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DATE:

PARTIES:

ZOLL Circulation located at 2000 Ringwood Ave., San
Jose, CA 95131, USA represented in the European Union
by ZOLL Medical Deutschland GmbH, having a business
address at Emil-Hoffmann Str. 13, 50996 Cologne,

Germany VAT: DE203392290 - HRB 32891

(hereinafter “Sponsor”).

AND:

Krajska zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

having its principal place of business at Socidlni péce
3316/12a, 400 11 Usti nad Labem, Czech Republic, ID:
25488627, VAT: CZ25488627, represented by Ing. Petr
Fiala - Managing Director. (hereinafter “Institution”).

(Collectively referred to herein as the “Parties”)

BACKGROUND:

A. Sponsor is a medical device company engaged in
the discovery, development, manufacture, distribution and
sale of medical devices and is the owner of certain
Intellectual Property (the “Sponsor Property”).

B. Institution is a clinical site engaged in the
management and conduct of clinical research programs and
is the owner of certain Intellectual Property (the
“Institution Property”).

C. Sponsor wishes to retain the services of Institution
as a provider of clinical research services in connection
with clinical research programs that Sponsor is conducting
(individually, “Study”) as more fully set forth in the
various statement of work addenda to be attached to the
Agreement when appropriate and incorporated herein by
reference (“Statement of Work Addenda”);

DATUM:

SMLUVNI STRANY:

ZOLL Circulation nachézejici se na adrese 2000 Ringwood
Ave., San Jose, CA 95131, USA zastoupend v Evropské
unii spolecnosti ZOLL Medical Deutschland GmbHE se
sidlem podnikani v Emil-Hoffmann Str. 13, 50996

Cologne, Némecko, DIC: DE203392290 - HRB
32891 (dale jen “Zadavatel”).

A:

Krajska zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

se sidlem Socialni péce 3316/12a, 400 11 Usti nad Labem,
Ceska republika, IC: 25488627, DIC: CZ25488627,
zastoupena Ing. Petrem Fialou, generalnim feditelem (dale
jen “Instituce”).

(Spole¢né¢ oznaCované dale jako “Strany™)

PODKLADY:

A. Zadavatelem je spoleCnost pusobici v oblasti
vyzkumu, vyvoje, vyroby, distribuce a prodeje piistroji
pouzivanych ve zdravotnictvi a je majitelem urcitého
Dusevniho vlastnictvi (“Vlastnictvi zadavatele”).

B. Instituce je klinickym mistem zabyvajicim se
fizenim a provadénim klinickych vyzkumnych programi a
je majitelem urcitého DuSevniho vlastnictvi (“Vlastnictvi
instituce”).

C. Zadavatel si pieje zachovat sluzby Instituce jako
poskytovatele sluzeb klinického vyzkumu v souvislosti s
klinickymi vyzkumnymi programy, které Zadavatel vede
(individualné, “Studie”) jak je v plné mife stanoveno v
riznych Dil¢ich smlouvach, které budou piiloZzeny podle
potieby k této Dohodé¢, a na které mize byt v textu Dohody
odkazovano (“Dilé¢i smlouvy”);
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D. Institution is willing to provide such services to
Sponsor in accordance with the terms and conditions of this
Master Clinical Study Agreement (the “Agreement”) and
attached Statements of Work Addenda; and

THE PARTIES HEREBY AGREE:

1. DEFINITIONS AND INTERPRETATION

1.1 Definitions

In this Agreement:

""Affiliate” shall mean an entity that, directly or indirectly,
controls, is controlled by, or is under common control with
a Party to this Agreement. An entity shall be deemed to
control another entity if the controlling entity possesses,
directly or indirectly, the power to direct or cause the
direction of the management or policies of the controlled
entity, whether through ownership of stock, the power to
elect or appoint the board of directors or trustees, by
contract, or otherwise.

""Agreement" shall mean this Agreement.

"Applicable Laws" shall mean all applicable European
Union ("EU") and national, local, and regional laws,
regulations, guidelines, Codes of Practice relating to the
conduct of the Study, including but not limited to Directive
93/42/EEC concerning medical devices, the Czech Act No
268/2014 Coll., on Medical Devices, the Czech
Government Regulation No 54/2015 Coll., on technical
requirements for medical devices,

Directive 95/46/EC on the protection of individuals with
regard to the processing of personal data and on the free
movement of such data,

the most recent governing version of the Standards on
clinical investigations of medical devices Standard ISO
14155:2011, the most recent version of the World Medical
Association Declaration of Helsinki entitled “Ethical
Principles for Medical Research Involving Human
Subjects” as applicable to the Study, and the rules
governing  the  relationship  between  healthcare
professionals and medical devices manufacturers such as
the EUCOMED Code of Business Practices, AdvaMed

D. Instituce je ochotna poskytnout Zadavateli takoveé
sluzby v souladu s podminkami této Rdmcové dohody o
provadéni klinickych studii (“Dohoda”) a piilozenymi
Dodatky pracovnich vykazi; a

STRANY SE DOHODLY NA NASLEDUJICIM:

1. DEFINICE A VYKLAD

1.1 Definice

V této Dohodé:

"PridruZenou spolecnosti” se rozumi subjekt, ktery ptimo
nebo neptimo fidi, je fizen, nebo je pod spolecnym fizenim
Strany této Dohody. Subjekt bude povazovany za subjekt
fidici jiny subjekt, pokud fidici subjekt ma piimo nebo
nepiimo pravomoc fidit nebo dohlizet na fizeni spravy
nebo pravidla fizeného subjektu, at’ jiz prostfednictvim
vlastnictvi akcii, pravomoci volit, nebo jmenovat spravni
radu predstavenstva nebo dozor¢i radu smlouvou, nebo
jinak.

"Dohodou" se rozumi tato Dohoda.

"Platnymi zakony" se rozumi vSechny zdkony, smérnice
a predpisy Evropské unie ("EU") platné uvnitt jejich stata,
stejn¢ jako mistni a regiondlni zdkony, smérnice a
predpisy, Kodexy spravné praxe tykajici se vedeni Studie,
vcetné smeérnice 93/42/EHS o zdravotnickych prostiedcich,
Ceského zakona ¢. 268/2014 Sb., o zdravotnickych
prostiedcich, Nafizeni vlady ¢. 54/2015 Sb. o technickych
pozadavcich na zdravotnické prostiedky, smérnice
95/46/ES o ochrané¢ fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném pohybu téchto
udajt, nejnovejsi vladni verze Norem pro klinické zkousky
pfistroji  pouzivanych ve zdravotnictvi, Norma ISO
14155:2011, nejnovéjsi verze Helsinské deklarace Svétové
I€katské asociace s nazvem “Etické principy pro lékarsky
vyzkum za Ucasti lidskych subjektti” pouzitelné pro Studii,
a také predpisy upravujici vztah mezi odborniky ve
zdravotnictvi a vyrobci pfistroji  pouzivanych ve
zdravotnictvi, jako jsou EUCOMED Kodex obchodni
praxe, AdvaMed (Eticky kodex pro interakce s odborniky

ve zdravotnictvi), Eticky kodex CZECHMED, nebo
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(Code of Ethics on Interactions with Health Care
Professionals), the CZECHMED Code of Ethics
or equivalent

“Institution Parties” shall have the meaning ascribed in
Clause 10.4.

“Institution Property” shall have the meaning
ascribed in Clause 11.3.1.

“Change Notice” shall have the meaning ascribed
in Clause 4.5.

“Change Order” shall have the meaning ascribed
in Clause 4.5.

"Confidential Information" shall mean all information
that is (a) disclosed by the disclosing Party to the receiving
Party, in written, graphic or electronic form (or orally, if
within thirty (30) days after the oral disclosure the
disclosing Party notifies the receiving Party in writing of
the confidential nature of such information), or (b)
developed, collected or prepared by Institution for Sponsor
as a result of performance of any Services. Confidential
Information includes the provisions of this Agreement and
the Statement of Work Addenda, trade secrets, inventions,
ideas, materials, procedures, processes, formulations,
formulae, techniques, Technical Files, communications to
and from any competent regulatory authority or Notified
Body, data, results, research projects, development
projects, protocols for clinical research studies, test results,
engineering projects, manufacturing projects, quality
assurance/control  procedures,  standard  operating
procedures, suppliers, customers, protected health
information, pricing information, financial information,
and research strategies. The term “Confidential
Information” does not include information that the
receiving Party can demonstrate by competent evidence (a)
was in the public domain when disclosed by the disclosing
Party to the receiving Party or subsequently becomes
public through no act or failure to act on the part of the
receiving Party in breach of the Agreement, (b) was known
by the receiving Party when disclosed by the disclosing
Party, or (c) was or is furnished to the receiving Party by a
third party not bound by any confidentiality obligation or
other restriction on disclosure with respect to such
information. All data and information of Sponsor, whether

ekvivalentni

“ Strany instituce” budou mit vyznam uvedeny v odstavci
10.4.

“Vlastnictvi instituce” bude mit vyznam uvedeny
v odstavei 11.3.1.

“Oznameni 0 zméné” bude mit vyznam uvedeny v
odstavci 4.5.

“Narizeni 0 zméné” bude mit vyznam uvedeny v
odstavci 4.5.

"Divérnou informaci" se rozumi veskeré informace, které
(a) jsou pfijimaci Stran¢ odhaleny sd¢lujici Stranou v
pisemné, grafické nebo elektronické podobé (nebo ustne,
pokud do tficeti (30) dni po ustnim sd€leni sd€lujici Strana
oznami piijimaci Stran¢ pisemné, ze se jedna o diaveérnou
povahu takovéto informace), nebo (b) vypracovane,
nashromazdéné nebo piipravené Instituci pro Zadavatele v
dasledku vykonu jakychkoliv Sluzeb. Divérné informace
zahrnuji ustanoveni této Dohody a Dodatky pracovnich
vykazl, obchodni tajemstvi, vyndlezy, napady, materidly,
postupy, procesy, formulace, vzorce, techniky, technické
soubory, jedndni s pfislusSnymi regulacnimi organy nebo
notifikovanou osobou (Notified Body), udaje, vysledky,
vyzkumné projekty, rozvojové projekty, protokoly pro
klinické vyzkumné studie, vysledky testl, inzenyrské
projekty, vyrobni projekty, postupy
zabezpeCovani/kontroly  jakosti, standardni operacni
postupy, dodavatele, zakazniky, chranéné zdravotnické

informace, informace o cené, finan¢ni informace a
vyzkumné strategie. Termin "Duvérné informace"
nezahrnuje informace, kdy pfijimajici Strana mizZze

prokazat piislusSnym dokladem, Ze (a) informace byla
vetejné pristupna, kdyz byla Strané piijimajici zverejnéna
pfedavajici Stranou nebo se stala nasledné vefejné
pfistupnou bez pfi¢inéni nebo opomenuti ze strany
pfijimaci Strany, ktera by byla v rozporu s dohodou, (b)
informace byla znama pfijimajici Stranou, kdyz byla
zvetejnéna predavajici Stranou, nebo (c) informace byla
nebo je predana pfijimajici stran¢ prostiednictvim treti
strany, kterd neni vazéna zadnou povinnosti mlcenlivosti

nebo jinym omezenim zvefejnéni, s ohledem na tyto
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provided to Institution or developed, collected or prepared
for Sponsor by Institution in performance of the Services,
shall be the Confidential Information that is property of
Sponsor.

“Date of Invoice” shall mean the date that an invoice is
rendered by Institution to Sponsor in accordance with the
relevant Statement of Work Addendum.

“Information” shall have the meaning ascribed in Clause
10.1.

“Inventions” shall mean any and all inventions,
technology, discoveries, know-how or ideas, whether or
not patentable, that are conceived, reduced to practice,
made or developed as a result of performing Services under
this Agreement.

“Invoice” shall have the meaning ascribed in Clause 5 and
set out in the relevant Statement of Work Addenda.

“Material Breach” shall mean any breach of any terms to
this Agreement by either Party.

“Protocol” has the meaning set out in Exhibit C to Work
Addendum.

“Services” means the services to be provided by Institution
to Sponsor as set out in any Statement of Work Addendum
attached hereto and subject to Clause 4 of the Agreement.

“Sponsor Property” shall mean any Study Medical
Device, any materials, any accessories, Inventions, any
Confidential Information or proprietary Information
provided to Institution by Sponsor and includes any other
intellectual property or inventions created by Institution
during any clinical investigations as described in Clause
11.2.1.

“Statement of Work Addenda” shall mean the document
or documents attached hereto setting out the
responsibilities and obligations of the Parties regarding the
conduct of certain clinical investigation programs or
Studies according to Sponsor’s named Protocol as set out
in Exhibit C to Work Addendum.

informace. VSechny udaje a informace Zadavatele, at’ jiz
byly poskytnuté instituci nebo odhalené, shroméazdéné a
pfipravené pro Zadavatele instituci v rdmci poskytovani
sluzeb, musi byt Dlvérnymi informacemi, které jsou
majetkem Zadavatele.

“ Datum faktury” znamené datum, kdy Instituce predlozi
fakturu Zadavateli v souladu s prislusSnym Dodatkem
pracovnich vykazu.

“ Informace” bude mit vyznam uvedeny v odstavci 10.1.

“Vynalezy” se rozumi jakékoli a vSechny vynalezy,
technologie, objevy, know-how nebo népady, at jiz
patentovatelné nebo ne, které vznikly, byly zredukovany
do praxe, vyrobeny nebo vyvinuty jako vysledek provadéni
Sluzeb podle této Dohody.

“ Faktura” bude mit vyznam uvedeny v odstavci 5 a
stanoveny v piislusnych Dodatcich pracovnich vykazi.

“Zavazné poruseni” znamena jakékoliv poruseni
jakychkoliv podminek této Dohody jednou ze Stran.

“ Protokol” ma vyznam uvedeny v pfiloze 3 Dilci
smlouvy.

“Sluzby” znamenaji sluzby poskytované Instituci
Zadavateli tak, jak bylo stanoveno v jakékoliv Dil¢i
smlouve¢ pfilozené k dokumentu zde a je v souladu s Casti 4
Ramcové dohody.

“Vlastnictvim zadavatele” se rozumi kazdy ZkouSeny
zdravotnicky prostfedek, jakékoliv materialy, jakékoliv
ptisluSenstvi, vynélezy, veskeré Divérné informace nebo
vlastnické informace poskytnuté Instituci Zadavatelem a
zahrnuje dal$i dusevni vlastnictvi nebo vynalezy, které
Instituce vytvorila béhem klinickych zkousek, jak je
popsano v odstavei 11.2.1.

“Dil¢imi  smlouvami” se rozumi dokument nebo
dokumenty pfilozené k Rdmcové dohod¢ stanovici
odpovédnosti a povinnosti Stran tykajici se chovani
nékterych vyzkumnych programi klinickych zkousek nebo
Studii v souladu s protokolem uvedenym v piiloze 3 Dilci

smlouvy.
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“Study” means the clinical investigation programs
conducted by Sponsor as set out in any relevant Statement
of Work Addenda.

“Study Medical Device” means the medical device to be
studied in respect of each Study as set out in the Statement
of Work Addenda attached hereto.

1.2 Interpretation

In this Agreement:

(a) headings are for convenience only and do
not affect interpretation; and unless the context indicates a
contrary intention;

(b) an obligation or liability assumed by, or a
right conferred on, two (2) or more persons binds or
benefits them jointly and severally;

() “person” includes an individual, the estate
of an individual, a corporation, an authority, an association
or a joint venture (whether incorporated or

unincorporated), a partnership and a trust;

(d) a reference to a party includes that party’s
executors, administrators, successors and permitted
assigns, including persons taking by way of novation and,
in the case of a trustee, includes a substituted or an
additional trustee;

(e) a reference to a document (including this
Agreement) is to that document as varied, novated, ratified
or replaced from time to time;

® a reference to a statute or statutory provision
includes a statutory modification or re-enactment of it or a
statutory provision substituted for it, and each ordinance,
by-law, regulation, rule and statutory instrument (however
described) issued under it;

(2) a word importing the singular include the
plural (and vice versa), and a word indicating a gender
includes every other gender;

“Studie” znamena programy klinickych  zkouSek
provadéné Zadavatelem tak, jak bylo stanoveno Vv
kterémkoliv ptislusném Dodatku pracovnich vykaza.

“ZkouSeny zdravotnicky prostiedek” znamena pfistroj
pouzivany ve zdravotnictvi, zkoumany s ohledem na
kazdou Studii, jak je uvedeno v Dil¢i smlouve.

1.2 Vyklad
V této Dohodé¢:
(a) nadpisy jsou pouze pro orientaci a nemaji

vliv na vyklad, pokud z kontextu nevyplyva opa¢ny timysl.

(b) piijatd povinnost nebo zavazek, nebo pravo
udélené dvéma (2) nebo vice osobam je zavazuje, nebo jim
pifinasi uzitek spole¢né a nerozdiln¢;

(c) “osoba” zahrnuje jednotlivce, majetek
jednotlivee, obchodni spolecnost, ufad, sdruzeni podnika
nebo  spoleny podnik (at  registrovany  nebo
neregistrovany), sdruzeni nebo podilovy fond;

(d) odkaz na stranu zahrnuje vykonné osoby
této strany, spravce, nastupce a povolené postupniky,
vcetn¢ osob s formou novaci a v ptipad¢ spravce, zahrnuje
substituované nebo dalsi spravce;

(e) odkaz na néktery dokument (véetné této
Dohody) je proto, Ze tento dokument mutize byt cas od casu
pozménény, obnoveny, schvéaleny, nebo nahrazeny;

() odkaz na nafizeni nebo ustanoveni zakona
zahrnuje modifikaci zédkonného ustanoveni nebo nové
pfijeti tohoto zakona, nebo ustanoveni zakona, ktery ho
nahrazuje a kazdou vyhlasku, natizeni, smérnici, ptredpis a
zékonny nastroj (jakkoli oznacené) vydané v jejich ramci;

(8) slovo vyjadfené v jednotném Cisle zahrnuje
mnozné Cislo (a naopak) a slovo oznacujici pohlavi
zahrnuje oboji pohlavi;
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(h) if a word or phrase is given a defined
meaning, any other speech or grammatical form of that
word or phrase has a corresponding meaning;

(1) “includes” in any form is not a word of
limitation; and
() a reference to “€” or “Euro” is intended as

a reference to the single currency shared by 19 of the
European Union's Member States, which together make up
the euro area.

2. CONSIDERATION

The Parties enter this Agreement for the good and valuable
consideration contained herein, the exchange, receipt and
sufficiency of which are hereby acknowledged.

3. STATEMENT OF WORK ADDENDA

3.1 In the event that the Parties hereto shall reach
agreement with respect to a particular Study, a Statement
of Work Addendum in relation to the said Study shall be
attached to this Agreement and the two documents shall
collectively, and independent from any other Statement of
Work Addenda, constitute the entire Agreement of the
Parties with respect to the specific Study.

3.2 No Statement of Work Addendum shall be attached
to this Agreement or become effective without first being
executed by duly authorized representatives of the Parties
hereto.

33 To the extent any term set forth in a Statement of
Work Addendum shall conflict with the terms set forth in
this Agreement, the terms of this Agreement shall take
precedence unless the Statement of Work Addendum
expressly states that a conflicting term is intended to
modify a specific term in this Agreement.

4. SERVICES

4.1 Institution hereby agrees to provide Sponsor with
the Services described in the Services section of each

(h) je-li slovu nebo frazi dan definovany
vyznam, jakkoliv vyjadieny projev nebo gramaticka forma
dan¢ho slova nebo fraze ma odpovidajici vyznam;

(1) “ zahrnuje” v jakékoli formé neni slovem
vyjadiujicim omezeni; a

) odkaz na “€” nebo “Euro” slouzi jako
odkaz na jednotnou ménu sdilenou 19 clenskymi staty
Evropské unie, které¢ dohromady tvofi eurozonu.

2. PLNENI{

Strany sjednéavaji tuto dohodu s Umyslem, Ze ji budou
spravné plnit, vyména, piijem a dostateCnost této dohody
jsou timto potvrzeny.

3.  DILCISMLOUVY

3.1 V ptipad¢, ze Strany tohoto dokumentu dosdhnou
dohody s ohledem na konkrétni Studii, musi byt k této
Dohod¢ uzaviena Dil¢i smlouva ve vztahu ke zminéné
Studii a oba dokumenty musi pifedstavovat nedilnou
Dohodu Stran s ohledem na tuto konkrétni Studii spole¢né
a nezavisle od jinych Dil¢ich smluv.

3.2  Zadna Dil¢i smlouva nebude pfipojena k této
Dohodé¢, ani nevstoupi v platnost, aniz by byla nejdiive
schvalena fadné zplnomocnénymi zastupci Stran.

3.3  Pokud rozsah jakéhokoliv terminu stanoveného
v Dil¢i smlouvé bude v rozporu s podminkami uvedenymi
v této Dohodé, budou mit podminky této Smlouvy
prednost, ledaze by Dil¢i smlouva vyslovné uvadéla, ze
konfliktni termin je ur€en k upravé urcitého terminu v této
dohodgé.

4, SLUZBY

4.1 Instituce se timto zavazuje poskytovat Zadavateli

sluzby popsané v casti Sluzby kazdé Diléi smlouvy.
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Statement of Work Addendum attached to this Agreement.
Sponsor shall have no obligation to order or purchase any
Services by virtue of this Agreement alone. Moreover,
Sponsor and Institution shall have no rights or obligations
with respect to one another by virtue of this Agreement
alone.

Sponsor may invite Institution to provide certain services
relating to a Study. Upon mutual agreement by Institution
with Sponsor, Institution shall perform the Services
provided for in the Statement of Work Addendum and shall
have the rights and obligations set forth in this document.
For avoidance of doubt, Sponsor shall not have any
obligations or responsibility under this Agreement with
respect to any services which are not part of a Statement of
Work Addendum.

In the event that a Statement of Work Addendum requires
Institution to make payments to healthcare professionals on
behalf of Sponsor, Institution shall: (a) ensure that the
services provided by the healthcare professionals are
described in an agreement indicating the fees for such
services and that the fees reflect the fair market value of the
services; these agreements shall, where applicable, be
notified prior to their implementation to the competent
regulatory authorities or professional bodies; (b) obtain
appropriate supporting documentation from the healthcare
professionals documenting services provided and expenses
claimed prior to issuing any payments; (¢) maintain
reasonable documentation of all payments to and expenses
incurred on behalf of healthcare professionals; (d) submit
regular reports to Sponsor, on at least a quarterly basis,
detailing all payments to healthcare professionals in a
format previously approved by Sponsor; (e) require
healthcare professionals to make all required notifications
and seek all required authorizations under the Applicable
Laws; and (f) ensure that the interactions with the
healthcare professionals are neither intended to nor could
be seen as an inducement for the healthcare professionals
to recommend, prescribe, endorse, order, purchase, supply
or use a specific medical device.

4.2 In performing the Services, Institution shall be
responsible and liable to Sponsor for compliance by
Principal Investigator and the Institution Parties with the
Applicable Laws, the applicable Study Protocol and
applicable Protocol amendments which shall be

Zadavatel nemd zadné povinnosti objednat nebo zakoupit
jakékoliv sluzby na zaklad¢ této Dohody. Navic Zadavatel
a Instituce nebudou mit vici sobé navzajem zadna prava
nebo zavazky nevyplyvajici z této Dohody.

Zadavatel smi vyzvat Instituci k poskytnuti urcitych sluzeb
vztahujicich se ke Studii. Po vzajemné dohod¢ Instituce se
Zadavatelem bude Instituce poskytovat Sluzby uvedené v
prohlaseni Dil¢i smlouvy a bude mit prava a povinnosti
v tomto dokumentu stanovené. Pro vylouceni pochybnosti
nebude mit Zadavatel Zadné povinnosti ani odpoveédnost
podle této Dohody, pokud jde o sluzby, které nejsou
soucasti Dil¢i smlouvy.

V pfipadé, ze Dil¢i smlouva vyzaduje od Instituce
provadéni plateb zdravotnickym pracovnikim jménem
Zadavatele, musi Instituce: (a) zajistit, aby sluzby
poskytované zdravotnickymi pracovniky byly popsany v
dohodé¢ urcujici poplatky za takové sluzby, a aby poplatky
odrazely realnou trzni hodnotu téchto sluzeb; tyto dohody
budou, kde je to mozné, ohlaSeny pted jejich implementaci
pfisluSnymi  regula¢nimi  organy nebo profesnimi
organizacemi; (b)  ziskat  pfislusSnou  podptirnou
dokumentaci od dokumentacnich sluzeb poskytovanych
zdravotnickymi pracovniky a vydaje musi byt oznameny
pfed oznamenim pozadavkd na jakékoliv platby; (c)
udrzovat pifimefenou dokumentaci vSech plateb a vydaja
vynalozenych za zdravotnické pracovniky; (d) predkladat
pravidelné zpravy Zadavateli, alespon Ctvrtletné, podrobné
vSechny platby na zdravotnické pracovniky ve formatu
diive schvaleném Zadavatelem; (e) vyzadovat od
zdravotniki provedeni vSech pozadovanych oznameni a
vyhledani vSech pozadovanych povoleni podle Platnych
zakont; a (f) zajistit, aby interakce s pracovniky ve
zdravotnictvi nebyla ani zamyslena ani chapana jako stimul
pro zdravotnické pracovniky k doporuceni, ptedepsani,
podpotfe, objednani, koupi, dodani nebo pouziti
specifického pfistroje pouzivaného ve zdravotnictvi.

42  Pifi vykonu Sluzeb bude Instituce povinna
zodpovidat Zadavateli za to, Ze Hlavni feSitel a Strany
Instituce postupuji podle Platnych zakont, ptislusSného
Protokolu studie a pfislusnych Dodatki protokolu, které

musi byt zaclenény do piislusného Dodatku pracovniho
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incorporated in the applicable Statement of Work
Addendum for such Study, this Agreement, any applicable
Statement of Work Addendum and the written instructions
of Sponsor.

4.3 In performing the Services, Institution shall
diligently and competently perform its duties under this
Agreement.

4.4  Additional Services.

In the event that Institution is requested or required
to perform services beyond those which are specifically set
forth in a Statement of Work Addendum, any such
additional services and a related compensation schedule
therefore must be mutually agreed upon by the Parties in

writing and included in a Statement of Work Addendum
prior to the provision of said Services.

The additional Services and compensation schedule which
have been mutually agreed to in writing as mentioned in
this Clause 4.4 shall be an amendment to the requisite
Statement of Work Addendum and the services set forth
therein shall be deemed to be the Services as the term is
used on this Agreement.

4.5  Change Notice.

Where a change occurs to the previously agreed
timelines provided in the Statement of Work Addendum,
Study assumptions, organizational responsibilities and/or
scope of Services, the responsible Party shall promptly
provide the other Party with written notice describing in
detail the specific changes, the reason for such changes,
and the effect of such changes upon the original Study
budget (the “Change Notice”). If the changes require an
amendment to the Study Protocol such changes shall not be
implemented before the amendments to the Study Protocol
have been approved by the competent Ethics Committees,
and the competent regulatory authorities as appropriate.

Upon, and subject to, Sponsor’s written approval, the terms
of the Change Notice shall be incorporated into a written
amendment to the Agreement (the “Change Order”) in
accordance with this Clause 4.5.

4.6 For the avoidance of doubt, Institution understands

vykazu pro takovou Studii, této Dohody, jakéhokoli
pouzitelného Dodatku pracovniho vykazu a pisemnych
pokynli Zadavatele.

4.3 Pfi vykonu sluzeb musi Instituce plnit své

povinnosti podle této Dohody pilné a kompetentné.

4.4 Dodatecné sluzby.

V priipadé, ze Instituce je pozadana nebo se od ni
vyzaduje provedeni sluzeb nad ramec téch, které jsou
konkrétné uvedeny v Dil¢i smlouve, jakékoliv takovéto
dodatecné sluzby a souvisejici rozpis odmeén za né musi byt
proto vzdjemné odsouhlaseny pisemné Stranami a zahrnuty
do Dil¢i smlouvy pred poskytnutim uvedenych Sluzeb.

Dodatecné sluzby a rozpis odmén, které byly uz vzajemné
dohodnuty pisemné tak, jak jiz bylo zminéno v tomto
odstavei 4.4, musi tvofit soucast Dil¢i smlouvy a sluzby
tam uvedené se musi povazovat za Sluzby uvedené v této
Dohodé¢ pod timto terminem.

4.5 Oznameni o zméng.
V ptipadé, ze dojde ke zmeéné pfedem dohodnutych
Casovych  piehledd  uvedenych v Dil¢i  smlouvé,

predpokladech Studie, odpovédnosti za organizaci a/nebo
rozsahu Sluzeb, odpovédna Strana poskytne druhé smluvni
Stran¢ neprodlené pisemnou zpravu poskytujici podrobny
popis konkrétnich zmén, které byly divodem pro uvedené
zmény a informaci o vlivu téchto zmén na plvodni
rozpocCet Studie. (“ Ozndameni o zméné”). Pokud tyto
zmény vyzaduji dodatek k Protokolu studie, nebudou tyto
zmeény provedeny pred tim, nez prislusné Etické komise a
pfislusné regulacni organy schvali tyto dodatky k
Protokolu studie jako vhodné.

Na zakladé pisemného souhlasu Zadavatele a v souladu s
nim se podminky Oznameni o zmén¢ zacleni do pisemného
dodatku k Dil¢i smlouvé (“Naiizeni o zméné”) v souladu
s timto odstavcem 4.5.

4.6  Pro vylouCeni pochybnosti Instituce rozumi a
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and agrees that Human Subject enrolment rates set forth in
a Statement of Work Addendum attached to this
Agreement are binding on Institution and Institution shall
ensure that the Human Subject enrolment rates and targets
are met as required by the Statement of Work Addendum
and the Study Protocol.

4.7 Institution shall ensure that the Studies provided for
in the Statement of Work Addenda are not initiated before
all required positive opinions and approvals from the
competent Ethics Committee, and where appropriate,
competent regulatory authorities, have been obtained, nor
before making all required notifications and obtaining all
required approvals and consents as required by the
Applicable Laws.

The Protocols for the Studies governed by the
Statement of Work Addenda may only be amended by the
Sponsor. In such situation, Institution shall ensure that,
where applicable, amendments to the Protocol are not
implemented until receipt of any necessary approvals by
the competent regulatory authorities and Ethics
Committees as appropriate. Modifications to the informed
consent forms for the Human Subjects shall be agreed upon
by Sponsor, and Institution shall ensure that such changes
are not implemented until receipt of the written approval of
the FEthics Committee, and where appropriate, the
competent regulatory authorities.

4.8 Patient Informed Consent.

Institution shall also ensure that the Principal
Investigator that may be appointed by Institution for the
conduct of a Study in accordance with Clause 9 has
provided the Human Subject or Human Subject’s legal
guardian with adequate balanced information concerning
the Study and its risks, benefits and alternatives, the
Human Subject’s rights with respect to participation in the
Study, and that the Human Subject/guardian has freely
consented to participate in the Study, through an informed
consent form which has been reviewed by the Sponsor and
that received prior Ethics Committee approval, in advance
of the enrolment procedure.

4.9  Adverse Event reporting.

a. If a Study relates to a CE marked Study Medical
Device used according to its CE marked intended purposes,

souhlasi s tim, Ze podil zapsanych Lidskych subjekti
stanovenych v Dil¢i smlouvé je zavazny pro Instituci a
Instituce musi zajistit, aby podil Lidskych subjektt a cile
byly splnény podle Dil¢i smlouvy a Protokolu studie.

4.7 Instituce zajisti, ze Studie dle Dil¢i smlouvy nejsou
zahajeny diive, nez dojde k ziskani vSech pozadovanych
pozitivnich nézora a schvaleni od pfislusné Etické komise
a pfipadné pfisluSnych regulacnich organfi, a ani pifed
provedenim vSech pozadovanych oznameni a pied
ziskanim vSech potiebnych povoleni a souhlast podle
pozadavku Platnych zakont.

Protokoly pro Studie fizené Dil¢imi smlouvami smi
pozménit pouze Zadavatel. V takové situaci Instituce musi
zajistit, aby  pfipadné zmény Protokolu nebyly
implementovany diive, nez dojde k obdrzeni jakéhokoliv
nezbytného schvaleni pfisluSnymi regulacnimi organy a
pfipadné Etickou komisi. Upravy na formulafi pro
informovany souhlas pro Lidské subjekty budou schvaleny
Zadavatelem a Instituce zajisti, aby tyto zmény nebyly
implementovany diive, nez dojde k obdrzeni pisemného
souhlasu Etické komise a tam, kde je to vhodné, souhlasu
ptislusnych regulacnich organt.

4.8 Informovany souhlas pacienta.

Instituce rovnéz zajisti, ze Hlavni feSitel, ktery
muze byt jmenovan Instituci pro provedeni Studie podle
odstavece 9, poskytuje Lidskému subjektu nebo zédkonnému
zastupci Lidského subjektu adekvatni vyvazené informace
o Studii a jejim riziku, o vyhodach a alternativach, pravech
Lidského subjektu s ohledem na ucast ve Studii, a Ze
Lidsky subjekt/zastupce se k ucasti ve Studii rozhodl na
zakladé své svobodné vile, a to vSe prostfednictvim
formulare o informovaném souhlasu, ktery byl pfezkouman
Zadavatelem a ziskal souhlas Etické komise pied procesem
registrace.

4.9  Predkladani zprav o nezddoucich piihodach.

a. Pokud Studie souvisi se ZkouSenym zdravotnickym

prostfedkem oznaenym CE a pouzivanym v souladu s
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Institution shall ensure that Sponsor will be immediately,
but not later than within two (2) calendar days after the
occurrence of the event, notified by Principal Investigator
of any malfunction or deterioration in the characteristics
and/or performance of the Study Medical Device, as well
as any inadequacy in the labelling of the Instructions for
Use. Principal Investigator shall make available to Sponsor
all associated documentation, including but not limited to
laboratory reports, death summary, operative reports, for
each of these adverse events. Institution shall ensure that
the Principal Investigator cooperate with the Sponsor to
determine whether the adverse event qualifies as reportable
incident in accordance with the criteria laid down in
Section 5.1.1 of the MEDDEV 2.12-1 rev 8 "Guidelines
on a medical devices vigilance system". Institution and
Principal Investigator shall notify Sponsor in writing
within twenty four (24) hours of any communication from
Ethics Committee and any competent regulatory authority.
Institution and Principal Investigator will not provide any
response, either written or oral, to such Ethics Committee
or to any competent regulatory authority without the prior
written approval of Sponsor.

b. If a Study relates to a Study Medical Device that is
not yet CE marked or is not used according to its CE
marked intended purposes, Institution shall ensure that
Principal Investigator will immediately, but not later than
within two (2) calendar days after the occurrence of the
event, notify Sponsor of all Adverse Events as that term is
defined by the MEDDEV 2.7/3 Clinical investigation:
serious adverse event reporting dated December 2010
(hereafter "MEDDEV 2.7/3"). In the case of a Serious
Adverse Event (as that term is defined in MEDDEV 2.7/3),
a report of such event shall immediately be made to the
competent regulatory authority in accordance with the
reporting timeline laid down in MEDDEYV 2.7/3, but in any
case no later than seven (7) calendar days following the
date of awareness by the Sponsor of the serious adverse
event. The competent Ethics Committee shall also be
notified by the Sponsor of the event. Principal Investigator
shall make available to Sponsor all associated
documentation, including but not limited to laboratory
reports, death summary, operative reports, for each
Adverse Event. Institution and Principal Investigator shall
notify Sponsor in writing within twenty four (24) hours of
any communication from Ethics Committee and competent
regulatory authorities. Institution and Principal Investigator

jeho oznacenim CE pro zamyslené tcely, Instituce zajisti,
ze Zadavatel bude okamzité¢, ale ne pozdéji nez do dvou (2)
kalendainich dnti od vyskytu udalosti, informovan
Hlavnim fesitelem o jakémkoliv selhani nebo zhorsSeni
vlastnosti a/nebo vykonu ZkouSeného zdravotnického
pristroje nebo o jakékoliv nepiesnosti v Navodu k pouziti.
Hlavni feSitel musi Zadavateli zpfistupnit vSechny
souvisejici dokumentace, vcetné (ale bez omezeni jen na
tyto) laboratornich zprav, shrnuti, operativnich zprav o
smrti, pro kazdou z téchto neptiznivych udalosti. Instituce
zajisti, ze Hlavni feSitel bude spolupracovat se
Zadavatelem za ucelem urceni, zda nepfizniva udalost je
kvalifikovana jako incident hodny hlaSeni podle kritérii
stanovenych v odstavci 5.1.1 MEDDEV 2.12-1 rev 8§
"Pokyny pro systém bdé&losti nad piistroji pouzivanymi ve
zdravotnictvi". Instituce a Hlavni fesitel oznami Zadavateli
pisemné do dvaceti ¢ty (24) hodin existenci jakéhokoli
sdéleni od Etické Komise a jakéhokoli pftislusného
regulacniho organu. Instituce a Hlavni fesitel neposkytnou
odpovéd’, pisemnou nebo ustni, této Etické Komisi nebo
jakémukoliv ~ pfislusnému regulaénimu organu bez
pfedchoziho pisemného souhlasu Zadavatele.

b. Pokud se Studie tyka Zkousené¢ho zdravotnického
prostiedku, ktery jest¢ nema oznaceni CE, nebo neni pouzit
v souladu s jeho zamyslenym tucelem jako piistroj
oznaceny CE, Instituce zajisti, ze Hlavni feSitel bude
okamzité, ale ne pozdéji nez do dvou (2) kalendainich dnii
po vzniku uddlosti, informovat Zadavatele o vSech
nezadoucich udalostech tak, jak je tento pojem vymezen v
MEDDEV 2.7/3 Klinické zkouSky: hlaSeni o zdvazné
nezadouci piihod¢ z prosince 2010 (dale jen "MEDDEV
2.7/3"). V ptipadé Zavazné nezadouci piihody (jak je tento
pojem definovan v MEDDEV 2.7/3), se zprava o této
udalosti musi okamzit€¢ podat pfislusSnému regulaénimu
organu v souladu s vykazovanim ¢asového prehledu, ktery
je stanoven v MEDDEV 2.7/3, ale v kazdém pfipad¢ ne
pozdéji, nez do sedmi (7) kalendainich dnt ode dne, kdy
byl o zavazné nezadouci piihodé¢ uvédomen Zadavatel.
Zadavatel musi pfislusnou Etickou komisi o piihodé¢ takeé
informovat. Hlavni feSitel musi Zadavateli zpfistupnit
vSechny souvisejici dokumentace, vcetné (ale bez omezeni
jen na tyto) laboratornich zprav, souhrnnych informaci o
smrti, operativnich zprav, pro kaZzdou Neptiznivou udélost.
Instituce a Hlavni feSitel oznami Zadavateli pisemné do
dvaceti ¢ty (24) hodin existenci jakéhokoli sdéleni od
Etické Komise a pfislusnych regulacnich organt. Instituce
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will not provide any response, either written or oral, to
such Ethics Committee or to any competent regulatory
authority without the prior written approval of Sponsor.

4.10 Data Privacy obligations.

Institution, Principal Investigator and other Institution
Parties shall ensure that personal data relating to the
Human Subjects, as defined in the Applicable Laws, is
removed from any Study data, or reports before these are
transferred or otherwise made available to Sponsor. For
this purpose, Institution, the Principal Investigator and the
Institution Parties shall (i) provide to Sponsor information
relating to Human Subjects solely in encoded form; and (ii)
implement the necessary technical and organizational
measures to exclude re-identification of Human Subject by
Sponsor.

Prior to and during the course of the Study, Institution may
provide to Sponsor personal data relating to Institution
Parties or contractors, the processing of which may be
subject to Applicable Laws regarding data protection and
privacy. Institution agrees to obtain any consent necessary
for the use and processing by the Sponsor of personal data
relating to the Institution Parties or contractors involved in
conducting the Study. Institution agrees to obtain any
additional necessary consent from the Institution Parties or
contractors involved in conducting the Study to the transfer
of such data to countries outside the European Economic
Area, where a different data protection regime applies.
Institution will ensure that the Institution Parties or
contractors involved in conducting the Study are aware that
their personal data will be used, processed and stored for
the above-mentioned purposes, that those data may be
transferred outside the European Economic Area, and that
they consent to such use, storage and potential transfer.
Sponsor is obliged to ensure that even upon transfer of
personal data out of European Economic Area, the level of
personal data protection will be the same as required by
legislation of European Union and legislation of the Czech
Republic.

4.11  Sponsor Audits.

In the event that Sponsor, or any third party engaged by
Sponsor, performs an audit of Institution’s provision of
Services pursuant to this Agreement, Institution shall

a Hlavni feSitel neposkytnou Zadnou odpoveéd’, pisemnou
nebo ustni, této Etické Komisi nebo jakémukoliv
pfislusnému  regulaénimu organu bez ptedchoziho
pisemného souhlasu Zadavatele.

4.10  Povinnosti ochrany osobnich dat.

Instituce, Hlavni feSitel a jiné Strany instituce zajisti, ze
osobni udaje tykajici se Lidskych subjektt, jak je
definovano v Platnych zékonech, jsou odstranény ze
Studijnich udajl, nebo zprav diive, nez jsou tyto prevedeny
nebo jinak zpfistupnény Zadavateli. Za timto ucelem
Instituce, Hlavni feSitel a Strany instituce budou (i)
poskytovat Zadavateli informace tykajici se Lidskych
subjekti vyhradn¢ v zakdédované podobé; a (ii) zavadeét
nezbytna technickd a organizacni opatfeni pro vylouceni
zpétné identifikace Lidského subjektu Zadavatelem.

Pied pribéhem Studie a v jejim pribéhu muze Instituce
poskytovat Zadavateli osobni udaje tykajici se Stran
instituce nebo dodavatell, jejichz zpracovani musi byt
podle Platnych zékonl tykajicich se ochrany udaji a
soukromi. Instituce souhlasi, ze ziska veSkera svoleni
pottebna pro pouziti a zpracovani osobnich daju
Zadavatelem, jez se tykajici Stran instituce nebo
dodavatelti zapojenych do provadeéni Studie. Instituce se
zavazuje ziskat jakykoli dal§i nezbytny souhlas ze Stran
instituce nebo dodavatelti zapojenych do provadéni Studie
k pfedani téchto wdaji do zemi mimo Evropsky
hospodarsky prostor, kde se vyskytuje odliSny rezim
ochrany tdajt. Instituce zajisti, aby si Strany instituce nebo
dodavatel¢ zapojeni do provadéni Studie byli védomi toho,
ze jejich osobni tudaje budou pouzity, zpracovany a
ulozeny pro vyse uvedené ucely a, Ze tyto idaje mohou byt
pfevedeny mimo Evropsky hospodaisky prostor, a ze
souhlasi s takovym uzivdnim, uschovou a potencidlnim
pfenosem téchto dat. Zadavatel se zavazuje zajistit, aby i
po predani osobnich tdaji mimo Evropsky hospodaisky
prostor byla zajiSténa ochrana osobnich dajii na urovni,
kterou poskytuji pravni predpisy Evropské unie a pravni
predpisy Ceské republiky.

4.11  Audity zadavatele.

V pfipadé, ze Zadavatel nebo tieti osoba zaméstnana
Zadavatelem, provadi audit poskytovani sluzeb Instituci
podle této Dohody, Instituce reaguje pisemné na zjisténi
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respond in writing to the audit findings within thirty (30)
days of receipt of same. The sponsor is required to inform
the Institution of any planned audit at least five (5) working
days before the planned audit.. For the purposes of the
audit, Institution shall provide Sponsor or its
representatives with access at all reasonable times to any
facility or part of a facility at which Institution performs
and/or provides any Services, and shall grant the Sponsor
or its representatives access to Institution personnel and to
all data, records and information relating to the Services
(including the right to copy such data, records and
information) for the purpose of performing, subject to
appropriate  confidentiality  obligations, audits and
inspections of Institution to:

(1) verify the accuracy of Institution’s fees and
invoices;
(i)  verify Institution’s performance of the Services and

compliance with the terms of the Statement of Work
Addendum and this Agreement including, to the extent
applicable to the Services and to the relevant fees,
performing audits of practices and procedures, systems,
general controls and security practices and procedures
including SOPs, and supporting information and
calculations; and

(iii)  enable Sponsor to meet, or to confirm that
Institution is meeting, all requirements of the Applicable
Laws.

Without limiting the foregoing, Institution shall maintain,
and shall provide access by the Sponsor and its
representatives to, complete and accurate records of, and
supporting documentation for, invoices submitted to
Sponsor and the payments made by Sponsor under the
Agreement in accordance with generally accepted
accounting principles applied on a consistent basis.

Institution shall provide prompt access for the Sponsor or
Sponsor's representatives to the data, records, documents
and other information retained in by Institution in relation
to the Services.

4.12 Regulatory Audits.

If a competent regulatory authority or Notified
Body wishes to audit Institution in connection with any
Study conducted in accordance with a Statement of Work
Addendum, Institution agrees (a) to promptly notify

auditu do tficeti (30) dnli od obdrzeni zjiSténi auditu.
Zadavatel je povinen Instituci informovat o kazdém
planovaném auditu nejméné pét (5) pracovnich dnu pied
planovanym auditem. Pro ucely auditu Instituce poskytne
Zadavateli nebo jeho zastupci pfistup v kazdou rozumnou
dobu do jakéhokoliv zatizeni nebo ¢asti zafizeni, ve kterém
Instituce provadi a/nebo zajiStuje jakékoliv Sluzby a
poskytne Zadavateli nebo jeho zastupci piistup k Personalu
instituce a ke vSem udajim, zdznamim a informacim
tykajicim se Sluzeb (v€etné prava ke kopirovani téchto
udajli, zdznaml a informaci) pfi zachovani piislusné
davérnosti pro provedeni auditd a kontrol Instituce za

ucelem:
(1) oveteni spravnosti poplatkd a faktur Instituce;
(i)  ovefeni vykonu sluzeb Instituce a dodrzovéani

podminek pro Dodatek pracovnich vykazi a této Dohody v
rozsahu vztahujicim se ke Sluzbam a piislusSnym
poplatkim, provadénym auditim praxe a postupd,
systémt, obecnych kontrolnich a bezpe¢nostnich postupti a
postupti zahrnujicich standartni operacni postupy (SOP) a
podptirné informace a vypocty; a

(iii) umoznéni Zadavateli splnit, nebo potvrdit, Zze
Instituce plni vSechny pozadavky Platnych zékont.

Bez omezeni vySe uvedeného, Instituce musi udrzovat a
zajistit piistup Zadavatele a jeho zastupce ke kompletnim a
pfesnym zaznamim a podplirné dokumentaci k fakturam
pfedlozenym  Zadavateli a platbAm  provedenym
Zadavatelem v ramci Dohody podle obecné uznavanych
ucetnich zasad provadénych disledné.

Instituce zajisti bezodkladny pfistup Zadavatele nebo jeho
zastupce k 0dajim, zaznamiim, dokumentim a dalSim
informacim tykajicich se Sluzeb, které Instituce uchovava.

4.12 Regulatorni audity.

Pokud si pfislusny regulacni orgdn nebo Oznameny
subjekt preje auditovani Instituce ve spojeni s nékterou
provadénou Studii podle Dil¢i smlouvy, Instituce souhlasi
(a) neprodlen¢ o tom informovat Zadavatele a ziska pro
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Sponsor thereof and to obtain approval for Sponsor and/or
its designees to be present at the audit, and (b) to cooperate
with the competent regulatory authority or Notified Body,
comply with the legitimate requirements of the audit, and
make appropriate personnel available to explain and
discuss records and documentation related to such Study.
Institution shall notify Sponsor immediately by telephone
and facsimile (with a follow-up by mail) upon, but not later
than twenty-four (24) hours after, learning that any
competent regulatory authority or Notified Body's
inspection either relating to a Study conducted in
accordance with a Statement of Work Addendum is
scheduled to take place, or, if there is no prior notice by
such competent regulatory authority or Notified Body, that
an inspection has commenced. Institution shall make all
reasonable efforts to coordinate any scheduling of
inspections to permit Sponsor and its representatives to
attend such inspections. Institution shall provide Sponsor
with copies of all information, materials, correspondence
and documents which such party receives, obtains, or
generates pursuant to any such inspection or in connection
with any inquiries, communications or correspondence
from any competent regulatory authority or Notified Body.
Institution shall segregate, and not disclose, any
information, materials, correspondence and documents that
are not required to be disclosed during such an inspection,
including financial data and pricing information. If any
competent regulatory authority or Notified Body issues any
formal notice, warning or request, Institution shall send a
copy of such document promptly to Sponsor, along with its
draft response to such document before it is sent to the
applicable competent regulatory authority or Notified
Body. Institution shall obtain Sponsor’s written approval
and comments to such draft response prior to submission of
response to the applicable regulatory authority. Further,
Institution shall send a copy of any inspection report or
other document, request or demand issued by any other
competent regulatory authority or Notified Body promptly
to Sponsor, and obtain Sponsor’s written approval and
comments, where applicable, to the draft response to such
document prior to submission of response to the competent
regulatory authority or Notified Body.

4.13  Assignment.

Zadavatele a/nebo jeho zastupce souhlas k tomu, aby mohli
byt pfitomni pii auditu a (b) spolupracovat s piislusnym
regulaénim orgdnem nebo oznamenym subjektem, mohli
splnit legitimni pozadavky auditu a dat k dispozici
ptislusny persondl k vysvétleni a projednani zdznami a
dokumentace vztahujici se k takové Studii. Instituce bude
informovat Zadavatele okamzité¢ telefonicky a faxem (s
naslednym dorucenim informace postou), avsak nejpozdéji
dvacet Ctyfi (24) hodin poté, co bude pfisluSnym
regulatnim organem nebo Ozndmenym subjektem
naplanovana kontrola tykajici se Studie provadéné v
souladu s Dodatkem pracovnich vykazii, nebo v ptipade, ze
pfedem neexistuje zadné ohlaSeni pfisluSného regulacniho
organu nebo Oznameného subjektu o takovéto kontrole,
bude Zadavatel informovan o zahdjeni této kontroly.
Instituce musi vynalozit veskeré pfimétené Usili pro
koordinaci veSkerého planovani kontrol tak, aby to
Zadavateli a jeho zastupci umoznilo se téchto kontrol
ucastnit. Instituce poskytne Zadavateli kopie vSech
informaci, materiali, korespondence a dokumenti, které
takova strana obdrzi, ziska nebo vytvoii na zéklad¢ takové
kontroly nebo ve spojeni s jakymikoliv poZadavky,
sdélenimi nebo korespondenci od jakéhokoliv ptislusného
regulaéniho organu nebo Oznameného subjektu. Instituce
musi odd¢lit a nesdélit jakékoli informace, materialy,
korespondenci a dokumenty, které béhem takové kontroly
nemusi byt odhaleny, v€etné finan¢nich tdaji a informace
o cenach. Pokud ptislusny regulacni organ nebo Oznameny
subjekt vyda néjaké formalni oznameni, upozornéni nebo
zéadost, Instituce musi Zadavateli neprodlen¢ zaslat kopii
téchto dokumentt spolu s ndvrhem odpovédi Instituce na
takovy dokument pfed jeho odeslanim k piisluSnému
regulacnimu organu nebo Oznamenému subjektu. Instituce
obdrzi pisemny souhlas Zadavatele a komentafe k
takovémuto navrhu odpovédi pred jeho odeslanim na
ptislusny regulacni orgén. Dale Instituce zasle neprodlené
Zadavateli kopii jakékoli kontrolni zpravy nebo jiného

dokumentu, Zadosti nebo pozadavku vytvofenych
kterymkoliv ~ pfisluSnym regulacnim orgdnem nebo
Ozndmenym subjektem a ziskd pisemny souhlas

Zadavatele a pfipominky, kde je to vhodné, k navrhu
odpovédi na takovy dokument pied odeslanim této

odpovédi  pfislusSnému  regulacnimu organu nebo
Oznamenému subjektu.
4.13  Povéfeni.
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Institution hereby acknowledges that Sponsor may
comply with its rights and obligations pursuant to this
Agreement and any Statement of Work Addendum through
duly appointed parent or affiliated companies. Institution
shall not assign any part of its rights or obligations
pursuant to this Agreement and any Statement of Work
Addendum to any of its parents, affiliates or any third
Parties without the prior written consent of Sponsor. If
such written consent is obtained, Institution shall remain
responsible and liable for all actions and omissions of the
Institution Parties or contractors and the consequences
thereof.

4.14 Institution warrants that neither Principal
Investigator nor any Study Personnel shall, during the
Study, directly or indirectly serve as an investigator
enrolling Subjects in any study of a Competing Device. As
used in this Agreement, the term “Competing Device”
means [description of competing device].

4.15 Institution and Principal Investigator shall keep all
Sponsor Property s in a locked, secured area at all times,
and shall maintain accurate records showing the disposal of
or return to Sponsor of any Sponsor Property.

4.16 Institution and Principal Investigator shall, and
shall ensure that Study Personnel use the Sponsor Property
only to conduct the Study, and for no other purpose.
Institution and Principal Investigator shall, and shall ensure
that Study Personnel use the Sponsor Property to conduct
the Study only at Institution. Institution will not allow
Sponsor Property to be moved, altered, disassembled,
reverse engineered or in any way tampered with, except by
authorized representatives of the Sponsor. Institution and
Principal Investigator shall use, and ensure the Study
Personnel use the Study Medical Device only according to
the Protocol and the Instructions for Use of the Device.
Should any Study Medical Device be damaged for any
reason, Institution and Principal Investigator shall promptly
return such Study Medical Device to Sponsor or send it to a
third party for analysis, as instructed by the Sponsor. Upon
termination or completion of the Study or this Agreement,
or upon request by Sponsor, all Sponsor Property shall be
returned to Sponsor or destroyed at Sponsor’s sole option.

Instituce timto bere na védomi, ze Zadavatel muze
splnit sva prava a povinnosti podle této Dohody a jakékoliv
Dil¢i smlouvy prostiednictvim fadné ustanovenych
matefskych nebo pfidruzenych spolecnosti. Instituce
nebude povérovat jakoukoliv c¢asti svych prav nebo
povinnosti vyplyvajicich z této Dohody a jakékoliv Dil¢i
smlouvy zadnou ze svych Stran zastoupenych matetskou,
nebo pobockovou spolecnosti, anebo tieti stranou bez
pfedchoziho pisemného souhlasu Zadavatele. Pokud se
ziské takovy pisemny souhlas, Instituce bude odpovidat a
rucit za vSechny Cinnosti a opomenuti ze strany Instituce
nebo dodavatelt a jejich dusledky.

4.14 Instituce zaruCuje, ze ani Hlavni feSitel, ani
Personal studie nebude béhem Studie at’ uz pfimo nebo
nepiimo slouzit jako fesitel zucastnénych Subjektii v zadné
studii Konkuren¢niho pfistroje. V této Dohod¢ termin
"Konkuren¢ni pfistroj" znamend [popis konkuren¢niho
pristroje].

4.15 Instituce a Hlavni feSitel budou uchovévat veskeré
vlastnictvi Zadavatele v uzamcené, zabezpecené oblasti po
celou dobu a musi zpracovavat presné zaznamy obsahujici
vyfazeni jakéhokoliv vlastnictvi Zadavatele nebo jeho
vraceni Zadavateli.

4.16  Instituce a Hlavni feSitel musi zajistit a zajisti, aby
Personal studie pouzil vlastnictvi Zadavatele pouze pro
provedeni Studie a nikoliv pro zadny jiny ucel. Instituce a
Hlavni fesitel musi zajistit a zajisti, aby Personal studie
pouzil vlastnictvi Zadavatele pro provedeni Studie pouze v
Instituci. Instituce nedovoli pfesun, zménu, rozebrani,
reverzni  inZenyrstvi nebo manipulaci  Vlastnictvi
Zadavatele jakymkoliv zplisobem, s vyjimkou, pokud to
provedou opravnéni zastupci Zadavatele. Instituce a Hlavni
feSitel musi pouzivat a zajistit, aby Personal studie
pouzival ZkouSeny zdravotnicky prostiedek pouze v
souladu s Protokolem a Pokyny pro pouzivani pfistroje.
Pokud bude jakykoliv Zkouseny zdravotnicky prostfedek z
néjakého divodu poskozen, musi Instituce a Hlavni feSitel
neprodlené  vratit takovy ZkouSeny zdravotnicky
prostfedek Zadavateli nebo ho odeslat tfeti strané¢ pro
analyzu, podle pokyni Zadavatele. Po ukonceni nebo
dokonceni Studie nebo této Dohody, nebo na Zadost
Zadavatele musi byt vSechno vlastnictvi Zadavatele
vraceno Zadavateli nebo znieno na zaklad¢ zvazeni
Zadavatele.
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4.17 Institution as Sponsor's Legal Representative.
Institution may act as the Sponsor's Legal
Representative for the conduct of Studies governed by the
Statement of Work Addenda to this Agreement where this
was specifically requested by the Sponsor and reflected in
the related Statement of Work Addendum. The obligations
of Institution as a Legal Representative and the payment
for such services shall be governed by this Statement of
Work Addendum.

5. COMPENSATION AND PAYMENT

5.1 Institution shall render Invoices upon Sponsor in
accordance with the Payment Schedule in the applicable
Statement of Work Addendum upon the dates set out in the
Payment Schedule.

5.2 Sponsor shall pay monies falling due to Institution
pursuant to this Agreement within (30) days from the Date
of Invoice. In the event of late payment institution is
entitled to charge interest at the statutory rate.

5.3  Each Invoice rendered by Institution to Sponsor
must describe the type and amount of work for which the
Invoice is issued.

5.4  Invoices shall be paid to Institution by way of cash
payment paid in Euros by electronic bank transfer. Bank
fees: SHA - the payer pays the fees of the payer's bank, the
beneficiary pays the fees of the beneficiary's bank or
intermediary banks.

5.6  Responsibility for payment of any taxes or duties
falls to Institution. The Sponsor shall have no
responsibility for payment of any tax or duties by the
Institution or its employees, directors, officers, agents,
contractors, affiliates or representatives. The Sponsor will
be promptly reimbursed for any and all taxes or duties that
the Sponsor may be required to pay in connection with this
Agreement. Institution will provide Sponsor with written
documentation, including but not limited to copies of
receipts, of any and all such taxes paid in connection with
this Agreement.

4.17 Instituce jako Pravni zastupce Zadavatele.

Instituce smi puasobit jako Pravni zastupce
Zadavatele pro provadéni Studii fizenych Dil¢i smlouvou,
pokud to bylo vyslovné pozadovano Zadavatelem a
uvedeno v pfislusné Dil¢i smlouvy. Povinnosti Instituce
jako Pravniho zastupce a platby za tyto sluzby se budou
tidit touto Dil¢i smlouvou.

5.  ODMENA A PLATBA

5.1 Instituce vystavi faktury na Zadavatele podle
Platebniho kalendéte v ptislusné Dil¢i smlouve podle dni
stanovenych v Platebnim kalendafi.

5.2 Zadavatel musi zaplatit Instituci financni Castky
splatné podle této dohody do (30) dnli od Data faktury.
V ptipadé pozdni thrady je Instituce opravnéna uctovat
urok z prodleni v zakonné vysi.

53  Kazda faktura, kterou Instituce predklada
Zadavateli, musi popisovat typ a mnozstvi prace, pro které
je faktura vystavena.

54  Faktury musi byt uhrazeny Instituci formou
bezhotovostni platby v eurech vyplacené elektronickym
bankovnim pfevodem. Bankovni poplatky: SHA — platce
hradi poplatky banky platce, ptijemce hradi poplatky banky
ptijemce, popt. zprostiedkujicich bank.

5.6  Zodpovédnost za placeni jakychkoliv dani a cla
pfinalezi Instituci. Zadavatel nebude mit zadnou
zodpovédnost za placeni jakychkoliv dani nebo cla
Instituci nebo jejimi zaméstnanci, ftediteli, ufedniky,
agenty, dodavateli, pobockami nebo zastupci. Zadavateli
budou neprodlen¢ uhrazeny vSechny dan¢ nebo cla, jejichz
platbou muze byt Zadavatel povéfen v souvislosti s touto
dohodou. Instituce poskytne Zadavateli pisemnou
dokumentaci, v€etné, nikoli vSak vyhradné, kopii Gctenek,
za jakékoli a vSechny takovéto dané€ uhrazené v souvislosti
s touto Dohodou.
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57  Payments to Institution by bank transfer shall be
made to:

Bank name and address:

CZK payments account:
IBAN:

EUR payments account:
IBAN:

swift Code |

Variable symbol / message for the recipient:

Account owner:;

6.

REIMBURSEMENT OF EXPENSES

6.1 Institution shall be reimbursed by Sponsor for all
pre-approved reasonable expenses actually and necessarily
incurred by Institution as specified in the Statement of
Work Addendum. Institution shall submit proof of all
reasonable expenses incurred.

6.2  Institution's invoice will be issued on the basis of
calculations made by the Sponsor, within 15 days of
delivery to the Institution (the day of delivery is also the
date of taxable supply). The invoice submitted by
Institution for the reimbursement of expenses must
describe the type and amount of expense for which the
invoice is issued.

Expenses shall be invoiced by Institution in the currency
used by Institution to pay the expenses and reimbursed by
Sponsor in Euros by electronic bank transfer using the
currency conversion listed in “www.oanda.com” webpage
on the date of the invoice.

Te TRANSPARENCY

7.1 The parties acknowledge and agree that the
compensation for the Services provided in accordance with

5.7  Platby Instituci bankovnim pievodem musi byt
provedeny na:

Nazev a adresa banky:

Uget pro platby v CZK:
IBAN:

Uget pro platby v EUR:
IBAN:

Swift kod:

Variabilni symbol / zprava pro piijemce: _

Majitel uctu:

6.

UHRADA VYDAJU

6.1 Instituci musi byt uhrazeny Zadavatelem vSechny
pfedem schvalené pifiméfené vydaje skutecné a nezbytné
vynalozené Instituci tak, jak je uvedeno v Dil¢i smlouve.
Instituce musi predlozit dikaz o vSech vyskytnuvsich se
pfimétenych vydajich.

6.2  Faktura bude Instituci vystavena na zakladé
kalkulace vytvoiené Zadavatelem, a to do 15 dni od
doruceni kalkulace Instituci (den doruceni je zaroven
datem zdanitelného plnéni). Faktura predlozena Instituci
pro thradu vydaju musi popisovat typ a vysi vydajl, pro
které je faktura vystavena.

Vydaje musi byt Instituci fakturovany v méné pouzivané
Instituci k thradé€ vydaji a uhrazeny Zadavatelem v eurech
elektronickym bankovnim pfevodem pomoci piepoctu
meény uvedeného na internetové strance“www.oanda.com”
toho dne, jehoz datum faktura obsahuje.

T TRANSPARENTNOST

7.1 Strany potvrzuji a souhlasi, ze thrady za Sluzby

poskytnuté podle Dil¢i smlouvy reprezentuji realnou trzni
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a Statement of Work Addendum represents the fair market
value of the Services to be provided by Institution to
Sponsor, negotiated in an arm’s-length transaction, and has
not been determined in a manner which takes into account
the volume or value of referrals or business, if any, that
may otherwise be generated between Sponsor, on the one
hand, and Institution, on the other. Nothing contained in
this Agreement, including any payment hereunder, is
intended to be, nor shall it be construed as (a) an obligation
or inducement, either express or implied, for Institution to
purchase, prescribe, promote or otherwise support specific
Sponsor products; (b) a reward for any such purchase,
prescription, promotion or other support by Institution; or
(c) a requirement that Institution refer any patients or other
business to Sponsor, or enrol any Human Subjects in the
Study. The parties acknowledge and confirm that no such
expectations exist.

7.2 Institution shall not (a) submit claims for or retain
payment by any patient, third-party payor or any other
person or entity for any item, procedure or service that has
been paid for or provided without charge by Sponsor; or
(b) seek or retain payment from Sponsor for any item,
procedure or service that is reimbursed by any patient,
third-party payor or any other person or entity.

7.3 Sponsor will have the right in its discretion (a) to
disclose, as may be required under Applicable Laws, or as
otherwise desired by Sponsor (i) information relating to the
Services performed pursuant to this Agreement, including
without limitation all payments, reimbursement for
expenses, or other transfer of value; (i1) identifying
information concerning Institution; and (iii) any other
information relating to this Agreement or to the Study; (b)
to display such information, including but not limited to,
on Sponsor’s websites; and (c) to disclose such information
to employers and affiliated institutions of Institution, to any
other individuals or entities involved in the Study, and to
competent regulatory authorities or professional bodies.

7.4 Institution agrees to keep all books, contracts,
records, documents and other evidence (collectively,
“Financial Transparency Records”) regarding all payments
made, and costs, expenditures and expenses incurred in
connection with the Services performed pursuant to this

hodnotu Sluzeb, které poskytuje Instituce Zadavateli,
sjednanych pfi transakci za obvyklych podminek, a ze
uhrady nebyly stanoveny zplsobem, ktery bere v uvahu
objem nebo hodnotu doporuceni nebo obchodni Cinnosti,
pokud existuji, které mohou jinak mezi Zadavatelem, na
strané jedné a Instituci, na strané druhé vzniknout. Zadny
obsah této dohody, vcetné jakékoliv platby podle této
smlouvy, neni urCen, ani ho nelze vykladat jako (a)
vyslovnou nebo ptedpokladanou povinnost nebo podnét
pro Instituci k nékupu, piedpisu, propagaci nebo jinak
vyjadiené podpoie konkrétnich produktti Zadavatele; (b)
odménu za jakykoli takovy nakup, ptedpis, propagaci nebo
jinou podporu Instituci; nebo (¢) pozadavek, aby Instituce
zminovala pacienty nebo jiné obchodni ¢innosti Zadavateli,
nebo prihlésila Lidské subjekty do Studie. Strany uznavaji
a potvrzuji, ze neexistuje Zadné ocekavani uvedeného
druhu.

7.2 Instituce nesmi (a) podat zadosti na platbu nebo si
ponechat platbu od jakéhokoliv pacienta, platce tieti strany
nebo jiné osoby nebo subjektu za jakoukoliv polozku,
postup nebo sluzbu, za které byly jiz zaplaceny, nebo byly
poskytovany bezplatn¢ Zadavatelem; nebo (b) hledat nebo
zadrzet platbu od Zadavatele za jakoukoliv polozku, postup
nebo sluzbu, které jsou hrazeny nékterym pacientem,
platcem tieti strany nebo jakoukoliv jinou osobou nebo
subjektem.

7.3 Zadavatel bude mit pravo podle svého uvazeni (a)
prozradit, jak muize byt poZadovano podle platnych
zakonl, nebo jinak na prani Zadavatele, (i) informace
tykajici se SluZzeb provadénych na zakladé této Dohody,
véetné a bez omezeni vSech plateb, nahrad vydaji nebo
jiné pfevodni hodnoty; (i1) identifika¢ni idaje o Instituci; a
(111) vSechny ostatni informace tykajici se této Dohody
nebo této Studie; (b) zobrazit tyto informace, v€etné, nikoli
vSak vyhradné€ na internetovych strankach Zadavatele; a (c)
sdélit tyto informace zaméstnavatelim a ptidruzenym
institucim Instituce, jinym osobam nebo subjektim
zapojenym do Studie a pfislusSnymi regulaénim organiim
nebo profesnim organizacim.

7.4  Instituce se zavazuje udrZzovat vSechny knihy,
smlouvy, zdznamy, dokumenty a jiny evidencni material
(souhrnné "Financ¢ni zdznamy transparentnosti") tykajici se
provedenych plateb a nakladd, vydaji a utrat

vyskytnuvsich se ve spojeni se Sluzbami provadénymi na
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Agreement and any Statement of Work Addenda, and shall
provide Sponsor with information and supporting evidence
regarding these payments, costs, expenditures and expenses
within thirty (30) days after Sponsor’s request. Institution
shall make the Financial Transparency Records available to
Sponsor and its representatives for inspection and audit to
enable Sponsor to comply with Applicable Laws.

7.5 To comply with Applicable Laws, journal
guidelines and best industry practices, Institution and any
Principal Investigator agrees to disclose (i) the Sponsor’s
funding and support of the Study; and (i1) any significant
financial or other relationship between Sponsor and
Institution, and/or between Sponsor and any Principal
Investigator, as applicable (e.g. employee, consultant,
owner of equity interest in Sponsor or Sponsor's products,
etc.). This obligation shall include, without limitation,
disclosure to medical journals or other publications, to
hospitals and affiliated institutions, to individuals and
entities involved in the Study, to patients in any
presentations when discussing Sponsor or any Sponsor
products, and to any government agencies and licensing
authorities which require such disclosure.

8. TERM AND TERMINATION

8.1 Unless earlier terminated in accordance with this
Clause 8 the term of this Agreement shall commence as of
the date hereof and shall remain in force as long as at least
one Statement of Work Addendum is still in force between
Institution and Sponsor.

8.2 Statement of Work Addendum shall commence
upon the date of execution by the Parties and shall
terminate upon the completion of Services unless earlier
terminated in accordance with this Clause 8. Statement of
Work Addendum shall also be immediately terminated
upon notice by the Sponsor if a Study governed by this
Statement of Work Addendum has been suspended or put
on hold for any reason for more than [30] days.

Work addendum becomes effective though its publication
in the register of contracts pursuant to Act No. 340 Coll.,
on special conditions for the effectiveness of certain
contracts , the publication of such contracts and the register
of contracts (Law on the Register of Contracts).

zakladé¢ této Dohody a Diléi smlouvy a poskytne
Zadavateli informace a podptrné podklady tykajici se
téchto plateb, ndkladt, vydaji a utrat do tficeti (30) dnt od
pozadani Zadavatele. Instituce musi zpiistupnit Finan¢ni
zéznamy transparentnosti Zadavateli a jeho zastupctim pro
kontrolu a audit, aby umoznil Zadavateli dodrzovat Platné
zékony.

7.5  Prosoulad s Platnymi zdkony, pokyny ve véstnicich
a osvédCenymi postupy v prumyslu se Instituce a kazdy
Hlavni fesitel zavazuji zvefejnit (i) financovani Zadavatele
a podporu Studie; a (ii) jakékoliv vyznamné financ¢ni
vztahy nebo jiné vztahy mezi Zadavatelem a Instituci
a/nebo mezi Zadavatelem a kazdym Hlavnim feSitelem
pokud se vyskytnou (napi. zaméstnanec, konzultant,
majitel vlastnitho kapitdlu Zadavatele nebo produkti
Zadavatele atd.). Tato povinnost zahrnuje, bez omezeni
zptistupnéni lékatrskych Casopisli nebo jinych publikaci,
nemocnic a pridruzenych instituci osobam a subjektim
zapojenych do Studie, pacientim v jakychkoliv
prezentacich pti projednévani Zadavatele nebo jakychkoliv
vyrobkii Zadavatele a vSem vladnim agenturdm a
licen¢nim orgadniim, které vyzaduji toto zpfistupnéni.

8.  DOBA TRVANI A UKONCENi

8.1 Pokud neni platnost této Dohody ukoncena dfive, v
souladu s timto odstavcem 8 plati, Ze platnost této Dohody
zaCina od data v ni uvedeného a Dohoda zistavd v
platnosti, dokud je v platnosti alespont jedna Dil¢i dohoda
mezi Instituci a Zadavatelem.

8.2  Dil¢i smlouva zafinda dnem podpisu smluvnimi
Stranami a skon¢i po dokonceni Sluzeb, pokud neni
ukoncena diive podle tohoto odstavce 8. Dil¢i smlouva
také okamzit¢ kon¢i na zakladé ozndmeni Zadavatele
Studie, pokud je Studie fizend touto Dil¢i smlouvou
pozastavena, nebo zablokovana z néjakého divodu vice
nez [30] dnd.

Dil¢i smlouva nabyvd Ucinnosti jejim uvefejnénim
v registru smluv podle zdkona ¢. 340/2015 Sb., o zvlastnich
podminkach UCinnosti nékterych smluv, uvefejiiovani
téchto smluv a o registru smluv (zékon o registru smluv).
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8.3  This Agreement or any Statement of Work
Addendum may be terminated by Sponsor with or without
cause upon sixty (60) days prior written notice to
Institution.

8.4 Termination of the Agreement shall terminate all
Studies and Statement of Work Addenda, and termination
of a Statement of Work Addendum shall terminate the
corresponding Study, in all cases as provided in this Clause
8.

8.5 Institution may terminate this Agreement for any
reason upon sixty (60) days written notice to Sponsor.

8.6 Sponsor may terminate a Statement of Work
Addendum related to a Study for good cause immediately
upon written notice to Institution.

8.7 Good cause shall include, without limitation,
identification of any medical risk to Human Subjects,
results showing that the Study Medical Device tested in the
applicable Study is not effective, or a receipt of notice of
regulatory action by a competent regulatory authority
terminating or suspending a Study.

8.8 Either party may terminate this Agreement if the
other Party materially breaches this Agreement and the
breaching Party fails to remedy the breach within thirty
(30) days of receipt of written notice from the non-
breaching Party, such notice specifying in detail the nature
of the breach.

89 In the event that any Statement of Work
Addendum, or this Agreement, is terminated pursuant to
Clause 8 of this Agreement, Institution shall be
compensated for all costs due pursuant to a Statement of
Work Addendum at the date of termination as
demonstrated in the applicable Statement of Work
Addendum Payment Schedule and evidenced to have been
incurred.

8.10 Any funds held by Institution, which shall be
shown by Sponsor to be unearned at the date of termination
shall be returned to Sponsor within forty-five (45) days of
Statement of Work Addendum termination.

8.3 Tuto Dohodu a zéaroven jakoukoliv Dil¢i smlouvu
muze ukoncit Zadavatel pisemnym oznamenim Instituci
Sedesat (60) dnti pfedem s udanim nebo bez udani divodu.

8.4  UkoncCeni této Dohody ukonc¢i vSechny Studie a
Dil¢i smlouvy a wukonceni Dil¢i smlouvy ukonci
odpovidajici Studii, ve vSech pfipadech, jak je uvedeno v
tomto odstavci 8.

8.5 Instituce mize ukoncit tuto Dohodu z jakéhokoliv
ditvodu pisemné ozndmenim Zadavateli Sedesat (60) dnt
predem.

8.6  Zadavatel miiZze ukon¢it Dil¢i smlouvu vztahujici se
ke Studii z opravnéného divodu okamzit¢ po pisemném
oznameni Instituci.

8.7  Opravnény diivod zahrnuje bez omezeni zjis$téni
jakéhokoliv zdravotniho rizika pro Lidské subjekty,
vysledky ukazujici, Ze ZkouSeny zdravotnicky prostiedek,
ktery je testovan v pfislusné Studii, neni u¢inny nebo piijeti
oznameni o regulacnim opatfeni pfislusSného regula¢niho
organu o zastaveni nebo pozastaveni Studie.

8.8 Kazda ze stran smi tuto Dohodu vypovédét, jestlize
druha Strana podstatné porusi tuto Dohodu a porusujici
Strana nedokdze napravit poruseni do tficeti (30) dnd od
obdrZzeni pisemného oznameni od Strany, kterd nic
neporusila, a toto oznameni uvadi podrobn¢ druh poruseni.

8.9  V ptipadé, Ze jakakoli Dil¢i smlouva nebo tato
Dohoda, jsou ukonfeny na zakladé¢ odstavce 8 této
Dohody, musi byt Instituci kompenzovany vSechny
naklady splatné podle Dil¢i smlouvy ke dni ukonceni tak,
jak je uvedeno v pfislusné Dil¢i smlouveé a jak je dolozen
vznik téchto ndkladi.

8.10  Jakékoliv finan¢ni prostiedky drZené Instituci, které
budou vykézany Zadavatelem jako nezaslouzené ke dni
ukonceni, musi byt vraceny Zadavateli do Ctyficeti péti
(45) dnti od ukonceni Dil¢i smlouvy.

Divérné Strana 20 z 39

Nesmi byt zpFistupnéno tietim osobam




8.11 Upon termination of the Agreement or a Statement
of Work Addendum pursuant to this Clause 8, Institution
shall cooperate with Sponsor to provide for an orderly
wind-down of the Services provided by Institution and an
orderly transition of Human Subjects out of the Study.
Upon termination or completion of the Study, termination
or expiration of this Agreement, or upon request by
Sponsor, all Sponsor Property shall be returned to Sponsor
by Institution or destroyed at Sponsor’s sole option.

8.12 The obligations of the Parties contained in Clauses
10, 11, 12, 13, 15, 18, 20, 22 and 27 hereof shall survive
the termination of this Agreement.

8.13  Either Party may terminate this Agreement at any
time during the term, by providing written notice of
termination to the other Party where a resolution is passed
or court order made for the winding up of that Party or an
official manager is appointed to that Party pursuant to any
Applicable Laws or a receiver or manager or receiver and
manager is appointed to the assets or undertaking of the
other Party or any part thereof. Upon the expiry of thirty
(30) days of the service of such notice of termination this
Agreement shall be deemed terminated.

9 PERSONNEL

9.1 The Services with respect to each Study shall be
performed by Institution under the direction of the person
designated by Institution following the approval of Sponsor
as the Principal Investigator in the applicable Statement of
Work Addendum. The Principal Investigator shall agree in
writing with the terms and conditions of this Agreement.
For this purpose, the Principal Investigator shall be a party
to the relevant Statement of Work Addenda. In the event
that the Principal Investigator that was appointed by the
Institution and the Sponsor in relation to a specific Study
becomes unable to perform its tasks in relation to the
Study, the Institution shall provide written notice to
Sponsor within ten (10) days of such change. Sponsor shall
have the right to approve any new Principal Investigator
appointed by the Institution. The new Principal Investigator
shall be required to agree to the terms and conditions of
this Agreement and any Statement of Work Addenda in a
written instrument acceptable to Sponsor prior to beginning
involvement in the Study. In the event Sponsor does not

8.11  Po ukonceni této Dohody nebo Dil¢i smlouvy podle
tohoto odstavce 8 musi Instituce spolupracovat se
Zadavatelem za ucelem zajisténi fadné likvidace Sluzeb
poskytovanych Instituci a spofadané¢ho vystupu Lidskych
subjektii ze Studie. Po ukonceni nebo dokoncéeni Studie,
ukonceni nebo vyprSeni této Dohody, nebo na Zzadost
Zadavatele musi byt vSechno Vlastnictvi Zadavatele
vraceno Instituci Zadavateli nebo znieno na zaklad¢
zvazeni Zadavatele.

8.12  Zavazky Stran obsazené zde v odstavci 10, 11, 12,
13, 15, 18, 20, 22 a 27 jsou platnd po ukonceni této
Dohody.

8.13  Jakdkoliv Strana mize kdykoliv ukonéit tuto
Dohodu béhem jejiho trvani tim, Ze poskytne druhé Strané
pisemné oznameni o ukonceni z divodu pfiijeti usnesent,
nebo rozhodnuti soudu o likvidaci této Strany, nebo o
jmenovani oficidlniho spravce této Strany podle Platnych
zakont, nebo je pro aktiva nebo pievzeti druhé Strany nebo
jeji ¢asti stanoven piijemce nebo spravce nebo piijemce a
spravce. Po uplynuti tficeti (30) dnit od doruceni takového
ozndmeni o ukonceni platnosti této Dohody se tato
povazuje za ukoncenou.

9 PERSONAL

9.1 Sluzby s ohledem na kazdou Studii ma provadét
Instituce pod vedenim osoby jmenované Instituci po
schvaleni Zadavatelem jakoZzto Hlavnim feSitelem
v piislusné Dil¢i smlouvé. Hlavni feSitel musi s terminy a
podminkami této Dohody souhlasit pisemné. Za timto
ucelem musi byt Hlavni fesitel ucastnikem ptislusné Dil¢i
smlouvy. V pfipadé, Ze Hlavni feSitel, ktery byl jmenovan
Instituci a Zadavatelem pro konkrétni Studii, nebude
schopen plnit své ukoly tykajici se Studie, Instituce
poskytne pisemné ozndmeni o takovéto zméné Zadavateli
do deseti (10) dnii od takové zmény. Zadavatel musi mit
pravo schvalovat kazdého nového Hlavniho feSitele
jmenovaného Instituci. Novy Hlavni feSitel je povinen
souhlasit s podminkami této Dohody a Dil¢i smlouvy v
pisemné listiné piijatelné pro Zadavatele pied zacatkem
ucasti ve Studii. V pfipadé, Ze Zadavatel neschvali
takového nového Hlavniho feSitele, muze Zadavatel
ukoncit tuto Dohodu podle odstavce 8 této Dohody a

Instituce ucini vSechny nezbytné kroky za ucelem vyhovét
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approve such new Principal Investigator, Sponsor may
terminate this Agreement in accordance with Clause 8 of
this Agreement and Institution shall take all necessary steps
to accommodate Sponsor's decision. Institution shall
remain responsible and liable at all times for the actions
and omissions of the Principal Investigator and the
personnel involved in the Study and the consequences
thereof.

9.2 Institution shall at all times provide the number of
appropriately trained and qualified clinical investigation
personnel on a given Study as agreed under a Statement of
Work Addendum in order to meet the demands of said
Study.

9.3 Institution shall not subcontract or assign any
Services under a Statement of Work Addendum to any
legal entity, without the prior written consent of Sponsor. If
such written consent is obtained, Institution shall remain
responsible and liable for all actions and omissions of its
parents, affiliates or third Parties and the consequences
thereof.

10 CONFIDENTIALITY

10.1 Institution agrees to treat any Confidential
Information, as defined in Clause 1.1 and any Sponsor
Property and any other confidential or proprietary
information obtained from the Sponsor or generated or
created by Institution as a direct and sole result of
performing the Services under this Agreement, including,
without limitation, confidential commercial, scientific,
medical and technical information and data relating to
Sponsor, a Study Medical Device or a Study (all such data
and information together with any information derived
there from) to be referred to herein as the “Information”,
as the confidential and exclusive property of Sponsor.

10.2  Institution agrees that it shall use the Information
only to provide the Services and shall not use the
Information for any other purpose without the prior written
consent of Sponsor.

10.3 Institution agrees not to disclose any of the

Zadavateli. Instituce ru¢i a zlstdva odpovédna po celou
dobu za jednani a opomenuti Hlavniho fesSitele a personalu
zapojené¢ho do Studie a za jeji disledky.

9.2 Instituce poskytne vzdy potiebny pocet vhodné
vySkolen¢ho a kvalifikovaného klinického vysSetfujiciho
personalu pro danou Studii tak, jak bylo dohodnuto podle
Dil¢i smlouvy s cilem splnit pozadavky uvedené Studie.

9.3 Instituce nesmi uzaviit smlouvu o subdodavkach s
jakymkoliv pravnim subjektem nebo ho povéfit n¢jakymi
Sluzbami v Dil¢i smlouvé bez ptredchoziho pisemného
souhlasu Zadavatele. Pokud se ziskd takovy pisemny
souhlas, Instituce bude odpovidat a rucit za vSechny
¢innosti a opomenuti ze strany svych matefskych
spole€nosti, pobocek nebo tretich stran a za jejich
disledky.

10  DUVERNOST

10.1 Instituce souhlasi se zachdzenim s jakoukoliv
Duivérnou informaci tak, jak je definovano v odstavci 1.1 a
jakékoliv vlastnictvi Zadavatele a jakékoliv jiné divérné
nebo chranéné informace ziskané od Zadavatele, nebo
generované, nebo vytvofené Instituci jako pfimy a
vyhradni vysledek provadéni Sluzeb podle této Dohody,
véetng, ale bez omezeni, duvérnych obchodnich,
veédeckych, 1€karskych a technickych informaci a udaji o
Zadavateli, ZkouSeném zdravotnickém prostiedku nebo o
Studii (vSechny tyto udaje a informace spolecné s
jakymikoliv informacemi z nich ziskanymi) zde budou
uvadény jako* Informace”, a jako divérné a vyhradni
vlastnictvi Zadavatele.

10.2  Instituce souhlasi s tim, Ze pouzije Informace pouze
k poskytovani Sluzeb a nepouzije Informace pro jiné tcely
bez ptedchoziho pisemného souhlasu Zadavatele.

10.3 Instituce se zadné

zavazuje nezverejnovat
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Information to any third party without first obtaining the
written consent of Sponsor.

10.4 Institution further agrees to take all reasonable steps
to ensure that the Information shall only be disclosed to its
directors, officers, employees, agents, representatives,
advisors, parent company, affiliates and directors, officers,
employees, agents, representatives, advisors of its parent
company or affiliates (“the Institution Parties”) on a
need-to-know basis under like terms of confidentiality as
aforesaid, and that any Information so disclosed shall be
kept private and confidential by the Institution Parties and
further shall not be used by them except as provided under
this Agreement or an applicable Statement of Work
Addendum.

10.5 The above provisions of confidentiality and non-use
shall not apply to any part of the Information, which
Institution is able to demonstrate by documentary evidence:

(a) was in Institution’s possession prior to receipt from
Sponsor or is developed independently from a Study; or

(b) was in the public domain at the time of
receipt from Sponsor; or

(©) becomes part of the public domain through no fault
of Institution, or the Institution Parties; or

(d) is lawfully received by Institution from some third
party having a right of further disclosure.

In addition, Institution may disclose Information to the
extent, and to the persons and/or entities required by law to
be disclosed provided Institution gives prompt written
notice to Sponsor of any such requirement in order to
provide Sponsor with an opportunity to seek confidential
treatment thereof.

10.6 Institution agrees that upon termination or
expiration of this Agreement or, at Sponsor’s request, it
and the Institution Parties shall return to Sponsor all parts
of the Information provided by Sponsor in documentary
form and return or destroy any copies thereof made by

Informace Zadné tieti strané bez dfive ziskaného

pisemného souhlasu Zadavatele.

