v 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 pfidruzenou 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 George Clinical a GC);
2. 2. Thomayerova nemochnice 2. 2. Thomayerova
ID No. 00064190., TAX/VAT No.: nemocnice
CZ00064190 ICO.: 00064190., DIC.:
s . Cs Z 41
with its registered seat at: Videnska 800, €200064190
140 59, Praha 4- Kr¢, Czech republic se sidlem:Videnska 800, 140 59,
registered at: Town Court in Prague, Praha 4- Kr¢, Ceska republika.
oddil/ section Pr., file 1043 zapsana u Méstského soudu
L v Praze oddil/ section Pr., vlozka/
governmental organization founded by 1043
the Ministry of Health Czech republic
the full text of the foundation deed ;?ZtZLé J;?i:gg);; zc;)rf\;aor;:iifvei
Ref.No: MZDR 17268-1\V/2012 eR
represented by: doc. MUDr. Zdenék Gpiné znéni zizovaci listiny  &j
B § ., MBA i -
enes, CSe., » director MZDR 17268-1V/2012
Bank connection: Komer&ni banka, a.s., X .
obocka Praha 4 zastoupena: doc. MUDr. Zdenkem
P BeneSsem, CSc, feditelem
Bank account No: 20001- nemochice
36831041/0710 L o ]
bankovni spojeni: Ceska
IBAN: CZ42 0710 0200 0100 36831041 narodni banka, Na PFikopé 28,
BIC/SWIFT: CNBACZPP (Institution) 115 03 Praha 1
€. uctu: 20001-36831041/0710
IBAN: CZ42 0710 0200 0100
36831041
BIC/SWIFT: CNBACZPP
(dale jako zdravotnické zafizeni);
3. XXX 3. XXX
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(Investigator)

(dale jako zkousejici).

RECITALS:

UVODNIi USTANOVENI:

A.

George Clinical is in the business of
clinical study management services.

A.

Spolec¢nost George Clinical podnika
v oboru sluzeb vedeni klinickych
studii.

George Clinical has established and is
undertaking a research study known as,
SPIRIT xxx (Study).

Spole¢nost George Clinical
pfipravila a provadi vyzkumnou
studii pod oznacenim SPIRIT — xxx
(dale jako studie).

George Clinical is responsible for
initiating, managing, developing and
coordinating the Study, and s
collaborating with investigative centres,
such as Institution.

Neox is a contractual research
organisation in the sense of Section
1 (2) f) of the Decree on Good
Clinical Practices and it is in a
contractual relationship with George
Clinical the local sponsor of the
non-interventional study. George
Clinical has authorised Neox to
ensure the performance of the local
Sponsor’s activities or roles in
relation to this study (preparing of
documents and corresponding with
regulatory authorities and local
ethics committees, negotiating
contracts with investigator sites, site
initiation visits, close-out visits and
contact with site personnel). George
Clinical has also authorised Neox to
monitor this non-interventional
study. The Delegation of Authority
document is the Annex No 4 of this
Agreement.

Spole€nost George Clinical je
odpovédna za =zahdjeni, fizeni,
rozvoj a koordinaci studie a
spolupracuje s vyzkumnymi centry,
jako je zdravotnické zafizeni.

Spoleénost Neox je smluvni
vyzkumnou organizaci dle Upravy
v ustanoveni § 1 odst. 2 pism. f)
vyhlasky o spravné klinické praxi, je
ve smluvnim vztahu k zadavateli
této neintervenéni studie,
spolecnosti George Clinical.
Spole¢nost George Clinical ji
zmocnila k zajisténi plnéni €innosti
nebo funkci mistniho zadavatele
vztahujici se ke studii (pfiprava
dokument(l a komunikace s mistni
reg.organy, a lok.etickymi komisemi
vztahujici se ke studii, vyjednavani
smluv s centy, iniciacni navstévy,
close-out navstévy na centru,
kontakt s persondlem  centra).
Spole¢nost George Clinical
zmocnila spoleCnost Neox téz
k monitorovani této neintervencni
studie.  Dokument  Delegovani
pravomoci je pfilohou ¢.4 této
smlouvy.

Institution agrees to conduct the Study at
its location specified in Item 2 of
Schedule 1 (Study Site).

The Institution and the Investigator are
responsible for the conduct of the Study
at the Study Site.

Zdravotnické zafizeni se zavazalo
provést studii na svém pracovisti
uvedeném Vv polozce 2 prilohy 1
(dale jako studijni pracovisté).

Zdravotnické zafizeni a zkouSejici
jsou odpovédni za provadéni studie
na studijnim pracovisti.
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E. George Clinical, Institution, and
Investigator enter into this Agreement to
record the responsibilities and rights of
each other regarding the Study.

E. Spolec¢nost George Clinical,
zdravotnické zafizeni a zkouS$ejici
uzaviraji tuto smlouvu s cilem
zaznamenat vzajemna prava a
povinnosti souvisejici se studii.

IT IS AGREED AS FOLLOWS:

BYLO DOHODNUTO NASLEDUJICI:

1. Interpretation

1. Vyklad

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;
(g) 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
pfehlednost a nemaiji vliv na vyznam této smlouvy;
(b) jednotné ¢&islo zahrnuje i mnozné ¢&islo a naopak
a kazdé slovo vyjadfujici rod zaroven vyjadfuje i dalSi
rody; (c) jiné gramatické formy definovanych slov
nebo vyrazd maji odpovidajici vyznam; (d) odkaz na
¢lanek nebo pfilohu je odkazem na ¢lanek &i pfilohu
této smlouvy a odkaz na tuto smlouvu zahrnuje i
vSechny pfilohy; (e) odkaz na jakoukoliv legislativu
nebo pravni instrument ¢i pfedpis zahrnuje i novely
nebo opétovné uzakonéni této legislativy a rovnéz
zahrnuje i platnou podfizenou legislativu; (f) odkaz
na pisemnou formu zahrnuje pfenos faxem a
jakeékoliv zplsoby 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 commences on the date it is last signed by
all Parties, and ends upon completion of the Study (as
determined by the Protocol (as defined in Item 3 of Schedule
1) or as otherwise advised in writing by GC), unless
terminated earlier under clause 13 (Termination).

Tato smlouva je platna od data pfipojeni posledniho
podpisu vSech stran a jeji platnost konéi s
dokonenim studie (jak je urceno v protokolu
(definovan v polozce 3 pfilohy 1) nebo dle
pisemného pokynu spole€nosti GC), nebude-li
ukoncena dfive dle élanku 13 (dale jako ukonéeni
platnosti).

3. The Study

3. Studie

3.1. The Parties agree to conduct the Study in
accordance with the Protocol, any condition of the
ethics committee reviewing the Study, and all laws,
rules and regulations that apply to the Study’s

conduct at the Study Site in the relevant jurisdiction.

3.1. Strany souhlasi s provedenim studie v
souladu s protokolem, podminkami etické
komise, ktera pfezkoumava studii, a vSemi
zakony, pravidly a predpisy, které upravuji
provadéni studie na studijnim pracovisti v
prislusné jurisdikci.

3.2. Institution agrees to conduct the Study at the Study
Site. Institution appoints Investigator as the person
responsible on a day to day basis for the conduct of
the Study at the Study Site, and the Investigator

accepts the appointment.

3.2 Zdravotnické zafizeni se zavazuje proveést
studii na studijnim pracovisti. Zdravotnické
zafizeni jmenuje zkouSejiciho jako osobu
odpovédnou za kazdodenni provadéni

studie na studijnim pracovisti a zkouSejici
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toto jmenovani pfijima.

under this Agreement or at law, the Investigator
must:

3.3. Institution and Investigator warrant that the | 3.3. Zdravotnické zafizeni a zkouS$ejici zarucuiji,
Investigator is competent and properly qualified to ze zkousejici 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 subcontractany | 3.4. Bez predchoziho pisemného souhlasu
of their respective obligations under this Agreement spoleCnosti  GC nesmi  zdravotnické
without GC’s prior written consent. Despite any zafizeni a zkouS$ejici plnit své zavazky
permitted subcontracting by either Institution or plynouci z této smlouvy prostrednictvim
Investigator, they are not released and remain subdodavatelt. V pfipadé, ZzZe pInéni
responsible for complying with their respective prostfednictvim subdodavateld bude
obligations in this Agreement. zdravotnickému zafizeni nebo

zkousejicimu schvaleno, nezbavuiji se timto
odpovédnosti za plnéni svych zavazku
plynoucich z této smlouvy.

4, Institution’s Responsibilities 4, Povinnosti zdravotnického zafizeni

4.1. Institution will ensure that any of its employees, | 4.1. Zdravotnické zafizeni zaijisti, aby vSichni
agents and authorised representatives jeho zaméstnanci, zmocnénci a opravnéni
(Institution’s Personnel) involved in the conduct of zastupci (dale jako personal
the Study at the Study Site are informed of and zdravotnického zafrizeni) podilejici se na
comply with the terms of this Agreement as is provadéni studie na studijnim pracovisti byli
relevant to the activities they perform. seznameni s podminkami této smlouvy a

tyto dodrzovali v rozsahu, v jakém upravuji
¢innosti jimi provadéné.

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 daveérnosti) zdravotnické zafizeni umozni
Study Site at times mutually agreed during business pristup spole¢nosti GC (a personalu
hours for the purposes specified in the Protocol. spole€nosti GC) na studijni pracovisté za

Ucely uvedenymi v protokolu v c&asech
vzdjemné& dohodnutych béhem pracovni
doby.

4.3. If Investigator ceases to be available during the | 4.3. V pfipadé, Ze v prabéhu studie zkousejici
term of the Study, Institution must immediately notify prfestane byt kdispozici, zdravotnické
GC. If the Investigator fails to carry out his/her zafizeni musi bezodkladné informovat
obligations under this Agreement, then Institution spole¢nost GC. Pokud zkouSejici nebude
must itself perform Investigator's obligations and plnit své povinnosti dle této smlouvy, pak
rectify and make good any breach. musi  povinnosti  zkouSejiciho  plnit

zdravotnické zafizeni a provést napravu
jakéhokoliv poruseni.

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

zdravotnického zafizeni dle této smlouvy
nebo zékona, zkousejici je povinen:

@) assist GC (if requested) to obtain any
necessary  approvals  from ethics
committees and local regulatory bodies in
relation to the Study, and written
documentation of such approvals must be

(@ poskytnout spole¢nosti GC (bude-
li o to pozadan) soucinnost pfi
ziskani  potfebnych  souhlasu
etickych  komisi a mistnich
kontrolnich Ufadu v souvislosti se
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given to GC;

studii a pisemnou dokumentaci
k témto souhlastiim predat
spole¢nosti GC;

(b)

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

(b) provadét studii v souladu s
protokolem a podminkami této
smlouvy a dodrZzovat pokyny
spole¢nosti GC ohledné studie;

(©)

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

(c) predat spole¢nosti GC dikazy o
své  kvalifikaci s  vyuzitim
aktualniho  Zivotopisu  a/nebo

jinych relevantnich dokument(,
pokud o to spole¢nost GC pozada;

(d)

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
required;

(d) byt k dispozici v dobé&, kdy
zastupce spole€nosti GC navstivi
nebo kontaktuje studijni pracovisté
ve vzdjemné dohodnutém C&ase, a
byt pfiméfené k dispozici na
telefonu &i e-mailu;

(€)

complete the services as detailed in Item 4
of Schedule 1 accurately and within the
agreed time period, and ensure that
subjects’ identifying information are
removed from all records being transferred
to GC; and

(e) poskytovat sluzby specifikované
v polozce 4 pfilohy 1, a to pfesné
a v dohodnutém &asovém obdobi,
a zajistit, ze informace identifikujici
subjekty jsou ze vSech zaznaml
zasilanych spolecnosti GC
odstranény; a

®

not be subject to any obligations or

® zdrzet se prevzeti zavazk( nebo

and quality control systems to ensure that the Study

conflicting interests  which would vyhnout se stfetu zajm, které by
unreasonably interfere with the nepfiméfené narusily povinnosti
Investigator's  obligations under this zkousejiciho  plynouci z této
Agreement. smlouvy.
6. GC’s Responsibilities 6. Povinnosti spoleénosti GC
6.1. GC will provide to Institution and Investigator all | 6.1. Spole¢nost GC preda zdravotnickému
current and relevant information that is reasonably zafizeni a zkousSejicimu veskeré aktualni a
available to GC and required to justify the nature, relevantni informace, které ma spole¢nost
scope and duration of the Study. GC piiméfené kdispozici a které se
vyzaduji k dolozeni povahy, rozsahu a
trvani studie.
6.2. GC will ensure that written approval has been | 6.2. Spole¢nost GC zajisti pisemny souhlas
obtained to conduct the Study prior to initiation at the s provadénim studie pfed jejim zahajenim
Study Site, provided that Institution and Investigator na studijnim pracovisti, pricemz
assist GC (if requested) to obtain any necessary zdravotnické zafizeni a zkouSejici budou
approvals from Ethics committees and local spole¢nosti GC napomocni (budou-li o to
regulatory bodies in relation to the Study. GC will pozadani) pfi ziskani vSech potfebnych
register the Study on the appropriate clinical trials souhlast etickych komisi a mistnich
registry. kontrolnich afadl v souvislosti se studii.
Spole¢nost GC  zaregistruje  studii
v pfisluSném registru klinickych hodnoceni.
6.3. GC will implement and maintain quality assurance | 6.3. Spole¢nost GC zavede a bude udrzovat

systémy zajisténi a fizeni kvality s cilem
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can be conducted and data generated,
documented, recorded and reported in compliance
with the Protocol.

zajistit, Ze je provadéni studie a vytvoreni,
zdokumentovani, zaznamenani a hlaseni
Udajl v souladu s protokolem.

6.4. GC will provide Institution and Investigator with | 6.4. Spole¢nost GC poskytne zdravotnickému
technical support in implementation of the Study at zafizeni a  zkouSejicimu  technickou
the Study Site. podporu pfi provadéni studie na studijnim

pracovisti.

6.5. GC will designate appropriately qualified personnel | 6.5. Spole¢nost GC jmenuje fadné kvalifikovany
(GC Personnel) to advise on Study-related personal (dale jako personal GC), ktery
questions or problems and will provide Institution bude odpovidat na otazky a problémy
with updated contact details of such GC Personnel. souvisejici se studii, a zdravotnickému

zafizeni poskytne aktualizovany seznam
kontaktd personalu GC.

7. Liability & Insurance 7. Odpovédnost a pojisténi

7.1. 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 and no Party opomenuti v souvislosti se svou ucasti ve
will be liable to the other Party for any loss of profit, studii a zadna ze stran nebude odpovédna
loss of business, loss of revenue or any druhé strané za ztratu zisku, ztratu podnikani,
consequential, contingent, special or indirect ztratu  vynosl nebo jiné  nasledné,
damages with respect to claims arising in podminéné, zvlastni nebo nepfimé Skody v
connection to this Agreement (whether under souvislosti s naroky vznesenymi ve vztahu k
contract or tort). této smlouvé (at jiz vzniklymi na zakladé

smlouvy nebo deliktu).

7.2. Each Party will maintain such insurances as are | 7.2. Kazda strana bude mit takové pojisténi,
reasonably available and necessary to provide které je pfiméfené dostupné a potfebné k
indemnity to it in relation to any liability which it may zajisténi  odSkodnéni ve vztahu k
incur in participating in the Study or performing its odpovédnosti, ktera mize vzniknout z
obligations under this Agreement. divodu ucasti ve studii nebo pInéni

zavazku dle této smlouvy.

7.3. GC confirms that it has professional liability | 7.3. Spole¢nost GC potvrzuje, ze uzaviela
insurance policy in accordance with local laws and pojisténi profesni odpovédnosti v souladu s
requirements; however, this does not relieve mistnimi pfedpisy a pozadavky; nicméné
Institution or Investigator of any obligation to tim nezbavuje zdravotnické zafizeni nebo
maintain liability insurance policy as required by zkousSejiciho  Zadnych  zavazkd  mit
applicable law. uzaviené pojiSténi odpovédnosti, 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
Subjects (patients of Institution who meet the (pacientech zdravotnického zafizeni, ktefi
eligibility criteria specified in the Protocol), including splfuji  kritéria zpUsobilosti uvedena v
de-identified medical records from Institution’s protokolu), véetné anonymizovanych
clinical records and systems, and enter it into a zdravotnich zaznam( z klinickych zaznama
secure website maintained by GC. a systéma zdravotnického zafizeni, a tyto

zaznamena na zabezpecenou internetovou
stranku spravovanou spole¢nosti GC.

8.2 For the purposes of the Study, data entered into the | 8.2. Pro ucCely studie jsou udaje zadané na
website maintained by GC is owned by GC. internetovou stranku spravovanou
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spoleCnosti GC ve vlastnictvi spolecnosti

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.

GC.

9. Privacy 9. Ochrana soukromi

9.1. GC, Institution and Investigator each agree to | 9.1. Spole¢nost GC, zdravotnické zafizeni a
comply with all legislation, standards and guidelines zkouSejici se jednotlivé zavazuji, Ze budou
relating to privacy of personal and health information dodrzovat veskerou legislativu, standardy a
(Privacy Laws) and will assist each other to comply pokyny upravujici ochranu osobnich a
with Privacy Laws. zdravotnich informaci (dale jako zakony na

ochranu soukromi) a Ze si pfi dodrzovani
zadkonl na ochranu soukromi poskytnou
soucinnost.

9.2 Without limiting clause 9.1, the Parties will comply | 9.2. AniZz by bylo omezeno ustanoveni &lanku
with applicable data protection principles. In 9.1, budou strany dodrzovat platné zasady
particular, Institution and Investigator will only ochrany udajl. Zdravotnické zafizeni a
process Personal Data pursuant to the terms of this zkousejici budou zejména zpracovavat
Agreement and in accordance with the Protocol, and osobni udaje vyluéné vsouladu s
will adopt the appropriate technical and ustanovenimi této smlouvy a v souladu s
organisational security measures in order to protect protokolem a pfijmou pfislusna technicka a
the Personal Data against accidental or unlawful organizacni bezpec€nostni opatfeni ve
destruction or accidental loss, alteration, snaze chranit osobni udaje pfed nahodilym
unauthorised disclosure or access and against all nebo protizakonnym  zni¢enim  nebo
other unlawful forms of processing. nahodilou ztratou, zménou, neopravnénym

odtajnénim nebo pfistupem a proti vSem
protipravnim formam jejich zpracovani.

9.3. For the purposes of clause 9.2, Personal Data | 9.3. Pro ucely ¢lanku 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 davérnosti

10.1. A Party must not, and must ensure that its 10.1. Strana nesmi pouzit nebo odtajnit a musi

zajistit, aby jeji personal neodtajnil a nepouzil
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 davérnosti, nebo (b) na
zakladé vyslovného pisemného souhlasu
druhé strany, pfiCemz pfijemce je vazan
stejnymi zavazky zachovani davérnosti jako
strana, nebo (c) kde tak vyzaduji platné
zakony za pfedpokladu, Ze strana
bezodkladné informuje pfisluSnou druhou
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stranu.

employees, agents, representatives and the
Investigator. Institution indemnifies GC in respect of
all and against all claims, proceedings, liability, loss,
costs and expenses arising and relating to
Investigator’s involvement in the Study.

10.2.  Confidential Information means any confidential 10.2. Davérnymi informacemi se rozumi vSechny
or proprietary information, including Intellectual divérné a chranéné informace, vcetné
Property and the Protocol, provided by one Party to dusevniho vlastnictvi a protokolu, prfedané
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 védeét, Ze jsou dlvérné.

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 spole¢nosti GC zdravotnickému zafizeni
will remain at all times the property of GC and this nebo zkousejicimu k pouziti ve studii je a
Agreement does not convey any interest of a vzdy zUstane ve vlastnictvi spole¢nosti GC,
proprietary nature or transfer any interest in any pficemz tato smlouva neprevadi zadné
Intellectual Property. Any Intellectual Property chranéné zajmy nebo zajmy k duSevnimu
rights arising from the Study will vest solely in GC or vlastnictvi. VeSkera prava k duSevnimu
its designate. vlastnictvi vznikla ze studie budou vyluéné

pfitknuta spole¢nosti GC nebo jejimu
zastupci.

11.2.  GC will endeavour to ensure that publications or | 11.2.  Spole¢nost GC se pficini, aby zajistila, ze
presentations of any results from the Study will take publikace nebo prezentace jakychkoliv
into account the cooperative nature of the conduct vysledkd studie zohledni spolupraci pfi
of the Study. provadéni studie.

12. Payment 12. Platba

12.1. In consideration of Institution and Investigator | 12.1.  Odménou za Ucast zdravotnického zafizeni
participating in the Study, GC agrees to pay a zkousejiciho ve studii se spoleénost GC
Institution the amount determined by Item 4 of zavazuje vyplatit zdravotnickému zafizeni
Schedule 1. The amount includes any relevant tax Castku uvedenou v polozce 4 prilohy 1.
or charge, (which must be specified in the tax Castka zahrnuje pfislusné dané&, poplatky
invoice). Payments will be made by GC within 30 (které musi byt uvedeny na dariovém
days upon receipt of a valid tax invoice and will be dokladu). Spole¢nost GC platby provede ve
made in accordance with Item 4. IhGté 30 dnl po pfijeti platného darového

dokladu v souladu s polozkou 4.

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 pfevod ve své zemi a dané z

prijmu.

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

12.4.  Institution is responsible for all payments to its | 12.4.  Zdravotnické zafizeni je odpovédné za

vSechny platby svym zaméstnancum,
zmocnénclm, zastupcim a zkousejicimu.
Zdravotnické zafizeni zbavi spolecnost GC
odpovédnosti vici vSem narokim, fizenim,
odpovédnosti, ztratam, nakladim a
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vydajim vzniklym na zakladé nebo v
souvislosti se zapojenim zkou$ejiciho do
studie.

13.

Termination

13.

Ukonéeni smlouvy

13.1. Either Institution or GC may terminate this Agreement

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.

13.1. Zdravotnické zafizeni nebo spoleénost GC

mohou ukonéit tuto smlouvu z jakéhokoliv
divodu na zakladé pisemné vypovédi s
tficetidenni  vypovédni Ihitou predanou
dal8im stranam. V pfipadé ukon&eni smlouvy
pfijmou strany veSkera opatfeni, ktera jsou
pfiméfené nezbytna k uzavieni studie na
studijnim pracovisti.

14.

Notices

14.

Oznameni

14.1.

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 Item 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 third 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 5:00pm on
a business day, the notice is taken to be received on
the next business day.

14.1.

Oznameni, souhlas, schvaleni nebo jina
komunikace (jednotlivé jako oznameni)
souvisejici s touto smlouvou musi byt
vyhotoveny pisemné a doruCeny 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) tfeti 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 den po 17:00 hod.,
pak se ma oznameni za doru€ené nasledujici
pracovni den.

15.

Disputes

15.

Spory

15.1.

A dispute arising out of this Agreement must be
resolved in accordance with this clause. However,
nothing in this clause prevents a Party from obtaining
urgent injunctive relief, if necessary to protect
Intellectual Property rights or prevent disclosure of
Confidential Information.

15.1.

Spor vznikly z této smlouvy musi byt vyfeSen
v souladu s timto ¢lankem. Nicméné, nic v
tomto ¢€lanku nebrani strané ziskat urgentni
soudni pfikaz, je-li to nutné k ochrané prav k
duSevnimu vlastnictvi nebo k zamezeni
odtajnéni davérnych informaci.

15.2.

The Parties must first attempt to negotiate in good
faith to resolve a dispute.

15.2.

Strany jsou povinny nejprve se pokusit
urovnat spor v dobré vife.

15.3.

If the dispute is not resolved within 14 days of the
commencement of good faith negotiations, either
Party may commence proceedings in any court of
competent jurisdiction.

15.3.

Nebude-li spor vyfeSen ve Ihaté 14 dnl od
zapoceti jednani v dobré vife, je kterakoliv ze
stran opravnéna zahajit fizeni u pfislusného
soudu.

15.4.

Unless specifically provided otherwise, each Party
must continue to perform its obligations under this
Agreement, despite the existence of a dispute.

15.4.

Neni-li vyslovné stanoveno jinak, pak je
kazda strana povinna pokracovat v plnéni
svych zavazkl dle této smlouvy i pres
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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 se 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 prostiedku dle této smlouvy
power or remedy. nebude chapano jako zfeknuti se tohoto

prava, opravnéni nebo  opravného
prostfedku. Jednorazové nebo CcasteCné
uplatnéni jakéhokoliv prava, opravnéni nebo
opravného prostfedku nezamezi jinému
nebo dalSimu uplatnéni tohoto nebo jiného
prava, opravnéni nebo  opravného
prostfedku.

16.3. A Party must not assign or transfer all or any of its | 16.3. Strana 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 and each Party submits to the non-exclusive a kazda ze stran se podfizuje nevyluéné
jurisdiction of the courts of Czech republic [n] and soudni pravomoci soudt v Ceské republice a
courts which have jurisdiction to hear appeals from pfislusnych odvolacich soudu.
them..

16.5. Any clause of this Agreement which is prohibited or | 16.5. Kazdy ¢lanek této smlouvy, ktery je zakazany
unenforceable is ineffective to the extent of the nebo nevymahatelny, je neucinny v rozsahu
prohibition or unenforceability, but the validity or odpovidajicimu zdkazu nebo
enforceability of the remaining clauses of this nevymahatelnosti, ale platnost a
Agreement will not be affected. vymahatelnost ostatnich ¢lanka této smlouvy

tim nebude dotcena.

16.6. Nothing in this Agreement creates a relationship of | 16.6. Nic v této smlouvé nezaklada vztah
employer and employee, principal and agent, joint zaméstnavatele a zaméstnance, mandatare
venture or partnership between the Parties and no a mandanta, spoleného podniku nebo
Party will hold itself out as an agent of another Party. partnerstvi mezi stranami a Z4dna ze stran se

nebude vydavat za zastupce druhé strany.

16.7. Clauses 7 (Liability & Insurance), 9 (Privacy), 10 | 16.7. Clanky 7 (Odpov&dnost a pojiténi),
(Confidentiality), 11 (Study Results & Intellectual 9 (Ochrana soukromi), 10 (Zachovani
Property), 14 (Notices), 15 (Disputes), and any divérnosti), 11 (Vysledky studie a dusevni
operational clauses giving effect to these, survive vlastnictvi), 14 (Oznameni), 15 (Spory) a
expiry and termination of this Agreement. vSechna jejich provadéci ustanoveni pfetrvaji

i po uplynuti a ukonCeni platnosti této
smlouvy.

16.8. This Agreement may be executed in three | 16.8. Tato smlouva je sepsana ve tfech

vyhotovenich, kazda ze stran obdrzi po

CTA — GC & FTN xxx — SPIRIT Study

Page 10 of 17




counterparts, each Party receives one of them.

jednom paré.

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. Specification of trade secret: George Clinical states
that the information on compensation, Payment
Schedule, and protocol is considered as important
information in terms of the legal definition of a trade
secret (§ 504 of the Act No. 89/2012 Coll., Civil Code),
as general access to the information may have a
material impact on economic results and market
position of George Clinical. The Institution and the
Investigator confirm that according to the first
sentence they also consider the information as
important in terms of the legal definition of a trade
secret (§ 504 of the Act No. 89/2012 Coll., Civil Code)
and undertake to maintain confidentiality of the
information in compliance with this Agreement.

16.11. Disclosure: The contracting parties agreed that they
shall always notify each other in advance of the
necessity to disclose this Agreement and shall
proceed in compliance with this Agreement in case of
a necessity to disclose this Agreement pursuant to the
Act No. 340/2015 Coll., On Special Conditions of
Effect of Some Agreements, Disclosure of Such
Agreements and Agreement Register or pursuant to
other legal regulations. Prior to this Agreement
disclosure, any provisions and appendices
considered as trade secret by the Contracting Parties
and any data which should not be disclosed pursuant
to the Act No. 340/2015 shall be deleted (blinded)
whereas the disclosure shall be performed by the
Institution. George Clinical shall, prior to its signature,
provide the Institution with a electronic version of the
Agreement adjusted for disclosure.

16.12. An integral part of this Agreement is the following
annexes:

Annex No 1: Payments
XXX
XXX

XXX

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

16.10. Oznaceni obchodniho tajemstvi: George
Clinical uvadi, ze informace o odméné,
Platebni  rozvrh, Protokol klinického
hodnoceni povazuje za informace vyznamné
ve smyslu zakonné definice obchodniho
tajemstvi (§ 504 zakona ¢&. 89/2012 Sbh.,
ob&ansky zakonik), nebot’ vSeobecny pfistup
k témto informacim mlze mit podstatny
dopad na ekonomické vysledky a trzni
postaveni George Clinical. Zdravotnické
zafizeni a ZkouSejici potvrzuji, Ze i pro né
jsou informace podle véty prvni vyznamné ve
smyslu  zakonné definice  obchodniho
tajemstvi (§ 504 zakona ¢&. 89/2012 Sbh.,
obcansky zakonik) a zavazuji se o téchto
informacich  zachovavat mi¢enlivost v
souladu s touto Smlouvou.

16.11. Zvefejnéni: Smluvni strany se dohodly, Zze v
pfipadé nutnosti zvefejnéni Smlouvy dle
zdkona ¢&. 340/2015 Sh., o zvlastnich
podminkach Gc€innosti nékterych smliuv,
uverejiovani téchto smluv a o registru smiuv,
¢i dle jinych pravnich predpisti se budou vzdy
pfedem vzajemné informovat o nutnosti
takového zvefejnéni, a budou postupovat v
souladu s touto Smlouvou. Pfed zvefejnénim
Smlouvy budou veskera ustanoveni a pfilohy
Smlouvy oznac¢ené Smluvnimi stranami jako
obchodni tajemstvi a udaje, které se podle
zakona €. 340/2015 Sb. nezvefejiuji ze
Smlouvy odstranény (zacernény), pficemz
zverejnovani bude provedeno Zdravotnickym
zafizenim.  George Clinical  poskytne
Zdravotnickému zafizeni upravenou verzi ke
zverejnéni.

16.12. Nedilnou soucasti této smlouvy jsou
nasledujici pfilohy:
Pfiloha €. 1 - platby

XXX

XXX

XXX

EXECUTED as an agreement between the Parties

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 Thomayerova

nemochice

by its duly authorised

representatives:
Signature:
Authorised
Representative
Name

Uzavieno jménem
spole¢nosti GEORGE
CLINICAL PTY LTD
(ABN 33 098 184 528)
prostfednictvim jejich
fadné opravnénych
zastupcu:

Podpis
Opravnény
zastupce
Marisa
Jméno:  Petersen
Hilkovym
pismem
Datum
Uzavieno jménem
Thomayerovy
nemocnice

prostfednictvim jeho
fadné opravnénych
zastupcl:

Opravnény ............
zastupce

Jméno:
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Address: Level 5, 1 King Street, Newtown,
NSW 2042 Australia

Postal Address: PO Box M201, Missenden Rd, NSW
2050 Australia
GC Authorised Marisa Petersen
Representative:
Fax:
Email: XXX
Phone Number: XXX
doc. MUDr. doc. MUDr.
Zdenék Zdenék
Benes, CSc., Benes, CSc.
Please print Hilkovym
pismem
Date: Datum:
Executed for and on behalf Uzavieno jménem XXX
XXX
Podpis
Signature:

Date:
SCHEDULE 1 PRILOHA 1
Iltem 1 — George Clinical (GC) Polozka 1 — spole¢nost George Clinical (GC)
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Adresa:

Level 5, 1 King Street, Newtown
NSW 2042

Dorucovaci adresa:

PO Box M201, Missenden Rd,
NSW 2050 Australia

Opravnény zastupce
spolecnosti GC:

Marisa Petersen

Fax:
E-mail: XXX
Telefonni Cislo: XXX
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Item 2 —=SITE LOCATION

Polozka 2 -LOKALITA PRACOVISTE

Name

Thomayerova nemocnice

Nazev:

Thomayerova nemocnice

Address:

Videriska 800, 140 59 Praha 4 — Kr¢

Postal Address:

Videriska 800, 140 59 Praha 4 — Kr¢

Adresa:

Videriska 800, 140 59 Praha 4 —
Kré

Doruc¢ovaci adresa:

Videriska 800, 140 59 Praha 4 —
Kr¢

Fax: XXX

Email: XXX

Phone Number: +420261083694
Name and contact | xxx

details of

Authorised

Representative:

Study Site: XXX

Fax: +XXX
E-mail:

XXX
Telefonni Cislo: XXX
Jméno a kontaktni XXX
udaje opravnéného
zastupce:
Studijni pracoviste: XXX

Item 3 — Study Details

Polozka 3 — Informace o studii

Name: SPIRIT Nazev: SPIRIT
Protocol Number: XXX Cislo protokolu: XXX
Aim: XXX Cil: XXX
Milniky: XXX
Milestones: XXX
Datum zahajeni studie: | xxx
Study Start Date: XXX

Item 4 — Payment Details

Polozka 4 — Platebni informace
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GC will compensate Institution for providing the following
services provided within the Study timelines:

Spolecnost GC vyplati zdravotnickému zafizeni
odménu za poskytovani nasledujicich sluzeb béhem
¢asového rozpisu studie:

- Identification and data entry of an eligible subject
into study database — 450 USD per eligible subject
recorded — Per protocol, eligible subjects are to be
identified over a 6 week recruitment period. The per
subject fee includes site staff time to submit study to
required review bodies for approval, familiarisation with
protocol requirements, review records to identify an
eligible subject per protocol criteria, enter de-identified
data into electronic case report form and respond to
any data queries related to the entered record. Per
patient fee is inclusive of any overhead costs and
taxes. Itis estimated each site to provide 10 — 20
patient records.

- ldentifikace a zadani udaji o zpusobilém subjektu
do databaze studie — 450 USD na zadznam
zpusobilého subjektu — dle protokolu musi byt
zpUsobilé subjekty identifikovany v pribéhu
6tydenniho obdobi naboru. Poplatek za subjekt
zahrnuje €as personalu pracovisté potfebny k
pfedloZeni studie poZadovanym kontrolnim organtm
ke schvaleni, seznameni se s poZadavky protokolu,
pfezkumu zaznam k identifikaci zpUsobilého
subjektu dle kritérii protokolu, zadani
anonymizovanych Udaju do formulafe zaznamu
subjektu hodnoceni a odpovédi na dotazy o Udajich
k danému zaznamu. Poplatek za pacienta zahrnuje
vS8echny rezijni naklady a dané. Oc¢ekava se, ze
kazdé pracovisté poskytne 10-20 zaznamu pacientu.

- Local Ethics Committee Fees: Local Ethics
Committee (EC/IRB) fees shall be reimbursed for initial
review, protocol amendments and any other sponsor
initiated changes, subject to GC’s prior approval of
such (estimated) costs and invoices provided on GC'’s
request.

- Start up fee (contract administration) 7000
CZK transferred on the day of the issue of the
invoice by the CNB exchange rate on the USD
is payable after signing the contract on the
basis of an invoice issued by the institution.

- Poplatky mistni etické komisi: Poplatky mistni
etické komisi (EK) budou vyplaceny za pocate¢ni
prezkum, dodatky k protokolu a jiné zmény iniciované
zadavatelem za podminky pfedchoziho schvaleni
takovych (odhadovanych) naklad( spole¢nosti GC a
po predlozeni faktur na zadost spole¢nosti GC.

- Start up poplatek za administraci smlouvy —
7000 CZK, pfevedenych v den vystaveni
faktury kurzem CNB na USD splatny po
podpisu smlouvy na zakladé faktury vystavené
Zdravotnickym zafizenim.

Payment Schedule

Rozvrh plateb

The invitation to issue of the invoice shall be sent to the
Institution within 30 days of the end of the study (about
August / September 2017). The payment summary will be
sent via e-mail xxx. The date of taxable payment will be
the day of delivery of the payment summary to the
Institution. The Institution shall issue a tax document that
will match this payment summary. The maturity date of
the invoice will be thirty (30) days from the date of its
issue. If the Institution is a payer of VAT, VAT will be
added to the above amounts if the law applies.Original
invoices pertaining to this study should be submitted for
payment after end of the study to the following address:

Vyzva k vystaveni faktury bude zaslana
zdravotnickému zafizeni ve Ihaté 30 dnd od
ukonéeni studie (cca srpen/zafi 2017).
Platebni pfehled bude zaslan e-mailem na xxx.
Datem zdanitelného pInéni bude den doruceni
platebniho pfehledu zdravotnickému zafizeni.
Zdravotnické zafizeni vystavi danovy doklad,
ktery bude odpovidat tomuto platebnimu
prehledu. Splatnost dariového dokladu bude
¢init tficet (30) dnu od data jeho vystaveni.
Pokud je zdravotnické zafizeni platcem DPH,
bude ke vSem vySe uvedenym &astkam
pfipocteno DPH v zakonné vysi, uplatni-li se.
Originaly faktur k této studii by mély byt k
proplaceni predlozeny po ukonéeni studie na
nasledujici adresu:
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George Clinical Level 5, 1 King Street, Newtown, NSW
2042 Australia

George Clinical Level 5, 1 King Street, Newtown, NSW
2042 Australia

Invoices must contain the following information or they
will be returned, delaying payment:

Faktury musi uvadét nasledujici informace. V opacném
pFipadé budou vraceny a platba se zpozdi:

Institution name and address

Nazev a adresa zdravotnického zafizeni

Principal Investigator/Authorised Representative’s name

Jméno hlavniho zkouSejiciho / opravnéného zastupce

- Protocol detalil

- Informace o protokolu

- Invoice number and date

- Cislo faktury a datum vystaveni

- Date & description of services provided

- Datum a popis poskytnutych sluzeb

- Name of bank

- Nazev banky

- Bank account number and account name
(including SWIFT code)

- Cislo bankovniho G&tu a nazev uétu (véetné
SWIFT kodu)
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