George Clinical

TRIPARTITE STUDY AGREEMENT TRISTRANNA SMLOUVA O
PROVEDENI STUDIE
BETWEEN: MEZI:
1. GEORGE CLINICAL PTY LTD (ABN 33 | 1. spoleénosti GEORGE CLINICAL
098 184 528), an affiliate of The George PTY LTD (ABN 33 098 184 528),
Institute for Global Health, of Level 5,1 pridruzenou spole¢nosti spole¢nosti
King Street, Newtown NSW Australia The George Institute for Global
2042( George Clinical and GC); Health, of Level 5,1 King Street,
Newtown NSW Australie 2042 (dale
jako zadavatel);
2. 2. Fakultni nemocnice Hradec | 2. 2. Fakultni nemocnice
Kralové Hradec Kralové
ID° No.: 00179906., TAX/VAT No.: ICO: 00179906, DIC: CZ00179906
CZ00179906
sidlem: Sokolskd 581, 500 05
with its registered seat at: Sokolska 581, Hradec Kralové - Novy Hradec
500 05 Hradec Kraloveé - Novy Hradec Krélové
Kralové, Czech republic
o statni  pFispévkovd  organizace
governmental organization founded by zfizena Ministerstvem zdravotnictvi
the Ministry of Health Czech republic bez povinnosti  zépisu  do
without the obligation of incorporation obchodniho rejstiiku, zastoupena
represented by: prof. MUDr. Viadimir prof. MUDr. V!adi.mirem Palickou,
Pali¢ka, CSc., dr. h. c., director CSc., dr. h. c., feditelem
Bank connectionCeské spofitelna bankovni spojeni: Ceska nérodni
banka, Na Pfikopé 28, 115 03
Bank account No: 34833- Praha 1
24639511/0710
bankovni spojeni:
¢islo uctu: 34833-24639511/0710
IBAN: CZ8207100348330024639511
IBAN:
SWIFT: CNBACZPP CZ8207100348330024639511
Var.symbol: the Invoice Number SWIFT: CNBACZPP
(Institution) Variabilni symbol: &islo faktury
(dale jako poskytovatel);
S | intcinal and | 3. I | o
cardioangiology clinic of the Faculty Hospital Hradec | kardioangiologick4 klinika Fakultni nemocnice
Hradec Kralové, [
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(Investigator)

Kralove,

(dale jako zkousejici).

Investigator enter into this Agreement
under the conditions below..

RECITALS: UVODNI USTANOVENI:

A George Clinical is in the business of | A. Zadavatel podnika v oboru sluzeb
clinical study management services. vedeni klinickych studii.

B. George Clinical has established and is | B. Zadavatel pfipravil a provadi
undertaking a research study known as, vyzkumnou studii pod oznacenim
SPIRIT a Chart Review of Patients with SPIRIT — prezkum zdravotnich
resistant hypertension (Study). zaznam( pacientd s rezistentni

hypertenzi (dale jako studie).

C. George Clinical is responsible for | C. Zadavatel je odpovédny za
initiating, managing, developing and zahajeni, fizeni, rozvoj a koordinaci
coordinating the Study, and is studie a spolupracuje
collaborating with investigative centres, s vyzkumnymi centry, jako je
such as Institution. poskytovatel.

Neox (Neox s.r.o., Pancifova Spolec¢nost Neox (Neox s.r.o.,
1196/2, 149 00 Prague 4, Czech Pancitova 1196/2, 149 00 Praha
republic, ID: 62917927, VAT: 4, CR, 1CO: 62917927, DIC:
CZ62917927) is a contractual CZ62917927) je smluvni
research organization in the sense of vyzkumnou organizaci dle
Section 1 (2) f) of the Decree on Upravy v ustanoveni § 1 odst. 2
Good Clinical Practices and it is in a pism. ) vyhlasky o spravné
contractual relationship with klinické praxi, je ve smluvnim
George Clinical in relation to this vztahu k zadavateli této
non-interventional Study, neintervenéni studie, zadavatel
authorising Neox to assist in the ji zmocnil k zaji§tén{ plnéni
performance of George Clincial’s ¢innosti zadavatele vztahujici
activities in relation to this Study. se ke studii.

D. Institution agrees to conduct the Study at | D. Poskytovatel se zavézal provést
its location specified in Item 2 of studii na svém pracovisti uvedeném
Schedule 1 (Study Site). v polozce 2 prfilohy 1 (déle jako
The Institution and the Investigator are studijni pracoviste).
responsible for the conduct of the Study Poskytovatel a zkouSejici jsou
at the Study Site. odpovédni za provadéni studie na

studijnim pracovisti.

E. George  Clinical, Institution, and | E. Zadavatel, poskytovatel a

zkouSejici uzaviraji tuto smlouvu za
nize uvedenych podminek.

IT IS AGREED AS FOLLOWS:

BYLO DOHODNUTO NASLEDUJICI:

1. Interpretation

1.
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In this Agreement, unless the contrary intention appears: (a)
headings are for ease of reference only and do not affect the
meaning of this Agreement; (b) the singular includes the
plural and vice versa, and any words importing a gender
includes other genders; (c¢) other grammatical forms of
defined words or expressions have corresponding meanings;
(d) a reference to a clause or schedule is a reference to a
clause or schedule to this Agreement and a reference to this
Agreement includes any schedules; (e) a reference to any
legislation or statutory instrument or regulation includes an
amendment or re-enactment to that legislation and includes
subordinate legislation in force under it; (f) a reference to
writing includes a fax transmission and any means of
reproducing words in a tangible and permanently visible form;
(9) mentioning anything after include, includes or including
does not limit what else might be included; and (h) a
reference to USD, dollar or $ is to United States currency.

Nevyplyva-li ze smlouvy opacny zamér, pak v této
smlouvé: (a) jsou nadpisy uvedeny jen pro
prehlednost a nemaji vliv na vyznam této smlouvy;
(b) jednotné ¢&islo zahrnuje i mnozné ¢&islo a naopak
a kazdé slovo vyjadtujici rod zarover vyjadfuje i dalSi
rody; (c) jiné gramatické formy definovanych slov
nebo vyrazt maji odpovidajici vyznam; (d) odkaz na
¢lanek nebo pfilohu je odkazem na ¢lanek &i pfilohu
této smlouvy a odkaz na tuto smlouvu zahrnuje i
v8echny pfilohy; (e) odkaz na jakoukoliv legislativu
nebo pravni instrument &i predpis zahrnuje i novely
nebo opétovné uzékonéni této legislativy a rovnéz
zahrnuje i platnou podfizenou legislativu; (f) odkaz
na pisemnou formu zahrnuje pfenos faxem a
jakékoliv zplisoby reprodukce slov v hmotné a trvale
viditelné formé&; (g) vyCty uvedené za slovy
,zahrnuje” &i ,zahrnujici“ nejsou taxativnim vyctem a
(h) odkaz na USD, dolar nebo $ znamena ménu
Spojenych statd americkych.

2. Term

2. Doba trvani smlouvy

This Agreement is valid on the date it is last signed by all
Parties and is effective from the date of publication of the
contract in the register of contracts in accordance with the
wording of Act 340/2015 Coll. Its validity and effectiveness
end upon completion of the Study (as determined by the
Protocol (as defined in ltem 3 of Schedule 1) or as otherwise
advised in writing by GC) but subject to clause 16.7, unless
terminated earlier under clause 13 (Termination). The data
collection period is scheduled to finish at the end of |
However, the Parties acknowledge that the Study may only
commence at the Study Site when this Agreement is
published in the register of contracts in accordance with the
wording of Act 340/2015 Coll.

Tato smlouva je platna od data pfipojeni posledniho
podpisu v8ech stran a (¢inna ode dne uvefejnéni
smlouvy vregistru smluv vsouladu se znénim
zakona 340/2015 Sb., a jeji platnost G¢innost konéi s
ukonéenim studie (jak je uréeno v protokolu
(definovan v polozce 3 pfilohy 1) nebo dle
pisemného  pokynu  zadavatele s vyhradou
ustanoveni 16.7), nebude-li ukonéena dfive dle
¢lanku 13 (dale jako ukonéeni platnosti).
Predpokladana doba trvani studie jsou | EGNGNG:
Sbér dat je planovan do konce R
Strany berou na védomi, ze studie zacne na centru
po uvefejnéni v Registru smluv v souladu se znénim
zakona 340/2015 Sb.

3. The Study

3. Studie
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3.1. Strany souhlasi s provedenim studie v
3.1. The Parties agree to conduct the Study in accordance souladu s protokolem, podminkami etické
with the Protocol, any condition of the ethics komise, ktera prezkoumava studii, a vSemi
committee reviewing the Study, and all laws, rules zakony, pravidly a predpisy, které upravuji
and regulations that apply to the Study’s conduct at provadéni studie na studijnim pracovisti a
the Study Site in accordance with all relevant Czech v souladu se vSemi pfisluSnymi pravnimi
legislation, in particular Act No. 378/2007 Coll., On predpisy Ceské republiky, zejména zédkonem
Pharmaceuticals and on Amendments to Certain ¢. 378/2007 Sb., o lédivech a o zménach
Related Acts (the Pharmaceuticals Act), Act No. nékterych souvisejicich zakond (zakon o
372/2011 Coll. On Health Services, as amended, léCivech) (dale jen ,Zakon lécivech),
including the implementing regulations to these laws zakonem ¢&. 372/2011 Sb., o zdravotnich
(in particular Decree No. 226/2008 Coll., Establishing sluzbdch v  platném znéni, vcetné
Good Clinical Practice and more detailed conditions provadécich pfedpisi ktémto zakonim
for the clinical trials of medicinal products), the (zejména vyhlaskou €. 226/2008 Sb., kterou
International Conference on the Harmonization of se stanovi spravna klinicka praxe a blizsi
Technical Requirements for Registration of Human podminky Klinického hodnoceni Ié€iv),
Medicines Correct Clinical Practice: the Consolidated Mezinarodni konferenci o harmonizaci
Guideline and other generally accepted principles of technickych  pozadavki na  registraci
Good Clinical Practice. humannich 1é¢ivych pfipravkd  Spravna
klinicka praxe: Konsolidovana smérnice (the
International Conference on Harmonisation
of Technical Requirements for Registration of
Pharmaceuticals for Human Use Good
Clinical Practice: Consolidated Guideline) a
dalsimi obecné akceptovanymi zasadami

spravné klinické praxe.

3.2. Institution agrees to conduct the Study at the Study | 3.2. Poskytovatel se zavazuje provést studii na
Site. Institution appoints Investigator as the person studijnim pracovisti. Poskytovatel jmenuje
responsible on a day to day basis for the conduct of zkousSejiciho jako osobu odpovédnou za
the Study at the Study Site, and the Investigator kazdodenni provadéni studie na studijnim
accepts the appointment. pracovisti a zkouSejici toto jmenovani

pfijima.

3.3. Institution and Investigator warrant that the | 3.3. Poskytovatel a zkouSejici zaruCuji, ze
Investigator is competent and properly qualified to zkous$ejici je kompetentni a fadné
carry out the Study at the Study Site. kvalifikovany k provadéni studie na

studijnim pracovisti.

3.4. Institution and Investigator must not subcontract any | 3.4. Bez predchoziho pisemného souhlasu
of their respective obligations under this Agreement zadavatele nesmi poskytovatel a zkouSejici
without GC’s prior written consent. Despite any plnit své zavazky plynouci z této smlouvy
permitted subcontracting by either Institution or prostfednictvim subdodavateld. V pfipadé,
Investigator, they are not released and remain Ze plnéni prostfednictvim subdodavatell
responsible for complying with their respective bude poskytovateli nebo zkouSejicimu
obligations in this Agreement. schvaleno, nezbavuji se timto odpovédnosti

za plnéni svych zavazkd plynoucich z této
smlouvy.

4, Institution’s Responsibilities 4, Povinnosti poskytovatele

4.1. Institution will ensure that any of its employees, | 4.1. Poskytovatel zajisti, aby vSichni jeho

authorised persons, agents and authorised
representatives (Institution’s Personnel) involved in
the conduct of the Study at the Study Site are

zameéstnanci, opravnéné osoby, zmocnénci
a opravnéni zastupci (dale jako personal
zdravotnického zafrizeni) podilejici se na
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informed of and comply with the terms of this
Agreement as is relevant to the activities they
perform.

provadéni studie na studijnim pracovisti byli
seznameni s podminkami této smlouvy a
dodrzovali je v rozsahu, v jakém upravuji
¢innosti jimi provadéné.

Protocol and the terms of this Agreement,
and comply with the directions of GC in
relation to the Study;

4.2. Subject to clause 10 (Confidentiality), Institution | 4.2. S vyhradou ¢lanku 10 (Zachovani
will allow access by GC (and GC Personnel) to the davérnosti) poskytovatel umozni pfistup
Study Site at times mutually agreed during business zadavateli (a persondlu zadavatele) na
hours for the purposes specified in the Protocol. studijni pracovisté za Gcely uvedenymi
v protokolu v Casech vzajemné
dohodnutych béhem pracovni doby.

4.3. If Investigator ceases to be an employee of the | 4.3. V pfipadé, ze v pribéhu studie zkouSejici
Institution, or will be absent for at least 10 days during prestane byt zaméstnancem poskytovatele,
the term of the Study, Institution must immediately pripadné bude dlouhodobé nepfitomny, a to
notify GC. If the Investigator fails to carry out his/her alespon 10 dnG, poskytovatel musi
obligations under this Agreement, then Institution bezodkladné informovat zadavatele. Pokud
must itself perform Investigator's obligations and zkousejici nebude plnit své povinnosti dle
rectify and make good any breach or propose a new této smlouvy, pak musi povinnosti
Investigator for GC’s approval.. zkousejiciho plnit poskytovatel a provést

napravu jakéhokoliv poruseni, pfipadné
navrhne ke schvaleni nového zkousejiciho
5. Investigator’s Responsibilities 5. Povinnosti zkousejiciho
5.1. Without limiting any of the Institution’s obligations | 5.1 Aniz by byly jakkoliv omezeny povinnosti
under this Agreement or at law, the Investigator poskytovatele dle této smlouvy nebo
must: zakona, zkou$ejici je povinen:
(a) conduct the Study according to the (a) provadét studii v souladu s

protokolem a podminkami této
smlouvy a dodrzovat pokyny
zadavatele ohledné studie;

(b) provide GC with evidence of his/her
qualifications through a current curriculum
vitae and/or other relevant documentation
if requested by GC;

(b) predat zadavateli dikazy o své
kvalifikaci s vyuzitim aktualniho
Zivotopisu a/nebo jinych
relevantnich dokumentt, pokud o
to zadavatel pozada;

(c) be available when a representative of GC
visits or contacts the Study Site, as
mutually agreed time and be contactable
by telephone or email as reasonably

(c) byt k dispozici v dobé, kdy
zastupce zadavatele navstivi nebo
kontaktuje studijni pracovisté ve
vzéjemné dohodnutém Case, a byt

of Schedule 1 accurately and within the
agreed time period, and ensure that study
subjects’ identifying information are
removed from all records being transferred

required; pfiméfené k dispozici na telefonu
¢i e-mailu;
(d) complete the services as detailed in Item 4 (d) poskytovat sluzby specifikované

v poloZce 4 pfilohy 1, a to presné
a v dohodnutém ¢asovém obdobi,
a zajistit, ze informace identifikujici
subjekty studie jsou ze vSech

conflicting interests  which  would
unreasonably interfere with the

to GC; and zaznaml zasilanych zadavateli
odstranény; a
(e) not be subject to any obligations or (e) zdrzet se prevzeti zavazkl nebo

vyhnout se stfetu zajma, které by
nepfiméfené narusily povinnosti
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Investigator’s  obligations  under this

zkouSejiciho  plynouci z této

Subjects (patients of Institution who meet the eligibility
criteria specified in the Protocol), including de-
identified medical records from Institution’s clinical

Agreement. smlouvy.

6. GC’s Responsibilities 6. Povinnosti zadavatele

6.1. GC will provide to Institution and Investigator all | 6.1 Zadavatel preda poskytovateli a
current and relevant information that is reasonably zkouSejicimu veskeré aktudlni a relevantni
available to GC and required to justify the nature, informace, které ma zadavatel pfimérené
scope and duration of the Study. k dispozici a které se vyzaduji k dolozeni

povahy, rozsahu a trvani studie.

6.2. GC will ensure that written approval has been | 6.2. Zadavatel  zajisti  pisemny  souhlas
obtained to conduct the Study prior to initiation at the s provadénim studie pfed jejim zahajenim
Study Site. , na studijnim pracovisti.

6.3. GC will implement and maintain quality assurance | 6.2. Zadavatel zavede a bude udrzovat systémy
and quality control systems to ensure that the Study zajisténi a fizeni kvality s cilem zajistit, Ze je
can be conducted and data generated, provadéni studie a vytvoreni,
documented, recorded and reported in compliance zdokumentovani, zaznamenani a hlaseni
with the Protocol. Udaju v souladu s protokolem.

6.3. GC will provide Institution and Investigator with | 6.3. Zadavatel poskytne poskytovateli a
technical support in implementation of the Study at zkouSejicimu  technickou podporu pfi
the Study Site. provadeéni studie na studijnim pracovisti.

6.4. GC will designate appropriately qualified personnel | 6.4. Zadavatel jmenuje Fadné kvalifikovany
(GC Personnel) to advise on Study-related persondl (dale jako personal zadavatele),
questions or problems and will provide Institution ktery bude odpovidat na otazky a problémy
with updated contact details of such GC Personnel. souvisejici se studii, a poskytovateli

poskytne aktualizovany seznam kontaktu
personalu zadavatele.

7. Liability & Insurance 7. Odpovédnost a pojisténi

71. Each Party is liable for its acts and omissions in 7.1. Kazda strana je odpovédna za své jednani a
relation to its participation in the Study. opomenuti v souvislosti se svou ucasti ve

studii.

7.2. Each Party will maintain such insurances as are 7.2. Kazda strana bude mit takové pojisténi, které
reasonably available and necessary to provide je primérené dostupné a potiebné k zajisténi
indemnity to it in relation to any liability which it may odskodnéni ve vztahu k odpovédnosti, ktera
incur in participating in the Study or performing its muze vzniknout z ddvodu uUcasti ve studii
obligations under this Agreement. nebo plnéni zavazkl dle této smlouvy.

7.3. GC confirms that it has professional liability | 7.2. Zadavatel potvrzuje, ze uzaviel pojiSténi
insurance policy in accordance with local laws and profesni odpovédnosti v souladu s mistnimi
requirements; however, this does not relieve pfedpisy a poZadavky; nicméné tim
Institution or Investigator of any obligation to nezbavuje poskytovatele nebo zkousejiciho
maintain liability insurance policy as required by zadnych zavazka mit uzaviené pojisténi
applicable law. odpoveédnosti, jak vyzaduji platné zakony.

8. Study Data 8. Udaje ze studie

8.1. Investigator will extract data pertaining to Study | 8.1 Zkousejici ziska Udaje o subjektech studie

(dale jen subjektech studie) (pacientech
poskytovatele,  ktefi  spliuji  kritéria
zpUsobilosti uvedena v protokolu), véetné
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records and systems, and enter it into a secure
website maintained by GC all in accordance with Act
No. 101/2000 Coll., Act on the Protection of Personal
Data and on Amendments to Certain Acts

anonymizovanych zdravotnich zaznami
z klinickych zaznamu a  systémad
poskytovatele, a tyto zaznamena na
zabezpecenou internetovou stranku
spravovanou zadavatelem, a to vSe
v souladu se zakonem €. 101/2000 Sb,
Zakon o ochrané osobnich Gdaju a o zméné
nékterych zakonu.