10.4 Instituce dale souhlasi provést vSechny piimérené
kroky k zajisténi toho, Ze Informace bude sd¢lena pouze
jejim feditelim, ufednikim, zaméstnanctim, agentiim,
zéastupcim, poradciim, matefské spole¢nosti, pobockam a
jejich feditelim, Ufednikiim, zaméstnancim, agentlim,
zastupcim, poradcim matefské spolecnosti  nebo
piidruzenym spoleCnostem (“Strany Instituce”) na
zaklad¢ pfistupu pouze k informacim, které potiebuji, za
podminek zachovani divérnosti tak, jak je uvedeno vyse, a
ze vSechny takto sdélené Informace musi byt uchovany
Stranami Instituci jako divérné a tajné, a dale nesmi byt
jimi pouzity jinak, nez jak je uvedeno v této Dohodé nebo
v ptislusné Dil¢i smlouvé.

10.5 Vyse uvedend ustanoveni o divérnosti a nepouziti
téchto Informaci se nebudou tykat libovolné ¢&asti
Informaci, které je Instituce schopna dolozit pisemnymi
dokumenty o tom, ze takova Informace:

(a) byla v drzeni Instituce pfed jejim pfijetim od
Zadavatele, nebo je vyvijena nezavisle na Studii; nebo

(b)  byla vefejné dostupna v dobé piijeti od
Zadavatele; nebo

(c) se stava soulasti vefejné dostupnosti ne vinou
Instituce nebo Stran Instituce; nebo

(d)  je zdkonné pfijata Instituci od né€které tfeti strany
majici pravo na dalsi zvetejnéni.

Kromé toho Instituce smi zvetejnit Informace v takovém
rozsahu a takovym osobam a/nebo subjektiim, kdy toto
zvetejnéni vyzaduje zdkon, za predpokladu, Ze Instituce
poskytne Zadavateli rychlé pisemné ozndmeni o
jakémkoliv takovém pozadavku, za ucelem umoznit
Zadavateli pfilezitost usilovat o didvérné zachdzeni s
takovymi Informacemi.

10.6 Instituce souhlasi, Ze pfi ukonceni nebo vyprSeni
platnosti této Dohody, nebo na Zadost Zadavatele, Instituce
a Strany Instituce vrati Zadavateli vSechny ¢asti Informaci
poskytnutych Zadavatelem v listinné podobé a vrati nebo

zni¢i veSkeré jejich kopie vytvofené Instituci nebo

Divérné Strana 23 z 39

Nesmi byt zpFistupnéno tietim osobam




Institution or the Institution Parties.

10.7 Institution acknowledges that disclosure or
distribution of the Information or use of the Information
contrary to the terms of this Agreement may cause
irreparable harm for which damages at law may not be an
adequate remedy, and agrees that the provisions of this
Agreement prohibiting disclosure or distribution of the
Information or use contrary to the provisions hereof may be
specifically enforced by a court of competent jurisdiction.

10.8 All Information containing personal data shall be
handled in accordance with the Applicable Laws.

10.9 In the event that Institution supplies to Sponsor any
of its confidential information, Sponsor shall keep it
confidential in the same manner as Institution is required to
keep the Information confidential.

11. INTELLECTUAL PROPERTY

11.1  Neither anything contained herein, nor the delivery
of any information to a Party, shall be deemed to grant the
receiving Party any legal, equitable or proprietary right or
license under any patents or patent applications or to any
know-how, technology or Inventions of the disclosing
Party.

11.2  Sponsor Property:

11.2.1 Institution shall promptly notify Sponsor in writing
of any Inventions arising during the course of the
Agreement:

(a) directly relating to Sponsor’s Study Medical Device
or Protocol, including without limitation any improvement,
modification or enhancement of the foregoing; or

(b) specifically set forth as a deliverable under a
Statement of Work Addendum (“Sponsor Inventions”),
and

(©) agrees to assist Sponsor, at Sponsor’s request and
expense, in obtaining or extending protection therefore.

Stranami Instituce.

10.7 Instituce uznava, ze zptistupnéni nebo distribuce
Informaci nebo pouziti Informaci v rozporu s podminkami
této Dohody mitize zpusobit nenapravitelné Skody, u nichz
nemusi Skody dle prava obdrzet odpovidajici napravné
opatfeni a souhlasi s tim, Ze ustanoveni této Dohody
zakazujici zpfistupnéni nebo distribuci Informaci nebo
jejich pouzivani v rozporu s ustanovenimi zde uvedenymi

smi byt konkrétné vymahatelné soudem pfislusné
jurisdikce.
10.8  Vsechny informace, obsahujici osobni idaje budou

zpracovany v souladu s Platnymi zakony.

10.9 V pripad¢, ze Instituce dodd Zadavateli jakoukoliv
svoji divérnou Informaci, Zadavatel ji musi uchovat jako
divérnou stejnym zpusobem jako je divérné informace
povinna udrzovat Instituce.

11. DUSEVNI VLASTNICTVi
11.1 Ani cokoliv zde obsazené, ani dodani informaci
Strané, se nepovazuje za udéleni pfijimajici Strané

jakéhokoliv pravniho, spravedlivého nebo vlastnického
prava nebo licence pro jakékoliv patenty nebo patentové
piihlaS8ky nebo know-how, technologie nebo Vyndlezy
predavajici Strany.

11.2  Vlastnictvi zadavatele:

11.2.1 Instituce neprodlené¢ oznami Zadavateli pisemné
vSechny Vynélezy vzniklé v pribéhu této Dohody:

(a)  jez pfimo souvisi se zkouSenym zdravotnickym
prosttedkem Zadavatele nebo Protokolem, vcetné a bez
omezeni jakychkoliv vylepSeni, Gprav nebo zdokonaleni
vyse uvedeného; nebo

(b)  jsou konkrétn¢ stanovené jako dodavky v Dil¢i

smlouvé (“Vynalezy zadavatele”), a

(c) souhlasi pomoci Zadavateli, na zadost a ndklady
Zadavatele, se ziskdnim nebo rozsitenim ochrany.
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11.2.1 Institution hereby assigns to Sponsor all right, title
and interest that Institution or the Institution Parties may
have in Sponsor Inventions.

11.3 Institution Property:

11.3.1 It is acknowledged that Institution possesses certain
inventions,  processes, know-how, trade secrets,
improvements, other intellectual properties including
copyright and other assets, including but not limited to,
data processes, technology, means or know-how which
related to data collection or data management and
laboratory analysis, analytical methods, procedures and
techniques, computer technical expertise and software
(including codes) which have been independently
developed without the benefit of any information provided
by Sponsor.

11.3.2 Sponsor and Institution agree that the Institution
Property or improvements thereto are the sole and
exclusive property of Institution, provided that, Institution
hereby grants to Sponsor a worldwide, royalty-free, non-
exclusive license, sub-licensable to its affiliates as advised
by Sponsor from time to time, to use such Institution
Property solely for the purpose and/or in connection with
the development, manufacture, use, sale, offer for sale and
import of the Study Medical Device.

12. PUBLICATION

12.1 Institution and Principal Investigator shall have the
right to publish, present or otherwise publicly disclose
(“Publish”) the results of and disseminate information
about the activities conducted under any Statement of
Work Addendum, subject to requirements of this Clause
12. Institution and Principal Investigator agree to submit
any proposed publication, presentation or other public
disclosure (“Publication”) to Sponsor for review at least
thirty (30) days prior to submitting such proposed
Publication to a publisher or other third party. Sponsor
shall respond within thirty (30) days of its receipt, and shall
have the right to require Institution and Principal
Investigator to remove specifically identified Information
or data which may impair Sponsor's ability to obtain patent
protection. Institution and Principal Investigator agree to
delay the proposed Publication for an additional ninety (90)

11.2.1 Instituce timto piifadi Zadavateli vSechna prava,
vlastnickd prava a zajmy, které mize mit Instituce nebo
Strany instituce ve Vynalezech Zadavatele.

11.3  Vlastnictvi instituce:

11.3.1 Uznavéa se, ze Instituce vlastni urcité vynalezy,
procesy, know-how, obchodni tajemstvi, vylepSeni, jiné
dusevni vlastnictvi, v€etné autorskych prav a dalSich aktiv,
vcetne, ale nikoli vyhradné, zpracovanych dat, technologii,
prostiedkit nebo know-how, které souvisi se sbérem dat
nebo spravou dat a laboratorni analyzou, analytickych
metod, postupt a technik, pocitacové technické odbornosti
a software (v€etné kodu), které byly nezavisle vyvinuty bez
vyuziti jakychkoliv informaci poskytnutych Zadavatelem.

11.3.2 Zadavatel a Instituce se dohodly, ze Vlastnictvi
instituce nebo vylepseni k tomu jsou jedinym a vyhradnim
vlastnictvim Instituce, za ptredpokladu, ze Instituce timto
obCas udéluje Zadavateli celosvétovou, bezplatnou,
nevyhradni licenci, dil¢i licence pro jeho pobocky tak, jak
to doporucuje Zadavatel, pro pouziti takového Vlastnictvi
instituce, vyhradné pro tento Ucel a/nebo v souvislosti s
vyvojem, vyrobou, pouzivanim, prodejem, nabidkou na
prodej a dovoz Zkousenych zdravotnickych prostfedk.

12. PUBLIKACE

12.1 Instituce a Hlavni feSitel musi mit pravo publikovat,
predlozit nebo jinak vefejné sdélovat ("Publikovat")
vysledky a S§ifit informace o Cinnostech provadénych v
ramci jakékoliv Dil¢i smlouvy, v zavislosti na pozadavcich
tohoto odstavce 12. Instituce a Hlavni feSitel se zavazuji
predlozit kteroukoliv navrhovanou publikaci, prezentaci
nebo jiné vetejné¢ zptistupnéni (dale jen "Publikace")
Zadavateli pro pfezkoumani nejméné tticet (30) dni pied
odeslanim této navrhované Publikace vydavateli nebo jiné
treti stran¢. Zadavatel musi reagovat do tficeti (30) dnti od
jejiho obdrZzeni a musi mit pravo pozadovat od Instituce a
Hlavniho feSitele odstranéni pfesné stanovenych informaci
nebo Udaji, které mohou negativné¢ ovlivnit schopnost
Zadavatele ziskat patentovou ochranu. Instituce a Hlavni
feSitel souhlasi, Ze pozdrzi navrhovanou Publikaci o

dalSich devadesat (90) dnti, aby Zadavateli bylo umoznéno
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days to enable Sponsor to seek patent protection.

12.2  Institution shall not, and shall not permit any of the
Institution Parties or contractors to engage in interviews or
other contacts with the media, including but not limited to
newspapers, radio, television and the Internet, related to the
Services.

13. INDEMNIFICATION

13.1  Sponsor shall indemnify, hold harmless and defend
Institution and the Institution Parties for any and all
damages, expenses and other liabilities, including
reasonable attorney’s fees and court costs, incurred in
connection with any third-party claim, action or proceeding
arising from or attributed to Sponsor's non-compliance of
obligations under this Agreement or the Study Protocol
(each “Claim”) and including any action for breach of the
rights associated with the Sponsor Property or the
confidentiality and use of the Information, negligence or
intentional misconduct by the Sponsor provided however,
that Sponsor shall have no obligation hereunder with
respect to any Claim to the extent arising from:

(a) the negligence or intentional misconduct on the part
of Institution, s, the Principal Investigator, the members of
the Study personnel, other Institution Parties or any third
party contracted by Institution;

(b) breach by Institution, the Principal Investigator, the
members of the Study personnel, other Institution Parties
or any third party contracted by Institution of any of its
obligations under this Agreement and any Statement of
Work Addendum; or

(©) breach by Institution, the Principal Investigator, the
members of the study personnel, other Institution Parties or
any third party contracted by Institution of any Applicable
Laws or the Study Protocol.

13.2  Institution shall indemnify, hold harmless and
defend Sponsor, its directors, officers, affiliates, agents and
employees ("Sponsor Parties") for any and all damages,
costs, expenses and other liabilities, including reasonable
attorney’s fees and court costs, incurred in connection with
any Claim to the extent arising from:

usilovat o patentovou ochranu.

12.2  Instituce se nezapoji a nedovoli zadné Strané
instituce nebo dodavateliim zapojit se do rozhovord, nebo
jinych kontaktti s médii, v€etné, ale nikoli vyhradné, novin,
rozhlasu, televize a internetu v souvisejicich se Sluzbami.

13.  ODSKODNENi{

13.1 Zadavatel musi odSkodnit, zustat bezihonnym a
chranit Instituci a Strany instituce za veskeré skody, vydaje
a jiné zavazky, vetné pfimétenych plateb za advokata a
soudni néaklady, vzniklé v souvislosti s pohledavkou
jakékoliv teti strany, Cinnosti nebo fizenim, vzniknuvSim
nebo pfipsanym v disledku poruSeni povinnosti
Zadavatelem vyplyvajicich z této Dohody nebo Protokolu
studie (kazdd “Pohledavka”) a vcetné akce zpisobujici
poruseni prav spojenych s Vlastnictvim zadavatele nebo
divérnosti a pouzitim Informaci, nedbalosti nebo
umyslnym pochybenim Zadavatele, avSak predpoklada se,
ze Zadavatel nebude mit zadné zavazky podle této Dohody
vici jakékoliv Pohledavcee, pokud tato vznikla z:

(a) nedbalosti nebo Umyslného Spatného jedndni ze
strany Instituce, Hlavniho feSitele, ¢leni Personalu studie,
jinych Stran instituce nebo tfeti strany, jeZ byla smluvné
vazana s Instituci;

(b) poruseni ze strany Instituce, Hlavniho feSitele,
¢lenli Personalu studie, jinych Stran instituce nebo tfeti
osoby, jez maji smluvni vztah s Instituci pro provedeni
jakéhokoliv zavazku Instituce dle této Dohody a Dilci
smlouvy; nebo

(c) poruseni Platnych zakont nebo Protokolu studie
Instituci, Hlavnim feSitelem, ¢leny Personalu studie, jinych
Stran studie nebo tfeti strany, jez maji smluvni vztah s
Instituct.

13.2 Instituce musi odskodnit Zadavatele, branit jeho
bezuhonnost a chranit Zadavatele, jeho feditele, Gredniky,
pobocky, agenty a zaméstnance ("Strany zadavatele") u
prilezitosti veSkerych S$kod, néklad, vydaji a jinych
zavazki, vcetné piiméfeného poplatku za advokata a

soudni naklady, vzniklé v souvislosti s jakoukoliv
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(a) the omissions, negligence or intentional misconduct
on the part of Institution, the Principal Investigator, the
members of the Study personnel, other Institution Parties
or any third party contracted by Institution;

(b) breach by Institution, the Principal Investigator, the
members of the Study personnel, other Institution Parties
or any third party contracted by Institution of any of its
obligations under this Agreement and any Statement of
Work Addendum; or

(©) breach by Institution, the Principal Investigator, the
members of the Study personnel, other Institution Parties
or any third party contracted by Institution of any
Applicable Laws or the Study Protocol.

Institution shall be liable for any and all damages,
reasonable legal fees, court costs ("Losses") suffered or
incurred by Sponsor are determined to have resulted from
the omissions, negligence or misconduct of Institution, the
Principal Investigator, the members of the Study personnel,
other Institution Parties or any third party contracted by
Institution in the performance of the this Agreement. This
includes, but is not limited to failure by Institution, the
Principal Investigator, the members of the Study personnel,
other Institution Parties or any third party contracted by
Institution to comply with the Applicable Laws, the Study
Protocol, the Sponsor's instructions or the provisions of this
Agreement or any Statement of Work Addendum.

13.3 The Sponsor shall maintain appropriate clinical
insurance coverage to cover its responsibility to patients
and Institution and on behalf of the investigator for each
study in accordance with Applicable Laws. Sponsor shall
maintain commercial general liability coverage and clinical
study coverage. The coverage shall remain in place
throughout the term of this Agreement and for an
additional five (5) years after the term or termination of
this Agreement, if a longer period of coverage is not
required by Applicable Law.

Insurance policy No. 7720887821 was concluded with
company Kooperativa pojistovna, a.s., Vienna Insurance
Group. There was a certificate on insurance No. C0004627
issued to the policy.

The Institution and Principal Investigator declares that, in

pohledavkou vyplyvajici z:

(a) opomenuti, nedbalosti nebo utmysIlného Spatného
jednani ze strany Instituce, Hlavniho feSitele, clent
Persondlu studie, jinych Stran instituce nebo tieti strany,
jez byla smluvné vazéana s Instituci;

(b) poruseni ze strany Instituce, Hlavniho feSitele,
Clenii persondlu Studie, jinych Stran instituce nebo treti
osoby, jez maji smluvni vztah s Instituci pro provedeni
jakéhokoliv zavazku Instituce dle této Dohody a Dilci
smlouvy; nebo

(c) poruseni Platnych zikonli nebo Protokolu studie
Instituci, Hlavnim feSitelem, ¢leny Personalu studie, jinych
Stran studie nebo tfeti strany, jeZ maji smluvni vztah s
Instituci.

Instituce ruci za veskeré skody, pfimétené pravni poplatky,
soudni néklady ("Ztraty"), které utrpél Zadavatele a které
jsou zpiisobeny a vyplynuly pfimo z opomenuti, nedbalosti
nebo pochybeni Instituce, Hlavniho feSitele, clent
Persondlu studie, jinych Stran instituce nebo tieti strany,
jez maji smluvni vztah s Instituci pro vykony vyplyvajici z
této Dohody. To zahrnuje kromé jiného selhéani Instituce,
Hlavniho feSitele, ¢lend Persondlu studie, jinych Stran
instituce nebo tfeti strany, jez meély smluvni vztah s
Instituci pro splnéni Platnych zakonti, Protokolu studie,
Pokynti zadavatele nebo ustanoveni této Dohody nebo
jakékoliv Dil¢i smlouvy.

13.3  Zadavatel je povinen zajistit sob¢ a jménem feSitele
vhodné pojisténi kazdé Studie za UCelem pokryti
odpovédnosti vac¢i pacientim a Instituci v souladu
s Platnymi zékony. Zadavatel si zajisti a bude udrZovat
komeréni vSeobecné pojisténi a pojisténi klinické studie.

Pojistné kryti bude platné po celou dobu platnosti této
Smlouvy a po dobu dalSich péti (5) let po uplynuti nebo

ukonceni platnosti této smlouvy, nestanovi-li Platné
zékony delsi dobu.
Pojistnd smlouva ¢. 7720887821 byla uzaviena se

spolec¢nosti Kooperativa pojistovna, a.s., Vienna Insurance
Group. Ke smlouvé bylo vydano osvédceni o pojisténi ¢.
C0004627.

Instituce a Hlavni feSitel prohlasuji, Zze v souladu

s Platnymi zakony maji vhodné pojisténi odpovédnosti
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accordance with Applicable Laws, they have confirmed
appropriate insurance liability associated with the provision
of health services that must last throughout the term of this
Agreement.

13.4 Any Party liable to provide indemnification under
this Agreement shall be entitled (in compliance with
relevant interests of Parties of this Agreement), at its
option, to control the defence and settlement of any claim
on which it is liable, provided that the indemnifying Party
shall act reasonably and in good faith with respect to all
matters relating to the settlement or disposition of the claim
as the disposition or settlement relates to the Party being
indemnified.

13.5 The indemnified Party shall reasonably cooperate in
the investigation, defence and settlement of any claim for
which indemnification is sought hereunder and shall
provide prompt notice of any such claim or reasonable
expected claim to the indemnifying Party.

13.6  An Indemnified Party shall have the right to retain
its own legal counsel at its own expense.

14. WARRANTIES

14.1 Institution warrants that it is, and shall continue to
be during the term of the Agreement, an equal opportunity
employer.

14.2 Institution warrants that it and the Institution Parties
shall comply with all Applicable Laws.

15. LIMITATIONS OF LIABILITY

15.1 Except in the case of wilful misconduct, to the
maximum extent permitted by the Applicable Laws, in no
event shall Sponsor be liable for any special, incidental,
indirect or consequential damages whatsoever (including,
without limitation, damages for loss of business profit,
business interruption, loss of business information, or any
other pecuniary loss) arising out of the Services provided
by Institution under this Agreement or under any Statement
of Work Addendum.

souvisejici s poskytovanim zdravotnich sluzeb, které musi
trvat po celou dobu platnosti této Smlouvy.

13.4 Kazda strana, kterd je povinna poskytnout
odSkodnéni podle této Dohody, méa narok dle svého
uvazeni (v souladu sopravnénymi zajmy stran této
Dohody) tidit obhajobu a vypotfadani kazdého néroku, za
ktery je odpovédna, za predpokladu, ze odskodnovaci
Strana musi jednat rozumné a v dobré vife, pokud jde o
vSechny zalezitosti tykajici se vypotadani sporu o vzneseny
narok nebo jeho vyfizeni, nebot’ vyfizeni nebo vyporadani
se vztahuje ke Stran€ odSkodnéné.

13.5 OdSkodnéna strana musi piiméfené spolupracovat
pii vySetfovani, obhajob¢é a vypotradani kazdého naroku,
pro ktery je navrhovano odskodnéni podle této Dohody a
musi odskodnovaci Strané poskytnout okamzité oznameni
o takovém naroku nebo rozumném ocekavaném naroku.

13.6  Odskodnéna Strana bude mit pravo si na vlastni
naklady ponechat svého vlastniho pravniho zastupce.

14. ZARUKY

14.1 [Instituce zarucuje, Ze je a bude i nadale po dobu
trvani této Dohody zaméstnavatelem uznavajicim princip
rovnych piileZitosti.

