SMLOUVA

Tato smlouva byla uzaviena mezi
spolecnosti August Research s.r.o., ¢eskou
pravnickou osobou se sidlem Dlouha 730/35,
110 00, Praha 1 - Staré Mésto, Ceské republika,
zastoupenou Lukaszem Jackem Niedzielskim.
IC: 02265150

DIC: CZ02265150,

dale jen CRO “,

a

Fakultni nemocnici Kralovské Vinohrady,
sesidlem a mistem podnikini Srobarova
1150/50, Praha 10, PSC 100 34, Ceska
republika, zastoupenou Doc. MUDr. Robertem
Grillem, Ph.D., MHA, feditelem, ¢islo jednaci:
KH 27/2017, nakladové stiedisko: 31023

dale jen ,,ZDRAVOTNICKE ZARIZEN{*,

I. PREDMET SMLOUVY

Odstavec 1. CRO timto pozaduje a
ZDRAVOTNICKE ZARIZENT se zavazuje
k vytvofeni podminek, které umozni CRO
provadéni vyzkumu Vv oblasti vybéru a
diagnostiky:

1. Piebytecné
biologického

S riznymi
standardni
v oblasti

chirurgické tkdné¢ a
materidlu  od  pacientll
nemocemi, podstupujicich
lékatskou péci, pro vyzkum
genomiky, protecomiky  a
biomarkeri, podporovani a provadeéni
postupii  vSemi diagnostikujicimi  testy
podrobné¢ popsanymi V protokolu ¢. AST-
FPB-nonUS, ktery je pfilozen ktomuto

dokumentu a ktery je pro
ZDRAVOTNICKE  ZARIZENI  pouze
informacni, nikoliv  zavazny.  Cilem
vyzkumu je shromézdéni piebytecné tkané
po standardni chirurgické resekci coby
bézné chirurgické 1écbé nemoci, moci,

stolice, slin, krve a dalSich biologickych
materidl pro dalSi geneticky a biologicky

AGREEMENT

This Agreement was entered into August Research s.r.o.,
a Czech legal entity, having its registered address at
Dlouha 730/35, 110 00, Praha 1 - Stare Mesto, Czech
Republic, represented by Lukasz Jacek Niedzielski.

Company ID no.: 02265150

Tax ID no.: CZ02265150

further, “CRO”
and
Fakultni nemocnice Kralovske Vinohrady, having its

registered office and place of business at , St. Srobarova no.
1150/50, Praha 10, Postal Codel00 34, Czech Republic,
represented by Doc. MUDr. Robert Grill, Ph.D., MHA,
director, reference number: KH 27/2017, cost center: 31023

further, “INSTITUTION”

I. SUBJECT OF AGREEMENT

Section 1. CRO hereby tasks and INSTITUTION agrees
to make medical conditions available to CRO to perform
research as to selection and diagnosing of:

1. Surplus Surgical Tissue and biological material from
patients with various diseases for genomics, proteomics and
biomarker research undergoing standard of care procedure,
supporting and administering the procedures by all diagnosing
tests detailed in Protocol # AST-FPB-nonUS attached hereto
only for information to and without being binding upon
INSTITUTION. The objective of the research is the
collection of surplus tissue following standard surgical
resection as standard surgical treatment of a disease, urine,
feces, saliva, blood and other biological materials for
further genetic and biologic research.

Section 2. The person responsible for the activities

related to the collection shall be |GG
I  Surgery  Department  of  the

INSTITUTION.




vyzkum.

Odstavec 2. Za ¢innosti spojené s odbérem
bude odpovédny

Chirurgicka  klinika
ZDRAVOTNICKEHO ZARIZENT{

1. POVINNOSTI CRO

Odstavec 3. CRO se zavazuje uhradit ¢astku
dohodnutou dle této smlouvy po akceptaci
provedenych praci prostfednictvim zdznamu
o prevzeti, ktery bude mezi stranami
podepsan.

Odstavec 4. CRO se zavazuje poskytnout na
své naklady veSkery pomocny material
nutny pro shromazd’ovani a uchovavani
biologickych vzorkii a =zajistit veSkeré
zasilaci a kuryrni sluzby.

111. POVINNOSTI ZDRAVOTNICKEHO
ZARIZENI

Odstavec 5. ZDRAVOTNICKE ZAR{ZENT{
se zavazuje, ze na zakladé pisemné Zadosti a
bude-li to nutné a mozné poskytne plnou
sou¢innost CRO a studijnimi tymu pfi
provadeéni vyzkumu podle této smlouvy.

Odstavec 6. ZDRAVOTNICKE ZAR{ZENT{
se zavazuje, Ze umoZzni navstévy za Ucelem
monitoringu a kontroly zdrojovych dat
opravnénym kontrolnim organiim anebo
zaméstnancim CRO, ktefi maji vyslovné
pro tento el opravnéni.

Odstavec 7. ZDRAVOTNICKE
ZARIZENI  se zavazuje zachovat
mlcenlivost o vSech informacich, které

ZDRAVOTNICKE  ZARIZENI  obdrzi
v souvislosti s plnénim této smlouvy a o
kterych  bylo  ZDRAVOTNICKEMU
ZARIZENI pisemné sdéleno, e se jedna o
daveérné informace.

1. OBLIGATIONS OF CRO

Section 3. CRO agrees to pay the amount agreed upon
hereunder after the work done is accepted by means of a
record of acceptance will be signed between the parties.

Section 4. CRO agrees to provide at its own costs any and all
supplies needed for the collection and storage of the biological
samples and arrange for all shipment and courier services.

I11. OBLIGATIONS OF INSTITUTION

Section 5. INSTITUTION agrees upon the written
request and if necessary and possible to provide full
assistance to CRO and the study team in performing the
research hereunder.

Section 6. INSTITUTION agrees to allow visits for the
purpose of monitoring and checking source data to
authorized control authorities and/or employees of CRO
that are expressly authorized for this purpose.

Section 7. INSTITUTION agrees to keep confidential all
information that INSTITUTION has received in relation
to the performance hereof and that has been notified to
INSTITUTION in writing as being confidential.

IV. CONFIDENTIALITY OF SUBJECT DATA AND
INFORMED CONSENT.

Section 8. The parties agree to comply with all existing
regulations arranging for the confidential nature of
subject data.

Section 9. CRO and the study team members shall be
responsible to obtain an informed consent from each
subject whom the respective biological materials shall be
collected from as required by the protocols stated in
Section 1.

Section 10. INSTITUTION agrees that the study team
members shall provide CRO with the histological results
of subjects in a form that shall not enable identification
of subjects. For this purpose, a subject number shall be
assigned to subjects that shall be the only information to
be provided to CRO.




IV. DUVERNOST UDAJU O
PACIENTECH A INFORMOVANEM

SOUHLASU.
Odstavec 8. Strany se zavazuji, Ze budou
dodrzovat  veskeré  platné¢  predpisy
upravujici  davérnou povahu tdaji o
pacientech.

Odstavec 9. CRO a ¢lenové studijniho tymu
budou odpovidat za ziskani informovaného
souhlasu od kazdého pacienta, od kterého
budou shromazd’ovany pftislusné biologické
materialy dle pozadavkia v protokolech
uvedenych v odstavci 1.

Odstavec 10. ZDRAVOTNICKE
ZARIZENI se zavazuje, Ze ¢lenové
studijnitho tymu budou poskytovat CRO
biologické vzorky ve formé, kterd neumozni
identifikaci pacientii. Pro tento ucel bude
pacientim pfifazeno ¢islo pacienta, které
musi byt jedinou informaci, ktera bude CRO
poskytnuta.