8.2. For the purposes of the Study, data entered into the | 8.2. Pro ucely studie jsou Udaje zadané na
website maintained by GC is owned by GC. internetovou stranku spravovanou
spole¢nosti GC ve vlastnictvi spolecnosti

GC.

9. Privacy 9. Ochrana soukromi

9.1. GG, Institution and Investigator each agree to comply | 9.1 Zadavatel, poskytovatel a zkouSejici se
with all legislation, standards and guidelines relating jednotlivé zavazuji, ze budou dodrzovat
to privacy of personal and health information (Privacy veskerou legislativu, standardy a pokyny
Laws) and will assist each other to comply with upravujici ochranu osobnich a zdravotnich
Privacy Laws. All data transfers will comply with the informaci (dale jako zakony na ochranu
Data Protection Directive 95/46 / EC in accordance soukromi) a Ze si pfi dodrzovani zédkonu na
with European law and in accordance with Act No. ochranu soukromi poskytnou soucinnost.
101/2000 Coll., in this order. Veskery prevod dat bude v souladu se

smérnici o Ochrané Udaju 95/46/EC podle
evropského prava a v souladu se zakonem
¢. 101/2000 Sb., v tomto poradi.

9.2. Without limiting clause 9.1, the Parties will comply | 9.2. Aniz by bylo omezeno ustanoveni ¢lanku
with applicable data protection principles. In 9.1, budou strany dodrzovat platné zasady
particular, Institution and Investigator will only process ochrany Udaju. Poskytovatel a zkouSejici
Personal Data pursuant to the terms of this budou zejména zpracovavat osobni Gdaje
Agreement and in accordance with the Protocol, and vyluéné v souladu s ustanovenimi této
will adopt the appropriate technical and organisational smlouvy a v souladu s protokolem a pfijmou
security measures in order to protect the Personal prislusna  technickd a  organizaéni
Data against accidental or unlawful destruction or bezpecnostni opatfeni ve snaze chranit
accidental loss, alteration, unauthorised disclosure or osobni Udaje pfed nahodilym nebo
access and against all other unlawful forms of protizdkonnym zni¢enim nebo nahodilou
processing. ztratou, zmeénou, neopravnénym

odtajnénim nebo pfistupem a proti véem
protipravnim formam jejich zpracovani.

9.3. For the purposes of clause 9.2, Personal Data | 9.3. Pro GcCely ¢Elanku 9.2 se osobnimi Udaji
means any information relating to an identified or rozumi vSechny informace tykajici se
identifiable individual that is received or processed identifikovaného nebo identifikovatelného
by Institution or Investigator in connection with this jednotlivce, které byly ziskany nebo
Agreement. zpracovany zdravotnickym zafizenim nebo

zkouSejicim v souvislosti s touto smlouvou.

10. Confidentiality 10. Zachovani divérnosti

10.1.

A Party must not, and must ensure that its

10.1. Strana nesmi pouzit nebo odtajnit a musi
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Personnel do not, use or disclose any Confidential
Information of another Party, other than where and
only to the extent that such use or disclosure is
absolutely necessary for the performance of the
Study, or the exercise of the Party’s rights or the
performance of the Party’s obligations under this
Agreement.  However, a Party may disclose
Confidential Information of the other Party: (a) to a
professional advisor of the Party, provided that
advisor is subject to a professional obligation of
confidence; or (b) as directed by the express written
consent of the other Party and provided the recipient
is subject to the same confidentiality obligations as
the Party; or (c) where required to do so by
applicable law, and provided that the Party promptly
notifies the other relevant Party.

zajistit, aby jeji personal neodtajnil a nepouZzil
zadné davérné informace jiné strany jinak
nez vrozsahu, v jakém je to naprosto
nezbytné k provadéni studie nebo k uplatnéni
prav strany nebo plnéni zavazkd strany dle
této smlouvy. Strana vSak muze predat
davérné informace druhé strany: (a)
profesionalnimu poradci strany za
predpokladu, Ze poradce je vazan profesnim
zavazkem zachovani divérnosti, nebo (b) na
zakladé vyslovného pisemného souhlasu
druhé strany, pficemz pfijemce je vazan
stejnymi zavazky zachovani divérnosti jako
strana, nebo (c) kde tak vyzaduji platné
zdkony za predpokladu, Ze strana
bezodkladné informuje pfisluSnou druhou
stranu.

participating in the Study, GC agrees to pay
Institution the fair amount determined by Item 4 of
Schedule 1. The amount includes any relevant tax,
charge or duty (which must be specified in the tax
invoice). Payments will be made by GC within 30
days upon receipt of a valid tax invoice and will be
made in accordance with ltem 4.

10.2.  Confidential Information means any confidential 10.2. Davérnymi informacemi se rozumi vS§echny
or proprietary information, including Intellectual davérné a chranéné informace, vcetné
Property and the Protocol, provided by one Party to dusevniho vlastnictvi a protokolu, predané
any other Party (in any form) in connection with this jednou stranou druhé strané (v jakékoliv
Agreement which by its nature the other Party podobé) v souvislosti s touto smlouvou, o
knows, or reasonably ought to know, is confidential. nichz z jejich povahy strana vi nebo by

pfiméfené méla védét, Ze jsou duvérné.

11. Study Results & Intellectual Property 11. Vysledky studie a dusevni vlastnictvi

11.1 Any and all Intellectual Property (as generally | 11.1 Veskeré duSevni vlastnictvi (jak je obecné
defined by applicable law) provided by GC to definovano platnymi zakony) poskytnuté
Institution or Investigator for use in the Study is and zadavetelem poskytovateli nebo
will remain at all times the property of GC and this zkousejicimu k pouziti ve studii je a vzdy
Agreement does not convey any interest of a zlstane ve vlastnictvi zadavatele, pficemz
proprietary nature or transfer any interest in any tato smlouva neprevadi zadné chranéné
Intellectual Property. Any Intellectual Property zajmy nebo zajmy k dusevnimu vlastnictvi.
rights arising from the Study will vest solely in GC or Veskera prava k duSevnimu vlastnictvi
its designate. vznikla ze studie budou vyluéné pfifknuta

zadavateli nebo jeho zastupci.

11.2 GC will endeavour to ensure that publications or | 11.2 Zadavatel se pfi¢ini, aby zajistil, ze
presentations of any results from the Study will take publikace nebo prezentace jakychkoliv
into account the cooperative nature of the conduct vysledkl studie zohledni spolupraci pfi
of the Study. provadeéni studie.

12. Payment 12. Platba

12.1. In consideration of Institution and Investigator | 12.1.  Spravedlivou odménou za Ucast

zdravotnického zafizeni a zkousejiciho ve
studii se zadavatel zavazuje =zaplatit
poskytovateli ¢adstku uvedenou v polozce 4
prilohy 1. Céstka zahrnuje pfislugné dang,
poplatky nebo cla (které musi byt uvedeny
na dafovém dokladu). Zadavatel platby
provede ve Ih(té 30 dnu po pfijeti platného
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darnového dokladu v souladu s polozkou 4.

for any reason by giving 30 days’ prior written notice to
the other Parties. In the event of termination, the
Parties will promptly do all that is reasonably necessary
to close the Study at the Study Site.

12.2. Payment will be made in US dollars without | 12.2.  Platba bude uhrazena v americkych
adjustment for change in currencies. Each Party will dolarech bez zohlednéni zmén ménového
pay costs of bank transfers within its own country kurzu. Kazda ze stran ponese naklady na
and any taxes relating to their income. bankovni prevod ve své zemi a dané z

pFijmu.

12.3.  Unless otherwise agreed by GC in writing, GC will | 12.3.  Nestanovi-li zadavatel pisemné jinak,
not be liable for any other payment other than those zadavatel nebude odpovédny za jiné platby
specified in this Agreement. nez ty uvedené v této smlouvé.

12.4. Institution is responsible for all payments to its | 12.4. Poskytovatel je odpovédny za vSechny
employees, agents, representatives and the platby svym zaméstnancum, zmocnéncim,
Investigator. Institution indemnifies GC in respect of zastupcum a zkousejicimu. Poskytovatel
all and against all claims, proceedings, liability, loss, zbavi zadavatele odpovédnosti vici vSem
costs and expenses arising and relating to narokdm, fizenim, odpovédnosti, ztratam,
Investigator’s involvement in the Study. nakladim a vydajim vzniklym na zakladé

nebo v souvislosti se zapojenim
. . kousejicih ie.
12.5.The expected maximum total value is $ 9000 [l Zkousejiciho do studie
] 12.5.  Predpokladand maximalni hodnota pInéni
je 9000 UsD I
. . . 12.6.  Predpokladany pocet zafazenych subjektl
12.6. Estimated Number of Study Subjects is N
ysuol . studie el I
13. Termination 13. Ukoncéeni smlouvy
13. Either Institution or GC may terminate this Agreement 13. Poskytovatel nebo zadavatel mohou ukongit

tuto smlouvu z jakéhokoliv ddvodu na zakladé
pisemné vypovédi s tficetidenni vypovédni
Ihdtou pfedanou dalSim stranam. V pfipadé
ukoné&eni smlouvy pfijmou strany veskera
opatfeni, ktera jsou pfiméfené nezbytna k
uzavfeni studie na studijnim pracovisti.

