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INSTITUTION STATEMENT OF AGREEMENT / SMLOUVA SE ZDRAVOTNICKYM

ZARIZENIM

PROTOCOL # THR-1442-C-476 /| C. PROTOKOLU THR-1442-C-476

1. INTRODUCTION

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 Theracos Sub, LLC, 225 Cedar Hill
Street, Suite 200, Marlborough, MA 01752, USA
(the “Sponsor”) and,;

Uherskohradist’ska nemocnice a.s.
(“Institution”), whose principal place of business
is J.E. Purkyné 365, 686 68 Uherské Hradiste,
Czech Republic.

2. INSTITUTION COMMITMENT

2.1 The Institution agrees to conduct a clinical
study: THR-1442-C-476: A double blind placebo
controlled study to evaluate the effects of
bexagliflozin on hemoglobin Alc in patients with
type 2 diabetes and increased risk of
cardiovascular adverse events (the “Study”) in
compliance with ICH guidelines on Good Clinical
Practice, including the Declaration of Helsinki and
the EC-GCP Note for Guidance (where
applicable), and all applicable laws, rules,
regulations and guidelines, including applicable
provisions of the Federal Food, Drug and
Cosmetic Act and all applicable regulations and
guidance promulgated thereunder, applicable laws
governing the privacy and security of health
information and personal data; the Protocol (as
defined herein), the terms of this Agreement, and
instructions of Covance and Sponsor. The Study is
part of a multicentre study being conducted under
protocol THR-1442-C-476 (the “Protocol”) and
will be conducted at the Institution (the “Study
Site”).

1. UVOD

Tato smlouva (,,smlouva“) je uzavirana mezi
spole¢nosti Covance Inc. (dale jen ,spole¢nost
Covance®), spolecnosti se sidlem na adrese 210
Carnegie Center, Princeton, New Jersey, 08450-
6233, USA, smluvni vyzkumnou organizaci
vystupujici jako zastupce spole¢nosti Theracos
Sub, LLC, 225 Cedar Hill Street, Suite 200,
Marlborough, MA 01752, USA (,,zadavatel*) a

Uherskohradist’ska nemocnice a.s.
(,,zdravotnické zafizeni) shlavnim mistem
obchodni ¢innosti na adrese J.E. Purkyné 365, 686
68 Uherské Hradisté, Ceska republika.

2. POVINNOSTI ZDRAVOTNICKEHO

ZARIZENI

2.1 Zdravotnické zafizeni se zavazuje provést
Klinickou studii: THR-1442-C-476:  dvojité
zaslepend, placebem kontrolovana studie hodnotici
ucinky bexagliflozinu na hemoglobin Alc u
pacientl s diabetem typu 2 a zvySenym rizikem
kardiovaskularnich nezadoucich ptihod (,,studie®)
v souladu s pokyny ICH pro spravnou Klinickou
praxi, véetné¢ Helsinské deklarace a Pokynd ES-
SKP (EC-GCP Note for Guidance) (pokud je to
vhodné), a se vSemi prisluSnymi zakony, pravidly,
pravnimi predpisy a pokyny, v€etné prislusnych
ustanoveni federalniho zdkona o potravinach,
1é¢ivech a kosmetickych piipravcich (Federal
Food, Drug and Cosmetic Act) a vSech prislusnych
pravnich pfedpisti a pokyni zvefejnénych podle
tohoto zakona, s pfislusnymi zakony Fidicimi
ochranu zdravotnich informaci a osobnich udaju,
s protokolem  (jak je definovdn vtomto
dokumentu), spodminkami této smlouvy a
s pokyny Covance a zadavatele. Tato studie je
soucasti multicentrické studie provadéné podle
protokolu THR-1442-C-476 (,,protokol*) a bude se
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2.2 The Institution and Covance have agreed that,
an employee of Institution, whose principal place
of business is Uherskohradi$t'skd nemocnice, a.s.,
J.E. Purkyné 365, 686 68 Uherské Hradisté, Czech
Republic shall act as principal investigator
(“Investigator”) for this Study.

2.3 Institution acknowledges a separate Agreement
exists between Covance and Investigator that
details Investigator obligations and specific
Investigator ~ financial ~ reimbursement  for
consideration in undertaking the performance of
the Study.

2.4 The Institution understands that the
Investigator agrees to screen and randomise a
sufficient number of patients to provide evaluable
cases. An evaluable case (“Evaluable Case”) is
defined as a patient 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. This definition includes
patients withdrawn due to lack of efficacy or
withdrawn due to the development of adverse
events, considered to be possibly or probably
related to bexagliflozin tablets (“Study Drug”),
who are subsequently followed up as requested in
the Protocol.

2.5 The Institution understands and agrees that all
patients must be randomised before 31 May 2017.
No patients may be randomised after this date
without written authorisation from Covance. All
patients who do not meet the criteria for Evaluable
Case will be replaced, provided that the
recruitment period has not expired. Upon written
notice, Covance can increase or decrease the
patient number to be randomized by the
Investigator or the Study duration.

2.6 The Institution shall ensure the Investigator:
a) allow regular monitoring visits to be
performed at the Institution by a monitor
assigned by Covance or the Sponsor;

provadét ve zdravotnickém zafizeni (,,centrum
studie®).

2.2 Zdravotnické zafizeni a spole¢nost Covance se
dohodly, Ze, zaméstnanec zdravotnického zafizeni,
jehoz hlavni misto obchodni cinnosti je
Uherskohradist'ska nemocnice, a.s., J.E. Purkyné
365, 686 68 Uherské Hradists, Ceskd republika,
bude puisobit jako hlavni zkousejici (,,zkouSejici*)
pro tuto studii.

2.3 Zdravotnické zafizeni bere na védomi, ze
existuje samostatnd smlouva mezi spolecnosti
Covance a zkousejicim, kterd podrobné popisuje
z&vazky zkousejiciho a jeho finanéni odménu za
provadéni studie.

2.4. Zdravotnické zafizeni je srozuméno stim, Ze
zkouSejici se zavazuje proveést screening a
randomizaci dostate¢ného poctu pacientt, aby bylo
dosaZzeno vyhodnotitelnych ptipadu.
Vyhodnotitelny ptipad (,,vyhodnotitelny pripad*)
je definovan jako pacient, ktery je zpUsobily
k ucasti ve studii v souladu s kritérii pro zafazeni a
vylouceni specifikovanymi v protokolu, a ktery
absolvuje celou lécebnou kiiru a pozadovany pocet
navstév podle protokolu. Tato definice zahrnuje
pacienty  vyfazené ze studie v disledku
nedostatecné ucinnosti nebo vyrazené v dasledku
rozvoje nezadoucich piihod, jez se povazuji za
mozna nebo pravdépodobné souvisejici s tabletami
bexagliflozinu (,,hodnoceny 1ék™), ktefi jsou
nasledné sledovani dle pozadavki protokolu.

2.5 Zdravotnické zafizeni je srozuméno a souhlasi
stim, Ze vSichni pacienti musi byt randomizovani
do 31. kvétna 2017. Po tomto datu se nesmi
randomizovat zadni pacienti bez predchoziho
pisemného svoleni spole¢nosti Covance. Vsichni
pacienti, ktefi nespliuji kritéria vyhodnotitelného
piipadu, budou nahrazeni za ptedpokladu, Ze jesté
nevyprselo obdobi naboru. Spolec¢nost Covance
miZe po pisemném oznameni zvysit nebo snizit
pocet pacienttl, které ma zkouSejici randomizovat,
nebo délku studie.

2.6 Zdravotnické zatizeni zajisti, ze zkousejici:

a) umozni provadéni pravidelnych
monitorovacich navstév zdravotnického zatizeni
monitorem urcenym spolecnosti Covance nebo
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b) upon reasonable notice and within normal
business hours allow the monitor to visit the
Institution before, after and during the Study to
discuss the performance of the Study by the
Investigator and the Study team staff responsible
for carrying out the Study in the Institution
(“Study Staff”);

c) grant the monitor direct access to all
documents relating to the Study, including all
patient records and other source documentation;
d) will meet with the monitor in person no less
than every second monitoring visit, or as
otherwise requested by the monitor;

e) will complete full data entry and inclusion of
all patient visit data into the Case Report Form
(CRF) prior to a scheduled monitoring visit;

) will resolve all outstanding queries prior to a
scheduled monitoring visit and as otherwise
requested by Covance and will provide the
monitor with all requested source data prior to a
scheduled monitoring visit..

2.7 The Institution shall ensure that, prior to a
scheduled monitoring visit and using the Study
specific forms provided by the Sponsor/Covance,
the Institution drug inventory log and the Study
Drug accountability form for all Study subjects
are completed.

This sub-section includes, but is not limited to:

a) fully documenting the
dispensing of the  Study
medication;

b) returning any unused Study
medication, or other Study
materials received; and

C) keeping records of destruction if
required at Institution.

2.8 The Institution shall maintain copies of the
required documentation to conduct the Study (all
local and GCP required documentation such as
EC/IRB approval, etc) and shall promptly
provide updates or changes to Covance during
the life of the Study.

zadavatelem;

b) po pfiméfeném predchozim ozndmeni a Vv
bézné pracovni dobé umozni monitorovi
navstivit zdravotnické zafizeni pied studii, po
studii a béhem studie za ucelem prodiskutovani
provadéni studie zkouSejicim a personalem tymu
studie zodpovédnym za provadéni studie
ve zdravotnickém zafizeni (,,persondl studie®);

c) poskytne monitorovi pfimy pfistup ke vSem
dokumentiim tykajicim se studie, vCetné vSech
zaznamu pacientl a jiné zdrojové dokumentace;
d) se setkd osobné s monitorem, nejméné pii
kazdé druhé monitorovaci navstéve, nebo jak
bude jinak vyZadovat monitor;

e) provede zadani kompletnich udaji a zahrne
viechny Udaje z navstév pacienta do zaznamu
subjektu hodnoceni (Case Report Form, CRF)
pied pldnovanou monitorovaci navstévou;

f) wvyre$i vSechny nevyfizené dotazy pied
planovanou monitorovaci navstévou a jak bude
jinak vyZadovat spole¢nost Covance, a poskytne
monitorovi vSechny poZadované zdrojové Udaje
pred planovanou monitorovaci navstévou.

2.7 Zdravotnické zafizeni zajisti, aby byly pred
planovanou monitorovaci navstévou a za pouziti
zvldstnich  formulaid pro studii  dodanych
zadavatelem/spole¢nosti  Covance  vyplnény
zaznamy zasob 1€kl zdravotnického zafizeni a
formulat pro evidenci hodnocen¢ho Iéku pro
vSechny subjekty studie.

Tento pododdil zahrnuje mimo jiné:

a) plné zdokumentovani vydani
hodnoceného l1éku;

b) navraceni veskerého
nepouZitého hodnoceného Iéku
nebo jinych obdrZenych
materialt studie a

C) vedeni zdznami o zniceni,

pokud se ve zdravotnickém
zafizeni vyzaduje.

2.8 Zdravotnické zafizeni bude uchovavat kopie
dokumentace poZadované k provadéni studie
(veSkera mistné a dle SKP pozadovana
dokumentace, jako je schvaleni EK/IRB atd.) a
v pribéhu studie bude neprodlené poskytovat
spolecnosti Covance jeji aktualizace ¢i zmény.
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The Institution understands that, subject to
resolution, payment may be withheld for failure
to complete any of the above tasks.

2.9 The Institution represents and warrants that
neither Institution nor any Study personnel,
including the Investigator, have been debarred or
suspended to participate in clinical research by
the FDA, or by any other regulatory authority
and that it will not make use of, nor bring into
the Study, any person or organization which is or
has been debarred, suspended or disqualified by
a regulatory authority to participate in clinical
research. In the event that Institution or any
person involved in the Study, including the
Investigator, becomes debarred or is threatened
with debarment during the Study, Institution will
notify Covance immediately.

2.10 The Institution represents and warrants the
following:

a) Institution Staff working on the Study,
including the Investigator, shall be
qualified by education and experience to
provide services in connection with the
Study and appropriately trained in ICH
GCP and the Protocol;
sufficient resources and time is available
and shall continue to be available to
Investigator for dedicated, proper and
punctual performance of the Study in
accordance with the Study Protocol
requirements and the terms of this
Agreement;
sufficient resources are allocated and
shall continue to be sufficiently allocated
and available to Investigator to conduct
the Study; and
all identified Study Site Staff shall be
adequately trained on the Study
procedures shall have read, understood
and agreed to abide by all terms and
conditions of this Agreement.

Study Staff are contractually obligated to
abide by all terms and conditions of this
Agreement, including, without limitation, the
obligations to protect Sponsor’s Confidential
Information in accordance with Section 8,

b)

d)

Zdravotnické zafizeni je srozuméno s tim, Ze na
zakladé usneseni mize byt platba zadrZzena
zdivodu  nesplnéni  kteréhokoli  zvySe
uvedenych ukolt.

2.9 Zdravotnické zatizeni prohlasuje a zarucuje,
7e ani zdravotnické zafizeni ani personal studie,
veetné zkousejiciho, nemaji agenturou FDA ¢i
jinym regula¢nim organem zak4zéno ¢i docasné
zakazano ucastnit se klinického vyzkumu a ze
nevyuZzije, ani do studie nezapoji Zadnou osobu
¢i organizaci, které byla regulaénim organem
zakazéana, doCasn¢ zakazana ¢i vyloucCena Ucast
v Klinickém vyzkumu. V piipadé, 7e
zdravotnickému zafizeni nebo kterékoli osobé
zapojené do studie, vetné zkousSejiciho, bude
zak4dzano nebo mu bude hrozit zdkaz ucastnit
se klinického vyzkumu béhem studie, oznami to
zdravotnické zafizeni neprodlené spolecnosti
Covance.

2.10 Zdravotnické zafizeni prohlasuje a zarucuje,
ze:

a) personal zdravotnického zafizeni
pracujici na studii, v¢etn¢ zkousejiciho,
je vzdélanim a zkusSenostmi kvalifikovan
k poskytovani sluzeb ve spojeni se studii
a nalezit¢ vysSkolen vICH SKP a
protokolu;
zkouSejicimu je kdispozici dostatek
zdrojii a Casu a bude mu k dispozici i
nadale kvyhrazenému, spravnému a
dochvilnému provadéni studie v souladu
s poZadavky  protokolu  studie a
podminkami této smlouvy;
zkousSejicimu jsou pfidéleny a budou i
nadale pfidéleny dostate¢né zdroje
k provadéni studie a
veSkery ur¢eny personal centra studie je
nalezité vyskolen v postupech v ramci
studie, piecetl, pochopil a souhlasil se
vSemi podminkami této smlouvy.
Personadl studie je smluvné vazan dodrzovat
vSechny podminky této smlouvy, mimo jiné
véetné¢ povinnosti zachovavat duveérnost
informaci zadavatele podle oddilu 8 této
smlouvy, a postoupi vynalezy zadavateli podle
oddilu 10 této smlouvy.

b)

c)

d)
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herein and to assign inventions to Sponsor as
set forth in Section 10, herein.

2.11 In accordance with the law 340/2015 Coll.
on Registry of Contracts, this Agreement and/or
any amendment shall be published on the
Ministerial Contract Registry within thirty (30)
days from last signature. The parties agree that
Covance shall publish this Agreement, its
Exhibits and any future amendments, and shall
limit its disclosure to the information required by
law.

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

Covance shall draft the final form of the
agreement (Draft Publication Document) for
publication (which shall not contain any
Excluded Information) and shall submit the Draft
Publication Document to the Institution for
review at least thirty (30) calendar days before
the Agreement is expected to be executed. The
Institution shall provide any comments to
Covance on the Draft Publication Document
within fifteen (15) days and Covance shall make
any amendments reasonably suggested by
Institution. The Agreement shall only be
executed after the parties have agreed the final
form and format of the Agreement for
publication on the Ministerial Contract Registry
(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. Covance shall
add Institution’s Databox ID as a secondary
recipient. The parties understand that the Site
shall not be initiated until the Final Document
has been published.

2.11 V souladu se zékonem 340/2015 Sh. o
registru smluv, tato smlouva a/nebo jakakoli
priloha musi byt zvefejnéna
prostiednictvim ministerského registru smluv do
tficeti (30) dnt od posledniho podpisu. Strany se
dohodly, Ze spolecnost Covance zvefejni tuto
smlouvu, jeji pfilohy a jeji pfipadné zmény, a
omezi jeji zvefejnéni na informace pozadované
podle zdkona.

Pred zvefejnénim musi spole¢nost Covance ze
smlouvy, ktera ma byt zvefejnéna, odstranit
veskeré informace vztahujici se k divérnym
informacim, osobni informace, a obchodni
tajemstvi, jak je definovano v obcanského
zakoniku (vylouc¢ené Informace), véetné, ale bez
omezeni, protokolu, souboru informaci pro
zkousSejiciho a piilohy s rozpo¢tem upiesnujici
naklady na postupy a vykony. Zvefejnén bude
pouze ocekavany celkovy rozpocet studie
(hodnota zakazky).

Spolecnost Covance vypracuje konecnou podobu
smlouvy (navrh dokumentu ke zvefejnéni) ke
zvetejnéni (ktera nesmi obsahovat Zadnou
vylou¢enou informaci) a predlozi navrh
dokumentu ke zvefejnéni zdravotnickému
zafizeni k posouzeni nejméné tiicet (30)
kalendafnich dnti pfed ocekdvanym dnem
podpisu  smlouvy. Zdravotnické  zafizeni
predlozi spolecnosti Covance  veSkeré
pfipominky k navrhu dokumentu ke zvefejnéni
do patnacti (15) dnti a spolecnost Covance musi
provést vSechny zmény, které dtvodné navrhlo
zdravotnické zafizeni. Smlouva bude podepsana
pouze poté, co se strany dohodly na kone¢né
podobé a formatu smlouvy ke zvefejnéni
prostiednictvim ministerského registru smluv
(zavére¢ny dokument).

Spolecnost Covance souhlasi s tim, Ze zvefejni
zavéreCny dokument a vyplni metadata v
ministerském registru smluv do 5 pracovnich dni
po kone¢ném podpisu smlouvy.  Spolecnost
Covance musi pifidat ID  DataBoxu
zdravotnického zafizeni jako sekundarniho
adresata. Strany rozumi, Ze zdravotnické
zafizeni nebude pracovistém studie, dokud
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The parties also declare that if in the future it will
appear that publication is in conflict with the
mandatory provisions of the law, they will take
necessary steps to remedy the situation.

Any violation of any obligations of the parties

under this article 2.11 gives the other party the
right to immediately terminate this Agreement.

3. BUDGET AGREEMENT

An estimated total value of the reimbursement to
be paid under this Agreement will be 1,046,513
CZK.

4. AUDIT

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

The Institution shall, upon request from Covance
or the Sponsor or a relevant health authority:

a) with reasonable notice, allow auditors from
Covance or the Sponsor to visit the Institution to
conduct reviews of all study records and
processes at the Institution, 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.

b) Upon further request from Covance, the
Institution agrees to provide necessary clinical data
queries/corrections or other requests in a timely

nebude zvefejnén zavére¢ny dokument.

Smluvni strany zaroven prohlasuji, Zze pokud by
se Vvbudoucnu ukézalo, Ze je zvefejnéni v
rozporu s kogentnimi ustanovenimi pfisludnych
pravnich pfedpisu, ucini vdechny potfebné kroky
k naprave.

Jakékoli poruSeni jakéhokoli zavazku smluvni
strany podle tohoto ¢&lanku 2.11. dava druhé
smluvni strané pravo okamzité ukoncit tuto
smlouvu..

3. ROZPOCTOVA SMLOUVA

Priblizna celkova hodnota thrad, které maji byt
vyplaceny vrédmci této smlouvy je 1,046,513
CZK.

4. AUDIT

Na zadost spolenosti Covance poskytne
zdravotnické zafizeni monitorovi nebo auditorovi
spolec¢nosti Covance nebo auditorovi zadavatele
veskeré Kklinické udaje, vCetné formulaiit CRF,
zprav o sledovani pacienti (patient tracking
reports), zdrojové dokumentace a dalSich
relevantnich informaci  ziskanych v disledku
studie. Zdravotnické zafizeni se zavazuje na dalsi
zadost spolecnosti Covance poskytnout monitorovi
spole¢nosti Covance v€as nezbytné dotazy/opravy
klinickych ~ udaji  nebo jiné pozadavky.
Zdravotnické zatizeni se zavazuje, Ze bude plné
spolupracovat pii jakémkoli auditu studie
provadéném spolecnosti Covance, pfislusSnymi
zdravotnickymi Ufady nebo jejich pfisluSnymi
z&stupci.

Zdravotnické zafizeni na Zadost spoleCnosti
Covance nebo =zadavatele ¢i  piislusného
zdravotnického organu:

a) po piiméfeném piedchozim oznameni umozni
auditorim ze spolecnosti Covance nebo od
zadavatele navstivit zdravotnické zafizeni za
ucelem provedeni kontroly vSech zaznamu a
postuptl studie ve zdravotnickém zafizeni, véetné
pfistupu ke vSem zdravotnim zdznamim
subjektli, ktefi podstoupili screening a byli
zafazeni do studie, k veSkeré dokumentaci
souhlasii, k laboratornim zpravam a dalSim
relevantnim informacim ziskanym ve studii;
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manner.
c¢) Notify Covance promptly of any notifications
of regulatory inspections which are received by
the Institution.

d) Cooperate with Covance and/or Sponsor in

preparation activities for any inspection,
including audits.
e) Facilitate the conduct of regulatory

inspections by regulatory health authorities,
allowing for the presence of Covance and/or
Sponsor staff during the inspection.

f) Liaise with Covance and/or Sponsor in
responding to any regulatory inspection findings
in relation to the Study.

5. TERMINATION

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

5.2 Should the Study be terminated without cause
prior to the completion of Evaluable Cases
Covance shall reimburse the Institution on a pro
rata basis of the number of visits completed by
patient. ~ Should the Institution have already
received payments in excess of the actual pro rated
amounts due then that overpayment will be
promptly remitted to Covance by the Institution.

6. INDEMNIFICATION AND INSURANCE

7. PROPERTY

All equipment, materials, documents, data,
information and suggestions of every kind and
description supplied to the Institution directly or
indirectly by the Sponsor, by Covance on behalf of
Sponsor, or prepared or developed by the
Institution pursuant to the Agreement (except for
Institution procedural manuals, personnel data, and
Institution developed computer software), or
resulting from the services provided hereunder
shall be the sole and exclusive property of the
Sponsor and be treated as Confidential Information

b) na dalsi zadost spole¢nosti Covance se
zdravotnické zafizeni zavazuje poskytnout vcas
nezbytné dotazy/opravy klinickych udaji nebo
jiné poZadavky;

¢) neprodlené informuje spole¢nost Covance o
jakychkoli oznamenich regulac¢nich kontrol, jez
zdravotnické zafizeni obdrzi;

d) spolupracuje se spole¢nosti Covance a/nebo
zadavatelem na pfipravnych krocich pro
jakoukoli kontrolu véetn€ auditi;

e) usnadnuje prubéh regula¢nich kontrol
provadénych regulac¢nimi zdravotnickymi organy
umoznénim piitomnosti persondlu spolecnosti
Covance nebo zadavatele béhem kontroly;

f) spolupracuje se spole¢nosti Covance a
zadavatelem pii odpovidani na zjisténi regulacni
inspekce v souvislosti se studii.

5. UKONCENI

5.1 Smluvni strany se dohodly, ze spole¢nost
Covance miize vypoveédét tuto smlouvu a ukoncit
ucast zkousejiciho a/nebo zdravotnického zatizeni
ve studii kdykoli, s udanim ¢i bez udani divodu.

5.2 Pokud bude studie ukoncena bez uvedeni
dtivodu pred dokonfenim  vyhodnotitelnych
ptipadu, uhradi spolecnost Covance
zdravotnickému zafizeni pomérnou ¢astku na
zakladé poctu navstév dokoncenych pacientem.
Pokud jiz zdravotnické zafizeni obdrzelo platby
presahujici skuteCné pomérné splatné castky,
odesle zdravotnické zafizeni preplatek neprodlené
nazpé€t spolecnosti Covance.

6. ODSKODNENI A POJISTENI

7. VLASTNICTVI

Veskeré vybaveni, materialy, dokumenty, Udaje,
informace a navrhy jakéhokoli druhu a popisu
dodané zdravotnickému zafizeni pfimo ¢i neptimo
zadavatelem, spolecnosti Covance jménem
zadavatele, nebo pfipravené ¢i  vypracované
zdravotnickym zafizenim podle této smlouvy
(vyjma procesnich prirucek zdravotnického
zafizeni, 0daji o persondlu a pocitaCového
softwaru vyvinutého zdravotnickym zafizenim)
nebo pochazejici ze sluzeb poskytovanych podle
této smlouvy, jsou vyhradnim a vyluénym
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(defined below); provided that the Institution may
retain copies of such materials as required by
applicable laws, rules and regulations. The
Sponsor shall have the right to make whatever use
it deems desirable of any such materials,
documents, data, information and suggestions.

8. CONFIDENTIAL INFORMATION

The Institution agrees that all material, documents
and information provided to Institution by
Covance or the Sponsor and all information
developed by the Institution in connection with the
Study is and shall be considered as confidential
information  (collectively, the “Confidential
Information”) and the sole property of the
Sponsor.  The Institution agrees to hold such
Confidential Information in strict confidence
during the term of this Agreement and for ten
years after termination of this Agreement and shall
disclose the Confidential Information to hospital
authorities, institutional review boards, and their
respective agents, employees, officers and
directors and representatives only on a need-to-
know basis and only if foregoing parties are bound
and obligated by the same provisions of
confidentiality as applicable to the Institution;
provided that the Institution will have no
obligations with respect to any Confidential
Information that (a) is now or later becomes
publicly available through no fault of the
Institution, as applicable, (b) is obtained by the
Institution, as applicable, from a third party not
under obligation to the Sponsor with respect to
such Confidential Information, (c) is already in the
possession of the Institution as evidenced by
contemporaneous written records, or (d) is
required by any law, rule, regulation, order, decree
or subpoena or other judicial, administrative or
legal process to be disclosed.

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

vlastnictvim zadavatele a musi se s nimi nakladat
jako s davérnymi informacemi (definovany nize),
za predpokladu, Ze si zdravotnické zafizeni muize
ponechat kopie takovych materialt, jak vyzaduji
piislusné zakony, pravidla a pravni piedpisy.
Zadavatel ma pravo vyuZit takové materidly,
dokumenty, Gdaje, informace a névrhy jakymkoli
zpusobem, ktery pozaduje za vhodny.

8. DUVERNE INFORMACE

Zdravotnické zafizeni se zavazuje, Ze veSkery
materidl, dokumenty a informace poskytnuté
zdravotnickému zafizeni spolenosti Covance
nebo zadavatelem, a veSkeré informace ziskané
zdravotnickym zafizenim ve spojeni se studii, se
povazuji a budou povazovat za diivérné informace
(spole¢né ,,duvérné informace) a vyhradni
vlastnictvi zadavatele. Zdravotnické zafizeni se
zavazuje udrzovat tyto diivérné informace Vv piisné
daveérnosti v prub¢hu trvani platnosti této smlouvy
a po dobu deseti let po skonCeni této smlouvy a
sdéli tyto davérné informace nemocni¢nim
organtim, kontrolnim vyborim zdravotnického
zatizeni a jejich prfisluSnym  jednateltim,
zam¢stnancum, Ufednikim a feditelim a
zastupclim pouze v piipad¢€ potieby a pouze pokud
jsou tyto strany vazany stejnymi ustanovenimi o
divérnosti jako zdravotnické =zafizeni; pod
podminkou, Ze zdravotnické zafizeni nebude mit
zadné povinnosti, pokud jde o jakékoli divérné
informace, které (a) jsou nyni vefejné dostupné
nebo se pozdéji stanou vetejné dostupnymi nikoli
chybou zdravotnického zafizeni, (b)
zdravotnické zafizeni piipadné ziskd od tieti
strany, kterd neni vazdna povinnosti Vvuci
zadavateli, pokud jde o tyto divérné informace,
(c) jsou jiz v drzeni zdravotnického zafizeni, jak
dokladaji soucasné pisemné zaznamy nebo (d)
jejichz poskytnuti vyZaduje jakykoli z&kon,
pravidlo, pravni piedpis, piikaz, nafizeni,
piedvolani nebo jiny soudni, spravni ¢i pravni
proces.

Zdravotnické zafizeni nepouzije takové diivérné
informace ke svému vlastnimu prospéchu ani
k prospéchu jakékoli tieti strany a neposkytne
zadné tieti stran¢ zadné materidly, které obsahuji
diuvérné informace, nez jak je uvedeno zde vyse.
VeSkeré zavazky zachovani divérosti a
nepouZivani obsaZené v této smlouvé zistanou
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Agreement.

9. DATA PROTECTION

For the purposes of this Agreement "Personal
Information™ shall mean any information in any
format that identifies, or is used by or on behalf of
Covance or Sponsor to identify, an individual and
that is protected by applicable privacy and/or data
protection law.

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

Notwithstanding the foregoing, for purposes of this
Agreement, any information provided to Covance
or 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. Further, no
information other than the information provided to
complete the clinical study and ensuring research
integrity shall be provided to Covance or Sponsor
under this Agreement.

The Institution consents that Covance, its affiliates,
and its respective agents and representatives (who
are contractually bound to uphold the same privacy
standards as Covance), and their respective
successors and assigns, may collect and use
information about the Institution’s employees,

vplatnosti i po vyprSeni nebo piedCasném

ukonceni této smlouvy.

9. OCHRANA UDAJU

Pro ucely této smlouvy znamend vyraz ,,osobni
Udaje* veSkeré informace v libovolném formatu,
které umoziiuji zjisténi totoZnosti fyzické osoby,
nebo jsou spolecnosti Covance ¢i zadavatelem
nebo jejich jménem pouZzity k identifikaci fyzické
osoby a které jsou chranény pfislusSnym zakonem
na ochranu osobnich tdaji.

Zdravotnické zafizeni bude po dobu trvani
platnosti této smlouvy dodrZzovat a zajisti, aby
zkousejici dodrzoval veskeré piislusné zakony,
pravidla a predpisy na ochranu osobnich udajii a
informaci, jakoZ i jejich pfilezitostné novelizované
znéni, pii sbéru, pouziti, zpracovani, uchovavani,
predavani, Upravach, odstraiiovani a poskytovani
jakychkoli osobnich udaju podle této smlouvy. V
ptipadé, ze zdravotnické zafizeni osobni udaje
poskytne spolec¢nosti Covance nebo zadavateli,
zdravotnické zafizeni prohlasuje a zarucuje, Ze ma
pravomoc tyto osobni Udaje poskytovat a Ze tim
neporusuje Zadné relevantni zakony, pravidla nebo
predpisy, ani prava osob fyzickych ani
pravnickych. Zdravotnické zafizeni neprodlené
vyrozumi spole¢nost Covance a zadavatele o
kazdém nahodném, nezakonném nebo
neopravnéném pouziti nebo prozrazeni osobnich
udaju, které zjisti.

Bez ohledu na vySe uvedené budou veSkeré
informace poskytované spole¢nosti Covance nebo
zadavateli pro ucely této smlouvy vzdy zbaveny
osobnich udaji, nebudou umoziovat zjisténi
identity pacientii, a nebude se jednat o informace,
které jsou za ,osobni (daje“ povaZovany
prislusnymi zakony, pravidly nebo piedpisy.
Kromé toho spole¢nosti Covance nebo zadavateli
nebudou podle této smlouvy poskytovany Zadné
jiné informace nez informace pottebné k provedeni
klinické studie a zajisténi integrity vyzkumu.

Zdravotnické zafizeni souhlasi, ze spole¢nost
Covance, jeji pridruZzené spolecnosti a piislusni
jednatelé a zastupci (ktefi jsou smluvné vazani
stejnymi pozadavky na zachovani divérnosti jako
spole¢nost Covance) a jejich pfislusni nastupci a
nabyvatelé, mohou shromazdovat a pouzivat
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such as contact information and professional | informace o zaméstnancich zdravotnického

credentials, to invite Institution’s employees to
attend conferences and to participate in other
programs. Covance also may use Personal
Information as necessary for the performance of
this Agreement, including, without limitation, to
keep track of interactions with Institution both
online and offline and to ensure compliance.
Should Institution’s employees at any time wish to
change or delete the data about the Institution’s
employees provided to Covance, Covance shall do
so upon receipt of notice from Institution but only
to the extent required by applicable law.

10. INVENTIONS

11. PUBLICATION POLICY

Details of the Study and its results shall not be
publicised or published in any form without prior
consent of Covance or the Sponsor. Such approval
is necessary to prevent premature disclosure of
trade secrets and other confidential information.

12. INDEPENDENT CONTRACTOR

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

Institution agrees that Covance is acting on behalf
of the Sponsor and that the Sponsor is funding this
study

zatizeni, jako jsou kontaktni informace a
informace o profesni kvalifikaci, zvat zaméestnance
zdravotnického zatizeni na konference a k ucasti
v dalSich programech. Spole¢nost Covance rovnéz
mizZe pouzit osobni informace dle potieby k
provadéni této smlouvy, mimo jiné vcetné k
vedeni zdznamil o interakcich se zdravotnickym
zatizenim, jak online, tak offline, a k zajisténi
dodrzeni podminek. Pokud si zameéstnanci
zdravotnického zatizeni budou kdykoli ptat zménit
nebo  vymazat udaje o  zaméstnancich
zdravotnického zafizeni poskytnuté spolecnosti
Covance, spolecnost Covance tak ucini po
obdrzeni oznameni od zdravotnického zafizeni,
avsak pouze vrozsahu pozadovaném piislusnym
zékonem.

10. VYNALEZY

11. ZASADY ZVEREJNOVANI

Podrobnosti o studii a jejich vysledcich se nesmi
v zadné formé propagovat ¢i zvefejiiovat bez
pfedchoziho souhlasu spole¢nosti Covance nebo
zadavatele. Takové svoleni je nezbytné k
zabranéni predCasnému prozrazeni obchodnich
tajemstvi a jinych davérnych informaci.

12. NEZAVISLY DODAVATEL

Vztah spolecnosti Covance a zadavatele se
zdravotnickym zafizenim podle této smlouvy je
vztahem nezavisleho dodavatele a nic v této
smlouvé ¢i jinak ani ujednani, pro které je
vytvofena, nestavi zdravotnické zafizeni ani
nikoho  delegovaného k ¢ vyuZitého
zdravotnickym zafizenim pii provadéni sluzeb
uvedenych v této smlouvé do pozice zaméstnance,
spoleéného podniku, partnera ¢i pracovnika
spole¢nosti Covance ¢i zadavatele.

Zdravotnické zatizeni souhlasi, ze Covance jedna
jménem zadavatele a Ze zadavatel financuje tuto
studii.
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13. BUSINESS AND FINANCIAL | 13. POSKYTNUTI  OBCHODNICH A
DISCLOSURE FINANCNICH UDAJU
Institution  represents and warrants  that | Zdravotnické zaiizeni prohlasuje a zarucuje, Ze

Institution has not accepted nor been offered any
payment of money or other assets for the purpose
of influencing its decisions or actions to help
Covance or 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. Institution further represents and warrants
that Institution has not made and agrees that it
shall not make any paymentor any offer or
promise for payment, either directly or indirectly,
of money or other assets, to government or
political party officials, officials of international
organizations, candidates for public office, or
representatives of other businesses or persons
acting on behalf of any of the foregoing for the
purpose of influencing decisions or actions or
where such payment would constitute violation
of any law, including but not limited to the U.S.
Foreign Corrupt Practices Act, U.K. Bribery Act
2010, and other applicable anti-bribery/anti-
corruption laws.

14. EQUIPMENT

The Institution will be provided by the Sponsor
through Covance with certain equipment
Mygluocohealth™ Blood Glucose Monitoring
System from company Emergo Europe
(“Equipment”) for use during the term of the
Study. The Institution agrees that the
Equipment shall be used only for the Study and
in accordance with the requirements of the
Protocol and the terms of this Agreement.
Covance retains the right to demand return of the
Equipment if the Equipment is used by the

zdravotnické zafizeni nepfijalo ani mu nebyla
nabidnuta zadna platba penéz nebo jinych aktiv
za ucelem ovlivnéni jeho rozhodnuti nebo ¢int k
napomahani tomu, aby spole¢nost Covance nebo
zadavatel ziskali nebo si udrzeli obchod ¢i ziskali
obchodni vyhodu v ptipadé, kdy by takova platba
pfedstavovala poruSeni jakéhokoli zakona,
véetn¢ mimo jiné zakona Spojenych statl
americkych o zahrani¢nich  korupc¢nich
praktikach (Foreign Corrupt Practices
Act), protiuplatkarského  zdkona  Spojeného
krélovstvi z roku 2010 (Bribery Act 2010) a
jinych platnych
protiuplatkarskych/protikorupénich

zakontl. Zdravotnické zatizeni dale prohlasuje a
zarucuje, ze zdravotnické zatizeni neprovedlo a
zavazuje se, Ze neprovede Zadnou platbu ani
nabidku nebo pfislib platby, pfimo ¢i nepiimo,
ve form¢ penézni ¢i jinych aktiv, ufednikiim
vlady ¢ politické  strany, Ufednikdm
mezinarodnich  organizaci, kandidatim na
vefejny Ufad ani zastupciim jinych podnikd nebo
osobdm jednajicim jménem kohokoli z vySe
uvedenych za ucelem ovlivnéni rozhodnuti nebo
¢ind nebo v piipadé, kdy by takova platba
ptredstavovala poruSeni jakéhokoli  zakona,
véetné mimo jiné zakona Spojenych stati
americkych o zahrani¢nich  korup¢nich
praktikach (Foreign Corrupt Practices
Act), protiuplatkarského  zdkona  Spojeného
kralovstvi z roku 2010 (Bribery Act 2010) a
jinych platnych
protiuplatkatskych/protikorupcnich zakond.

14. VYBAVENI

Zdravotnické zafizeni dostane k dispozici od
zadavatele prostfednictvim spole¢nosti Covance
urcité vybaveni - Glukometr Mygluocohealth™
Blood Glucose Monitoring System od spolecnosti
Emergo Europe (,,vybaveni“) K pouziti béhem
trvani studie. Zdravotnické zafizeni se zavazuje,
Ze se vybaveni bude pouzivat vyhradné pro ucely
studie a v souladu s poZadavky protokolu a
podminkami této smlouvy. Spole¢nost Covance
si ponechdvd pradvo poZadovat navraceni
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Institution for any purpose not authorised in the
Protocol, this Agreement or the written
instruction of Covance or the Sponsor. The
Equipment shall be returned to Sponsor or
Covance at the end of the Study.

The Institution shall be responsible for the
Equipment from the time the Equipment is
received by the Institution to the time the
Equipment is acknowledged as received by the
collecting agent. During the period of time
during which the Institution is in receipt of the
Equipment, the Institution shall be responsible
for ensuring the Equipment is maintained in a
good state of repair. Any and all faults shall be
reported promptly to Covance to enable Covance
to make arrangements for repair or replacement.

The Institution shall reimburse Covance for any
and all costs incurred by Covance resulting from
damage caused to the Equipment due to the
negligence or misconduct of the Institution, its
employees, its agents or servants.

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

15. CHANGES TO SCOPE OF AGREEMENT

vybaveni, pokud zdravotnické zafizeni vybaveni
pouzivd K jakémukoli 0éelu nepovolenému v
protokole, této smlouvé nebo pisemnych
pokynech spolec¢nosti Covance nebo zadavatele.
Vybaveni se na konci studie vrati zadavateli
ptipadné spolecnosti Covance.

Zdravotnické  zafizeni je za  vybaveni
zodpovédné od doby, kdy ho obdrzi az do doby,
kdy vyzvedavajici zastupce potvrdi piijeti
vybaveni. B&hem obdobi, kdy je vybaveni
v drzeni zdravotnického zafizeni, zodpovida
zdravotnické zafizeni za zajiSténi Udrzby
vybaveni.  Jakékoli a vSechny zavady se
neprodlené ohlasi spole¢nosti Covance, aby
spolecnost Covance mohla zafidit opravu nebo
vymeénu.

Zdravotnické  zafizeni uhradi  spolecnosti
Covance jakékoli a veSkeré néklady vzniklé
spoleCnosti  Covance v dasledku poskozeni
vybaveni kvili zanedbani nebo nespravnému
jednani ze strany zdravotnického zafizeni, jeho
zaméstnanci, zastupct nebo pracovnikd.

Zdravotnické  zafizeni uhradi  spolecnosti
Covance jakékoli a veSkeré néklady spojené
S opravou nebo vyménou vybaveni v pfipad¢, ze
je vybaveni poSkozeno nebo ztraceno v dobg,
kdy je v drzeni zdravotnického zatizeni.

15. ZMENY ROZSAHU SMLOUVY

The terms and conditions of this Agreement will
be renegotiated by Covance if the Sponsor and/or
the relevant health authority 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.

16. INVALIDITY

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.

Podminky této smlouvy budou spolecnosti
Covance znovu projednany, pokud zadavatel
a/nebo pfislusny zdravotnicky organ provedou
vyrazné zmény navrhu nebo rozsahu studie, které
by vyznamné ovlivnily podminky této smlouvy.
Zé&dny dal3i dodatek této smlouvy nebude platny,
pokud nebude ucinén pisemné a podepsan
smluvnimi stranami.

16. NEPLATNOST SMLOUVY

Pokud jakéakoli ustanoveni této smlouvy budou
shleddna jako neplatnd nebo nevymahatelnd,
zbytek té¢to smlouvy zistane v platnosti
a ucinnosti.
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17. GOVERNING LAW/ARBITRATION

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

18. ASSIGNMENT

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

19. CONTRACT LANGUAGE

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

[Signature Page Follows]

17. ROZHODNE PRAVO/ARBITRAZ

Tato smlouva se fidi a je vykladana v souladu se
zakony statu Ceska republika (kromé& ustanoveni
tykajicich se stfetu zakond).

18. POSTOUPENI

Tuto smlouvu ani jakékoli prava nebo povinnosti
Z ni vyplyvajici nemtze zdravotnické zatizeni
postoupit bez ptedchoziho pisemného souhlasu
spole¢nosti Covance.

19. JAZYK SMLOUVY

Tato smlouva je vytvorena v ¢estiné a v angli¢ting.
V ptipadé rozporu mezi témito dvéma verzemi
bude rozhodna verze v ¢estiné.

[Nasleduje strénka s podpisy]
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For and on behalf of Covance Inc. Date/Datum
which has been authorized to sign this Agreement by

Theracos Sub, LLC/

Za a jménem spolecnost/i Covance Inc.,

ktera byla zmocnéna k podepsani této smlouvy

spolec¢nosti Theracos Sub, LLC

Name / Jméno: Robert Chudacek

Title / Funkce: Country Head

For and on behalf of / Za a jménem Date/Datum
Unherskohradist’ska nemocnice a.s.

Name / Jméno: MUDr, Petr Sladek
Title / Funkce: Chairman of the Board / pfedseda
predstavenstva
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EXIBIT A- COST AND PAYMENT / PRILOHA A - NAKLADY A PLATBY
[Theracos] - [THR-1442-C-476] - 3115

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

Smluvni strany se dohodly, Ze tato piiloha tykajici se
plateb, platebnich podminek a rozpoctu je soucasti
smlouvy. VSechny platby za tuto studii budou
provedeny v souladu s podminkami stanovenymi
nize.

Value Added Tax (VAT) — All agreed upon amounts
are VAT excluded. VAT is not applicable as the
contracting party providing payments is located in
the USA. The payment will not be subject to
withholding tax. In the limit of applicable regulation
it is the responsibility of the Payee to declare this
income and Covance is not liable for any taxes due.

Dai z pfidané hodnoty (DPH) — vSichni se dohodli
na tom, ze castky budou bez DPH. DPH se
neaplikuje, jelikoz smluvni strana provadéjici platby
sidli v USA. Platby nepodléhaji srazkove dani. V
souladu s platnymi pfedpisy je povinnosti piijemce
deklarovat tento piijem a Covance nenese
odpovédnost za pripadné splatné dané.

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

Faktury musi byt vystaveny na adresu Covance Inc,
210 Carnegie Center, Princeton, New Jersey 08540-
6233, USA a doruceny na adresu Covance CAPS,
Na Strzi 65/1702, 140 00 Praha 4, Ceska republika

1. SUBJECT ENROLLMENT

1. ZARAZENI PACIENTU DO STUDIE

Number of Subjects / Pocet
pacientii:
Each / Za| Total for all Subjects /
— . Frequency/details /| jednoho Celkem za v3echny
Description / Popis . . .
Frekvence/detaily pacienta pacienty
[CZK] [CZK]
. S X,
Ps(r:i;L:;)iect Fee” [ Cstka za In accordance with Table 1/
P Podle tabulky 1
Conditional ~ Assessments /| In accordance with Table 2/
Podminéna hodnoceni Podle tabulky 2
Screen Failures / Vyiazeni pfi | In accordance with Table 3/
screeningu Podle tabulky 3
Pharmacy Costs / Naklady | In accordance with Table 4/
Iékarny Podle tabulky 4
MAXIMUM STUDY COST / MAXIMALNI NAKLADY NA STUDII 1,046,513
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*The fees are inclusive of Hospital overhead fees, pharmacy costs and laboratory costs. / Naklady jsou
véetné rezijnich nakladii nemocnice, nakladii lékarny a nakladii na laborator.

Per Subiject Fee
2. SUBJECT VISIT PAYMENTS

Payment for patient visits set forth below shall be
made quarterly for confirmed, completed visits in
accordance with each patient visit Budget Schedule
upon receipt of valid invoice. Subject visit payments
are inclusive of any applicable overhead. 10% of
each payment specified in Subject Visit Budget
Schedule below shall be held until Final Payment.

Table 1: Milestones

Cistka za pacienta

2. PLATBY ZA NAVSTEVY PACIENTA

Platby za navstévy pacienta, jak je stanoveno niZze,
budou hrazeny ctvrtletné za potvrzené, dokoncené
navstévy podle rozpoctového harmonogramu pro
kazdého pacienta po obdrzeni platné faktury. Platby
za navstévy pacienta jsou véetné piisluSnych
rezijnich nakladd. 10 % z kazdé platby uvedené nize
v rozpoctovém harmonogramu navstév pacienta
bude zadrzeno a poukazano v zavére¢ném doplatku.

Tabulka 1: Etapy
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[ 3_CONDITIONAL ASSESSMENTS

| 3. PODMINENA HODNOCEN]

Table 2/ Tabulka 2:

4. SCREEN FAILURE PAYMENT

4. PLATBA VYRAZENI PRI

SCREENINGU

ZA

Table 3 /Tabulka 3:

5. TRAVEL REIMBURSEMENT

5. PROPLACENI CESTOVNICH NAKLADU

6. PHARMACY COSTS

6. NAKLADY LEKARNY

Table 4/ Tabulka 4:

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

7. PAYEE 7. PRIJEMCE PLATEB
The Institution certifies that the designated payee is | Zdravotnické zafizeni potvrzuje, ze urCeny

prijemce plateb je spravnym piijemcem pro Ucely
této smlouvy. Smluvni strany se dohodly, Ze platby
podle této smlouvy budou provadény bankovnim
pfevodem podle informaci o bankovnim pfevodu
ptijemci plateb podrobné uvedenych nize.

Payee Account Holder Name / Jméno
drzitele uctu prijemce plateb

Uherskohradist’ska nemocnice a.s.

Payee Address / Adresa piijemce
plateb

J.E. Purkyné 365, 686 68 Uherské Hradisté, Czech Republic

Payee Tax ID Number / Danové
identifika¢ni ¢islo ptijemce plateb

CZ27660915

Bank Name / Nazev banky Komer¢ni banka, a.s.

Bank Account Number / Cislo | 115-3385540297/0100
bankovniho tétu

Bank ID Number / Identifika¢ni ¢islo | 0100

banky

Bank Address / Adresa banky Prague, Czech Republic

IBAN / IBAN CZ72 0100 0001 1533 8554 0297

Bank Swift Code/ ABA Routing # /
BIC kod banky (SWIFT)/identifikator
banky ABA (v USA)

KOMBCZPP

Fiscal Code (Variable symbol) /
Danovy kod (Variabilni symbol)

Per Invoice/Dle faktury
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8. FINAL PAYMENT

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

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

8. ZAVERECNA PLATBA

Pokud pfi predCasném dokonceni studie nebo
ukonceni této smlouvy jiz byla poukédzana platha
zdravotnickému zafizeni presahujici odpovidajici
Castku, zdravotnické vrati tento preplatek
neprodlené po obdrzeni pisemného oznamenti.

Zdravotnické zatizeni predlozi konec¢né faktury do
Sedesati (60) pracovnich dnll po zavérené navstéve
vramci studie. Zdravotnické zafizeni predlozi
ptipadné namitky tykajici se nesrovnalosti
v platbach do ftriceti (30) pracovnich dnii od
obdrzeni plathy.

[THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK / ZBYLA CAST TETO
STRANKY JE UMYSLNE PONECHANA PRAZDNA]
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