V. DOBA TRVANI SMLOUVY

Odstavec 11. Tato smlouva nabyva
ucinnosti dnem jejiho podpisu obéma
stranami a bude povazovana za platnou po
dobu tfi let. V ptipadé, ze kteroukoliv
z podpisyjicich stran nebudou vzneseny
z4dné dalsi zmény ani pozadavky, bude
smlouva automaticky prodlouZzena az do
svého zruSeni jednou ze stran.

V1. ODMENA
Odstavec 12. Odmeéna splatna CRO bude
odpovidat celkové odmény a jeji vyse
bude Cinit h euro za kazdého
pacienta. Castka bude vyplacena v ¢eskych
korunéch.

Platba bude provadéna na zaklad¢ fakturace
ZDRAVOTNICKYM ZARIZENIM zpétné

V. TERM OF AGREEMENT

Section 11. This Agreement shall take effect as of the date
of signature by the parties and should be deemed valid
for three years. In case there are no other changes or
requirements raised by any of the signature parties, it
will be automatically prolonged until its dissolution by
one the parties.

VI. FEE
Section 12. The fee payable by CRO shall correspond to

Il of the total fee and amount to ||l Euros per

each patient, payable in Czech crowns.

The payment shall be made on the basis of invoicing by
the INSTITUTION retrospectively for each completed 6
months according to an overview created by CRO and
approved by | -
overview shall be delivered by CRO to the Department
of Development Project, Grant Activities and Clinical
Trials of FNKV, Pavilion CH, Srobarova 50, 100 34
Praha 10, or sent by e-mail to
klinickehodnoceni@fnkv.cz. VAT shall be added to the
payment at the statutory rate. The due date of the invoice
shall be 30 days from issuing the invoice.

CRO agrees to reimburse the INSTITUTION for the
costs incurred by the INSTITUTION in connection with
the preparation of this Agreement in a one-off payment.
The entitlement to this payment arises by signing this
Agreement; it amounts to CZK 30,000.

Section 13. The fee due shall be payable via bank to the
following bank account of INSTITUTION:

Bank name: Ceska narodni banka
Na Prikope 28
115 03 Praha 1
Bank account: 16334101/0710
IBAN: CZ38 0710 0000 0000 1633 4101
SWIFT: CNBACZPP




za kazdych
piehledu
odsouhlasené¢m || G
I Pichicd bude CRO dorucen
na  Oddéleni rozvojovych  projektl,
grantovych c¢innosti a klinickych hodnoceni
FNKYV, pavilon CH, Srobarova 50, 100 34
Praha 10 nebo zaslan e-mailem na adresu
klinickehodnoceni@fnkv.cz. K platbé bude
piipo¢tena DPH v zdkonem stanovené vysi.
Lhuta splatnosti faktury je 30 dnt ode dne
vystaveni faktury.

skoncenych 6 mésica dle
vytvofeného CRO a

CRO se zavazuje uhradit ZDRAVOTNICKEMU
ZARIZENI jednordzovou odménou néaklady,
které vznikly ZDRAVOTNICKEMU
ZARIZENI v souvislosti s piipravou  této
smlouvy. Narok na tuto odménu vznika
podpisem této smlouvy a jeji vyse ¢ini 30. 000,-
Ke.

Odstavec 13. Splatna odména bude hrazena

bankovnim pfevodem na nésledujici
bankovni ~ Gcet ZDRAVOTNICKEHO
ZARIZENI:

Nazev banky: Ceska narodni banka
Na Prikop¢ 28
11503 Praha 1

Cislo uétu: 16334101/0710

IBAN: CZ38 0710 0000 0000 1633 4101

SWIFT: CNBACZPP

VII. PENALE

Odstavec 14. V ptipadé zpozdéni platby
splatné odmény Vv ramci terminu uvedeného
v odstavci 12 CRO bude CRO povinna
uhradit penale ve vysi zdkonné uUrokoveé
sazby nad naklady neplnéni za kazdy den
zpozdéni.