14.2  Instituce zarucuje, Ze ona a Strany instituce budou
dodrZovat vSechny Platné zakony.

15. OMEZENI ODPOVEDNOSTI

15.1 Kromé ptipadt imyslného pochybeni, v maximalné
mozném rozsahu povoleném Platnymi zékony, nebude
Zadavatel v zddném ptipad¢ odpovidat za jakékoli zvIastni,
nahodné, nepiimé nebo nasledné Skody (zejména nahradu
uslého podnikového zisku, preruSeni podnikéni, ztraty
obchodnich informaci nebo jiné financni ztraty) vzniklé ze
Sluzeb poskytovanych Instituci podle této Dohody nebo
jakékoliv Dil¢i smlouvy.
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16. INDEPENDENT CONTRACTOR
RELATIONSHIP
16.1 The Parties hereto are independent contractors and

nothing contained in this Agreement shall be construed to
place them in the relationship of partners, principal and
agent, employer/employee or joint venture.

16.2 Neither Institution, neither Principal Investigator,
nor Institution Parties shall have the authority to legally
bind Sponsor. No Institution or Institution Parties shall
represent, warrant, suggest or otherwise imply that they
represent Sponsor, have the authority to bind Sponsor or
are operating on Sponsor’s behalf.

17. NO CONFLICTS

17.1 Institution represents and warrants to Sponsor that
Institution and the Institution Parties are not party to any
agreement, which would prevent it from fulfilling its
obligations under this Agreement.

17.2  Sponsor represents and warrants to Institution that
Sponsor is not a party to any agreement, which would
prevent it from fulfilling its obligations under this
Agreement.

18. PUBLICITY

Except as required by law, neither Party shall use the name
of the other party nor any employee of the other party in
connection with any publicity without the prior written
approval of the other Party.

19. FORCE MAJEURE

19.1 In the event either Party shall be delayed or
hindered in or prevented from the performance of any act
required hereunder by reasons of strike, lockouts,
restrictive government or judicial orders or decrees, riots,
insurrection, war, Acts of God, inclement weather or other
similar reason or a cause beyond such party’s control, then
performance of such act shall be excused for the period of

16. VZTAH NEZAVISLEHO DODAVATELE

16.1 Strany jsou zde nezavislymi dodavateli a nic z toho,
co je obsazeno v této Dohodé¢, je nemtize umistit do vztahu
partnert, zmocnitele a zprostiedkovatele,
zaméstnavatele/zaméstnance nebo spole¢ného podniku.

16.2 Instituce, Hlavni feSitel ani dalSi strany Instituce
nebudou pravné zavazovat Zadavatele. Instituce ani jeji
dalsi strany nebudou prohlasovat, zarucovat, naznaCovat
nebo jinym zplisobem davat najevo, ze =zastupuji
Zadavatele, pravné jej zavazuji nebo jednaji v jeho
zastoupeni.

17. ZADNE KONFLIKTY

17.1 Instituce prohlaSuje a zarucCuje se Zadavateli, Ze
Instituce a Strany instituce nejsou smluvni stranou v zadné
jiné dohodé, ktera by jim brénila plnit jejich zdvazky podle
této Dohody.

17.2 Zadavatel prohlasuje a zaruCuje se Instituci, Ze
Zadavatel neni smluvni stranou v Zadné jiné dohodé, ktera
by mu brénila plnit jeho zdvazky podle této Dohody.

18. PUBLICITA

S vyjimkou jak vyzaduje zdkon, ani jedna ze Stran
nepouzije jméno druhé strany ani zaméstnance druhé
strany v ramci jakékoliv propagace bez piedchoziho
pisemného souhlasu druhé Strany.

19. VYSSiMoOC

19.1 V pftipadé, ze kterdkoliv Strana bude zpozdéna,
nebo zdrzena, nebo ji bude zabranéno ve vykondni
jakékoliv Cinnosti z divodl stavky, vyluky, omezujicich
vladnich nebo soudnich natizeni nebo dekretii, nepokoji,
povstani, valky, zasahu vys$$i moci, neptiznivého pocasi
nebo jin¢ho podobného diivodu nebo pficiny, jez je mimo

kontrolu dané strany, pak provedeni takového tkonu bude
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existence of delay’s cause.

19.2  Any timelines affected by such force majeure shall
be extended for a period equal to that of the delay and, the
Parties agree to discuss in good faith any necessary Study
budget adjustments to reflect cost increases resulting from
force majeure.

19.3 Notice of the start and stop of any such force
majeure shall be provided to the other Party immediately
upon the event coming to attention of the Party.

20. RECORD STORAGE

20.1 During the term of this Agreement, Institution shall
maintain all materials and all other data obtained or
generated by Institution in the course of providing the
Services hereunder, including all computerized records and
files and ensure that any such materials comply with the
Applicable Laws.

20.2 Institution shall cooperate with any reasonable
internal review or audit by Sponsor and make available to
Sponsor for examination and duplication, during normal
working hours and at mutually agreeable times, all
documentation (if not in conflict with Applicable Law),
data and information relating to a Study in accordance with
Clause 4.11 of this Agreement.

20.3 Upon the expiration or termination of this
Agreement, all materials and all other data and information
obtained or generated by Institution in the course of
providing the Services hereunder shall, at Sponsor’s option,
be:

(a) delivered to Sponsor at its expense and risk to its
offices at the address provided in Clause 22 in such form as
is then currently in the possession of Institution;

(b) disposed of as directed by written request of
Sponsor.
204 In no event shall Institution dispose of any

materials or data or other information obtained or

omluveno po dobu existence takové pficiny.

19.2  Veskeré casové piehledy postizené takovou vyssi
moci se prodluzuji na dobu rovnajici se zpozdéni, a Strany
se dohodly, Ze v dobré vife prodiskutuji veskeré nezbytné
upravy rozpoctu Studie, aby odrazely zvysSené naklady
vyplyvajici z vyssi moci.

19.3 Oznameni o nastoupeni a zastaveni takové vyssi
moci se poskytne druhé Stran¢ bezprostiedné po udalosti,
ktera byla zpozorovana Stranou.

20. ULOZISTE ZAZNAMU

20.1 Béchem platnosti této Dohody musi Instituce
udrzovat vSechny materialy a vSechny ostatni udaje ziskané
nebo generované Instituci v pribéhu poskytovani SluZeb
podle této Dohody, vcetné vSech pocitacovych zaznami a
souborll a zajistit, Ze tyto materidly jsou v souladu s
Platnymi zakony.

20.2 Instituce musi spolupracovat s rozumnym internim
pfezkumem nebo auditem Zadavatele a béhem bézné
pracovni doby a oboustranné¢ odsouhlasené doby musi
zpiistupnit Zadavateli za Ucelem proSetieni a zhotoveni
kopii veskerou dokumentaci (pokud do neni v rozporu
s Platnymi zakony), Gdaje a informace vztahujici se ke
Studii v souladu s odstavcem 4.11 této Dohody.

20.3  Po vyprSeni nebo ukonceni platnosti této Dohody
vSechny materidly a vSechny ostatni Uidaje a informace
ziskané nebo generované Instituci v pribéhu poskytovani
sluzby podle této dohody budou podle uvazeni Zadavatele:

(a) doruCeny Zadavateli na jeho nédklady a riziko do
jeho kancelafi na adresu uvedenou v odstavci 22 v takové
podobé, v jaké se v soucasné dobé nachéazeji v drzeni
Instituce;

(b) likvidovany podle pokynt v pisemné Zadosti
Zadavatele.

204 V zadném piipadé se Instituce nesmi zbavit

veSkerych materidld nebo dat nebo jinych informaci
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generated by Institution in the course of providing the
Services hereunder without Sponsor's explicit written
authorisation.

21. DEBARMENT

21.1 Institution hereby certifies that it has not been
debarred, and has not been convicted of a crime which
could lead to debarment of its provision of Services
pursuant to this Agreement in any relevant jurisdiction in
accordance with the Applicable Laws. Institution further
certifies that neither the Principal Investigator nor any
member of the clinical investigation personnel or other
Institution Parties has been debarred, and has been
convicted of a crime which could lead to debarment of its
provision of Services pursuant to this Agreement in any
relevant jurisdiction in accordance with the Applicable
Laws.

21.2 In the event that Institution or any Institution
Parties under contract to perform Services under a
Statement of Work Addendum with Sponsor becomes
debarred or receives notice of action or threat of action
with respect to its debarment, Institution shall notify
Sponsor immediately.

21.3 Institution hereby certifies that it has not utilized,
and shall not use the services of any Institution Party or any
individual or entity in the performance of Services under
this Agreement or any Statement of Work Addendum that
has been debarred or that has been convicted of a crime
which could lead to debarment in any relevant jurisdiction
in accordance with the Applicable Laws

22. NOTICES

Any notices required or permitted to be given by either
Party hereunder shall be in writing and shall be deemed
given on the date received if delivered personally or by fax
or five (5) days after the date postmarked if sent by
registered or certifies mail, return receipt requested,
postage prepaid to the following address:

If to Zoll Circulation, Inc.:

ziskanych nebo generovanych Instituci v pribchu
poskytovani Sluzeb podle této Dohody bez vyslovného
pisemného souhlasu Zadavatele.

21.  VYLOUCENI

21.1 Instituce timto potvrzuje, ze nebyla vyloucena na
¢ernou listinu a nebyla obvinéna z trestného ¢inu, ktery by
mohl vést k vylouceni poskytovani Sluzeb podle této
Dohody v jakékoli pftislusné jurisdikci v souladu s
Platnymi zékony. Instituce dale potvrzuje, Ze ani Hlavni
fesitel, ani zadny c¢len personalu klinickych zkousek, nebo
ostatni Strany instituce nebyly vylou€eny na cernou listinu
a nebyly obvinény z trestného ¢inu, ktery by mohl vést k
vylouceni poskytovani Sluzeb podle této Dohody v
jakékoli ptislusné jurisdikci v souladu s Platnymi zakony

21.2 'V piipadé, ze Instituce nebo jakékoliv Strany
instituce podle smlouvy k provedeni Sluzeb v rdmci Dil¢i
smlouvy Zadavatele budou vyloueny na cernou listinu,
nebo tyto obdrzi ozndmeni o fizeni o nebo hrozbé
vylouceni, tak o tom bude Instituce Zadavatele neprodlené
informovat.

21.3 Instituce timto potvrzuje, Ze nepouzila a nepouzije
pro poskytovani Sluzeb podle této Dohody nebo Dodatku
pracovnich vykazl sluzby zadné Strany instituce, nebo
osoby, nebo subjektl, jez byli vylouceni na ¢ernou listinu
anebo odsouzeni za trestny ¢in, ktery by mohl vést k
vylouceni na ¢ernou listinu v ptislusné jurisdikei v souladu
s Platnymi zékony.,

22. OZNAMENI{

Jakékoliv vyZzadovana nebo povolend oznameni, ktera musi
podat kterakoliv Strana, musi byt podana v pisemné formée
a povazuji se za provedena dnem pfiijeti, jsou-li dorucena
osobné nebo faxem, nebo pét (5) dni po datu odeslani, jez
vykazuje postovni razitko, pokud byla ozndmeni zaslana
doporucené nebo do vlastnich rukou, nebo vyplacené na
nasledujici adresu:

Pokud na Zoll Circulation, Inc.:
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ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Attention: James Palazzolo, President

If to Institution;

Krajské zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

Socialni péce 3316/12a

400 11 Usti nad Labem

Czech Republic

Attention: Ing. Petr Fiala, managing director

23. SEVERANCE

If any one or more provisions of this Agreement shall be
found to be illegal or unenforceable in any respect, the
validity, legality and enforceability of the remaining
provision shall not in any way be affected or impaired
thereby, provided the surviving agreement materially
complies with the Parties’ original intent.

24. WAIVER

Waiver or forbearance by either Party or the failure by
either Party to claim a breach of any provision of this
Agreement or exercise any right or remedy provided by
this Agreement or applicable law, shall not be deemed to
constitute a waiver with respect to any subsequent breach
of any provision hereof.

25. CHANGES AND MODIFICATIONS

No Change Orders, modifications or amendments of this
Agreement or any Statement of Work Addendum shall be
deemed effective unless in writing and executed by the
Parties hereto.

ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Upozornéni: James Palazzolo, President

Pokud na Instituci:

Krajské zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

Socialni péce 3316/12a

400 11 Usti nad Labem

Ceska republika

Do rukou: Ing. Petra Fialy, generéalniho feditele

23.  ODDELITELNOST

Je-li jedno nebo vice ustanoveni této Dohody shledano
protipravnim nebo nevymahatelnym v jakémkoliv ohledu,
tak se timto platnost, zdkonnost a vymahatelnost
zbyvajicich ustanoveni v zadném ohledu nenarusi nebo
neposkodi, za predpokladu, Ze prezivajici Dohoda hmotné
vyhovuje piivodnimu zaméru Stran.

24. ZPROSTENI POVINNOSTI

Zprosténi povinnosti nebo tolerance kteroukoliv Stranou,
nebo nemoznost kteroukoliv Stranou narokovat poruseni
jakéhokoliv ustanoveni této Dohody, nebo vykonu
jakéhokoliv prava, nebo napravy stanovenych touto
Dohodou, nebo platnymi zékony, se nepovazuji za
zpros§téni se povinnosti s ohledem na jakékoli nasledné
poruseni nekterého ustanoveni této Dohody.

25. ZMENY A UPRAVY

Z4dné Piikazy zmén, Gpravy nebo dopliiky této Dohody
nebo jakékoliv Dil¢i smlouvy se nepovazuji za platné,
pokud nebudou uvedeny pisemné a potvrzeny Stranami
této Dohody.
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26. GOVERNING LAW

This Agreement shall be governed by and construed in
accordance with the laws of the Czech Republic. Any
disputes will be submitted for decision to the competent
court of the Czech Republic.

27. ENTIRE AGREEMENT

This Agreement, along with any applicable Statement of
Work Addenda, represents the complete and entire
understanding between the Parties regarding the subject
matter hereof and supersedes all prior written negotiations,
representations or agreements, either written or oral,
regarding this subject matter.

This agreement has been executed in the Czech and
English version. In case of discrepancy between versions
the Czech language version shall prevail.

EXECUTED as an Agreement on the day and year
hereinbefore mentioned.

For Sponsor

Name:
Title:

Signature:

For Institution

26. ROZHODNE PRAVO

Tato dohoda se fidi a je sestavena v souladu se zakony

Ceské Republiky. Jakékoliv piipadné spory budou
predlozeny krozhodnuti pfislusnému soudu Ceské
republiky.

27.  UPLNE ZNENi DOHODY

Tato Dohoda, spolu s pfislusSnou Diléi smlouvou
reprezentuje Uplny a cely souhlas mezi Stranami s
pfedmétem Dohody a nahrazuje vsSechna predchozi
pisemna jednani, vyjadieni nebo dohody, at’ jiz pisemné Ci
ustni, tykajici se tohoto predmétu.

Tato dohoda je sepsana v Ceské a anglické jazykové verzi.

V piipad€ rozporu mezi obéma verzemi je rozhodujici
Ceska jazykova verze.

VYHOTOVENO jako Dohoda dne a roku jak je uvedeno
vyse.

Za Zadavatele

Jméno:
Titul:

Podpis:

Za Instituci

Name: Jméno:
Title: Titul:
Signature: Podpis:
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ATTACHMENT

STATEMENT OF WORK ADDENDUM

errECTIVE DATE: |||

PARTIES:

ZOLL Circulation located at 2000 Ringwood Ave., San
Jose, CA 95131, USA represented in the European Union
by ZOLL Medical Deutschland GmbH, having a business
address at Emil-Hoffmann Str. 13, 50996 Cologne,
Germany (hereinafter “Sponsor™).

AND:

Krajska zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o0.z.

having its principal place of business at Socialni péce
3316/12a, 400 11 Usti nad Labem, Czech Republic, ID:
25488627, VAT: CZ25488627, represented by Ing. Petr
Fiala - Managing Director. (hereinafter “Institution”).

AND:

(hereinafter
“Principal Investigator”).

(collectively referred to herein as “the Parties™)

WHEREAS, a Master Clinical Study Agreement
(“Agreement”) by and between Institution and Sponsor was

entered into on R, =

WHEREAS, pursuant to Clause 3 of the Agreement
the Parties now enter into this Statement of Work
Addendum for the purposes of setting forth the

DILCI SMLOUVA O KLINICKE STUDII

DATUM NABYTi PLATNOSTI: ||

SMLUVNI STRANY:

ZOLL Circulation nachéazejici se na adrese 2000 Ringwood
Ave., San Jose, CA 95131, USA zastoupena v Evropské
unii spolecnosti ZOLL Medical Deutschland GmbHE se
sidlem podnikani v Emil-Hoffmann Str. 13, 50996

A:

A:

Cologne, Némecko (dale jen “Zadavatel”).

Krajska zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, 0.z.

se sidlem Socialni pé&e 3316/12a, 400 11 Usti nad Labem,
Ceska republika, IC: 25488627, DIC: CZ25488627,
zastoupena Ing. Petrem Fialou, generalnim feditelem (dale
jen “Instituce”).

(dale jen “Hlavni FeSitel”).

(spolecné oznacované dale jako* Strany”)

Instituce a Zadavatel uzavreli dne
Ramcovou dohodu o provadeéni

klinickych studii (dale jen "Dohoda").

Podle odstavce 3 této Dohody Strany nyni uzaviraji

tuto Dil¢i smlouvu pro ucely stanoveni zodpoveédnosti a

povinnosti Stran v souvislosti s provadénim urcitého
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responsibilities and obligations of the Parties in regards to
conducting a certain clinical investigation program entitled:
A Single-Center Case Series Clinical Study to assess the
feasibility of integrating therapeutic hypothermia using the
ZOLL IVTM System as an adjunctive therapy to
Percutaneous Coronary Intervention (PCI) in patients with
acute myocardial infarction (“Study”) under Sponsor’s
protocol EDC-2191 (“Protocol”). This Protocol is attached
as Exhibit B of this Statement of Work Addendum.

NOW, THEREFORE, the Parties agree as follows:
1. Services

Institution and Principal Investigator agree to
conduct of the Study described in the Protocol and in the
Exhibit A “Project Proposal and Cost Estimate” attached to
this Statement of Work Addendum.

2. Compensation and Payment

Compensation will be determined and payment will
be made according to the provisions set forth in the
Agreement. Variable symbol for payments: invoice
number.

The estimated costs in Euros and payment schedule
for Institution’s Services hereunder are set forth in the
Exhibit A.

3. Compliance with Applicable Laws

Institution and Principal Investigator shall conduct
the Study according to the Study Protocol, the Agreement,
this Statement of Work Addendum, the Applicable Laws
and the instructions of the Sponsor.

4. Term and Termination

The term of this Statement of Work Addendum
shall commence on the day of its publication in the register
of contracts pursuant to Act No. 340 Coll., on special
conditions for the effectiveness of certain contracts , the
publication of such contracts and the register of contracts
(Law on the Register of Contracts) and end upon the
completion of Services (expected end date Dec 31, 2018)
unless otherwise terminated in accordance with the

programu klinickych zkousek s nazvem: Klinicka studie
série pfipadii navozené hypotermie v souvislosti s AIM
provadéna v EU: Klinickd studie série pfipadi jednoho
centra s cilem vyhodnotit moznost integrace terapeutické
hypotermie s vyuzitim syst¢tmu IVTM ZOLL jako
doplikové 1écby k perkutdnni koronarni intervenci (PCI) u
pacientli s akutnim infarktem myokardu (“Studie”) pod
Protokolem zadavatele EDC-2191 (“Protokol”). Tento
protokol je pfipojen jako Ptiloha B této Dil¢i smlouvy.

NYNI se proto Strany dohodly takto:

1. Sluzby

Instituce a Hlavni fesitel se dohodli na provedeni
Studie popsané v Protokolu a v Ptiloze A "Navrh a odhad
nakladt Projektu" pfipojenych k této Dil¢i smlouvé.

2. Odmeéna a platba

Odména bude stanovena a platba bude provedena
podle ustanoveni uvedenych v Dohod¢. Variabilni symbol
pro platby: ¢islo faktury.

Odhadované néklady v eurech a platebni kalendar

pro SluZby instituce podle Dohody jsou uvedeny v Ptiloze
A.

3. Soulad s platnvmi zakony

Instituce a Hlavni feSitel musi provadét Studii v
souladu s Protokolem studie, Dohodou, touto Dilc¢i
smlouvou, Platnymi zakony a pokyny Zadavatele.

4. Doba trvani a ukonceni

Doba trvani platnosti této Dil¢i smlouvy zacina
dnem jejiho uvefejnéni v registru smluv podle zakona
¢. 340/2015 Sb., o zvlastnich podminkach ucinnosti
nekterych smluv, uvetfejnovani téchto smluv a o registru

smluv (zékon o registru smluv) a skonc¢i po dokonceni

Sluzeb (ptedpoklddany termin 31.12.2018), pokud
v souladu s Dohodou neskon¢i jinak.
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Agreement.

5. Incorporation by Reference/Conflict of Terms

The terms and conditions of this Statement of Work
Addendum and Exhibits hereto are hereby incorporated
into and made part of the Agreement. To the extent any
terms contained in an Exhibit hereto conflict with this
Statement of Work Addendum, the terms of the Exhibit
shall control. In the event of any inconsistency between
the Agreement, the Statement of Work Addendum and the
Protocol, the terms of the Protocol shall govern first,
followed by the Agreement and then by the Statement of
Work Addendum unless the Statement of Work Addendum
expressly states that an inconsistent term is intended to
modify a specific term in the Agreement.

6. Modifications

Any changes to this Statement of Work Addendum
or its Exhibits shall be documented by written amendments
upon approval by both Parties in accordance with the
related procedures provided in the Agreement and shall be
attached hereto.

7. Notices

Each Party represents that its respective contact person set
forth below shall have the authority to make all executive
decisions regarding this Statement of Work Addendum.
Any notice required or permitted to be given hereunder by
either Party hereunder shall be in writing and shall be
deemed given on the date received if delivered personally
or by fax or five (5) days after the date postmarked if sent
by registered or certified mail, return receipt requested,
postage prepaid to the following address:

If to Zoll Circulation, Inc.:

ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Attention: James Palazzolo, President

5. Udaje formé odkazu/konflikt terminu,

podminek

ve

Terminy a podminky této Dil¢i smlouvy a Ptiloh k
nému jsou zaclenény do Dohody a tvofi jeji soucast.
Pokud jakékoliv terminy obsazené v Piiloze jsou v
konfliktu s touto Dil¢i smlovou, jsou fidicimi terminy ty,
které jsou uvedené v Priloze. V pfipad¢ nesouladu mezi
Dohodou, Dil¢i smlovou a Protokolem, jsou nejdiive
smérodatna ustanoveni Protokolu, nasledné ustanoveni
Dohody a pak ustanoveni Dil¢i smlouvy, pokud Dil¢i
smlouva vyslovné neuvadi, Ze nekonzistentni termin je
uréen k uprave urcitého terminu v Dohodé¢.

4

Upravy

Jakékoli zmény této Dil¢i smlouvy nebo jejich
Ptiloh musi byt doloZeny pisemnymi dodatky po schvaleni
obéma Stranami v souladu s pfisluSnymi postupy
stanovenymi v Dohod¢ a musi se zde pfipojit.

7. Oznameni

Kazda Strana uvadi, ze jeji pfislusnd kontaktni osoba
stanovend niZze bude mit pravomoc provadét vSechna
vykonnd rozhodnuti tykajici se této Dil¢i smlouvy.
Jakakoliv vyzadovana nebo povolend oznameni, ktera poda
kterakoliv z nize uvedenych Stran, musi byt podana v
pisemné formé& a povazuji se za provedend dnem pfiijeti,
jsou-li doruc¢end osobné nebo faxem, nebo pét (5) dni po
odeslani od data, jeZ vykazuje poStovni razitko, pokud byla
oznameni zasldna doporucené nebo do vlastnich rukou, s
potvrzenim piijmu nebo vyplacené na nasledujici adresu:

Pro Zoll Circulation, Inc.:

ZOLL Circulation Inc.

2000 Ringwood Ave., San Jose,

CA 95131, USA

Upozornéni: James Palazzolo, President

Divérné Strana 36 z 39

Nesmi byt zpFistupnéno tietim osobam




If to Institution:

Krajsk4 zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

Socialni péce 3316/12a

400 11 Usti nad Labem

Czech Republic

Attention: Ing. Petr Fiala, managing director

If to Principal Investigator:

Pro Instituci:

Krajska zdravotni, a.s. - Masarykova nemocnice v Usti nad
Labem, o.z.

Socialni péce 3316/12a

400 11 Usti nad Labem

Ceska republika

Do rukou: Ing. Petra Fialy, generalniho reditele

Pro Hlavniho fesitele:

IN WITNESS THEREOF, this Statement of Work
Addendum has been executed by the Parties hereto through
their duly authorized officers as of the date set forth above.

For Zoll Circulation, Inc.

For Krajska zdravotni, a.s. - Masarykova nemocnice v
Usti nad Labem, o.z.

NA DUKAZ toho byla zde tato Dil¢&i smlouva vyhotovena
Stranami  tohoto dokumentu prostfednictvim jejich
opravnénych zastupci vyse stanoveného data.

Za Zoll Circulation, Inc.

Podepsal:
Jméno:

Titul:

Datum

Za Krajska zdravotni, a.s. - Masarykova nemocnice v
Usti nad Labem, o.z.

Podepsal:
Jméno:
Titul:

Datum:
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By:
Name:
Title:

Date:

Exhibit A to STATEMENT OF WORK ADDENDUM
[A]:

Investigational Plan

Clinical Study

Sponsor wishes to conduct a clinical study with the ZOLL
IVIM System in accordance with the Protocol and all
Applicable Laws.

Description of the Study:

e Evaluate the feasibility of integrating therapeutic
hypothermia using the ZOLL IVTM System into the
treatment protocols for subjects who present with acute
myocardial infarction

e Evaluate retention defined as:

o The ability to enroll subjects

o The proportion of subjects who complete the
treatment protocol through the point of reaching
normothermia

Number of patients to be enrolled: 3-5

Specific milestones/requirements
Each study patient will be followed up for 30 days for
safety.

Timeline for the completion of the Study
The study patients will be recruited within 6 months of
executing this contract.

Podepsal:
Jméno:
Titul:

Datum:

Priloha A k Dil¢i smlouvé [A]:

Plan klinického hodnoceni datovany

Klinicka studie

Zadavatel si preje provedeni klinické studie se systémem
IVIM ZOLL v souladu s Protokolem a vSemi Platnymi
zakony.

Popis Studie:

e Vyhodnotit moznost integrace terapeutické hypotermie
s vyuzitim systému IVTM ZOLL do protokolu 1écby
subjektd s akutnim infarktem myokardu.

e Vyhodnotit moznosti proveditelnosti studie definované
jako:

o Schopnost zaradit subjekty do studie
o Podil subjektl, které dokonci 1écbu stanovenou
protokolem az do dosazeni normotermie

Pocet pacientl, jenz maji byt zarazeni: 3-5
Hlavni cile a pozadavky Studie
Kazdy pacient bude sledovan po dobu 30 dna od zatrazeni

do studie kvuli bezpecnosti.

Casovy prehled pro ukonéeni Studie
Pacienti budou do studie zafazeni do 6 mésici od data

nabyti ucinnosti této smlouvy.
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Budget and payment schedule

Exhibit B — Budget

Protocol

Exhibit C — Protocol

Rozpocet a harmonogram plateb

Piiloha B — Rozpocet

Protokol

Priloha C — Protokol
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EXHIBIT B
BUDGET

Sponsor, Hospital and Clinical Team have entered into that
certain Clinical Trial Agreement to which this Exhibit C is
attached as an exhibit (the “Agreement”). The Clinical
Trial Sponsor is ZOLL Circulation, having a business

address at Ringwood Avenue2000, San Jose, CA 95131,
United States of America. The Sponsor Representative in
the European Union is ZOLL Medical Deutschland GmbH,
having a business address at Emil-Hoffmann Str. 13, 50996
Cologne, Germany. All capitalized terms used but not
defined herein shall have the respective meanings set forth
in the Agreement. Sponsor shall pay for all of the work to
be completed in the Trial by the Hospital and the Clinical
Team pursuant to the above referenced agreement
according to this section. Sponsor will not be liable for any
costs in excess of the amount specified herein without the
express written authorization of Sponsor.

1. ETHIC COMMITTEE (EC) FEES.

Sponsor shall pay all the fees and costs associated with
submission of the investigational plan for approval by the
Ethics Committee (EC).

Payment for the EC fees will be made after the original
applicable documentation demonstrating that the Hospital
or the Clinical Team incurred the fees is submitted to
Sponsor together with an invoice setting forth the amount
of the fee.

2. START UP COSTS.

‘ Start-up Costs 1000,00 EUR

Sponsor shall make a one-time payment (which is not
a per patient payment) to the Clinical Team who will be
executing the clinical study at the hospital for the
following start-up and trial initiation costs:

(1) investigational plan review and training;

(i1) Clinical Trial Agreement review and execution
(1i1) regulatory document preparation and (iv) GCP
training for every investigator and coordinator
participating in the Trial and for the storage of the
packing box from TGXP device during the course of
the trial. Such payment will be due and payable after
Institution is ready to enroll patients. These start-up
costs do not include the Ethic Committee fees set
forth in Section 0 above or Administrative and
Overhead Study Support set forth in Section 4.

PRILOHA B
ROZPOCET

Zadavatel,Nemocnice a Tym klinické studie vstoupili do
této konkrétni Smlouvy o provadeéni klinického hodnoceni,
na ditkaz ¢ehoz je pfilozena tato Pfiloha C (dale jen
»Smlouva®). Zadavatelem klinického hodnoceni je
spole¢nost ZOLL Circulation, sidlem Ringwood
Avenue2000, San Jose, CA 95131, Spojené staty americké.
Zastupce Zadavatele v ramci Evropské unie je spole¢nost
ZOLL Medical Deutschland GmbH, sidlem Emil-
Hoffmann Str. 13, 50996 Cologne, Némecko. Veskeré
pojmy zacinajici velkym pismenem, které jsou zde pouzity,
ale nejsou zde definovany, budou mit stejny vyznam, jaky
je uveden ve Smlouvé. Zadavatel se v souladu s timto
oddilem zavazuje nést naklady za veskerou praci, ktera
bude odvedena v rdmci Studie Nemocnici a Tymem
klinické studie v souladu s vySe zminénou smlouvou.
Zadavatel neni bez vyslovného pisemného souhlasu
odpovédny za jakékoli naklady presahujici castku zde
uvedenou.

1. POPLATKY ETICKE KOMISI (EK).

Zadavatel se zavazuje uhradit veskeré poplatky a naklady
spojené s podanim planu hodnoceni ke schvaleni Etickou
komisi (EK).

Uhrada za poplatky EK bude provedena po té, co bude
Zadavateli predlozena pfislusna pavodni dokumentace,
ktera doklada poplatky uctované Tymu klinické studie a
Nemocnici, spole¢né s danovym dokladem uvadéjicim vysi
poplatku.

2. ZAHAJOVACI NAKLADY.

1000,00 EUR

Zahajovaci naklady

Zadavatel se zavazuje uhradit Tymu klinické studie,

jez bude klinické hodnoceni provadét v nemocnici,
jednorazovou uhradu (ktera nespada mezi thrady za
pacienta) za nasledujici zahajovaci naklady a naklady
spojené se zahajenim studie: (i) prezkoumani planu
studie;(ii) prezkoumani smlouvy o provadéni klinického
hodnoceni a jeji provedeni (iii) pfiprava regulatornich
dokumentt a (iv) zajisténi Skoleni Spravné klinické
praxe pro kazdého zkousejiciho a koordinatora, kteti se bud
Studie Gcastnit, a pro skladovani krabic od zafizeni
TGXP v pribéhu hlavni ¢asti studie. Takova thrada je
splatna, jakmile budou Zdravotnicka zatizeni
pripravena k naboru pacientti. Tyto zahajovaci naklady
nezahrnuji poplatky Etické komisi uvedené v oddilu 0




The start-up costs also include fee for local lab
(incl. lab certificate), clinical studies department,
economic and employment departments.

Payment of the administrative start-up fee will be made
upon receipt of an invoice containing a detailed description
of each element of the costs that were actually incurred and
supporting documentation demonstrating that the Clinical
Team and the Hospital incurred the fees. The total amount
will be divided between Hospital and Clinical Team as
shown in the table above.

3. MEDICAL PROCEDURES AND SERVICES.

Subject to the terms and conditions of the Qualifications
for Payment provision in Section 7 of this Exhibit B,
Sponsor shall pay Hospital the reasonable and customary
amount for medical procedures and services set forth in the
Protocol (“Medical Procedures or Services”) submitted in
accordance with the payment procedures set forth below in
Section 3 (a), Section 3 (b) and in Section 4 below.

Payments for Administrative Study Support shall be made
on a calendar quarterly basis based upon completion of the
CREF associated with each procedure after Sponsor’s
verification that the Trial Data on the CRF are complete,
accurate and query-free.

(a) Standard of Care Medical Procedures or
Services. Hospital and Clinical Team
acknowledge and agree that, notwithstanding the
investigational status of the Device, certain
Medical Procedures or Services are within the
standard of care for a patient properly enrolled in
the Trial, and accordingly should qualify as
covered medical services under the patient’s health
insurance. In the case of insurers that do not
preauthorize or precertify procedures or services,
Hospital shall seek a ruling from the appropriate
health reimbursement contractor’s or other third-
party payor medical director as to whether the
Medical Procedure or Service is a covered medical
service. All correspondence with third-party
payor, including any and all claims, must indicate
that the Medical Procedure or Service is part of a
clinical trial involving the use of an investigational
device. The Hospital or Clinical Team may submit
an invoice to Sponsor for Hospital or Clinical
Team usual amount for the Medical Procedure or
Service, which shall include original

vySe nebo Administrativni a rezijni podporu studie
uvedenou v oddilu 4. Tyto zahajovaci naklady také
zahrnuji poplatek mistni laboratofi (v¢. osvédéeni
laboratore), oddéleni klinického hodnoceni studii,
oddélenim ekonomiky a zaméstnanosti.

Uhrada administrativniho zahajovaciho poplatku bude
provedena po pfijeti danového dokladu obsahujiciho
podrobny popis kazdého prvku nakladt, které byly ve
skute¢nosti ucCtovany, a podpurné dokumentace, ktera
vykazuje naklady uctované Tymem klinické studie a
Nemocnici. Celkova castka bude rozdélena mezi
Nemocnici a Tym klinické studie tak, jak je uvedeno v
tabulce vyse.

3. LEKARSKE ZAKROKY A SLUZBY.

V souladu s podminkami ustanoveni v oddilu 7 této Piilohy
B o Opravnéni k poskytnuti thrady, se Zadavatel zavazuje
uhradit Nemocnici pfiméfenou a obvyklou ¢astku za
1ékatské zakroky a sluzby uvedené v Protokolu (dale jen
,»,Lékatské zakroky nebo sluzby*) pfedlozené v souladu s
postupy thrad stanovenymi v oddilu 3 (a), oddilu 3 (b)a v
oddilu 4 nize.

Uhrada za Administrativni podporu studie bude provedena
podle kalendainiho ¢tvrtleti na zaklad¢ dokonceni CRF
spojeného s kazdym zakrokem, a to po ovéfeni ze strany
Zadavatele, ze Data studie uvedena v CRF jsou kompletni a
bez dalsich dotazt.

(a) Standardy péce v ramci Lékarskych zakroku a
sluZzeb. Nemocnice a Tym klinické studie souhlasi
s tim, Ze bez ohledu na stav hodnoceni Zatizeni,
jsou nékteré 1ékarské zakroky ¢i sluzby soucasti
standardu péce o pacienta fadné zapsané¢ho do
Studie, a proto by mély tyto 1¢karské sluzby byt
hrazené z pacientova zdravotniho pojisténi. V
pripadg, ze pojistovna predem neschvali nebo
neoveri zakroky nebo sluzby, zavazuje se
Nemocnice pozadat o rozhodnuti pfislusného
poskytovatele zdravotnich uhrad nebo jiného
vedouciho pracovnika z fad tfetich stran, ktery je
jejich platcem, zda je 1€katsky zakrok nebo sluzba
hrazenou Iékatskou sluzbou. Veskera
korespondence mezi platcem z fad tietich stran,
vcetné jakychkoli narokil, musi uvadeét, ze 1ékarsky
zakrok nebo sluzba je soucasti klinické studie, které
se tyka pouziti zkoumaného zafizeni. Nemocnice
nebo Tym klinické studie mohou Zadavateli
predlozit dailovy doklad na ¢astku za Lékatské
zakroky a sluzby obvyklé v Nemocnici nebo u
Tymu klinické studie, ktery bude zahrnovat




documentation evidencing and certifying that (1)
the Medical Procedure or Service is within the
standard of care for that subject; and (2) (A) the
subject does not have health insurance; or (B)
coverage for the Medical Procedure or Service (i)
was denied at the prior payor coverage ruling; (ii)
was initially approved at the prior payor coverage
ruling but the claim for payment was denied after
one level of appeal; or (iii) was not eligible for a
prior payor coverage ruling, and the claim was
denied after two levels of appeal. Subject to the
terms and conditions of the Qualifications for
Payment provision in Section 8 of this Exhibit C,
Sponsor shall pay Hospital and Clinical Team the
reasonable and customary amount for each such
Medical Procedure or Service up to one hundred
percent (100%) of the applicable Rate for such
Medical Procedure or Service.

(b) Non-Standard of Care Medical Procedures and
Services. For Medical Procedures or Services that
are not within the standard of care for a patient
properly enrolled in the Trial, whether the non-
standard of care determination is made by
Hospital, Clinical Team, or the patient's third party
health insurer, Hospital may submit an invoice to
Sponsor for Hospital’s or Clinical Team’s usual
amount for the Medical Procedure or Service. The
invoice shall include original documentation
evidencing and certifying that (a) the Medical
Procedure or Service is not within the standard of
care for the patient; and (b) neither Hospital nor
any member of the Clinical Team shall further
seek or retain payment for the Medical Procedure
or Service from the patient, from a third-party
health insurer or from any person or entity other
than Sponsor. Subject to the terms and conditions
of the Qualifications for Payment provision in
Section 7 of this Exhibit C, Sponsor shall pay
Hospital and Clinical Team the reasonable and
customary amount for each such Medical
Procedure or Service up to one hundred percent
(100%) of the applicable Medicare Rate for such
Medical Procedure or Service.

4. ADMINISTRATIVE AND OVERHEAD
STUDY SUPPORT.

Subject to the terms and conditions of the Qualifications
for Payment provision in Section 7 of this Exhibit C,
Sponsor shall make payments for overhead and
administrative study support to compensate the Clinical
Team and the Hospital for expenses associated with staff
time, resources and other costs expected to be incurred as a
result of participation in the Trial, which are not

dokumentaci dokazujici a stvrzujici, ze (1)
Leékarsky zakrok nebo sluzba je v ramci standardu
péce o dany subjekt; a (2) (A) Ze subjekt nema
zdravotni pojisténi; nebo (b) thrada za tento
Lékarsky zakrok nebo sluzbu byla (i) odmitnuta pfti
pfedbézném rozhodnuti platce thrady; (ii) byla
platcem thrady pii predbézném rozhodnuti
schvalena, ale narok na thradu byl zamitnut pri
odvolani; nebo (iii) nebyla zpisobila pii
ptedbézném rozhodnuti platce thrady a narok byl
zamitnut i po dvou trovnich odvolani. V souladu s
podminkami ustanoveni v oddilu 8 této Piilohy C o
Opravnéni k poskytnuti thrady, se Zadavatel
zavazuje zaplatit Nemocnici a Tymu klinické studie
pfiméienou a obvyklou ¢astku za takové Lékarské
zakroky a sluzby az do vyse sta procent (100 %)
prislusné sazby za takovy Lékaisky zakrok nebo
sluzbu.

(b) Nestandardni péce v ramci Lékarskych zakroki
a sluzeb. Za Lékarské zakroky a sluzby, které
nespadaji do standardu péce o pacienta fadné
zapsaného do klinické studie, at’ uz je
nestandardnost péce uréena Nemocnici, Tymem
klinické studie nebo pojistovnou pacienta, muze
Nemocnice predlozit Zadavateli danovy doklad na
¢astku za Iékatské zakroky béznou a sluzby
obvyklé v Nemocnici nebo u Tymu klinické studie.
Danovy doklad musi obsahovat originalni
dokumentaci, kterd prokazuje a osvédcuje, ze (a)
Lékaisky zakrok nebo sluzba nespadaji do
standardni péce o pacienta; a (b) ani Nemocnice ani
jakykoli ¢len Tymu klinické studie nebude usilovat
ani zadrzovat uhradu za Lékatské zakroky a sluzby
od pacienta, pojistovny nebo jakékoli jiné osoby
nebo subjektu rozdilného od Zadavatele. V souladu
s podminkami ustanoveni v oddilu 7 této Ptilohy C
o Opravnéni k poskytnuti uhrady, se Zadavatel
zavazuje zaplatit Nemocnici a Tymu klinické studie
pfimétenou a obvyklou ¢astku za takové Lékarské
zakroky a sluzby az do vyse sta procent (100 %)
prislusné sazby za takovy Lékaisky zakrok nebo
sluzbu.

4. ADMINISTRATIVNI A REZIJNi PODPORA
STUDIE.

V souladu s podminkami ustanoveni v oddilu 7 této Ptilohy
C o Opravnéni k poskytnuti thrady, se Zadavatel zavazuje
zaplatit za rezijni a administrativni podporu studie a uhradit
Tymu klinické studie a Nemocnici naklady spojené s Casem
zaméstnancl, zdroji a jiné naklady, u kterych se
predpoklada jejich uctovani jakozto vysledek tucasti na
Studii a které nespadaji do bézné péce o pacienta.
Zadavatel se zavazuje uhradit Tymu klinické studie a




attributable to normal patient care. Sponsor shall
compensate the Clinical Team and the Hospital for
administrative and overhead study support
(“Administrative Study Support”) provided by Clinical
Team and the Hospital, as required by the Protocol. Such
Administrative and Overhead Study Support shall include
compensation for, including with limitation, the costs of
collection and reporting of Trial Data and the execution of
study-required procedures as described in the Protocol.
The parties acknowledge and agree that the Administrative
Study Support serves as payment for the Clinical Team’s
time, effort, and Hospital’s resources in carrying out the
administrative requirements of the Trial and is not intended
as compensation for costs associated with the EC (see
Section 0), for administrative start-up payments (see
Section 0), for costs of providing medical procedures or
services, or to pay for the ordinary operating expenses of
the Hospital, Investigators or any personnel.

Sponsor shall make payments for Case Report Forms
completed according to the table below

Nemocnici administrativni a rezijni podporu studie (dale
jen ,,Administrativni podpora _studie”) poskytnutou
Klinickym tymem a Nemocnici tak, jak je vyzadovano v
Protokolu. Mezi takovou Administrativni a rezijni podporu
studie patfi uhrada za mj. naklady na sbér a hlaseni dat
klinické studie a provadéni postupl souvisejicich se studii
tak, jak je popsano v Protokolu. Smluvni strany uznavaji a
souhlasi, ze Administrativni podpora studie slouzi jako
uhrada za cas a usili Tymu klinické studie a za zdroje
Nemocnice vynalozené pii vyfizovani administrativnich
pozadavkii Studie. Tato thrada ale neni zamyslena jako
thrada nakladii spojenych s EK (viz oddil 0), uhrada
spojend s administrativnim zahdjenim (viz oddil 0), thrada
za naklady na poskytovani Iékarskych zakrokl nebo sluzeb
nebo za zaplaceni béznych provoznich vydaji Nemocnice,
Zkousejicich nebo jiného personalu.

Zadavatel se zavazuje provést thrady za zdznamové listy
pacienti dokoncené v souladu s tabulkou uvedenou nize.

Baseline Screening & Enrollment 390,97 EUR
This Base Payment includes payment for the following
pre-procedure CRFs: Inclusion/ Exclusion Form,
Informed Consent, Medical History, & Baseline
Enrollment.

Cooling and Rewarming Procedure 1317,41 EUR
This includes payment for the following CRFs:
Initiation of Cooling & PCI form, Maintenance of
Hypothermia, and Catheter Removal & Passive
Rewarming.

30 Day Follow-Up period 152,99 EUR
This 30 Day Follow-Up payment includes payment

for the follow up of patients for SAEs and the
completion of the relevant CRFs (if applicable)

Study Completion Procedures 1017,09 EUR
Sponsor will issue payment for the availability of the
Clinical Team to review trial data with the monitor,
address queries and communicate with Sponsor, and
complete the following CRFs: Study Exit,

Medication Form, and Shiver Suppression.

Fee also includes archiving.

Total compensation per Patient 2878,46 EUR
Screen Failure 118,99 EUR
A “Screen Failure” is defined as a patient screened

and consented for enrollment, but not ultimately
enrolled; provided that the failure to enroll was
attributable to the subject's failure to meet the inclusion
or exclusion criteria listed in the Protocol.

The Clinical Team shall make reasonable efforts to
screen at least (2) patients per month, not to exceed a
75% (3/4) screen failure rate. Subject to the terms and
conditions of the Qualifications for Payment provision,
Sponsor will pay per Screen Failure to cover

Ziakladni screening a nabor 390,97 EUR
Tato zékladni uhrada zahrnuje platbu za nasledujici

CRF piedchazejici zdkroktim: Formulaf pro
zatazeni/vylouceni, informovany souhlas, anamnéza a
zakladni nabor

Postupy zchlazeni a opétovného zahirati 1317,41 EUR
Tato uhrada zahrnuje platbu za nasledujici CRF: Formulaf
zahajeni zchlazeni a PCI, udrzovani hypotermie,
odstranéni katétru a opétovné pasivni zahtati.

30denni kontrolni obdobi 152,99 EUR
Toto 30denni kontrolni obdobi zahrnuje tthrady za
kontroly pacientti s ohledem na zavazné nezadouci
ptihody a dokonceni piislusnych CRF

(v ptipadé potieby).

Postupy dokonceni studie 1017,09 EUR
Zadavatel zaplati za dostupnost Tymu klinické studie v
ramci zhodnoceni dat studie, a to za sledovani, feSeni
dotazli a komunikaci se Zadavatelem a dokonceni
nasledujicich CRF: Ukonceni studie, formular 1écby a
potlaéeni tfesu. V poplatku je zahrnuta i archivace.
Celkova kompenzace za pacienta 2878,46 EUR

NeuspéSné screeningy: 118,99 EUR
Pojmem netspésny screening se rozumi pacient, ktery
prosel screeningem a souhlasil s naborem, ale nakonec
nebyl vybran, a to za predpokladu, ze chyba

naboru byla zptisobena neschopnosti subjektu splnit
kritéria pro zarazeni nebo vylouceni uvedena

v protokolu. Tym klinické studie musi vynalozit
primétené Gsili, aby provedl screening alespon (2)
pacientl mésicn€ a zaroven neptekrocil miru
neuspesnych screeningli ve vysi 75 % (3/4).

V souladu s podminkami ustanoveni o Opravnéni




administrative expenses associated with completing
the documentation associated with each patient who
is a Screen Failure provided, however that no
compensation will be paid for Screen Failure(s)
exceeding the screen failure rate. The screen failure
rate will reset every thirty (30) days. Upon Sponsor
request, Hospital and Clinical Team shall make
available screening logs so that Sponsor can verify
the screen failure rate.

The site will need to submit the screening forms and
the Informed Consent to invoice Sponsor for the
Screen Failure Fee after Sponsor verifies that the
Trial Data on the applicable screen failure CRF is
complete, accurate and query-free.

5. INVESTIGATIONAL DEVICE.

(a) Sponsor shall provide all Devices necessary for
conduct of the Trial to the Clinical Team at no charge,
pursuant to the terms set forth below and in the Agreement.
The parties acknowledge that the Device is comprised of
multiple components, including hardware, software, and
disposables. The term “Device” refers to the hardware,
software and/or disposables, as applicable. Hospital and
Clinical Team shall not seek or retain payment from any
patient, third-party health insurer or any other person or
entity for the Device.

(b) The volume of the Devices will be determined
by mutual agreement of the parties and may be adjusted by
them from time to time depending on usage patterns.
Clinical Team will arrange for replacement of Devices as
they are consumed by requesting replenishment materials
from Sponsor as necessary.

(¢) The Devices shall be stored in a manner so as
to afford ready inspection by Sponsor or its
representative’s at all reasonable times during normal
business hours. The Devices shall be segregated and
designated (by the posting of signs) as Sponsor’s property,
and as devices for use in the Trial only

(d) Clinical Team shall not remove the Devices
from their secured storage location, except to implant the
Device during the Trial or to return the Device to Sponsor
upon Sponsor’s request.

and Clinical Team shall be

(e) Hospital

k poskytnuti uhrady, se Zadavatel zavazuje uhradit
za neuspeésny screening platbu ve vysi naklada
spojenych s dokoncenim dokumentace souvisejici s
kazdym pacientem, ktery patii mezi neuspesné
screeningy. Kompenzace v§ak nebude vyplacena

v ptipad€, Ze pocet netispésnych screeningti prekroci
miru neuspés$nych screeningti. Mira neaspésnych
screeningu se vynuluje kazdych tricet (30) dnu.

V navaznosti na pozadavek Zadavatele se Nemocnice
i Tym klinické studie zavazuji zptistupnit zaznamy
o screeningu, aby Sponzor mohl ovéfit miru
neuspésnych screeningg.

Pracovisté je povinno predkladat formulare

screeningll a informovaného souhlasu, aby mohlo
Zadavateli fakturovat Poplatek za neuspésné screeningy
po té, co si Zadavatel ovéfi, ze Data studie uvedena

v prislusném CRF netispésného screeningu jsou
kompletni, pfesna a bez dalsich dotaza.

5. ZKUSEBNI ZARIZENI.

(a) Zadavatel poskytne Tymu klinické studie
veskera zafizeni potfebna pro provedeni Studie, a to
bezplatné v souladu s podminkami uvedenymi nize a
podminkami uvedenymi ve Smlouve. Smluvni strany
souhlasi, ze Zatizeni se sklada z nékolika soucasti, v¢etné
hardwaru, softwaru a jednordzovych soucasti. Pojmem
,,Zarizeni se v zavislosti na relevanci rozumi hardware,
software a/nebo jednorazové soucasti. Nemocnice a Tym
klinické studie nebudou usilovat ani zadrzovat Ghradu za
Zatizeni od kteréhokoli pacienta, pojistovny nebo jiného
subjektu.

(b) Mnozstvi Zatizeni bude urceno vzdjemnou
dohodou mezi smluvnimi stranami a muze byt jimi
upraveno v zavislosti na vzorech pouzivani. Tym klinické
studie zajisti vyménu pouzitych Zatfizeni tak, ze pozada
Zadavatele v piipadé potieby o dopliiujici material.

(c) Zarizeni musi byt skladovana takovym
zpusobem, aby byla moznd jejich kontrola ze strany
Zadavatele nebo jeho zastupcid, a to v pfiméfeném cCase
béhem bézné pracovni doby. Zafizeni musi byt odd¢lena a
oznacena (olepena stitky) jako majetek Zadavatele a jako
zarizeni pro vyhradni pouziti pfi Studii.

(d) Tym klinické studie se zavazuje neodstranovat
zatizeni ze svého zabezpeceného skladu, s vyjimkou pouziti
Zatizeni b&éhem Studie, nebo pifi jeho navraceni k
Zadavateli na zadost Zadavatele.

(e) Nemocnice a Tym klinické studie jsou




responsible for all loss or damage to the Devices while on
Hospital’s premises (including Hospital’s failure to
properly account for the any missing Devices). Hospital
shall, at its own expense, insure the Devices against loss or
damage for an amount not less than its replacement value.

(f) Hospital and/or Clinical Team shall update the
Device inventory log for each investigational Device taken
from the Device inventory (“Device Inventory”) promptly
upon removal of the Device from the Device Inventory;
such report shall include (i) the date of removal of the
Device from the Device Inventory; (ii) the lot number of
the Device; and (iii) any additional information as may be
reasonably requested by Sponsor from time to time. Upon
request, the Clinical Team shall provide Sponsor with a
copy of the Device Inventory log. The Sponsor or Sponsor
representatives (e.g., monitor) shall review the Device
Inventory log during monitoring visits compare it to the
shipping records, Device usage source documents and the
Device Inventory. In the event of a discrepancy between
the physical count and the records of Sponsor with respect
to the quantities of individual items in the Device
Inventory, Sponsor’s records shall be presumed correct.

(2) Title to and ownership of the Device
Inventory shall be and remain with the Sponsor. To secure
Sponsor’s rights in the Device Inventory, Hospital and
Clinical Team hereby grant Sponsor a security interest in
the Device Inventory, now existing or hereafter acquired,
together with all cash and non-cash proceeds of the
foregoing, and agrees to cooperate with Sponsor in signing
and filing any financing statements or other documents that
Sponsor may reasonably deem necessary to protect its title
in the same.

6. GENERAL CONDITIONS. THE
FOLLOWING WILL BE STRICTLY
ENFORCED:

a. Payment will not be made for patients who do not meet
the Clinical Trial Inclusion/Exclusion Criteria and without
a signed Informed Consent for this Clinical Trial, except
for reimbursement for Screen Failures as listed in Section
4.

b. Payment will be made only for Case Report Forms that
are completed, monitored, and query-free per the
provisions set forth in Section 7 and Section 8. In addition,
queries must be resolved before the payment can be issued
to the site. It is expected that Case Report Forms will be
completed within 10 business days after the patient is
enrolled in the Trial.

c. Upon notification by Sponsor of Trial enrollment closure
or temporary cessation of enrollment, Investigator and

odpovédni za jakékoli ztraty nebo poskozeni Zafizeni v
dobé, kdy jsou v prostorich Nemocnice (a to vcetné
neschopnosti Nemocnice fadné dolozit jakakoli chybéjici
Zatizeni). Nemocnice se zavazuje na své vlastni naklady
Zatizeni zajistit proti ztraté nebo poskozeni, a to ve vysi ne
niz$i, nez je jeho reprodukéni hodnota.

(f) Nemocnice a/nebo Tym klinické studie se
zavazuji aktualizovat Inventarni protokol zatizeni pro kazdé
zkoumané Zatizeni odebrané z Inventaie zafizeni (dale jen
»lnventar zafizeni”) okamzit¢ po odebrani Zafizeni z
Inventafe zafizeni. Takova zprava musi obsahovat: (a)
datum odebrani Zafizeni; a (ii) jakékoli dodatecné
informace, které by mohly byt Zadavatelem umérné
vyzadovany. Tym klinické studie se na zadost Zadavatele
zavazuje poskytnout Zadavateli kopii Inventarniho
protokolu zafizeni. Zadavatel nebo Zastupce zadavatele
(napf. kontrolujici osoba) se zavazuji projit Inventarni
protokol zafizeni béhem kontrolnich navstév a porovnat jej
se zaznamy o zasilkach, zdrojovymi dokumenty o
pouzivani Zafizeni a Inventdfem zafizeni. V ptipadé¢
nesrovnalosti mezi fyzickym po¢tem a zaznamy Zadavatele
s ohledem na mnozstvi jednotlivych polozek v Inventari
zafizeni, se zaznamy Zadavatele povazuji za spravné.

(g) Vlastnicka prava a vlastnictvi Inventare zafizeni
je a bude Zadavatelovo. Pro zajisténi prav Zadavatele na
Inventafi zafizeni timto Nemocnice a Tym klinické studie
priznavaji Zadavateli zajisténi Inventafe zafizeni, at jiz
existujici nebo v budoucnu ziskané, spolecné s veskerymi
hotovostnimi a nehotovostnimi vynosy z vyse uvedeného, a
souhlasi, ze budou se Zadavatelem spolupracovat na
podpisu a vyplnéni jakychkoli financnich vykazid nebo
jinych dokumentl, které mize Zadavatel pfiméfené mite
povazovat za nezbytné k ochrané svého vlastnického prava.

6. VéEpBECNE PODMiNK){’NAVSLEDUJiCi
POZADAVKY BUDOU PRISNE
UPLATNOVANY:

a. Uhrada nebude uginéna za pacienty, kteii nesplni kritéria
pro zatazeni a vylouceni z Klinické studie a ktefi nemaji
podepsany Informovany souhlas s touto klinickou studii, s
vyjimkou nahrad za nelspésné screeningy tak, jak je
uvedeno v oddilu 4.

b. Uhrada bude provedena pouze za zdznamové listy
pacientd, které jsou dokoncené, kontrolované a bez dalsich
dotazi v souladu s ustanovenim oddilu 7 a oddilu 8.
Vsechny dotazy musi byt navic vyfeSeny jesté pred tim, nez
je mozné tuhradu pracovisti odeslat. Ocekava se, ze
zaznamové listy pacienti  budou dokonceny do
10 pracovnich dnti po té, co je pacient piijat do Studie.

c. Po ozndmeni ukonfeni ndboru do Studie ze strany




Institution agree to immediately stop enrolling patients,
Sponsor will not reimburse for patients that are screened or
enrolled after Trial closure or temporary cessation. The
Sponsor will promptly notify the Clinical Team of any
closure or temporary cessation of enrollment.

7. QUALIFICATIONS FOR PAYMENT

Hospital and Clinical Team may not qualify for any
payments under this Exhibit C for any subject (a) where
there was a failure to obtain the patient's Informed Consent
prior to the patient's enrollment in the Trial(b) where, prior
to the patient's enrollment in the Trial, there was a failure
to obtain an authorization sufficient to allow Sponsor and
its representatives to access, use and disclose the patient's
personal data for Sponsor’s research, oversight and
regulatory purposes, and as provided in the Informed
Consent Form; (c) where the Hospital, any Investigator, or
any other member of the Clinical Team failed to follow the
Protocol, the Applicable Laws and Regulations or this
Agreement; or (d) who was ineligible for the Trial at the
time of enrollment. In the event any patient withdraws
from the Trial at any time and for any reason, including,
without limitation, due to an adverse event, or a failure to
appear for follow-up visits, Hospital and Clinical Team
shall qualify for payments only for those services rendered
prior to such patient’s withdrawal from the Trial.
Notwithstanding any other provision of this Agreement,
neither Hospital nor any member of the Clinical Team
shall seek or retain payment from Sponsor for any item,
procedure or service that is reimbursed by any patient,
third-party payor or any other person or entity. Neither
Hospital, nor any member of the Clinical Team shall
submit claims for payment by a patient, third-party payor
or any other person or entity for any item, procedure or
service that has been paid for or provided without charge
by Sponsor. In addition, and provided that the foregoing
conditions have been met, Sponsor shall only pay Hospital
and Clinical Team upon receipt of an invoice, provided
that the requested documentation as set above in this
Exhibit C accompanies such invoice.

8. PAYMENT.

Hospital and Clinical Team may invoice Sponsor for the
payments set forth above no earlier than the date on which
such payments are due. Sponsor shall only make payments
for those items and services to the extent they satisfy the

Zadavatele nebo docasném zastaveni naboru, Zkousejici a
Zdravotnické zafizeni souhlasi s okamzitym zastavenim
naboru pacientd. Zadavatel nebude provadét uhradu za
pacienty, ktefi prosli screeningem nebo byli pfijati po
ukonéeni naboru do Studie nebo jeho docasném zastaveni.
Zadavatel bez zbytetného odkladu upovédomi Tym
klinické studie o jakémkoli ukonceni nebo docasném
zastaveni naboru.

7. OPRAVNENI K POSKYTNUTI UHRADY

Nemocnice nebo Tym klinické studie nemusi splnit
podminky opravnéni k poskytnuti jakékoli uhrady v
souladu s touto Pfilohou C za jakykoli subjekt, pokud (a),
nedokazaly ziskat Informovany souhlas pacienta jesté pred
naborem pacienta do klinické studie (b) jesté pfed naborem
pacienta do studie, neziskaly opravnéni dostatecné pro to,
aby Zadavatel a jeho zastupci byli opravnéni pfistupovat,
pouzivat a zvefejilovat osobni udaje pacienta v ramci
vyzkumu, dohledu a pro regulatorni ucely a tak, jak je
stanoveno ve formuldfi informovaného souhlasu; (c)
Nemocnice, kterykoli Zkousejici nebo jiny clen Tymu
klinické studie nepostupovali v souladu s Protokolem,
platnou pravni upravou a predpisy nebo v souladu s touto
Smlouvou; nebo (d) nebyl v dobé naboru do klinické studie
ke studii zptsobily. V pfipad¢, Zze kterykoli pacient odejde
kdykoli nebo z jakéhokoli divodu ze Studie, a to mj. i v
disledku nepfiznivych ucinki nebo se nedostavi na
kontrolni navstévy, Nemocnice a Tym klinické studie
spliuji podminky opravnéni k uhradé pouze za takové
sluzby, které byly pacientovi poskytnuty jesté pred
odchodem ze Studie. Bez dotceni jakéhokoli ustanoveni
této Smlouvy, nebude ani Nemocnice ani jakykoli ¢len
Tymu klinické studie usilovat ani zadrzovat uhradu pied
Zadavatelem za jakoukoli polozku, zdkrok nebo sluzbu,
ktera je hrazena kterymbkoli pacientem, platcem z fad tretich
stran nebo jinou osobou ¢i subjektem. Nemocnice ani
kterykoli ¢len Tymu klinické studie nesmi €init naroky na
uthrady od pacientl, platcti z fad tietich stran nebo od
jakychkoli jinych osob a subjektti za jakékoli polozky,
zakroky nebo sluzby, které byly hrazeny nebo bezplatné
poskytnuty Zadavatelem. Dale, za ptredpokladu, ze byla
predchozi podminka splnéna, se Zadavatel zavazuje provést
Nemocnici a Tymu klinické studie thradu pouze po
obdrzeni danového dokladu, za predpokladu, ze
pozadovana dokumentace (jak je uvedeno vyse v této
Ptiloze C) je ptilohou tohoto danového dokladu.

8. UHRADA.

Nemocnice a Tym klinické studie nemohou Zadavateli
fakturovat vyse uvedené uhrady dfive, nez v den, kdy jsou
takové uhrady splatné. Zadavatel uhradi jen takové platby




conditions for payment as set forth in the Agreement and
this Exhibit B, with such payments due within forty-five
(45) days of Sponsor’ receipt of an invoice from Hospital
or Clinical Team.

All payments will be made by check payable to || | | | IR
and sent to

THIS EXHIBIT B SETS FORTH ALL PAYMENTS TO
BE MADE BY SPONSOR TO HOSPITAL, CLINICAL
TEAM AND ALL OTHER PERSONS OR ENTITIES
PROVIDING SERVICES AT OR THROUGH
HOSPITAL OR CLINICAL TEAM IN CONNECTION
WITH THIS AGREEMENT. NO OTHER PAYMENT
REQUESTS WILL BE CONSIDERED WITHOUT THE
PRIOR WRITTEN CONSENT OF SPONSOR.

AGREED TO BY:

KRAJSKA ZDRAVOTNL,AS.-
MASARYKOVA NEMOCNICE V USTI NAD
LABEM. O.Z.

Socialni péée 3316/12a

400 11 Usti nad Labem

Czech Republic

By:

Name Printed:

PRINCIPAL INVESTIGATOR

Name Printed:

za polozky a sluzby, které spliiuji podminky pro uhradu
uvedené¢ ve Smlouvé a této Priloze B. Tyto uhrady jsou
splatné do Ctyficeti péti (45) dnu od obdrzeni danového
dokladu Nemocnice nebo Tymu klinické studie
Zadavatelem.

Veskeré uhrady budou provedeny Sekem splatnym

a odeslanym na

TATO PRILOHA B STANOVUIJE, ZE VSECHNY
UHRADY BUDOU PROVEDENY ZADAVATELEM
NEMOCNICI, TYMU KLINICKE STUDIE A
VESKERYM JINYM OSOBAM NEBO SUBJEKTUM
POSKYTUJICIM SLUZBY V NEMOCNICI CI
KLINICKEM TYMU NEBO JEJICH
PROSTREDNICTVIM VE SPOJITOSTI S TOUTO
SMLOUVOU. ZADNE JINE POZADAVKY NA
UHRADY NEBUDOU BEZ PREDCHOZIHO
PISEMNEHO SOUHLASU ZADAVATELE PRIPUSTNE.

ODSOUHLASILI:

KRAJSKA ZDRAVOTNI,AS.-
MASARYKOVA NEMOCNICE V USTINAD
LABEM. O.Z.

Socialni péée 3316/12a

400 11 Usti nad Labem

Ceska republika

V zastoupeni:

Jméno:

HLAVNI ZKOUSEJICI

V zastoupeni:

Jméno:




Title: Principal Investigator
Date:

ZOLL CIRCULATION, INC.
2000 Ringwood Ave., San Jose,

CA 95131, USA

By:
Name
Title:
Date:

Pozice: Hlavni ZkousSejici

ZOLL CIRCULATION, INC.
2000 Ringwood Ave., San Jose,
CA 95131, USA

V zastoupeni:
Jméno:

Pozice:

Datum:
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