14, Notices

14,

Oznameni

14. A notice, consent, approval or other
communication (each a notice) in connection with
this Agreement must be in writing delivered to the
other Parties by hand or by sending to the address
or fax number provided in ltem 1 or 2 (applicable to
the Party) of Schedule 1 (or as subsequently varied
by notice). A notice is taken to be received: (a) if
hand delivered to a Party’s address, on the day of
delivery; (b) if sent by post, on the tenth business
day after the date of posting; or (c) if set by fax or
email, upon the day of actual receipt by the
addressee; but if the delivery or receipt is not on a
business day or is after 4:00pm on a business day,
the notice is taken to be received on the next
business day.

14.

Oznameni, souhlas, schvéaleni nebo jina
komunikace (jednotlivé jako ozndmeni)
souvisejici s touto smlouvou musi byt
vyhotoveny pisemné a doruéeny dalSim
stranam osobné nebo zaslany na adresu
nebo faxové €islo uvedené v polozce 1
nebo 2 (dle strany) prilohy 1 (které mohou
byt nasledné na zakladé oznameni
zménény). Oznameni se ma za dorucené:
(a) v den doruceni, je-li doru¢ovano
osobné na adresu strany; (b) desaty
pracovni den po podani na posté, je-li
zasilano postou; nebo (c) v den
skutecného pfijeti adresatem, je-li zasilano
faxem nebo e-mailem, avSak pokud
doruceni nebo prevzeti neprobéhne v
pracovni den nebo probéhne v pracovni
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den po 16:00 hod., pak se ma oznameni
za doru¢ené nasleduijici pracovni den.

15. Disputes 15. Spory

15.1. A dispute arising out of this Agreement must be | 15.1. Spor vznikly z této smlouvy musi byt vyfeSen
resolved in accordance with this clause. However, v souladu s timto ¢lankem. Nicméné, nic v
nothing in this clause prevents a Party from obtaining tomto €lanku nebrani strané ziskat urgentni
urgent injunctive relief, if necessary to protect soudni pfikaz, je-li to nutné k ochrané prav k
Intellectual Property rights or prevent disclosure of dusSevnimu vlastnictvi nebo k zamezeni
Confidential Information. odtajnéni davérnych informaci.

15.2. The Parties must first attempt to negotiate in good | 15.2. Strany jsou povinny nejprve se pokusit
faith to resolve a dispute. urovnat spor v dobré vife.

15.3. If the dispute is not resolved within 14 days of the | 15.3. Nebude-li spor vyfeSen ve Ihaté 14 dna od
commencement of good faith negotiations, either zapoceti jednani v dobré vite, je kterakoliv ze
Party may commence proceedings in any court of stran opravnéna zahajit fizeni u jakéhokoli
competent jurisdiction in the Czech Republic. soudu pfislugné jurisdikce v Ceské republice.

15.4. Unless specifically provided otherwise, each Party | 15.4. Neni-li vyslovné stanoveno jinak, pak je
must continue to perform its obligations under this kazda strana povinna pokracovat v plnéni
Agreement, despite the existence of a dispute. svych zavazkl dle této smlouvy i pres

existenci sporu.

16. General 16. Obecna ustanoveni

16.1. This Agreement constitutes the entire agreement | 16.1. Tato smlouva predstavuje celou dohodu
between the Parties, and supersedes all previous stran a rusi vSechna predchozi sdéleni,
communications, understandings or agreements porozuméni nebo dohody mezi nimi v
between them, in relation to the Study. souvislosti s touto studii.

16.2. Aclause of this Agreement, or any right created under | 16.2. Nelze se zfici jakéhokoliv ¢lanku této
it, may not be waived or varied except in writing, smlouvy nebo jakéhokoliv prava z ni
signed by all Parties. A failure to or delay to exercise vyplyvajiciho ani je nelze ménit bez
any right, power or remedy under this Agreement will pisemného souhlasu podepsaného vsemi
not operate as a waiver. A single or partial exercise stranami. Neuplatnéni nebo opozdéné
of any right, power or remedy will not preclude any uplatnéni jakéhokoliv prava, opravnéni nebo
other or further exercise of that or any other right, opravného prostfedku dle této smlouvy
power or remedy. nebude chapano jako zfeknuti se tohoto

prava, opravnéni  nebo opravného
prostfedku. Jednordzové nebo ¢&astecné
uplatnéni jakéhokoliv prava, opravnéni nebo
opravného prostfedku nezamezi jinému
nebo dal§imu uplatnéni tohoto nebo jiného
prava, opravnéni  nebo opravného
prostredku.

16.3. A Party must not assign or transfer all or any of its | 16.3.  Strany nesmi postoupit nebo pfevést zadna
rights or obligations under this Agreement. sva prava nebo zavazky plynouci z této

smlouvy.