VII1. UKONCENI SMLOUVY

Odstavec 15. K ukongeni smlouvy kteroukoliv
ze stran této smlouvy dojde podanim pisemné

VII. PENALTIES

Section 14. In case of late payment of the fee payable within
the term stated in Section 12 by CRO the latter shall be
responsible to pay a penalty amounting to the lawful interest
rate over the cost of the nonperformance for each day of
delay.

VIII. TERMINATION OF AGREEMENT

Section 15. Termination of the Agreement by either party
hereto shall take place by giving a 30-day written notice.

IX. MISCELLANEQUS

Section 16. Neither party shall assign any of its rights and/or
obligations pertaining this Agreement to any third party
without the other party’s prior written consent.

Section 17. No relationship of dependency on each other
shall exist between the INSTITUTION and the study team in
the sense of this Agreement; failure to perform certain
obligations with respect to the conduct of this study by the
study team shall in no way result in penalties or other adverse
consequences to the INSTITUTION. Within this Agreement,
the INSTITUTION shall not task any work to the study team.
In the sense of this Agreement, such work shall be tasked by
CRO, therefore, the INSTITUTION may not be held
responsible according to Section 49 of the Obligations and
Contracts Act with respect to any actions and/or omissions of
the study team during the conduct of the study.

Section 18. The rights and/or obligations of the study team
members set forth hereunder are for information to the parties
only and do not incur any obligations to the INSTITUTION.

Section 19. This Agreement shall be signed in three (3)
copies in the Czech and English languages; each party
and Prof. MUDr. Robert Gurlich, CSc. shall receive one
copy each. Should there be any discrepancy between the
Czech and English version, the Czech language version
shall prevail.

Section 20. The courts of the Czech Republic shall be
competent to hear and make decisions with regard to any
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vypovédi s 30denni vypovédni lhttou.

IX. RUZNE

Odstavec 16. Zadna ze stran nesmi postoupit
zadna sva prava anebo zavazky vztahujici se
ktéto smlouvé zadné tieti strané bez
predchoziho pisemného souhlasu druhé strany.

Odstavec 17. Mezi ZDRAVOTNICKYM
ZARIZENIM a studijnim tymem nebude ve
smyslu této smlouvy existovat zadny vzajemny
vztah zavislosti. Neplnéni uréitych povinnosti
v souvislosti s provadénim této studie studijnim
tymem nesmi v zadném piipad¢€ vyustit v penale
nebo  jiné  nepiiznivé  diasledky  pro
ZDRAVOTNICKE ZARIZENIL
ZDRAVOTNICKE ZARIZENI nesmi ukladat,
V ramci této smlouvy, zadné prace studijnimu
tymu. Tyto prace ve smyslu této smlouvy musi
byt ukladany CRO a na ZDRAVOTNICKE
ZARIZENI tedy nesmi byt vloZena odpovédnost
v souvislosti s jakymikoliv ¢innostmi anebo
opomenutimi studijniho tymu pifi provadéni
studie podle odstavce 49 Zakona o zavazcich a
smlouvach.

Odstavec 18. Prava anebo povinnosti ¢lend
studijniho tymu stanovené v této smlouvé jsou
pouze pro uUcely informovanosti stran. Témito
pravy anebo povinnostmi nevznikaji pro
ZDRAVOTNICKE ZARIZENI 74dné
povinnosti.

Odstavec 19. Tato smlouva bude podepsana ve
ttech (3) vyhotovenich v ceském jazyce a
anglickém jazyce, pficemz kazda strana a Prof.
MUDr. Robert Giirlich, CSc. obdrzi po jednom
vyhotoveni. Pokud dojde k  jakékoliv
nesrovnalosti mezi ¢eskou a anglickou verzi, je
Ceska jazykova verze rozhodujici.

Odstavec 20. Kprojednani a rozhodovani
piipadnych sporGt vzniklych mezi smluvnimi
stranami, ale i tfetimi osobami, které nebudou
vyfeSeny smirnou cestou, jsou piislusné soudy
Ceské republiky.

disputes that may arise between the parties to this
Agreement and also in relation to third parties, which
shall not be settled amicably.




FOR CRO:




