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OBSERVATIONAL STUDY AGREEMENT
- INSTITUTION

“ANTICIPATE X” Study

Between:

CEPHEID Europe, SAS with a capital of 37,500 euros,
SIRET 444404941 00023, with registered office at Vira
Solelh, 81470 Maurens-Scopont, France, represented
by acting in the capacity of

, authorised to sign for the purposes of this
contract,

Hereinafter referred to as the “SPONSOR”
Having authorised

AXONAL, a Société par Actions Simplifiée [simplified
joint-stock company], with a capital of 100,450 euros,
registered in the Nanterre Trade and Companies
Register under number B 350 242 590, with registered
office at 215 avenue Georges Clemenceau 92024
Nanterre Cedex, to sign this agreement on its behalf,

AXONAL being represented by Mr :in the
capacity of |

Hereinafter referred to as “AXONAL”
And:

The Institution: Motol University Hospital Praha,
situated at V Uvalu 84, 150 06 Praha 5, Czech Republic,
ICO/CIN: 00064203
DIC/ EU VAT No.: CZ00064203, represented by .

, duly authorised for
the purposes hereof

Hereinafter referred to as the “Institution”
in the presence of Doctor/Professor :
Hereinafter referred to as “the Investigator”
Who will perfrom his health service provider’s activities

at the professional facility
Urologicka klinika 2. LF UK a FN Motol

Hereinafter referred to as “the site”.

1 kopie se zasle spolecnosti AXONAL
1 kopie pro potreby zdravotnického zafizeni
1 kopie pro potreby zkousejiciho

SMLOUVA O OBSERVACNI STUDII
S POSKYTOVATELEM ZDRAVOTNICH SLUZEB

Studie ,,ANTICIPATE X“
Mezi:

spolec¢nosti CEPHEID Europe, SAS s kapitalem 37 500 EUR, SIRET
444404941 00023, se sidlem na adrese Vira Solelh, 81470
Maurens-Scopont, Francie, zastoupenou }
jednajici z pozice ', S opravnénim
podepisovat pro ucely této smlouvy,

dale jen jako ,, ZADAVATEL",

ktera povérila

spolecnost AXONAL, Société par Actions Simplifiée [zjednodusSena
akciova spolecnost], s kapitalem ve vysi 100 450 EUR, zapsanou v
obchodnim rejstfiku v Nanterre pod cislem B 350 242 590, se
sidlem na adrese 215 avenue Georges Clemenceau 92024
Nanterre Cedex, aby podepsala tuto smlouvu jejim jménem;
spolecnost AXONAL zastupuje pan ve funkci

dale jen jako ,,AXONAL”
a:
poskytovatelem zdravotnich sluzeb: Fakultni nemocnice
v Motole,se sidlem na adrese V Uvalu 84, 150 06 Praha 5, Ceska
republika, ICO: 00064203,
DIC: CZ00064203, zastoupenou
, fadné opravnénym pro ucely této smlouvy,

dale jen jako , poskytovatel zdravotnich sluzeb”

za Ucasti lékaFe/profesora :

dale jen jako ,zkousejici”,

Ktery bude vykonavat ¢innost u Poskytovatele zdravotnich sluzeb
na pracovisti:
Urologicka klinika 2. LF UK a FN Motol(dale je jako ,pracovisté”)
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WHEREAS:

The SPONSOR wishes to conduct an observational
study entitled “Evaluation of the Xpert® Bladder
Cancer Monitor Assay compared to cystoscopy for the
follow-up of patients with a history of low or
intermediate risk non-muscle-invasive bladder cancer
(NMIBC): an observational prospective international
multicenter study (ANTICIPATE-X study)” (hereinafter
referred to as the “Study").

The SPONSOR has concluded a contract for the
provision of services with AXONAL for the setting up,
management and logistical monitoring of the Study.

In this connection, CEPHEID has approached the
Institution in order to agree on the services that might
be entrusted to it in relation to the Study.

The Institution declares that it has the knowledge,
experience and the human and material resources to
provide those services in accordance with the scientific
protocol for the referenced Study “Evaluation of the
Xpert® Bladder Cancer Monitor Assay compared to
cystoscopy for the follow-up of patients with a history
of low or intermediate risk non-muscle-invasive
bladder cancer (NMIBC): an observational prospective
international multicenter study (ANTICIPATE-X study/
IDRCB n°2017-A02026-47)” and appearing in Annex 1
(hereinafter the “Protocol”), which the Institution has
received and of which it has taken due note.

NOW THEREFORE, IT IS AGREED AS FOLLOWS:

ARTICLE 1 - PURPOSE

The purpose of this agreement is the performance of
the Study in accordance with the Protocol and with the
legal and regulatory provisions by the Institution, under
the responsibility of the Investigator, who undertake to
do so under the terms, in particular the remuneration
of the Institution, and conditions set forth hereinafter.

ARTICLE 2 — CONDITIONS OF PERFORMANCE OF THE
WORK

The Institution shall ensure that the Investigator
conducts the Study in accordance with (a) the Protocol,
the text of which forms an integral part of this
agreement, (b) current Good Clinical Practices (“GCP”)
as set outin the ICH Guidelines (CPMP/ICH/135/95) and
Decree No. 226/2008 Coll., on Good Clinical Practices
and detailed conditions for the clinical investigation of
medicinal products, (c) any reasonable instructions
given by the Sponsor and prescriptions governing the
administration of the Study device used in the

VZHLEDEM K TOMU, ZE:

ZADAVATEL si preje provést observacni studii nazvanou
»Vyhodnoceni testu Xpert® Bladder Cancer Monitor Assay ve
srovnani s cystoskopii pfi sledovani pacientli s nizkym nebo
stfednim rizikem rakoviny mocového méchyre bez invaze do
svali (NMIBC): observacni, prospektivni, mezinarodni,
multicentrickda studie (studie ANTICIPATE-X)“ (dale jen jako
,studie®)

ZADAVATEL uzavrel smlouvu o poskytovani sluzeb se spolecnosti
AXONAL za ucelem zahdjeni, fizeni a logistického sledovani
studie.

V této souvislosti spolecnost CEPHEID pozadala Poskytovatele
zdravotnich sluzeb, zda by souhlasilo s poskytnutim sluzeb, které
by mu byly svéfeny v souvislosti se studii.

Poskytovatel zdravotnich sluZzeb prohlasuje, Ze disponuje
znalostmi, zkusenostmi, lidskymi i materialnimi zdroji potfebnymi
k poskytnuti téchto sluzeb v souladu s védeckym protokolem
zminéné studie ,Vyhodnoceni testu Xpert® Bladder Cancer
Monitor Assay ve srovnani s cystoskopii pfi sledovani pacientti s
nizkym nebo stfednim rizikem rakoviny mocového méchyre bez
invaze do svalti (NMIBC): observaéni, prospektivni, mezinarodni,
multicentrickd studie (studie ANTICIPATE-X/ IDRCB n°2017-
A02026-47)“ uvedenych v priloze 1 (dale jen jako ,protokol“),
ktery Poskytovatel zdravotnich sluzeb obdrzel a vzalo fadné na
védomi.

V NAVAZNOSTI BYLO DOSAZENO NASLEDUJICi DOHODY:

CLANEK 1 - UCEL

Tato smlouva je wuzaviena za ucelem provedeni studie
Poskytovatelem zdravotnich sluzebv souladu s protokolem a
zakonnymi a regulatornimi pozadavky. Odpovédnost za provedeni
ponese zkousejici, ktery se zavazuje k dodrZovani téchto
podminek upravujicich zejména odménu Poskytovateli
zdravotnich sluzeb a dalSich nize uvedenych podminek.

CLANEK 2 — PODMINKY PROVADENI PRACI

Poskytovatel zdravotnich sluzeb zajisti, aby zkousejici provadél
studii v souladu s (a) protokolem, jehoZz znéni tvofi nedilnou
soucast této smlouvy, (b) platnou spravnou klinickou praxi (,SKP“)
uvedenou v pokynech ICH (CPMP/ICH/135/95) a vyhlaskou ¢. €.
226/2008 Sh., o spravné klinické praxi a blizSich podminkach
klinického hodnoceni lécivych pripravkd, (c) vSemi pfimérenymi
pokyny zadavatele a predpisy upravujicimi pouziti hodnoceného
prostfedku v klinickém hodnoceni, mj. zdkonem ¢. 268/2014 Sb.,
o zdravotnickych prostfedcich a o0 zméné zakona ¢. 634/2004 Sb.,
o spravnich poplatcich, ve znéni pozdéjsich predpist, zakonem ¢.
372/2011 Sb., o zdravotnich sluzbidch a podminkach jejich
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trial,among others, the Act No. 268/2014 Coll., on
medical devices and amendment of Act No. 634/2004
Coll.,, on Administrative Fees, as amended, Act No.
372/2011 Coll., on health services and the conditions
for their provision (Health Services Act), as amended,
and (d) with any other applicable laws and regulations,
including EU legislation and international regulations
that are part of the Czech legal order. The
Institution shall also ensure that the agreed timeframes
for the performance of the services are strictly
observed.

In the performance of the Study, the Institution
undertakes in particular to ensure that the Investigator
carries out the following tasks:

- Screening patients according to the criteria defined
in the Protocol

- Explaining the Study procedures to each patient,
giving them an information sheet and obtaining their
consent in accordance with the applicable regulations

Following the methodological instructions provided in
in the Medical Device instructions for use (Annex 3)

- Completing for each patient all items of the case
report form according to the information contained in
the patient’s medical file and collected during visits

- Responding within a maximum period of 10
working days to requests for clarification generated by
the Study data manager

- If applicable, responding to an appeal for correction
to complete missing data or correct incoherent data

- Agreeing to respond to AXONAL assistance or to
contact it if necessary

- If applicable, responding to quality control visits

- If applicable, responding to a quality assurance
audit.

Mutual rights and responsibilities of the Investigator
and the Sponsor are the subject of a separate
agreement. The Study will be conducted by the Study
staff consisting of the Institution employees and
appointed to conducting the Study by the Investigator
with the Sponsor's consent (the "Study Staff'). Exclusive
responsibility for acts or omissions of the Study Staff
related to the Study bears with the Investigator. It is the
Institution as well as the Investigator explicitly clear
that no subcontracting is allowed, and all tests etc. will
be conducted on and by the Institution and the
Investigator in question.

The Institution declares and certifies to its best
knowledge that the Investigator and any staff assigned
to work on the Study have the necessary qualifications,
skills and experience, and other resources necessary for
carrying out the Study in a timely and professional
manner. The Institution acknowledges duty of the
Investigator to devote sufficient time to the conduct of

poskytovani (zakon o zdravotnich sluzbach), ve znéni pozdé;jsich
predpisu a (d) dalsimi platnymi zakony a predpisy, v€etné pravnich
predpisi EU a mezinarodnich predpisl, které jsou soucasti
pravniho ¥adu Ceské republiky. Poskytovatel zdravotnich sluzeb
rovnéz zajisti, aby byly presné dodrzeny ¢asové ramce poskytnuti
sluzeb.

PFi provadéni studie se Poskytovatel zdravotnich sluzeb zavazuje,
Ze zajisti, aby zkousejici proved| zejména tyto Cinnosti:

- Screening pacientl podle kritérii stanovenych v protokolu

- Vysvétleni postupl studie kazdému pacientovi s predloZzenim
informaci pro pacienta a formulare informovaného souhlasu a
ziskanim jejich souhlasu v souladu s platnymi predpisy

Dodrzovani metodickych pokynd uvedenych v pokynech pro
pouziti (priloha 3) ke zdravotnickému prostfedku

- Vyplnéni vSech polozek v zdznamu subjektu hodnoceni u
kazdého pacienta v souladu s informacemi uvedenymi ve
zdravotni dokumentaci pacienta a ziskanymi béhem navstév

- Zaslani odpovédi na Zadosti o objasnéni ze strany manazera
pro data ze studie ve IhGté maximalné 10 pracovnich dnl
- V pripadé potreby odpovéd na Zadost o doplnéni chybéjicich
udajli nebo opraveni nekoherentnich udaj
- Souhlas s reakci na pomoc ze strany spolecnosti AXONAL nebo
ji v pfipadé potreby kontaktovat
-V pripadé potreby reagovat na navstévy k fizeni kvality

-V pripadé potreby reagovat na audit k zajisténi kvality

Vzadjemna prdva a povinnosti zkousejictho a zadavatele jsou
predmétem samostatné smlouvy, ve které je téZ upravena
odmeéna pro zkousejiciho. Studii bude provadét tym studie slozeny
ze zaméstnancl Poskytovatele zdravotnich sluzeb jmenovanych k
provadéni studie zkousejicim se souhlasem zadavatele (dale jen
,tym studie”). Vylu¢nou odpovédnost za jednani nebo opominuti
tymu studie v souvislosti se studii nese zkousejici. Poskytovatel
zdravotnich sluzeb a zkousejici berou explicitné na védomi, Ze je
zakdzano nechat Cinnosti v ramci studie provadét
subdodavatelsky a Ze vSechna vysetreni atd. budou provadéna u
Poskytovatele zdravotnich sluzeb a danym zkousejicim.

Poskytovatel zdravotnich sluzeb prohlasuje a potvrzuje dle svého
nejlepsiho védomi, Ze zkousejici a personal pridéleny k provadéni
¢innosti v ramci studie maji nezbytnou kvalifikaci, dovednosti a
zkuSenosti a dalsi zdroje potfebné k provedeni studie véas a
odbornym zplisobem. Poskytovatel zdravotnich sluzeb bere na
védomi povinnost zkousejiciho zajistit, Ze zkousejici pfi vykonu
svych dalSich odbornych cinnosti vénuje provadéni studie
dostatek casu.

Za pfimy dohled na kterymkoliv ¢lenem tymu studie pfidélenym k
provadeéni ¢innosti v ramci studie a za prisné dodrzovani podminek
této smlouvy touto osobou nese vylucnou odpovédnost
zkousejici.

Timto je stanoveno, Ze Poskytovatel zdravotnich sluzeb bere na
védomi povinnost zkousejiciho, aby vykonaval ¢innosti v nejvyssi
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the Study while at the same time carrying out his other
professional activities.

The Investigator shall alone be responsible for the
direct supervision of any other member of staff
assigned to work on any part of the Study and for the
strict observance by that person of the terms of this
agreement.

It is hereby stipulated that the
Institution acknowledges duty of the Investigator to
maintain and perform his task with the highest degree
of professional independence, and that his
participation in the Study is not subject to any
obligation to prescribe or recommend any product
marketed by the SPONSOR.

The Institution acknowledges duty of the Investigator
to keep AXONAL/CEPHEID regularly informed of any
event affecting or likely to affect the smooth running of
that work or of the Study.

The Institution acknowledges duty of the Investigator
to fulfil the legal and regulatory obligations of
pharmacovigilance incumbent upon all healthcare
professionals.

The Institution acknowledges duty of the Investigator
to report any adverse effect likely to be caused by a
medicinal product as quickly as possible (within 24
hours for any serious adverse effect or event and within
48 hours for all other cases) to the competent authority
State Institute for Drug Control or to the marketing
authorisation (MA) holder of the medicinal product in
question.

In the case of a medicinal product of the Sponsor, the
Investigator shall send the report to the
Pharmacovigilance Department by fax to +33 (0)825 74
14 40 or by email to Anticipate-X-PV@axonal.com

The Institution and the Investigator undertake to make
themselves available:

- to receive on the agreed dates the clinical
research associates, who are bound by the
obligation of professional secrecy, acting for
Axonal, to carry out any quality control visits,
if applicable, but such controls must be
arranged at least 3 days in advance and must
not interfere with the normal course of the
Institution

- for audits carried out by the competent
administrative authorities including relevant
foreign authorities to verify the application of
regulatory procedures and requirements,
compliance with the Protocol and the accuracy
of data entered in case report forms, in
particular permitting direct access to source

mozné mire nezavisle a aby jeho uUcast na studii nepodléhala
zavazku predepisovat nebo doporucovat jakykoliv produkt
prodavany ZADAVATELEM.

Poskytovatel zdravotnich sluzeb bere na védomi povinnost
zkousejiciho, aby  pravidelné informoval spolecnosti
AXONAL/CEPHEID o kaidé udalosti  ovliviiujici nebo
pravdépodobné ovliviiujici hladky pribéh ¢innosti nebo studie.

Poskytovatel zdravotnich sluzeb bere na védomi povinnost
zkousejictho , aby postupoval v souladu se zakonnymi a
regulatornimi zdvazky farmakovigilance vztahujici se na vSechny
zdravotnické pracovniky.

Poskytovatel zdravotnich sluzeb bere na védomi povinnost
zkousejictho , aby zkousejici co nejrychleji hlasil vsechny
nezadouci prihody pravdépodobné zplsobené zdravotnim
prostfedkem (ve Ihaté 24 hodin v pripadé zavaznych nezadoucich
pfihod a ve Ihaté 48 hodin ve vSech ostatnich pripadech)
prislusnému uUradu, tj. Statnimu Uradu pro kontrolu léciv, nebo
drziteli registrace daného lécivého prostredku.

V pripadé zdravotniho prostredku zadavatele je zkousejici povinen
zaslat oznameni na oddéleni farmakovigilance faxem na Cislo +33
(0)825 74 14 40 nebo e-mailem na Anticipate-X-PV@axonal.com

Poskytovatel zdravotnich sluzeb a zkousejici se zavazuji, Ze budou

k dispozici:
-k pfijeti klinickych vyzkumnych pracovnikd, ktefi jsou
vazani zavazky profesni mlcenlivosti, jednajicich jménem
spolecnosti Axonal, pokud si budou v dohodnutych
terminech prat provést navstévy ke kontrole kvality,
takové kontroly musi byt vSak domluveny alespon 3 dny
predem a nesmi ji byt narusen bézny chod Poskytovatele
zdravotnich sluzeb,

-k provedeni auditll ze strany pfislusnych spravnich
organll, a to vcetné pfrislusnych zahrani¢nich urada,k
ovéreni uplatnovani kontrolnich postupl a pozadavk,
dodrZovani protokolu a presnosti Udaja zadanych do
zaznamU subjektu hodnoceni, a zejména jim umoznit
primy pristup ke zdrojovym dokumentiim, a to v mezich
pfislusnych pravnich predpisu.

Poskytovatel zdravotnich sluzeb a zkousejici se zavazuji zajistit
prisné dodrzovani protokolu, ktery stanovy cil a technické aspekty
provadeéni studie i jeji pravni rdmec, a jednat v souladu s platnou
legislativou. Poskytovatel zdravotnich sluZzeb bere na védomi
povinnost zkousejiciho , aby zkousejici po dobu trvani studie mél
povoleni jakékoliv povahy opraviujici ho k provadéni cinnosti,
které jsou predmétem této smlouvy.
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documents, within the limits of the relevant
legislation.

The Institution and the Investigator undertake to
ensure strict compliance with the Protocol, which
specifies the objective and the technical aspects of the
performance of the Study as well as its legal framework,
and to act in accordance with the legislation in force. In
particular, the Institution acknowledges duty of the
Investigator for the duration of the Study, to have
authorisations, whatever the nature thereof, enabling
him to carry out the work which is the subject of this
agreement.

ARTICLE 3 — FEES

The fees of the Institution in respect of the work which
is the subject of this agreement, and of the transfer by
the Institution to the SPONSOR of the rights to the
results of the Study, shall be payable by the SPONSOR
and will be, in accordance with the legislation in force.
They shall be paid to the Institution by name, to the
exclusion of any other beneficiary, including the
Investigator.

By mutual agreement between the parties, the total
provisional net sum of such fees has been valued at

per completed
evaluable case study conductedin'accordance with the
requirements of the Protocol.

This sum can be broken down as follows:

These fees include Investigator’s time for patient
selection and data collection from all examinations
requested by the protocol. All examinations will be
done according to the hospital routine practice
(reimbursed by health insurance companies) and will
be not paid by the sponsor. However, if the hospital/PI
find exams not done routinely, overhead costs can be
paid by the sponsor.

These sums are understood to be exclusive of tax, and
the Institution shall be responsible for the invoicing of
VAT if applicable, depending on the taxation system to
which it is subject.

The estimated remuneration for services provided
under this agreement is 6825 EUR.

The expected duration of the clinical trial is from

CLANEK 3 - PLATBY

Platby pro Poskytovatele zdravotnich sluzeb za Cinnosti, které jsou
predmétem této smlouvy, a za pfevod prav k vysledkim studie od
Poskytovatele zdravotnich sluzeb na ZADAVATELE uhradi
ZADAVATEL v souladu s platnou legislativou. Platby budou
poukdzany jmenovité Poskytovateli zdravotnich sluzeb s
vyloucenim jiného prijemce vcéetné zkousejiciho.

Na zakladé vzajemné dohody stran je predbézna celkova Cista
Castka takovych plateb stanovena na

1 ukonceny hodnotitelny pripad, u néhoz bylo
postupovano v souladu s protokolem.

Tato Castka zahrnuje nasledujici:

Tyto platby pokryvaiji Cas zkousejiciho vynalozeny k vybéru
pacientll a shromazdéni udajli ze vSech vysetreni pozadovanych
protokolem. VSechna vysetfeni budou provedena v souladu s
rutinni praxi Poskytovatele zdravotnich sluzeb (hrazenou
zdravotnimi pojistovnami) a nebudou hrazena zadavatelem.
Avsak pokud Poskytovatel zdravotnich sluzeb/hlavni zkousejici
poukazi na vysetreni, které se rutinné neprovadi, miZe zadavatel
uhradit rezijni naklady.

Tyto ¢astky nezahrnuji dan a v pripadé potreby je za vyfakturovani
DPH odpovédny Poskytovatel zdravotnich sluzeb, a to v zavislosti
na danovém radu, jehoz je rezidentem.

Predpokladand vyse odmény za poskytnuté sluzby dle této
smlouvy ¢ini 6825... EUR.

Prepokladana doba trvani klinického hodnoceni je od
Odhaduje se, Ze ve studii bude hodnoceno pacientd. Cislo je

pouze indikativni povahy a mlze byt zvySeno ¢i snizeno béhem
projektu.
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The estimated number of case studies is patients.
This figure is given as an indication only and may be
revised upwards or downwards as the project
progresses.

Subject to the foregoing, payment shall take place in
proportion to the completed and usable case studies
actually conducted in accordance with the
requirements of the Protocol, and on presentation of
an invoice addressed to AXONAL, following receipt by
AXONAL of the case studies duly completed and
presented legibly in such a way that they can be used
without further processing. The Institution shall be
responsible for paying any remuneration due to any
third party to whom it has entrusted the provision of
certain services (e.g. entry of data in the case report
form).

Payment of these fees will be made by banker’s draft at
thirty (30) days following receipt of the invoice.

Billing documentation and any notifications to the
Insitution will be sent to:

Fakultni nemocnice v Motole

Vice-director for LPP

V Uvalu 84, 150 06, Praha 5

In the event of termination of this agreement,
howsoever caused, the Institution will receive a sum in
respect of the completed and usable case studies
actually conducted by the Investigator in accordance
with the requirements of the Protocol on the date of
termination.

As a consequence of such termination the provisions
hereunder may have to be re-examined by the parties,
in particular the remuneration due to the Institution.
This re-examination could give rise to the addition of
new provisions or amendments to this agreement.

Itis hereby stipulated that, by virtue on no account shall
the sums paid to the Institution permit healthcare
professionals, in particular the Investigator, to derive
advantages which they are prohibited from receiving
directly or indirectly. Given the scientific interest of this
research for the interested party, it should be noted
that the Investigator shall not derive any advantage by
virtue of this agreement. The Institutionand the
Investigator expressly declare that they hold the
SPONSOR harmless in the event of failure to comply
with the provisions set forth in the preceding paragraph
and undertake jointly and severally to indemnify the
SPONSOR against the consequences of any claims
arising therefrom.

V souladu s vySe uvedenym bude platba vyplacena pomérné k
ukoncenym a vyuzitelnym pripaddm, které jsou v souladu s
pozadavky protokolu, a na zakladé predlozeni faktury adresované
spolecnosti AXONAL poté, co spolecnost AXONAL obdrzi fadné
ukoncené pripady v Citelné podobé, které lze pouzit bez dalsiho
zpracovani. Poskytovatel zdravotnich sluzeb bude odpovédny za
vyplacené odmeény splatné jakékoliv tieti strané, kterou povérila
poskytnutim urcitych sluzeb (napt. zadani udaji do zaznamu
subjektu hodnoceni).

Uhrada téchto plateb probéhne bankovnim prevodem ve Ihité
tficeti (30) dnl od doruceni faktury.

Podklady pro fakturaci a veskera oznameni Poskytovateli
zdravotnich sluzeb budou zaslana:

Fakultni nemocnice v Motole

sekretariat naméstka pro LPP

V Uvalu 84, 150 06, Praha 5

kontaktni osoba:

V pripadé ukonceni této smlouvy bez ohledu na jeho dlvod
Poskytovatel zdravotnich sluzeb obdrzi ¢astku za radné vyplnéné
a zadavatelem schvdlené zaznamy subjektd hodnoceni
zpracované zkousejicim v souladu s pozadavky protokolu k datu
ukonceni.

V disledku takového ukonceni je mozné, ze dojde k prezkumu
ustanoveni této smlouvy stranami, zejména ustanoveni o odméné
zdravotnickému zatizeni. Z prezkumu mohou vyplynout nova
ustanoveni nebo dodatky k této smlouvé.

Timto se stanovi, Ze v Zadném piipadé nesmi Castky vyplacené
Poskytovateli zdravotnich sluzeb umoznit zdravotnickym
pracovniklim, zejména zkousejicimu, ziskat vyhody, které jsou jim
pfimo nebo neptimo zakazany. S ohledem na védecky ucel tohoto
vyzkumu pro dotcenou stranu, je tfeba poznamenat, Ze zkousejici
by z povahy smlouvy nemél ziskat Zddnou vyhodu. Poskytovatel
zdravotnich sluzeb a zkousejici vyslovné prohlasuji, Ze zbavi
ZADAVATELE odpovédnosti v pripadé, Ze nedodrzi ustanoveni
predchoziho odstavce, a zavazuji se spolecné a nerozdilné chranit
ZADAVATELE pred nasledky z toho vzniklych naroka.
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ARTICLE 3A - INSURANCE, DAMAGES

No insurance cover and no liabilities falling to the
Sponsor are applicable for this Study. As part of the
DANAHER group, the Sponsor has relevant capital and
product liability insurance coverage in case of any
possible indemnity claims. Patient sample collection is
done according to standard of care of the Hospital and
the patient will never be in contact with the medical
device during all the study process. In case of any claim
or proceeding in respect of personal injury made or
brought against the hospital by a Clinical Investigation
Subject, no liability could fall to the Sponsor and the
sponsor will not indemnify any subject, neither the
Hospital, or any of its servants, Agents or employees.

In no event shall any Party be liable to the other for
special, incidental or consequential damages arising
under or as a result of this Agreement (or termination
thereof), including, but not limited to, the loss of
prospective profits or on account of expenses,
investments, or commitments in connection with the
business or goodwill or otherwise.

ARTICLE 4 — TERM — EARLY TERMINATION

This agreement shall come into effect as of the date of
signature of the last contracting party with effective
date of its publication in the register of contracts. This
agreement is made for the entire duration of the Study.

The Contracting Parties agree to the publication of a
contract by the Institution in order to fulfil their
obligations by a valid and effective legal regulations, in
particular by Act No. 340/2015 Coll., on the Register of
Contracts, as amended, as well as by the regulations
and decisions of the Ministry of Health of the Czech
Republic. The agreement will not disclose the personal
data of persons not publicly available in the public
register, confidential information according to this
contract, and the business secrets that the contracting
parties negotiate in accordance with § 504 of the Civil
Code as follows: (Recommendation: protocol and study
design , the detailed budget, the number of study
subjects and their remuneration, the duration of the
study, detailed information on the insurance of the
sponsor.) For the purpose of the publication of this
contract within the meaning of this paragraph, the
SPONSOR shall provide the Institution with a revised
version of the contract in a machine-readable format.
(ideally in .pdf)

The contract of the contract will be published by the
Institution and the Institution shall inform the
SPONSOR of the following:anticipate-x@axonal.com.

CLANEK 3A — POJISTENI, ODSKODNENI

Pro tuto studii neni mozné uplatnit Zadné pojistné kryti ani zadné
zavazky vici Zadavateli. Jako soucdst skupiny DANAHER ma
Zadavatel v pripadé pripadnych narokll na ndahradu Skody
odpovidajici pojisténi odpovédnosti za Skodu na kapitdlu a
odpovédnost za vyrobek. Sbér vzorek pacienta se provadi podle
standardni péce v nemocnici a pacient nebude béhem celého
studijniho procesu v zadném kontaktu se zdravotnickym
prostiredkem. V pripadé jakéhokoli naroku nebo Fizeni tykajiciho
se osobniho urazu, ktery byl proveden nebo podan vici
Poskytovateli  zdravotnich  sluzeb  klinicky vySetfovanym
subjektem, Zadavateli nevznika Zadna odpovédnost a Zadavatel
neodskodni zadny subjekt, ani Poskytovatele zdravotnich sluzeb,
ani zadného z jeho zaméstnancll nebo agent(.

V Zzadném pripadé nebude Zadna ze stran odpovédna vici druhé
strané za zvlastni, ndhodné nebo nasledné skody vzniklé na
zakladé této Smlouvy (nebo jejiho ukonceni), véetné, nikoli vsak
vyluéné, ztraty budoucich ziskl nebo z ddvodu vydaju, investic
nebo zavazk( v souvislosti s podnikanim nebo goodwill nebo jinak.

CLANEK 4 — DELKA TRVANi — PREDCASNE UKONCENI

Tato smlouva se stava platnou dnem podpisu posledni smluvni
stranou a u¢innou dnem zverejnéni v registru smluv. Tato smlouva
je uzavrena na celou dobu trvani studie.

Smluvni strany souhlasi s uverejnénim smlouvy Poskytovatelem
zdravotnich sluzeb za ucelem splnéni povinnosti ulozenych mu
platnou a ucinnou pravni Upravou, a to zejména zakonem ¢.
340/2015 Sb., o registru smluv, ve znéni pozdéjsich predpisu, a
dale pokyny a rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky. Ve smlouvé nebudou zverejnény osobni Udaje fyzickych
osob, které nejsou verejné dostupné ve verejném rejstriku,
divérné informace dle této smlouvy a dale pak obchodni
tajemstvi, které si smluvni strany sjednavajici ve smyslu ust. § 504
obcanského zakoniku takto: (doporuceni: protokol a design studie,
detailni rozpocet, pocet subjektil hodnoceni a jejich odmériovani,
délka trvdni studie, detailni informace o pojisténi zadavatele.) Za
ucelem zverejnéni této smlouvy ve smyslu tohoto odstavce

poskytne  ZADAVATEL Poskytovateli zdravotnich  sluzeb
revidovanou verzi smlouvy ve strojoveé Citelném formatu. (idealné
v .pdf)

Uverejnéni smlouvy v registru smluv provede Poskytovatel
zdravotnich sluzeb, a o zverejnéni bude Zadavatele
informovat:anticipate-x@axonal.com.

ZADAVATEL bere na védomi, Ze poskytovatel zdravotnich sluzeb
jakoZto statni prispévkova organizace, je povinna na dotaz treti
osoby poskytnout informace podle zakona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni pozdéjsich predpisl
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The SPONSOR acknowledges that the Institution as a
state contributory organization is obliged to provide
information on the request of a third party pursuant to
Act No. 106/1999 Coll., on Free Access to Information,
as amended.

This agreement shall not be tacitly renewable, and shall
only be extended by means of a written addendum.

Furthermore, this agreement may be cancelled
automatically by one of the parties in the event of non-
performance by the other party of one or more of its
contractual obligations. The cancellation shall enter
into effect fifteen (15) days after dispatch cancellation
of the agreement by the complainant party of a
registered letter with advice of delivery setting out the
reasons for the complaint/cancellation, unless during
that period the defaulting party has fulfilled its
obligations or has provided proof of having been
prevented from doing so following a case of force
majeure. Initially, cases of force majeure will result in
the suspension of performance of the contract.

The exercise of this right of cancellation shall not
release the defaulting party from fulfilling the
obligations contracted up to the date of effect of the
cancellation.

The SPONSOR may interrupt or terminate the Study at
any time if ordered to do so by a competent authority.
In that case, the fees will be paid to the Institution in
proportion to the work carried out up to the date of
termination.

ARTICLE 5 — CONFIDENTIALITY

The Institution and the Investigator undertake to
observe, vis-a-vis third parties, absolute professional
secrecy, throughout the term of this agreement and
until the confidential data enter the public domain,
regarding all information communicated to them or of
which they are made aware, even by chance, on the
occasion of or as a result of the performance of this
agreement, and for which they do not have the
SPONSOR’s express written authorisation to disclose.
The following, in particular, are considered
confidential: the Protocol, the case report form, the
Study file and the Study results.

the Institution and the Investigator may, without the
SPONSOR'’s agreement, give information on the Study
to the Ministry for health, doctor public health
inspectors, pharmacist public health inspectors, and
the Director-General and inspectors of the State

Tuto smlouvu neni mozné micky prodlouzit. Jeji prodlouzeni je
mozné pouze pisemnym dodatkem.

K ukonceni této smlouvy mlze rovnéz dojit automaticky v pfipadé,
Ze jedna strana neplni své smluvni zavazky. Zruseni smlouvy se
stane ucinné patnact (15) dn(l poté, co stéZovatel odesle vypovéd
smlouvy prostfednictvim doporuceného dopisu s dorucenkou
uvadéjici dlvody vypovédi, pokud béhem tohoto obdobi strana
porusujici zavazky nesplni své povinnosti nebo nepredlozi dikazy,
Ze je nemohla plnit z divodu pUsobeni vyssi moci. Pripady vyssi
moci nejprve povedou k pozastaveni plnéni smlouvy.

Uplatnéni tohoto prdva na zruseni nezbavi stranu v prodleni
povinnosti plnit zavazky smluvené az do data ucinnosti zruseni.

ZADAVATEL je oprdvnén prerusit nebo ukondit studii kdykoliv,
pokud tak natidi prislusny urad. V takovém pripadé budou platby
Poskytovateli zdravotnich sluzeb vyplaceny v poméru k ikonim jiz
vykonanym do data ukonceni.

CLANEK 5 - ZACHOVANI MLCENLIVOSTI

Poskytovatel zdravotnich sluzeb a zkousSejici se v0ci tretim
stranam zavazuji zachovavat micenlivost (absolutni profesni
tajemstvi) po celou dobu platnosti této smlouvy a az do okamziku,
kdy se divérné udaje stanou verejnymi, a to ve vztahu ke vSem
informacim jim sdélenym nebo ziskanym, i ndhodné, pri plnéni
nebo v disledku plnéni této smlouvy, a k nimZz nemaji vyslovny
pisemny souhlas ZADAVATELE k jejich zverejnéni. Za dlvérné se
povazuji zejména tyto Udaje: protokol, zaznam subjektu
hodnoceni, slozka s dokumentaci o studii a vysledky studie.

Poskytovatel zdravotnich sluzeb a zkousejici jsou vSak opravnéni,
bez souhlasu ZADAVATELE, poskytnout informace o studii
ministerstvu zdravotnictvi, inspektorlim dohledu nad lékafi,
inspektordm dohledu nad lékarniky, generdinimu rediteli a
inspektordm Statniho Ustavu pro kontrolu léciv a zdravotnich
prostredkl nebo jinym prislusSnym statnim organtm.

V pripadé ukonceni smlouvy z jakéhokoliv divodu se Poskytovatel
zdravotnich sluzeb a zkousejici zavazuji ZADAVATELI vratit
vSechny dokumenty, studie nebo dila v jejich drzeni na zakladé
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Institute for Drug Control and Health Products or other
competent state authorities.

In the event of termination of the agreement,
howsoever caused, the Institution and the Investigator
undertake to return to the SPONSOR, all documents,
Studies or work held by them on the occasion of or as a
result of the performance of this agreement.

ARTICLE 6 — OWNERSHIP OF RESULTS

All documents or information provided by the
SPONSOR or AXONAL, as well as the results of the
Study, are the sole property of the SPONSOR who may
use them freely.

The Institution and the Investigator assign to the
SPONSOR the results of the Study which become the
entire and sole property of the SPONSOR if applicable
in accordance with the applicable legislation, who may
use them freely. The SPONSOR may, in particular, file or
arrange for the filing in its own name — or in the name
of any substitute person — and on its own behalf any
patent application concerning the results of the Study
or including all or part thereof, and more generally
protect the results of the Study as it sees fit.

The Institution and the Investigator expressly agree to
the results of the Study being published solely under
the coordination of the SPONSOR. The Study shall not
be made the subject of any publication or any written
or verbal communication by the Institution or the
Investigator without the prior written agreement of the
SPONSOR. Any requests for publication or
communication shall be made through the
(administrative and scientific) contacts of the SPONSOR
by registered letter with acknowledgment of receipt.
The SPONSOR undertakes to respond to such requests
as quickly as possible.

ARTICLE 7 — DATA PROCESSING AND CIVIL LIBERTIES

The Institution and the Investigator undertake to
transmit to the SPONSOR, as quickly as possible and in
writing, requests for access or correction, made by any
person enrolled in the Study, relating to their personal
data subject to personal data processing by or on behalf
of the SPONSOR.

Similarly, the Institution and the Investigator agree that
their names, and those of the staff of the Institution,
and the data concerning the Investigator’s professional
experience (training, experience, affiliations, skills,
specialties, work, etc.) and also the performance of the
work shall be collected and processed by the SPONSOR
for the following purposes: description of the
representativeness of the sites. It should be noted that

existence nebo plnéni této smlouvy, vyjma dokumentd, které ma
Poskytovatel zdravotnich sluzeb povinnost uchovavat.

CLANEK 6 — VLASTNICTVi VYSLEDKU

VSechny dokumenty nebo informace poskytnuté ZADAVATELEM
nebo spolecnosti AXONAL a vsechny vysledky studie jsou ve
vyhradnim vlastnictvi ZADAVATELE, ktery s nimi mlze volné
nakladat.

Poskytovatel zdravotnich sluzeb a zkousSejici na ZADAVATELE
prevedou vysledky studie, je-li to dle platnych pravnich predpisa
proveditelné, které se stanou Uplnym a vyhradnim vlastnictvim
ZADAVATELE, ktery s nimi mlze volné nakladat. ZADAVATEL mUze
zejména podat nebo zajistit podani svym jménem - nebo jménem
zastupce - a na svUj vlastni Gcet patentovou prihlasku v souvislosti
s vysledky studie, veskeré nebo jejich c¢asti, a obecnéji ochranit
vysledky studie tak, jak uzna za vhodné.

Poskytovatel zdravotnich sluzeb a zkousejici vyslovné souhlasi,
aby bylo zverejnéni vysledkl studie koordinovano vyluéné
ZADAVATELEM. Bez predchoziho pisemného souhlasu
ZADAVATELE nebude ze strany Poskytovatele zdravotnich sluzeb
ani ze strany zkousejiciho studie zverejnéna nebo obsaZzena v
pisemné ¢i Ustni komunikaci zdravotnického zatizeni nebo
zkousejiciho. VSechny Zadosti o publikaci nebo komunikaci musi
byt predloZeny prostrednictvim (administrativnich a védeckych)
kontaktnich osob ZADAVATELE ve formé doporuceného dopisu s
dorucenkou. ZADAVATEL se zavazuje odpovédét na tyto Zadosti co
nejdrive, nejpozdéji vsak do 60 dnl od doruceni.

CLANEK 7 — ZPRACOVANI UDAJU A OSOBNi SVOBODY

Poskytovatel zdravotnich sluzeb a zkousejici se zavazuji predat
ZADAVATELI co nejdfive pisemné Zadosti o pristup nebo opravu
podané osobou zafazenou do studie tykajici se jejich osobnich
udajl podléhajicich zpracovani osobnich Udaji ZADAVATELEM
nebo jeho jménem.

Podobné Poskytovatel zdravotnich sluzeb a zkousejici souhlasi,
aby jejich jména a jména persondlu zdravotnického zafizeni a
Udaje o odbornych zkusenostech zkousejiciho (vzdélani,
zkusSenosti, clenstvi, dovednosti, specializace, projekty atd.) a o
provadéni cinnosti byly ZADAVATELEM shromazdovany a
zpracovavany k nasledujicimu Gcelu: popisu zastupcd pracovist.
Poskytovatel zdravotnich sluzeb a zkousejici jsou kdykoliv
opravnéni prostrednictvim ZADAVATELE uplatnit své pravo na
pfistup a opravu a namitky z legitimnich dlvod( v souvislosti s
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the Institution and the Investigator may, at any time,
exercise through the SPONSOR their right of access or
correction and objection for legitimate reasons of their
nominative data included in the files used by the
SPONSOR or by AXONAL within the context of the
Study.

Protection of personal data

Any personal data of patients are confidential and the
Parties shall not use nor permit others to use it, except
for using it for the purposes as provided for by this
Agreement. The Institution is an processor of personal
data within the meaning of Personal Data Protection
Act.

The Parties are obliged, both during the clinical trial
and after its termination, to comply the relevant
legislation on the personal data protection dring their
processing and transfer to another country, in
particular in accordance with Act No. 101/2000 Coll.,
On the Personal Data Protection, as subsequently
amended and by EU laws.

ARTICLE 8 — ASSIGNMENT

This agreement is made “intuitu personae”, in other
words based on the capacity and identity of each of the
parties.

The Institution shall not assign or transfer all or part of
this agreement without the prior written consent of the
SPONSOR, which may be refused at the SPONSOR’s
discretion. The SPONSOR may assign or transfer all or
part of this agreement, but without jeopardizing the
enforceability of the rights of the Institution which the
Institution expressly accepts. The transfer of their rights
and obligations from this agreement will take place
upon notification of the demonstrable transfer of the
notification to the Institution by the SPONSOR.

ARTICLE 9 — DECLARATORY OBLIGATIONS

The SPONSOR undertakes to comply with all the
relevant legal regulations and to fulfil all the obligations
stipulated by them, e.g., to obtain a favourable opinion
on the execution of the clinical evaluation of the State
Institute for Drug Control - if applicable, the favourable
opinions of the Ethics Committee and other relevant
state authorities.

Contractual parties mutually agree that no healthcare
professional shall derive advantages from the
performance of this Contract which he or she would
be in conflict with the relevant anti-corruption

udaji uvedenymi v souborech pouzivanych ZADAVATELEM nebo
spole¢nosti AXONAL v ramci studie.

Ochrana osobnich udaja

Veskeré osobni Udaje pacientd jsou davérné a strany se zavazuiji,
Ze je nepoutiji, ani neumozni ostatnim je pouzit, vyjma pro ucely
popsané v této smlouvé. Poskytovatel zdravotnich sluzeb je
zpracovatelem osobnich 4daji ve smyslu zdkona o ochrané
osobnich udaja.

Smluvni strany jsou povinny v pribéhu klinické hodnoceni i po
jejim ukonceni dbat podle pfislusnych pravnich predpisti o
ochranu osobnich Udaj pfi jejich zpracovani i predani do jiné
zemé, a to zejm. v souladu se zdkonem ¢. 101/2000 Sb., o ochrané
osobnich Gdaju, ve znéni pozdéjsich predpist a pravnimi predpisy
EU.

CLANEK 8 — POSTOUPENI

Tato smlouva spociva na zadsadé ,intuitu personae”, jinymi slovy
je zaloZena na plsobeni a identité kazdé ze stran.

Poskytovatel zdravotnich sluZzeb neni opravnéno postoupit nebo
prevést tuto smlouvu, at uz celou nebo jeji ¢ast, bez predchoziho
pisemného souhlasu ZADAVATELE, ktery mUZe ZADAVATEL dle
vlastniho uvazeni odmitnout. ZADAVATEL je oprdvnén postoupit
tuto smlouvu, at uZz celou nebo jeji ¢ast, aniz by vsak doslo
k ohrozeni vymahatelnosti prav Poskytovatele zdravotnich sluzeb,
coz Poskytovatel zdravotnich sluzeb vyslovné pfijima. Pfevod prav
a povinnosti plynoucich z této smlouvy se vsak uskutecni az po
prokazatelném doruceni ozndmeni o postoupeni zdravotnickému
zafizeni ZADAVATELEM

CLANEK 9 — OZNAMOVACi POVINNOSTI

ZADAVATEL se zavazuje dodrZovat veskeré souvisejici pravni
predpisy a plnit veskeré povinnosti pravnimi predpisy mu
stanovenymi, mj. ziskat souhlasné stanovisko s provedenim
klinického hodnoceni Statniho uradu pro kontrolu Iéciv — je-li to
aplikovatelné, souhlasna stanoviska etické komise a pripadné
jinych pfislusnych statnich organu apod.

Smluvni strany berou na védomi, Ze zadny zdravotnicky pracovnik
nesmi ziskat vyhody z pInéni této smlouvy, jejichz pfimé ziskani by
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regulations or would have influenced his professional
judgment.

The Institution shall be responsible for completing the
formalities and paying its contributions of of the
relevant taxes, fees and obligatory levies, as
determined by the relevant legal regulations.

ARTICLE 10 - Patient-/Subject Recruitment:

The Institution confirms that the patient recruitment
can only begin after written approval of the Ethics
Committee, receipt of the study materials and after the
initiation visit. The Investigator commits itself to
informing the patient carefully and thoroughly about
the aim, benefit and risks of the Study. The Investigator,
prior to beginning the Study, shall obtain the patient’s
informed consent (“Informed Consent”) using the form
approved by the Ethics Committee. The Patient
Informed Consent shall be handled in accordance with
ICH-GCP and applicable law(s), including but not limited
to privacy of personal data. The Institution will use its
best efforts to recruit as many patients as specified in
the study details (the "Study Details") as referred to in
the Protocol.

ARTICLE 11 -
Authorities

Ethics Committees and Health

Prior to the start of the Study, the Investigator in
cooperation with the Sponsor/CRO, will obtain the
approval of the Protocol, the insurance policy, the
patient information sheet, the informed consent form,
and all other relevant documents from the relevant
ethics committee (“Ethics Committee”). The Study can
only commence after the Ethics Committee has
returned a positive decision in accordance with the
relevant applicable law(s). Ethics Committee has
returned a positive decision in accordance with the
relevant applicable law(s).

ARTICLE 12 - Documentation of Data

The Institution will archive relevant clinical trial records
under adequate conditions to prevent their damage or
destruction for a period of fifteen (15) years from the
end of the clinical trial ("archiving time"). The SPONSOR
shall inform the Institution at least 6 months before the
expiry of the filing period of how such records and
documents belonging to the clinical trial will be
handled, if the sponsor does not inform the Institution
at the specified time, it is considered that agree with
the shredding. In the event that the sponsor requests a
prolongation of the archiving period with the
Institution, the Institution is entitled to request a
proportionate charge to the sponsor.

bylo vrozporu s prislusnymi protikorupénimi predpisy, anebo
které by ovlivnilo jeho odborny usudek.

Poskytovatel zdravotnich sluzeb nese odpovédnost za Uhradu
prislusnych dani, poplatk a povinnych odvodi, kterd je mu
stanovena prislusnymi pravnimi predpisy.

CLANEK 10 - Nabor pacientti/subjektdi:

Poskytovatel zdravotnich sluzeb potvrzuje, Ze nabor pacientt Ize
zahdjit az po ziskani pisemného souhlasného stanoviska ze strany
etické komise, prijeti materidlll pro studii a po zahajovaci
navstévé. Zkousejici se zavazuje pacienta peclivé a dikladné
informovat o cili, pfinosu a rizicich studie. Pfed zahajenim studie
je zkousejici povinen ziskat informovany souhlas pacienta
(,informovany souhlas”) prostrednictvim formulare schvaleného
etickou komisi. S informovanym souhlasem pacienta musi byt
nakladano v souladu s ICH-GCP a platnymi zakony, zejména
zakony o ochrané osobnich Udajl. Poskytovatel zdravotnich
sluZzeb vynaloZi maximalni Usili k naboru poctu pacientd urceného
ve specifikaci studie (,specifikace studie”), na niz se odkazuje
protokol.

CLANEK 11 - Etické komise a zdravotni ufady

Pfed zahajenim studie zkouSejici ve spolupraci se
zadavatelem/CRO od pfrislusné etické komise (,eticka komise”)
ziska schvaleni protokolu, pojistky, informacniho listu, formulare
informovaného souhlasu a dalsich prislusnych dokumentd. Studie
mUZe byt zahdjena az poté, co eticka komise v souladu s platnymi
zakony vyda souhlasné stanovisko v souladu s platnymi predpisy.

CLANEK 12 - Dokumentace Gdajt

Poskytovatel zdravotnich sluzeb bude archivovat prislusné
zaznamy o klinickém hodnoceni v adekvatnich podminkach
zamezujicich jejich poskozeni nebo zniceni, a to po dobu patndcti
(15) let od ukonceni klinického hodnoceni (dale jen ,doba
archivace”). ZADAVATEL bude informovat poskytovatele
zdravotnich sluZzeb nejpozdéji 6 mésict pred uplynutim doby
archivace o tom, jakym zpUsobem bude s témito zdaznamy a
dokumenty patficimi ke klinickému hodnoceni nalozeno, v
pfipadé, Ze zadavatel ve stanovené dobé poskytovatele
zdravotnich sluzeb informovat nebude, ma se za to, Ze souhlasi se
skartaci. V pfipadé, Ze bude zadavatel Zadat o prodlouzeni doby
archivace u poskytovatele zdravotnich sluzeb, je poskytovatel
zdravotnich sluzeb opravnén po zadavateli poZzadovat umérné
zpoplatnéni.
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The Institution agrees for the Investigator to document
all data and results of the Study on the Case Report
Form (“CRF”) sheets or patient's sheets and agrees to
make these documents available to the Sponsor, to the
extent permitted by applicable law. The Sponsor shall
be the owner of all data and results of the Study as well
as the documents as referred to in the previous
sentence. Data may be entered in CRF only by
authorized personnel of the Trial Site. Source
documents must ensure the possibility to follow the
course of the Study without using CRF.

ARTICLE 13 - Monitoring

The Institution agrees to act in compliance with ICH-
GCP guidelines as well as all ethical principles, possible
guidelines of the Ethics Committee, requirements of
the law regulations in force and the Ordinance in case
of the detailed principles of the Good Clinical Practice
and to maintain adequate source data. The Sponsor has
assigned CRO and/or its delegate to monitor the
conduct of the Study (monitor). The Institution agrees
for the Investigator to receive CRO employees and/or
its delegates, Sponsor employees and/or its delegates,
contractors, auditors and authority representatives, to
provide them with adequate premises to do their work
and to allow access to all Study relevant documents
including all source data for the conduct of source data
verification In order to protect the confidentiality of
the study data, these persons are committed to
secrecy. A monitoring visit must be announced at least
3 days in advance and must not interfere with the
normal course of services of the Institution.

ARTICLE 14 — DISPUTES

This agreement and the legal relationships arising from
it and connected with it are governed by Czech law and
are interpreted by Czech law as well.

All disputes arising from this Agreement and this
Agreement shall be resolved at a court with substantive
and local jurisdiction in the Czech Republic

This contract is written in Czech and English languages,
in case of a conflict of language versions, the Czech
language version prevails.

Poskytovatel zdravotnich sluzeb se za zkousejiciho zavazuje, Ze
vSechny Udaje a vysledky studie zaznamena do zaznam{ subjektu
hodnoceni (,,Case Report Form, CRF“) nebo zdznamu pacient( a Ze
tyto dokumenty da k dispozici zadavateli, a to vrozsahu
pfipustném dle platnych prdvnich predpisd. Zadavatel je
vlastnikem vSech udaja a vysledk( studie i dokumentl uvedenych
v predchozi vété. Udaje do CRF smi zadavat pouze opravnéni
pracovnici pracovisté klinického hodnoceni. Zdrojové dokumenty
musi umoznit sledovani pribéhu studie bez pouziti CRF.

CLANEK 13 - Monitorovani

Poskytovatel zdravotnich sluzeb se zavazuje postupovat v souladu
s pokyny ICH-GCP a vSemi etickymi zasadami, pokyny etické
komise, pozadavky platnych predpisd a vyhlasky upravujici
podrobné zasady spravné klinické praxe a uchovavat prislusné
zdrojové (daje. Zadavatel povéfil CRO a/nebo jejiho zastupce
monitorovanim provadéni studie (monitor). Poskytovatel
zdravotnich sluzeb jménem zkousejiciho souhlasi, Ze pfijme
zaméstnance CRO a/nebo jeji zastupce, zaméstnance zadavatele
a/nebo jeho zastupce, smluvni partnery, auditory a zastupce
uradu a poskytne jim primérené prostory k jejich praci a umozni
jim pristup ke vSem relevantnim dokumentim studie, véetné
vSech zdrojovych dokumentl k ovéreni zdrojovych udaju.
Navstéva za ucelem monitoringu musi byt nahlasena alespon 3
dny pfedem a nesmi ji byt narusen bézny chod Poskytovatele
zdravotnich sluzeb. Za Ggelem zachovani divérnosti udaji ze
studie jsou tyto osoby vazany ml¢enlivosti.

CLANEK 14 — SPORY

Tato smlouva a pravni vztahy z ni vyplyvajici a s ni souvisejici se
ridi pravnim fadem Ceské republiky a jsou podle ni i vykladany.
Veskeré spory vzniklé z této smlouvy a tato smlouva budou reseny
mistné a vécné piislusnymi soudy v Ceské republice.

Tato smlouva je vyhotovena v Ceském a anglickém jazyce, v
pripadé rozporu jazykovych verzi prevazuje ceska jazykova verze.
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ARTICLE 15 - FINAL PROVISIONS

All changes hereto must be in the form of written and
numbered contractual amendments, or otherwise shall
be invalid, null and void. Each of the signatories to this
Agreement warrants that it has the power and
authority to execute this Agreement.

Done in Nanterre in four copies, one for each of the
parties

CLANEK 15 — ZAVERECNA USTANOVENI

VSechny zmény této smlouvy musi byt provedeny ve formé
pisemnych a odislovanych smluvnich dodatkl, jinak budou
neplatné od samého pocatku. Kazda z podepisujicich stran této
smlouvy zarucuje, Ze je opravnéna tuto smlouvu uzavrit.

Tato smlouva je sepsana ve Ctyrech stejnopisech - jednim pro
kazdou stranu, jednim pro zkousejiciho a jednim pro
ministerskou zdravotni radu.

[Date/Datum] ....../ o/ vevernnn.

AXONAL on behalf of CEPHEID / Spoleénost AXONAL

jménem spolecnosti CEPHEID

Signature: / Podpis:

[Date/Datum] ....../ o/ oo

In the presence of Investigator

The undersigned, , as
investigator, hereby confirm that | have been well
familiarized with the Agreement and the relevant
documentation of the clinical trial and undertake to

ensure respect for the obligations arising from them.

| further undertake not to disclose information
related to the clinical trial without the prior written
consent of the Sponsor, to keep confidential all
information given, to consider it confidential and to
refrain from any further use of the information and

results for any purposes other than for the purposes

of this study. As Investigator, | agree that the
sponsor (and possibly CRO) will collect, use, process
and disclose my personal information, including my

name, qualifications and experience in a clinical trial,

my financial data related to receiving remuneration
and financial compensation and other personal data
for administrative purposes in the context of clinical
trials, or the ethics committee and state authorities,

and | undertake to ensure that | obtain such consent

also from Sub-Investigators and other members of
the study team.

Surname Given name / Jméno zkousejiciho:
|

Signature / Podpis:

[Date/Datum] ....../ o/ evernnnn.

For the Institution: / Za Poskytovatele zdravotnich
sluzeb:

Signature: / Podpis:

V pfitomnosti zkousejiciho

Ja, nize podepsany, . jako
zkousejici, timto potvrzuji, Ze jsem se seznamil se
smlouvou a pfislusnou dokumentaci klinického
hodnoceni, a zavazuiji se plnit zavazky z nich plynouci.
Dale se zavazuji nezverejnit informace o klinickém
hodnoceni bez predchoziho pisemného souhlasu
zadavatele, uchovavat vSechny ziskané informace v
dlvérnosti, povaZzovat je za divérné a zdrzet se jiného
pouziti informaci a vysledkd pro ucely jiné nez pro
Ucely této studie. Jako zkousejici souhlasim, aby
zadavatel (a pripadné i CRO) shromazdoval, pouzival,
zpracovaval a zverejiioval mé osobni Udaje, vcéetné
jména, kvalifikace a zkuSenosti s klinickymi
hodnocenimi, mé financ¢ni Udaje souvisejici s pfijetim
odmeény a financni kompenzace a dalsi osobni Udaje
pro administrativni Ucely v souvislosti s klinickymi
hodnocenimi, etickymi komisemi nebo statnimi
Urady, a zavazuji se zajistit, Ze takovy souhlas ziskam i
od spolu zkousejicich a dalSich ¢lend tymu studie.
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