16.4. This Agreement is governed by the laws of Czech | 16.4. Tato smlouva se Fidi zakony Ceské republiky.
republic.

16.5. If any provision or condition in the Agreement, the | 16.5. Pokud bude kterékoliv ustanoveni nebo
deletion of which adversely affects the acceptance of podminka ve Smlouve, jejiz vypusténi
a significant advantage by a Party to this Agreement, nepfiznivé neovlivni pfijeti vyznamné vyhody
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is deemed unlawful, void or unenforceable, such
remaining terms and conditions in this Agreement will
not be affected and remain valid and enforceable to
the fullest extent permitted by law.

stranou této Smlouvy, povazovana za
protipravni, neplatnou nebo nevynutitelnou,
nebudou timto zbyvajici ustanoveni a
podminky v této Smlouvé ovlivnény a

rozsahu povolenym pravnimi predpisy.

16.6. Nothing in this Agreement creates a relationship of
employer and employee, principal and agent, joint
venture or partnership between the Parties and no
Party will hold itself out as an agent of another Party.

16.6. Nic v této smlouvé nezaklada vztah
zaméstnavatele a zaméstnance, mandatare
a mandanta, spole¢ného podniku nebo
partnerstvi mezi stranami a Zadna ze stran se
nebude vydavat za zastupce druhé strany.

16.7. Clauses 7 (Liability & Insurance), 9 (Privacy), 10
(Confidentiality), 11 (Study Results & Intellectual
Property), 14 (Notices), 15 (Disputes), and any
operational clauses giving effect to these, survive
expiry and termination of this Agreement.

16.7. Clanky 7 (Odpov&dnost a pojisténi),
9 (Ochrana soukromi), 10 (Zachovani
davérnosti), 11 (Vysledky studie a duSevni
vlastnictvi), 14 (Oznameni), 15 (Spory) a
vSechna jejich provadéci ustanoveni pretrvaji
i po uplynuti a ukoneni platnosti této
smlouvy.

16.8. This Agreement may be executed in three
counterparts, and all counterparts together are
regarded as one original.

16.8. Tato smlouva je sepsana ve tfech
vyhotovenich, pficemz v8echna vyhotoveni
jsou povazovana za jeden original.

16.9. This Agreement is written both in English and Czech.
In the event of any discrepancy between the English
and Czech versions, the Czech version will prevail.

16.10. The parties have agreed that this agreement will be
published in the register of contracts and the
Institution will make the contract public. The
Contracting Parties agree that Confidential
Information will be removed from the contract register
prior to the publication of the contract and the annexes
to the agreement will not be published in the contract
register. Before signing the contract, GC sends the
final version of the contract to the Institution in a
machine-readable format, with a painted text of the
contract that GC considers Confidential Information.
The Institution acknowledges that the Protocol is
Confidential Information.

16.11. GC undertakes not to conclude any separate contract
for the conduct of this Study at the Study Site with the
Investigator or any other employee or representative
of the Institution.

16.9. Tato smlouva je sepsana v anglickém jazyce
a ¢eském. V pfipadé rozporu mezi anglickou
a Ceskou verzi se pouzije Ceska verze.

16.10. Smluvni strany se dohodly, Ze tato smlouva
bude uvefejnéna vregistru smiuv a
uverejnéni smlouvy provede Poskytovatel.
Smluvni strany se dohodly, ze duavérné
informace budou pfed zvefejnénim smlouvy v
registru smluv odstranény a pfilohy smluv
nebudou v registru smluv uvefejfiovany. Pfed
podpisem  smlouvy  Zadavatel zaSle
Poskytovateli findlni verzi smlouvy ve
strojové citelném formatu s podbarvenym
textem smlouvy, které povazuje Zadavatel za
davérné informace. Poskytovatel bere na
veédomi, Ze protokol je diivérna informace.

16.11. Zadavatel se zavazuje, Ze neuzavie se
zkouSejicim ani s zadnym zaméstnancem
nebo zastupcem poskytovatele zadnou
separatni smlouvu na provadéni této studie.

16.12. EXECUTED as an agreement between the Parties

16.12. UZAVRENO jako dohoda mezi stranami

The signature on the following page

Podpisy na nasledujici strané
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Executed for and on
behalf of GEORGE
CLINICAL PTY LTD
(ABN 33 098 184 528)
by its duly authorised

representatives:
Signature:
Authorised
Representative
Marisa
Petersen
Name
Please print
Date:

Executed for and on
behalf of Fakultni
nemochice Hradec
Kralové

by its authorised

representative:

Signature:
Authorised
Representative
prof. MUDr.
Vladimir
Palicka,

Name: CSc.,dr.h.c
Please print

Date:

Uzavfeno jménem
spole¢nosti GEORGE
CLINICAL PTY LTD (ABN
33 098 184 528)
prostfednictvim jeho
opravnéného zastupce:

Podpis:

Opravnény
zastupce

Jméno:  Marisa Petersen

Halkovym
pismem

Datum:

Uzavieno jménem
Fakultni nemocnice
Hradec Kralové

prostfednictvim jeho
opravnéného zastupce:

Podpis:

Opravnény
zastupce

prof. MUDr.
Vladimir Palicka,
Jméno: CSc.,dr. h.c.

Halkovym
pismem

Datum: 30.6.2017
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Executed for and on behalf Uzavieno jménem [l
of I E—

Signature: T e

Date: T
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