provided herein.

zadavatel a (ii) nebude duSevni
vlastnictvi kopirovat, stahovat,
reprodukovat, vytvaret zn¢j odvozena dila
nebo ho jinak pouZivat, s vyjimkou piipadu
zde uvedenych.

urdi,

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
collected (the “Collection Date”). The
Institution shall ensure the Equipment and/or
Property are intact and are packaged in a 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.

Zdravotnické zafizeni sdéli spolecnosti
Covance a zadavateli jméno osoby, kterou je
tireba kontaktovat ve zdravotnickém zafizeni
za uCelem vraceni vybaveni a duSevniho
vlastnictvi. Zadavatel a spole¢nost Covance
sdéli zdravotnickému zafizeni datum, kdy
ma byt vybaveni a/nebo duSevni vlastnictvi

vyzvednuto (,datum vyzvednuti®).
Zdravotnické zafizeni zajisti, aby bylo
vybaveni a/nebo dudevni vlastnictvi

neporusené a bylo zabaleno podobnym
zpisobem jako pfi piijeti. Pokud je to
mozné, zadavatel a/nebo  spolecnost
Covance sdéli zdravotnickému zafizeni
jméno osoby, ktera zajisti vyzvednuti,
a zdravotnické zafizeni této osob& umozni
vybaveni a dusevni vlastnictvi ptevzit. Kdyz
dojde Kk vyzvednuti, zdravotnické zafizeni
neprodlené informuje spole¢nost Covance
a zadavatele. Zdravotnické zafizeni obdrzi
od vyzvedavajici osoby pisemné potvrzeni.
Pii vraceni vybaveni a duSevniho vlastnictvi
poskytne zdravotnické zafizeni osvédceni,
Ze toto vybaveni aduSevni vlastnictvi
nepouzivalo k 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

Zdravotnické zafizeni bude odpovédné za
vybaveni a duSevni vlastnictvi od okamZiku,
kdy je obdrZzi, do okamZiku, kdy bude
potvrzeno, Ze vybaveni a duSevni vlastnictvi

pfevzal zadavatel nebo jeho urceny
zéstupce. Po dobu, kdy bude mit vybaveni
a/nebo duSevni  vlastnictvi u sebe

zdravotnické zafizeni, bude zdravotnické
zafizeni odpovidat za udrZzovani vybaveni
a duSevniho vlastnictvi v dobrém stavu.
Zdravotnické zafizeni bude dodrZovat navod

Template version date 20 July 2011
Client version date: 09 November 2015
Study version date: 18 February 2016

Site version date 20 October 2016 Page 29 of 31

Datum vzorové verze 20. ¢ervence 2011
Datum verze Kklienta: 9. listopadu 2015
Datum verze studie: 18. Unora 2016

Datum verze pro pracovisté 20. fijna 2016 Strana 29 z 31




Statement of Agreement -3 Way Inv/Inst/CVD
Motif Biosciences Protocol # ICL-24-ABSSSI2
PI name: MUDr. Jifi Sagan

Country: Czech Republic

Smlouva —3stranna zkous./zdr.zat./CVD

Motif Biosciences protokol ¢. ICL-24-ABSSSI2
Jméno hlavniho zkousejiciho: MUDr. Jiti Sagan
Stat: Ceska republika

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.

k provozu a tdrzbé vybaveni, ktery poskytl
zadavatel, dodavatel nebo vyrobce, a bude
vybaveni skladovat za podminek, které jsou
vhodné vzhledem kpovaze vybaveni
a minimalizuji riziko ztraty nebo poskozeni.

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 souhlasi, Ze v pfipadé
ztrdty, odcizeni nebo poSkozeni vybaveni
neprodlen¢ informuje zadavatele
a spoleénost Covance anahlasi veSkeré
ztracené nebo odcizené vybaveni na policii.

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 spolecnosti Covance veskeré naklady,
které zadavatel aspole¢nost Covance
vynalozi nasledkem Skod zptisobenych na
vybaveni a/nebo duSevnim vlastnictvi kvuli
jednéani, opomenuti, nedbalosti nebo
nespravnému  chovani  zdravotnického
zafizeni, jeho  zaméstnancl  (vCetné
zkousejiciho),  jeho  zastupcd  nebo
pracovniki ¢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 zatizeni uhradi zadavateli
a spoleCnosti Covance veskeré naklady
souvisejici s nahradou zafizeni a/nebo
duSevniho vlastnictvi v pfipadé, Zze dojde ke
ztrat¢ zatizeni a/nebo dusevniho vlastnictvi
béhem  jeho  drZzeni  zdravotnickym
zafizenim.
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