SMLOUVA ¢&. 08/0VZ/17/030-P

Tato smlouva byla uzaviena mezi spolecnosti August
Research s.r.0., ¢eskou pravnickou osobou se sidlem
Dlouha 730/35, 110 00, Praha 1 - Staré Mésto, Ceska
republika, zastoupenou Lukaszem Niedzielskim.

IC: 02265150

DIC: CZ02265150,

déle jen ,SMLUVNI STRANA*,

a

Fakultni nemocnici Ostrava, sesidlem a mistem
podnikani, ul. 17. listopadu ¢. 1790/5, Ostrava-Poruba,
PSC 708 52, Ceska republika, zastoupenou MUDT.
Josefem Srovnalem, naméstkem feditele pro 1écebnou
pé¢i, dale jen ,,ZDRAVOTNICKE ZARI{ZENI*

a

MUDr. Jaroslav Klat, Ph.D.

s pracovis$tém na adrese: Fakultni nemocnice Ostrava,
Gynekologicko-porodnicka klinika, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Ceské republika

déle jen “ZKOUSEJICI”

. PREDMET SMLOUVY

Odstavec 1. SMLUVNI STRANA timto poZzaduje a
ZDRAVOTNICKE  ZARIZENI/ZKOUSEJICI  se
zavazuji k vytvofeni podminek, které umozni SMLUVNI
STRANE provadéni vyzkumu v oblasti vybéru a
diagnostiky:

1. Piebytecné chirurgické tkan¢ a biologického materialu
od pacientt s riznymi nemocemi, podstupujicich
standardni 1ékafskou pé¢i, pro vyzkum v oblasti
genomiky, proteomiky a biomarkert, podporovani a
provadéni postupt vSemi diagnostikujicimi testy
podrobné popsanymi Vv protokolu ¢. XXX, ktery je
piilozen k tomuto dokumentu.

Odstavec 2. Cinnosti spojené s odbérem biologickych
materialll musi byt provadény studijnim tymem, ktery ma
toto slozeni:

AGREEMENT No. 08/0VvZ/17/030-P

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 - Staré Mésto, Czech
Republic, represented by Lukasz Niedzielski.

Company ID no.: 02265150

Tax ID no.: CZ02265150

further, the “CONTRACTING PARTY”

and

Fakultni nemocnice Ostrava, having its registered
office and place of business at, St. 17. listopadu
no.1790/5, Ostrava-Poruba, Postal Code 708 52, Czech
Republic, represented by MUDr. Josef Srovnal, Deputy
Director for Medical Care
further, the “INSTITUTION”

and

Name of Investigator MUDr. Jaroslav Klat, Ph.D.
workplace at Fakultni nemocnice Ostrava,
Gynekologicko-porodnicka klinika, 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic,

further, the “INVESTIGATOR”

I. SUBJECT OF AGREEMENT

Section 1. CONTRACTING PARTY hereby tasks and
INSTITUTION/INVESTIGATOR agree to make
conditions available to CONTRACTING PARTY 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 # XXX
attached hereto.

Section 2. The activities related to the collection of the
biological materials shall be performed by a study team
having the following members:

Dr. XXX




Dr. XXX
Dr. XXX
Dr. XXX

I1. PRAVA A POVINNOSTI SMLUVNI STRANY

Odstavec 3.1 SMLUVNI STRANA ma toto prava:
a. ustanovit protokol obsahujici pokyny vztahujici se ke
sluzbam, které maji byt poskytnuty;
b. ovérit tkané anebo biologicky material poskytnuty
ZKOUSEJICiMm;

c. rozhodnout o kuryrovi, ktery od ZKOUSEJICIHO
vyzvedne tkan€ anebo biologicky material.

Odstavec 3.2 SMLUVNI STRANA ma tyto povinnosti:
a. zaplatit ¢astku sjednanou podle této dohody, ptipadné
po vypocteni a srazeni jakychkoliv zdkonem stanovenych
dani anebo odvodu;

b. poskytnout na své naklady veSkery pomocny material
nutny pro shromazdovani a uchovani biologickych
vzorkd;

c. uhradit veSkeré platby za zasilaci a kuryrni sluzby,
schvalené predem SMLUVNI STRANOU.

I11. PRAVA A POVINNOSTI ;DRAVOTNICKEHO
ZARIZEN1/ZKOUSEJICIHO

Odstavec 4. ZDRAVOTNICKE ZARIZENI se zavazuje,
ze na zakladé pisemné zadosti a bude-li to nutné a mozne
poskytne plnou soudinnost SMLUVNI STRANE a
studijnimi tymu pifi provadéni vyzkumu podle této
smlouvy.

Odstavec 5. ZDRAVOTNICKE ZARIZENI se zavazuje,
ze umozni navstévy za Ucelem monitoringu a kontroly
zdrojovych dat opravnénym kontrolnim organtim anebo
zaméstnancim SMLUVNI STRANY, ktefi maji
vyslovné pro tento ucel opravnéni.

Odstavec 6. ZDRAVOTNICKE ZARIZENI se zavazuje
zachovat mldéenlivost o vSech informacich, které
ZDRAVOTNICKE ZARIZENI obdrzi v souvislosti
Splnénim této smlouvy a o kterych bylo
ZDRAVOTNICKEMU ZARIZENI pisemné sdéleno, Ze
se jedna o diveérné informace.

Dr. XXX
Dr. XXX

I1. RIGHTS AND OBLIGATIONS OF CONTRACTING
PARTY

Section 3.1 CONTRACTING PARTY has the following
rights:

a. to establish the Protocol containing the instructions
regarding the services to be rendered;

b. to verify the tissue and/or biological material provided
by INVESTIGATOR,;

c. to decide on the courier which picks up the tissue
and/or biological material from INVESTIGATOR.

Section 3.2 CONTRACTING PARTY has the following
obligations:

a. to pay the amount agreed upon hereunder, as the case
may be after calculating and withholding any tax and/or
contribution provided by the law;

b. to provide at its own cost the supplies necessary for the
collection and storage of the biological samples;

c. to pay all shipment and courier services approved by
CONTRACTING PARTY in advance

I11. RIGHTS AND OBLIGATIONS OF
INSTITUTION/INVESTIGATOR

Section 4. INSTITUTION agrees upon the written
request and if necessary and possible to provide full
assistance to CONTRACTING PARTY and the study
team in performing the research hereunder.

Section 5. INSTITUTION agrees to allow visits for the
purpose of monitoring and checking source data to
authorized control authorities and/or employees of
CONTRACTING PARTY that are expressly authorized
for this purpose.

Section 6. 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.

Section 7.1 INVESTIGATOR has the following rights:

a. to accept or decline to render the services with respect
to a particular task requested by the CONTRACTING
PARTY;
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Odstavec 7.1 ZKOUSEJICI ma tato prava:

a. akceptovat nebo odmitnout poskytnuti sluzeb
v souvislosti s konkrétnim  Gkolem  poZadovanym
SMLUVNI STRANOU;

b. zvolit datum, misto a ¢as, kdy bude provadét konkrétni
sluzbu, k jejimuz poskytnuti se SMLUVNI STRANE
zavazal;

C.

d. poskytovat sluzby ptimo anebo s pomoci personélu dle
sveho vlastniho rozhodnuti;

e. informovat SMLUVNI STRANU neprodlend
v ptipad¢, Ze protokol obsahuje ustanoveni, kterd by
mohla ovlivnit pozadovanou kvalitu nebo vlastnosti tkané
anebo biologického materialu.

Odstavec 7.2 ZKOUSEJICI mé tyto povinnosti:

a. poskytovat sluzby na své vlastni riziko, za pouZiti
svych duSevnich a fyzickych schopnosti;

b. poskytovat sluzby s pouzitim materiali a nastrojd,
které ma kdispozici, bez jakéhokoliv zapojovani
SMLUVNI STRANY vtomto ohledu; néastroje pro
shromazd'ovani a uchovavani biologickych vzorkl
poskytnutych SMLUVNI STRANOU jsou nezbytné poté,
co ZKOUSEJICI poskytnul své specifické sluzby na
zékladé této smlouvy;

c. striktné dodrzovat vSechny pozadavky a postupy podle
ustanoveni protokolu XXX (spolu se vSemi piilohami
Kk nému, ,protokol®), podle kterého bude studie
provadéna, platné zdkony a predpisy a spravnou
1ékatskou praxi pro 1€kare;

d. plnit ukol s péci fadného hospodaie a dodavat viechny
materialy ziskané béhem vyzkumu SMLUVN{ STRANE,
tj. kuryrovi uréenému SMLUVNI STRANOU bez titulu;

e. predkladat SMLUVNI STRANE zéznam o
poskytnutych sluzbach, a to do 5 dni po dokonceni
ukolu.

Odstavec 7.3 ZKOUSEJICI se zavazuje k mléenlivosti
vsouvislosti  se  vSemi informacemi, Kkteré se
ZKOUSEJICI dozvi pii plnéni ukolu, a to v souladu s
dohodou o utajeni, tvotici nedilnou soucast této smlouvy.

b. to choose the date, place and time where he/she shall
carry out the specific service he/she agreed to render to
CONTRACTING PARTY;

d. to render the services directly and/or with personnel
according to his/her own decision;

e. to inform the CONTRACTING PARTY forthwith in
case the Protocol contains provisions which might affect
the required quality or characteristics of the tissue and/or
biological material.

Section 7.2 INVESTIGATOR has
obligations:

a. to render the services on his/her own risks, using
his/her intellectual and physical capacities;

b. to render the services using the materials and
instruments available to him/her, without any implication
of CONTRACTING PARTY in this respect; the
instruments for the collection and storage of the
biological samples provided by CONTRACTING
PARTY are necessary after CONTRACTOR has
rendered his/her specific services under the present
Agreement;

c. to strictly follow all requirements and procedures as
per the provisions of Protocol XXX (together with all
amendments thereto, ‘Protocol’) according to which the

the following

Study will be conducted, the existing laws and
regulations and the Good Medical Practice for
Physicians;

d. to perform the task with due care and deliver all
materials  obtained  during the research to
CONTRACTING PARTY, i.e. the courier assigned by
the latter without title;

e. to submit to CONTRACTING PARTY a record of the
services rendered within 5 days after completion of the
task.

Section 7.3 INVESTIGATOR agrees to keep confidential
all information INVESTIGATOR comes to know during
the performance of the task according to a confidentiality
agreement constituting integral part hereof.

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
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IV. DUVERNOST UDAJU O PACIENTECH A
INFORMOVANEM SOUHLASU.

Odstavec 8. Strany se zavazuji, Ze budou dodrzovat
veSkeré platné piedpisy upravujici davérnou povahu
udajt o pacientech.

Odstavec 9. SMLUVNI STRANA a ¢lenové studijniho
tymu budou odpovidat za ziskani informovaného
souhlasu od kazdého pacienta, od kterého budou
shromazd’ovany piislusné biologick¢ materidly dle
pozadavku v protokolech uvedenych v odstavci 1.

Odstavec ~ 10. ZDRAVOTNICKE  ZARIZENI
/ZKOUSEJICI se zavazuji, ze ¢lenové studijniho tymu
budou poskytovat SMLUVNI STRANE histologické
vysledky pacientii ve formé, ktera neumozni identifikaci
pacientii. Pro tento ucel bude pacientim piitazeno ¢islo
pacienta, které musi byt jedinou informaci, kterd bude
SMLUVNI STRANE poskytnuta.

V. DOBA TRVANI SMLOUVY

Odstavec 11. Tato smlouva nabyva ucinnosti dnem
jejiho zvetejnéni dle zakona ¢. 340/2015 Sb., o registru
smluv, a bude povaZovana za platnou po dobu tii let.

V1. ODMENA

Odstavec 12.1 Odména splatnd SMLUVNI STRANOU
ZDRAVOTNICKEMU ZARIZENI bude ¢init XX euro
za kazdého pacienta, XX euro za kazdy FFPE, XX euro
za zpracovani plazmy a bude vyplacena v ¢eskych
korunach ode dne vystaveni faktury. Castka uvedena
Vv této smlouve bude zahrnovat vSechny danové zavazky.
ZDRAVOTNICKE ZARIZENI je povinno vystavit
fakturu nebo jiny ucetni dokument, jak je pozadovano
mistnimi ucetnimi zédkony, a to se zahrnutim veskerych
dani. V pfipadech, kdy nebude uctovana DPH, musi
SMLUVNI STRANA zadat piislusnou platbu na zakladé
zjednodusene faktury.

Odstavec 13.1 Splatna odména bude hrazena bankovnim
prevodem na nasledujici bankovni ucet

subject data.

Section 9. CONTRACTING PARTY 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/INVESTIGATOR agrees
that the study team members shall provide
CONTRACTING PARTY 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 CONTRACTING PARTY.

V. TERM OF AGREEMENT

Section 11. This Agreement shall take effect as of the
date of its publication according to Act No. 340/2015
Coll. on the Register of Contracts and should be deemed
valid for three years.

VI. FEE

Section 12.1. The fee payable by CONTRACTING
PARTY to INSTITUTION shall amount to XX Euros
per each patient, XX Euros for each FFPE, XX Euros for
processing of plasma, payable in CZK currency from the
date of invoice issued. The amount stated in this
Agreement shall include all tax liabilities.
INSTITUTION shall issue an invoice or another
accounting document as required by the local accounting
laws with all taxes included. In the cases when VAT is
not charged CONTRACTING PARTY shall order the
respective payment based on a simplified invoice.

Section 13.1 The fee due shall be payable via bank to the
following bank account of INSTITUTION:

Bank: Cesk4 narodni banka

IBAN: CZ59 0710 0000 0000 6633 2761
BIC: CNBACZPP

Account holder: Fakultni nemocnice Ostrava
Variable symbol: 649071085
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ZDRAVOTNICKEHO ZARIZENT:

Banka: Ceska narodni banka

IBAN: CZ59 0710 0000 0000 6633 2761
BIC: CNBACZPP

Majitel uctu: Fakultni nemocnice Ostrava
Variabilni symbol: 649071085

Odstavec 14. Odmeéna je splatnda do 30 dni po po
vystaveni faktury od ZDRAVOTNICKEHO ZARIZENI.
Platby budou provadény CcCtvrtletné na zakladé faktur
vystavenych ~ ZDRAVOTNICKYM  ZARIZENIM.
Fakturace bude probihat na zékladé podkladii pro
vystaveni faktury dodanych SMLUVNI STRANOU, kde
bude vyznacen piehled uskutecnénych navstév subjekth
hodnoceni a pocty jednotlivych provedenych vySetieni.
Se zaslanymi podklady je nutné zaslat také danové
identifikac¢ni cCislo subjektu, jemuz bude vystavena
faktura.

Odstavec 15. Platby odmény uvedené v tomto ¢lanku
predstavuji jediny a vyluény zptsob fadného finan¢niho
vyporadani mezi smluvnimi stranami. SMLUVNI
STRANA timto prohlasuje, Ze neuzaviela se
ZKOUSEJICIM separatni smlouvu na odménu za
provedeni vyzkumu. Odmeéna bude mezi
ZDRAVOTNICKE ZARIZEN{ a ZKOUSEJICIHO a
jeho studijni tym rozdélena po odecteni naklada podle
vnitfnich predpist ZDRAVOTNICKEHO ZARIZENT].

VII. PENALE

Odstavec 16. V piipadé zpozdéni platby splatné odmény
v ramci terminu uvedeného v odstavci 12 SMLUVNI
STRANOU bude SMLUVNI STRANA povinna uhradit
penale ve vysi zakonné urokové sazby nad néklady
neplnéni za kazdy den zpozdéni.

VIII. UKONCENI SMLOUVY

Odstavec 17. K ukonéeni smlouvy kteroukoliv ze stran
této smlouvy dojde podanim pisemné vypovédi
s 30denni vypovédni lhiitou.

Section 14. The fee shall be payable within 30 days after
the issuing of the invoice by the INSTITUTION.
Payments shall be made quarterly on the basis of
invoices issued by the INSTITUTION. Invoices shall be
made on the basis of documents for issuing the invoice
provided by the CONTRACTING PARTY, showing an
overview of the visits by the subjects of the study and
numbers of individual examinations carried out. It shall
also be necessary - together with the documents - to send
the tax identification number of the entity for whom the
invoice shall be issued.

Section 15. The payment of the remuneration referred to
in this article is the only and exclusive way of proper
financial ~ settlement between the parties. The
CONTRACTING PARTY hereby declares that it has not
concluded a separate contract with the INVESTIGATOR
for a remuneration for research. The remuneration shall
be distributed between the INSTITUTION and the
INVESTIGATOR and his study team after the deduction
of costs according to internal regulations of the
INSTITUTION.

VII. PENALTIES

Section 16. In case of late payment of the fee payable
within the term stated in Section 12 by CONTRACTING
PARTY 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.

VIIl. TERMINATION OF AGREEMENT

Section 17. Termination of the Agreement by either
party hereto shall take place by giving a 30-day written
notice.

IX. MISCELLANEQOUS

Section 18. 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 19. The parties agree that after the end of the
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IX. RUZNE

Odstavec 18. Zadna ze stran nesmi postoupit Zadnéa své
prava anebo zavazky vztahujici se k této smlouvé zadné
tieti stran¢ bez predchoziho pisemného souhlasu druhé
strany.

Odstavec 19. Smluvni strany se dohodly, ze SMLUVNI
STRANA poskytne ZDRAVOTNICKEMU ZARIZENI
po ukonceni klinického hodnoceni seznam publikaci
vztahujicich se k vysledkiim této studie.

Odstavec 20. SMLUVNI STRANA a ZKOUSEJICI
prohlasuji, Ze mezi sebou neuzaviou zadny pravni vztah
bez ohledu na to, zda se vztahuje k této studii, aniz by s
tim ZDRAVOTNICKE ZARIZENI vyjadiilo souhlas.
Smluvni strany timto prohlasuji, Zze z jejich strany
neexistuje zadny stfet z4jmi financni ¢i nefinancni
povahy, ktery by branil fadné realizaci studie v souladu s
obecn¢ platnymi predpisy a regulacnimi pozadavky
(zejména se spravnou klinickou praxi).

Odsvt{alvec 21, Sdeleni urcena ZDRAVOTNICKEMU
ZARIZENI:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17. listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Telefon: (+420) 59 737 2516
Fax: (+420) 59 691 7340

Odstavec 22. Tato smlouva se fidi a je vykladana v
souladu s pravnimi pfedpisy Ceské republiky.

Odstavec 23. Jakékoli spory, neshody nebo néaroky
vzniklé na zakladé této smlouvy nebo ve spojitosti S ni,
které neni mozné urovnat vzajemnou dohodou smluvnich
stran, budou feSeny prostiednictvim pfislusného soudu
Ceské republiky.

clinical trial, the CONTRACTING PARTY shall provide
to the INSTITUTION a list of publications related to the
results of the study.

Section 20. The CONTRACTING PARTY and the
INVESTIGATOR declare that they shall not enter into
any legal relationship between themselves regardless of
whether it concerns this study or not, without the
INSTITUTION expressing its consent to it. The parties
hereby declare that there is no conflict of interest on their
part of a financial or non-financial nature, which would
hinder the proper implementation of the study in
accordance with generally applicable regulations and
regulatory requirements (especially with good clinical
practice).

Section 21. Information for the INSTITUTION:
Fakultni nemocnice Ostrava

Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba

Czech Republic

Phone No.: (+420) 59 737 2516

Fax: (+420) 59 691 7340

Section 22. This Agreement is governed and construed in
accordance with the laws of the Czech Republic.

Section 23. Any disputes, disagreements or claims
arising out of or in relation to this Agreement, which
cannot be settled by mutual agreement between the
parties, shall be settled through the competent court of
the Czech Republic.

Section 24. This Agreement is written in three copies in
Czech and English. In the event of a conflict between the
two language versions, the Czech version of the
Agreement shall prevail.

Section 25. The parties hereby acknowledge and agree
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Odstavec 24. Tato smlouva je sepsana ve tfech
vyhotovenich v ¢eském a anglickém jazyce. V ptipade
rozporu obou jazykovych verzi je rozhodujici ¢eské znéni
smlouvy.

Odstavec 25. Smluvni strany timto berou na védomi a
souhlasi, z¢ ZDRAVOTNICKE ZARIZENI je povinno
zvetejnit tuto smlouvu a jeji ptipadné dodatky v souladu
se zakonem ¢. 340/2015 Sb., o registru smluv.
ZKOUSEIJICI souhlasi se zvefejnénim svého jména v
souvislosti s touto smlouvou na portale veiejné spravy v
souladu se zdkonem o registru smluv.

ZA SMLUVNI STRANU:

Datum:

ZA ZDRAVOTNICKE ZARIZENI:

Datum:

ZKOUSEIJICI:

Datum:

that the INSTITUTION is obliged to disclose this
Agreement and its possible amendments in accordance
with Act No. 340/2015 Coll. on the Register of Contracts.
The INVESTIGATOR agrees with the publishing of his
name in connection with this Agreement on the public
administration portal in accordance with the Act on the
Register of Contracts.

FOR CONTRACTING PARTY:

Date:

FOR INSTITUTION:

Date:

INVESTIGATOR:

Date:




