NeoxX

Services Agreement on Clinical Evaluation of Medical DeviceSmlouva o sluzbach KH ZP

SERVICES AGREEMENT FOR OBSERVATIONAL
STUDY OF MEDICAL DEVICE

1. PARTIES TO THE AGREEMENT

1.1. Seiratherm GmbH, a company
organized and existing under the laws
of Germany, Tax Number 216 137
20453, with its registered office at
Beethovenstralle 10, 91074
Herzogenaurach, Germany, registered
in the Commercial Register kept
AmtsgerichtFirth under the file no.
HRB 13033 represented by
Dr. Matthias Roth, managing director,
hereinafter only the “Sponsor”

1.2. NEOX s. r. o., a limited liability
company, with its registered office at
Pancifova 1196/2, Prague 4, 143 00
Czech Republic, Identification Number:
62917927, registered in the
Commercial Register kept by the
Municipal Court in Prague, File Number
C 35823, represented by its executive
director Pavel Marek, MD, hereinafter
“CRO” or “Neox”

1.3. Nemocnice Pisek, with its registered
seat at Karla Capka 589, 397 01 Pisek,
Identification Number: 26095190 Tax
Number: CZ26095190, represented by
MUDr. Jifim Holanem, MBA, chairman
of the broad and Ing. Danou
Cagankovou, vicechairman of the broad
(hereinafter “Healthcare institution”).

1.4. Robert Rezek, M.D. , residing at

(hereinafter

“Investigator”).

1.1.

1.2,

1.3.

1.4.

SMLOUVA O OBSERVACNI STUDII SE
ZDRAVOTNICKYM PROSTREDKEM

SMLUVNi STRANY

Seiratherm GmbH., spole¢nost s
ru¢enim omezenym, DIC: 216 137
20453, se sidlem Beethovenstrafle 10,
91074 Herzogenaurach, Némecko,
zapsand v obchodnim rejstriku
vedeném u Okresniho soudu veFirth
pod spisovou znackou HRB 13033,
zastoupenda Dr. Matthiasem Rothem,
jednatelem spolecnosti, ddle jen
,Zadavatel”

NEOX s.r.0., spolecnost s rucenim
omezenym se sidlem Pancifova
1196/2, 143 00 Praha 4, IC:
62917927, DIC: CZ62917927, zapsana
v obchodnim rejstiiku vedeném u
Méstského soudu v Praze pod
spisovou znackou C 35823,
zastoupena MUDr. Pavlem Markem,
jednatelem spolecnosti, dale jen
,CRO* nebo ,,Neox“

Nemocnice Pisek, se sidlem Karla
Capka 589, 397 01 Pisek, IC:
26095190, DIC: CZ26095190,
zastoupena MUDr. lJitim Holanem,
MBA, predsedou predstavenstva a
Ing. Danou Cagankovou,
mistopredsedou predstavenstva (dale
jen ,,Zdravotnické zaFizeni“).

MUDr. Robert Rezek, s mistem

pobytu [

(dale jen ,,Zkousejici“).
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2.

2.1.

PURPOSE AND SUBJECT MATTER OF THE
AGREEMENT

2.1,
Parties decided to enter into the
present Agreement having regard to
the following:

a) The manufacturer and sponsor
within the meaning of Article 19 of
medical device act is the company
Seiratherm GmbH; the sponsor is
interested in  conducting an
observational study of his CE-
marked medical device tempedy®
specified  hereinafter in  this
Agreement;

b) Healthcare institution in which the
observational study shall take
placeisin a valid and effective
employment relation with Robert
Rezek M.D., Neurology department
of Hospital Pisek, (“Investigator”)
and agrees with the performance
of certain activities relating to the
mentioned observational study on
the premises of healthcare
institution; sponsor is entitled to
accept the deliverables and
perform the obligations of the
sponsor, and to the extent he
cannot execute such rights himself
he agrees that Neox will execute
such sponsor’s rights instead of him
on the basis of the present
Agreement;

c¢) Neox is a contract research
organization, it is in a contractual
relation to the sponsor of the
observational study and sponsor
authorized Neox to ensure the
fulfillment of activities or functions
of the Sponsor related to
observational study. Sponsor
authorized Neox to monitor the

UCEL A PREDMET SMLOUVY

Smluvni strany se rozhodly uzavfit
tuto Smlouvu sohledem na tyto
skutec¢nosti:

a) vyrobcem a zadavatelem ve smyslu
ustanoveni § 19 zdkona o
zdravotnickych prostfedcich je
spolecnost seiratherm GmbH,;
Zadavatel ma  zdjem  provést
observaéni studii jim vyrabéného a
znackou CE opatieného prostredku
tempedy® uvedeného dale v této
Smlouvé;

b) Zdravotnické zafizeni, v némz bude
observacni studie provadéna, ma
uzavieno platny pracovni pomeér se
zkousejicim MUDr. Robertem Rezkem
Neurologické oddéleni, Nemocnice
Pisek, a.s. (dale jen ,Zkousejici“) a
souhlasi s provedenim dil¢ich ¢innosti
souvisejicich s uvedenou observacni
studii v prostorach zdravotnického
zafizeni; Zadavatel je ze své pozice
oprdvnénym  pfijimat plnéni a
vykondvat prava Zadavatele, a pokud
nemulZe tato prava vykonavat sam,
Zdravotnické zarizeni souhlasi s tim,
Ze spole¢nost Neox bude tato prava
Zadavatele vykonavat namisto néj na
zakladé této Smlouvy;

c) spolecnost Neox je smluvni
vyzkumnou  organizaci, je ve
smluvnim  vztahu k  Zadavateli
observaéni studie a Zadavatel ji
zmocnil k zajisténi plnéni cinnosti
nebo funkci Zadavatele vztahujicim
se kobservaéni studii. Zadavatel
zmocnil  spolecnost  Neox  té7
k monitorovdni  observacni  studii.
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2.2

study as well. Neox is authorized to
act independently and on behalf of
the Sponsor in conducting the
observational study;

d) Investigator and Healthcare
institution declared that the
Healthcare institution and

Investigator are fully capable and
qualified for due and proper
performance of the activities
related to the observational study
in accordance with the approved
plan of observational study, this
Agreement and legal regulations.

Sponsor undertakes to take over the
services and pay to Health Institution
the remuneration in the amount and
manner specified in Article 5 and Annex
2 of the present Agreement.

3. SUBJECT MATTER OF THE AGREEMENT

3.1.

3.2

Subject matter of the present

Agreement is the use of tempedy® I

(hereinafter only ,tempedy®“) in
patients enrolled in the below specified
observational study in the course of
their hospitalization at healthcare
institution, and other  activities
specified in the plan of observational
study entitled

Healthcare institution and Investigator
will perform the activities set forth in
the observational study plan and in
accordance with the applicable
regulations, this Agreement and other
instruction given by Neox or the

2.2.

3.1.

3.2.

Spole¢nost Neox je opravnéna jednat
samostatné a na Ucet Zadavatele pfi
provadéni observacni studie;

d) Zkousejici a Zdravotnické zafizeni
prohlasuje, Ze Zdravotnické zafizeni a
Zkousejici jsou plné zpUsobili a
kvalifikovani pro fadné avcasné
provedeni  cCinnosti  souvisejicich
s observacni studii podle schvdleného
pldnu observacni studie, této Smlouvy
a pfislusnych pravnich predpist.

Zadavatel se zavazuje prevzit
sluzby a uhradit Zdravotnickému
zafizeni odménu ve vysi a zplsobem
uvedenym v ¢l. 5 této Smlouvy dale a
v Pfiloze €. 2 této Smlouvy.

PREDMET SMLOUVY

Pfedmétem této Smlouvy je
nasazeni zdravotnického
prostiedku

(dale jen ,tempedy®“) u pacientl
zafazenych do dale uvedené
observacni studie v prlibéhu jejich
hospitalizace ve Zdravotnickém
zafizeni a dalsi Cinnosti uvedené
v planu observacni studie

pod nazvem

Zdravotnické zafizeni a Zkousejici
provedou c¢innosti vymezené planem
observacni studie, v rozsahu dle této
Smlouvy a v souladu s platnou pravni
Upravou, touto Smlouvou a dalSimi
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3.3.

4,

4.1

4.2

4.3

Sponsor. Observational study plan is
attached hereto as Annex 1.

Observational study will be carried out
at Hospital Pisek, Neurology
Department, Karla Capka 589, 397 01
Pisek.  Observational study will be
conducted under the responsibility of
Robert Rezek, M.D.

EQUIPMENT

Company shall furnish the Investigator
and Health Institution free of
charge with the equipment tempedy®
to be used for the study. (hereinafter
only ,Equipment”).

Company Seiratherm GmbH.shall ensure
that equipment complies with all legal
requirements on medical devices and
shall at its own costs ensure all
necessary checks prescribed by the law
(e.g. safety and technological checks,
necessary validations/calibrations).
Manual in the Czech language shall be a
part of the supply.

For the equipment a property insurance
has been arranged by the Sponsor or a
third party.

Health institution and Investigator agree
to comply with manuals and
instructions of Seiratherm GmbH.
relating to the use and care for the
equipment. Health institution and
Investigator agree that in the course of
the study the equipment shall remain
in the same state, excluding the usual
wear and tear, and agree to maintain
the equipment in such a state. Health
institution and investigator undertake
to comply with the instructions of

pokyny spole¢nosti Neox Ci
Zadavatele. Plan observacni studie
tvofi Pfilohu €. 1 této Smlouvy.

3.3.  Observacni studie bude provedena v
Nemocnici Pisek, a.s., Neurologické
Oddéleni, Karla Capka 589, 397 01
Pisek. Observacéni studie bude
probihat pod vedenim MUDr.
Roberta Rezka.

4. VYBAVENI

4.1 Spolec¢nost zkousSejicimu a zdravotnickému
zafizeni bezplatné zapujci k poufZiti ve
studii vybaveni tempedy®: (dale jen
»Vybaveni“).

4.2 Spole¢nost  Seiratherm  GbmH.
odpovidd za to, Ze poskytnuté
vybaveni odpovida zakonnym
pozadavkim na zdravotnické
pfistroje a zajisti na svoje naklady
provadéni vSech pottebnych,
zdkonem vyZadovanych kontrol (napfr.
bezpecnostné technické kontroly
(BTK) a potfebné validace/kalibrace).
Soucdsti dodavky je navod v ¢eském
jazyce.

K poskytnutému  vybaveni je
zadavatelem (i tfeti stranou sjedndno
majetkové pojisténi.

4.3 Zdravotnické zafizeni a zkousejici
souhlasi s tim, Ze budou dodrZovat
vSechny navody a pokyny spolecnosti
Seiratherm  GmbH. tykajici se
pouzivani vybaveni a péce o néj.
Zdravotnické zafizeni a zkousejici
souhlasi s tim, Ze v prlbéhu studie
toto vybaveni zlstane ve stejném
stavu s vyjimkou béZného opotrebeni
a Ze jej budou udrZovat v rfadném
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Seiratherm GmbH.as to the handling
and return of the equipment after the
end or early termination of the study.

5. OBLIGATIONS OF HEALTHCARE

5.1.

5.2.

5.3.

5.4.

INSTITUTION AND INVESTIGATOR

Prior to initiation of observational study
the Investigator will get acquainted
with partial activities it shall be
responsible for within this
observational study and it shall carry
out pursuant to this Agreement.

By executing  this Agreement,
Investigator and Healthcare institution
agrees that to conduct the
observational study and represents
that he has required qualification and
obtained all permissions from his
employer (Healthcare institution).

Investigator and Healthcare institution
undertakes to take any and all
necessary actions and measures and
co-operate with the CRO and Sponsor
so that the observational study be
performed duly and on time; it
undertakes to allow the monitoring of
observational study. Investigator and
Healthcare institution is obliged to
allow the access of authorized
personnel of the CRO and Sponsor to
the site, source documents (i.e.
healthcare records of individual
subjects of study) and reports for the
purpose monitoring, audits, inspections
by the State Institute for Drug Control
or foreign regulatory authorities under
applicable legislation.

Healthcare institution and Investigator
agree and acknowledge that the
enrollment is competitive. In case that
other sites participating in the study
inform the Sponsor that they've

5.1.

5.2.

5.3.

5.4.

stavu.  Zdravotnické zafizeni a
zkousejici se zavazuji dodrZovat
pokyny  spolecnosti Seiratherm
GmbH. k nakldadani a navratu
poskytnutého vybaveni pti dokonceni
¢i pfredcasném ukonceni studie.

ZAVAZKY ZDRAVOTNICKEHO
ZARIZENI A ZKOUSEJiCiHO

Pfed zahajenim observacni studie se
Zkousejici seznami s dil¢imi
¢innostmi, které bude dle planu
observacni studie a dle této Smlouvy
provadét.

Zkousejici a Zdravotnické zafizeni
podpisem této Smlouvy souhlasi s
provedenim observacni studie a
prohlasuje, Ze k jejimu provedeni ma
potfebnou  kvalifikaci a veskeré
souhlasy  svého  zaméstnavatele
(zdravotnického zafizeni).

ZkouSejici a Zdravotnické zafizeni se
zavazuje ucinit veSkeré nezbytné
ukony a opatfeni a spolupracovat s
CRO a Zadavatelem tak, aby
observacni studie byla provedena
fadné a vcas, jakoz i umoZnit
monitorovani  observacni  studie.
Zkousejici a Zdravotnické zafizeni je
povinno  zabezpelit opravnénym
osobam CRO a Zadavatele pfistup do
zdravotnického zatizeni, ke zdrojovym
dokumentim (tj. ke zdravotnické
dokumentaci jednotlivych subjektl
hodnoceni) a ke zprdvam pro ucely
monitorovani, auditq, inspekci
Statniho Udstavu pro kontrolu [éciv
nebo zahranicnich kontrolnich uradu
dle platné legislativy.

Zdravotnické zafizeni a Zkousejici
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enrolled targeted number of subjects,
the Sponsor will immediately inform
Healthcare institution and Investigator
in writing of such occurrence.
Investigator and Healthcare institution
will stop enrolling patients immediately
thereafter and will not enroll any
additional patients into the study.

5.5. Healthcare institution acknowledges
that the investigator, who is an
employee of the institution, will be
responsible  for  conducting the
activities set forth in the observational
study plan and this agreement between
the Sponsor, the Investigator and
Healthcare intuition.

5.6. Sponsor undertakes to provide the
following assistance:

o All information and technical
documentation of the medical
device,

o Handling instructions or user
manual and labeling,

o Respective additional
documentation which by its
nature ensures the
manufacturer.

o The Sponsor shall ensure and
supply to Healthcare Institution all
the necessary approvals, permits
and supporting documentation
necessary in accordance with the
law to conduct studies under this
Agreement and is responsible for
their accuracy.

6. REMUNERATION

6.1. For the time of the study the Sponsor
will provide, free of charge, the
Healthcare institution

5.5.

5.6.

6.1.

berou na védomi, Ze nabor pacient(
pro observacni studii je kompetitivni.
V pfipadé, Ze jind centra ucastnici se
studie ohlasi Zadavateli, Ze nabrala
predpokladany celkovy pocet
subjektq, Zadavatel o této
skuteCnosti  neprodlené pisemné
vyrozumi zdravotnické zafizeni a
zkousejiciho. Zdravotnické zafizeni a
zkousejici ihned poté ukonci ndbor
subjektd a do studie Zadné dalsi
pacienty nezaradi.

Zdravotnické zafizeni bere na védomi,
Ze Zkousejici, ktery je v pracovnim
poméru ke Zdravotnickému zafizeni,
bude zodpovédny za provadéni
¢innosti stanovenych v planu studie a
v této smlouvé mezi Zadavatelem,
Zkousejicim a Zdravotnickym
zafizenim.

Zadavatel se zavazuje poskytnout
nasledujici sou¢innost:

o Veskeré informace a
technickou dokumentaci
k zdravotnickému prostredku,

o Pokyny kzachdzeni nebo
navod k pouziti a
oznaceni,

o Pripadnou dalsi dokumentaci,
kterou z povahy
poskytuje vyrobce.

o Zadavatel zajisti a doda
Zdravotnickému zafizeni
vSechny potrebné souhlasy,
povoleni a podkladovou
dokumentaci nezbytné
v souladu s pravnimi predpisy
k provadéni studie dle této
Smlouvy a odpovida za jejich
spravnost.

vnéjsi

veci

CENA

Zadavatel Zdravotnickému zafizeni
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6.2. Sponsor further undertakes to pay to po dobu observaéni studie bezplatné
Health Institution the remuneration of poskytne zdravotnicky prostfedek
his activities conducted the
remuneration connected with the use _
of tempedy® device in accordance with
the present agreement observational 6.2.
study in the amount specified in
Annex2 hereto, entitled ,Payment
schedule Remuneration covers all
expenses of Healthcare institution
expanded in connection with partial
activities of observational study. The
amouonts listed in Annex no. 2 are
exclusive of VAT at the legal rate, on
which the payment will be increased.
Any and all payments in excess of the
aforementioned remuneration have to
be pre-approved in writing by the
Sponsor.

Zadavatel se dale zavazuje uhradit
Zdravotnickému zafizeni za jeho
¢innosti podle této Smlouvy odménu
spojenou s nasazenim pfistroje
tempedy® v observacni studii, a to ve
vySi uvedené v pfiloze ¢. 2 této
Smlouvy a nazvané ,Rozpis plateb”.
Odména zahrnuje veskeré naklady
Zdravotnického zafizeni vynaloZené v
souvislosti s provadénim dilCich
¢innosti  observaéni studie. Céstky
uvedené v priloze ¢. 2 jsou bez DPH
v zakonné vysi, o niz bude platba
navysena. Jakékoliv platby nad rdmec
vySe uvedené odmény musi byt
predem pisemné schvéleny
Zadavatelem.

6.3. Healthcare institution Payments of
remuneration shall be invoiced after
the end of calendar quarter,
retrospectively and quarterly, always
within 15 days after the end of a given 6.3.
calendar quarter. Invoice will be issued
on the basis of activity report
enumerating the activities (number of
observational study and patients
respectively) drafted by Neox. The
report will be and approved by the
Investigator and Healthcare institution.
Activity report will be first served by
Neox to the Sponsor and subsequently
will be sent by Neox to the Healthcare
institution with its address set forth in
this Agreement above. Healthcare
institution will subsequently issue an
invoice on the basis of approved
activity report. Invoices issued by
Healthcare institution will meet all the
requirements of a tax receipt and the
due date of the invoices issued by the is
45 days after the date of delivery to the

Fakturace odmén Zdravotnickému
zafizeni podle odst. 5.2. tohoto
¢lanku bude probihat po skonceni
kalendarniho ctvrtleti, a to vidy do
15-ti dnd od skonceni kalendafniho
Ctvrtleti. Fakturace bude provedena
na zakladé wvykazu svycislenim
kalkulaci dil¢ich cinnosti observacni
studie  (resp. poctu  pacientd)
vytvoreného spolec¢nosti Neox a
odsouhlaseného  Zkousejicim a
Zdravotnickym zafizenim. Vykaz s
kalkulaci bude spolecnosti Neox
dorucen Zadavateli a poté zasladn
Zdravotnickému zafizeni na adresu
uvedenou v této Smlouvé. Na zakladé
schvaleného vykazu vystavi
Zdravotnické zafizeni Zadavateli
fakturu. Faktury budou mit veskeré

! ) naleZitosti danového dokladu,
Sponsor at the address specified in Gy .
3 pficemzZ splatnost faktur vystavenych
Article 1 above. L i .
Zdravotnickym zafizenim je

stanovena na 45 dni ode dne
doruceni Zadavateli na adresu
uvedenou v ¢l. 1 této smlouvy.

6.4. Sponsor is deemed to have fulfilled his
obligation to pay the remuneration at
the moment of transferring the
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remuneration to the bank account of
Healthcare institution.  Healthcare
institution agrees to pay the relevant
part of the remuneration to
Investigator in accordance with its | 6.4.
internal procedures.

The fact that the Neox did not create
the activity report enumerating the
activities or the did not sent to the
Healthcare institution, the sponsor
does not relieve the obligation to pay
the remuneration of  activities
connected with the use of tempedy®
device in accordance with the present
agreement observational study for
Investigator and Healthcare Institution.

7. CONFIDENTIALITY, PERSONAL DATA

7.1. Contractual parties undertake to keep
confidential all information and data
relating to the observational study | 7.
without limitation of time. Contracting
parties may not directly or indirectly | 71,
make available such information or
data to any third party, except the
situations set forth in the applicable
laws and in this Agreement.

7.2, Contracting parties agree and
acknowledge that they will process
personal data of study subjects
acquired in the course of the study in
accordance with the Act. No. 101/200
Coll., on the protection of personal | 7.2.
data, and will do so solely for the
purpose of the aforementioned study.
Healthcare institution shall make sure
that unauthorized persons cannot
access databases containing personal
data of subjects and, in case personal
data are processed by software that
such software guarantees the level of
protection required by personal data
protection laws, and especially that the
protection is ensured against the
modification, loss or deletion of data.

Zadavetel spini sv(lj zdvazek uhradit
cenu tim, Ze ji prevede na Uucet
Zdravotnického zafizeni. Zdravotnické
zafizeni se  zavazuje  vyplatit
pfisluSnou ¢ast odmény Zkousejicimu
v souladu se svymi internimi postupy.

Skutecnost, Ze nedoslo k vytvoreni
vykazu s wvycislenim  kalkulace
spolecnosti Neox ¢i kjeho zaslani
Zdravotnickému zafizeni, nezbavuje
Zadavatele povinnosti uhradit
odménu za plnéni Zdravotnického
zatizeni a Zkousejiciho odvedené dle
této Smlouvy.

MLCENLIVOST, OSOBNi UDAJE

Smluvni strany se zavazuji zachovdavat
mlcenlivost o veskerych informacich
a Udajich tykajicich se observacni
studie, a to bez casového
omezeni.Smluvni  strany  nesméji
pfimo ¢&i nepfimo zpfistupnit tyto
informace aldaje tfeti osobé,
s vyjimkou situaci blize upravenych
v platné pravni Upravé a dale v této
Smlouvé.

Smluvni strany potvrzuji, Ze budou
zpracovavat osobni Udaje subjekt
hodnoceni  ziskané v  souvislosti
sobservacni studii v souladu se
zadkonem ¢&. 101/2000 Sb., o ochrané
osobnich udajl, a to vyluéné pro
potfeby uvedené studie. Zdravotnické
zafizeni zabezpeci, aby neopravnéné
osoby nemély pristup k databazim
obsahujicim osobni Udaje subjektl
hodnoceni a pokud jsou osobni Udaje
zpracovavany pocitacovym
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7.3. Investigator will ensure the
anonymization of data acquired in the
course of the study and coding of
identification particulars of the subjects
in accordance with the written
instructions of Neox. Investigator will | 7.3.
inform Sponsor on any loss, deletion,
modification of or unauthorized access
or publication of data acquired within
partial activities 3 working days since
the occurrence of such situation.

7.4. Results of observational study including
all reports and outputs are in exclusive
ownership of Sponsor. Remuneration
for respective transfer of any
intellectual property right (i.e. license | 7.4.
to author’s rights, patent to a discovery
etc.) is included in the remuneration
and Investigator and/or Healthcare will
enable the Sponsor to file in Sponsor’s
own name any and all application for
the protection of such author’s rights
and discoveries with respective
institutions and authorities in the Czech
Republic and abroad. Investigator
and/or Healthcare will provide the
Sponsor with all assistance with such
filings that may be justly required.
Healthcare institution represents that
took all necessary steps based on which
it is entitled to dispose with the
intellectual property rights on behalf of
its employees or other agents who may
be the respective holders of such
rights.

8. Indemnity
8.1 The Sponsor holds harmless Healthcare

institutionits employees and agents
(collectively “Institution Indemnitees”)
against all claims and proceedings
made or brought by or on behalf of one
or more study subjects (or other

systémem, zabezpeci, aby systém
zarucoval uroven bezpecnosti
vyzadovanou pravnimi predpisy o
ochrané osobnich udajli a to zejména
ochranu  proti zméné,  ztraté,
poskozeni nebo zniceni.

Zkousejici  zajisti  anonymizovani
souhrnnych udaja ziskanych
v pribéhu  observacni studie a
kodovani identifikacnich udaju
subjektl hodnoceni v souladu
s pisemnymi  pokyny  spolecnosti
Neox. ZkousSejici bude informovat
Zadavatele o jakémkoliv zniceni,
ztraté, zméné nebo neopravnéném
zpristupnéni nebo zverejnéni udajl
ziskanych v prabéhu dil¢ich Cinnosti
observacni studie a to nejpozdéji do 3
pracovnich dni ode dne vzniku
takové udalosti.

Vysledky observaéni studie vcetné
vSech zprdv a vystupu jsou vylu¢nym
vlastnictvim Zadavatele. Odména za
pfipadné prevedeni jakéhokoliv prava
dusevniho vlastnictvi (tzn. licence
k pravu autorskému, patentu
kvyndlezu a pod.) je zahrnuta
vodméné a Zkousejici a/nebo
Zdravotnické  zafizeni umozni
Zadavateli podat vlastnim jménem
patentové a jiné prihlasky na takové
vynalezy a objevy u pfislusnych uradd
v Ceské republice a i v zahranidi. Pfi
podani téchto pfihldasek a vykonu
téchto prav zadavatelem Zkousejici
a/nebo Zdravotnické zarizeni
poskytne  soucinnost v rozsahu,
v jakém ji lze spravedlivé pozZadovat.
Zdravotnické zafizeni prohlasuje, Ze
uCinilo veskerad opatfeni, kterd jej
opraviuji vykonavat prava dusevniho
vlastnictvi jménem jeho zaméstnancu
¢i jinych spolupracovnikl jakoZto
0sob opravnénych z téchto prav.
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beneficiaries) against Institution
Indemnitees seeking compensation for
personal injury (including health
impairment and death) of any study
subject enrolled in the study directly
caused by the proper use of the
medical device or any clinical
procedure required by the
Observational study Plan and shall
indemnify Indemnitees for all damage
resulting from that For the purpose of
indemnification in accordance with the
present Article the Sponsor entered
into and undertakes to maintain
through entire term of the Agreement
a liability insurance in sufficient
amount, and shall at any time upon
previous request present the existing
insurance policy to the Healthcare
institution or Investigator.

8.2. Sponsor's indemnification obligations are
contingent upon the following conditions:

(i) Health care
institution/Investigator
conducted the study in
accordance with, and
otherwise complied with, this
agreement and applicable laws
and such claims do not arise
out of or in connection with
any of Institution’s
Indemnitees' failure to comply
with the same;

(ii) Such claims do not arise out of
the negligence or willful
misconduct of any of the
Institution Indemnitees, or any
other person on the

Institution Indemnitees'
property who is not a Sponsor’s
employee;

(iii) Health care institution

provides written notice to

8. OdSkodnéni

8.1.

Zadavatel bude branit Zdravotnické
zafizeni, jeho  zaméstnance a
pracovniky, zkousejici a jejich studijni
tym (spolec¢né jako ,odskodnované
osoby”) proti vsem narokim a
fizenim, které budou vzneseny i
zahdjeny ze strany jednoho nebo vice
subjektd  studie (nebo jinych
opravnénych osob) proti
odskodriovanym osobam,
pozadujicim odskodnéni za Ujmu
(véetné Ujmy na zdravi a smrti)

jakéhokoliv subjektu studie
zafazeného do  studie, pfimo
zpUsobenou radnym pouzitim

zdravotnického prostfedku v ramci
studie nebo  jakékoliv  klinické
procedury vyzadované pldnem
observaéni  studie a nahradi
odskodniovanym osobam veskerou
Ujmu takto wvzniklou. Za Ucelem
nahrady ujmy dle tohoto ¢&lanku
Zadavatel sjednal a zavazuje se
udrzovat po celou dobu trvéni studie
dle této Smlouvy pojisténi
odpovédnosti v dostatecné  vysi,
pficemz aktudlni potvrzeni o tomto
pojisténi kdykoliv na vyzvani poskytne
Zdravotnickému zafizeni nebo
Zkousejicimu.

8.2 Zavazek zadavatele kodskodnéni je

podminén splnénim nasledujicich

podminek:

(i) Poskytovatel postupoval pfi
provadéni studie a i v dalSich
zaleZitostech v plném
souladu s touto smlouvou a
pfislusSnymi predpisy a dané
naroky nevznikly v dasledku

nebo v souvislosti
s opomenutim
odskodniovanych osob

postupovat v souladu s nimi;

(ii) dané naroky nevznikly v
dlsledku nedbalostniho nebo
umysiného chybného jednani
nékteré  z odskodnovanych
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9.

9.1.

9.2.

Sponsor of claims;

(iv) Institution Indemnitees fully
cooperate with Sponsor and its
legal representatives in the
investigation and defense of
claims; and

(v) Sponsor has sole control over
the defense and settlement of
claims and Institution
Indemnitees do not settle or
compromise claims without
Sponsor's prior written consent
(which consent shall not be
unreasonably withheld).

TERM AND TERMINATION

This Agreement becomes valid and
effective on the moment of its
execution by all parties to the contract
and unless specified otherwise, it shall
expire in the moment of completion of
all activities set forth to the Investigator
a Healthcare institution in the
observational study plan, in this
Agreement and in respective laws and
regulations, and payment of
remuneration by the Sponsor in a
manner corresponding to the present
Agreement.

Each contractual party may terminate
present Agreement effective as of the
day of delivery of such notice to other
parties solely in the following
circumstances:

- In case other contracting party fails
to fulfill any provision of this
Agreement and fails to remedy
such failure within 30 days delay
following the delivery of written
request to ensure the remedy;

9.1.

9.2.

osob
osoby

nebo jakékoliv jiné
nachdzejici se v
zatizeni odskodniovanych
0sob, kterd neni
zaméstnancem Zadavatele,

(iii) Poskytovatel zdravotnich
sluzeb poskytl
Zadavateli pisemné

oznameni o narocich,

(iv) Odskodnované osoby plné
spolupracuji se
Zadavatelem a jeho pravnimi
zastupci na prosetfeni a
obhajobé vici naroklim; a

(v) Zadavatel ma  vyhradni
kontrolu nad obhajobou a
vyporadanim narokd a
Odskodnované osoby
neuzaviou ve vztahu k
narokim dohodu o narovnani
¢i smir, ani je neuznaji bez

pfedchoziho pisemného
souhlasu Zadavatele (ktery
vsak nebude bezdlvodné
odepren)

TRVANiI A UKONCENi SMLOUVY
TRVANiI A UKONCENi SMLOUVY

Tato Smlouva nabyva platnosti a
ucinnosti okamzikem jejiho podpisu
vsemi smluvnimi stranami a neni-li
stanoveno jinak, jeji u¢innost zanika k
okamziku provedeni  veskerych
¢innosti stanovenych Zkousejicimu a
Zdravotnickému  zafizeni  planem
observacni studie, touto Smlouvou a
pfislusSnymi  pravnimi predpisy a
zaplacenim odmény Zadavatelem
zpUsobem podle této Smlouvy.

Kterdkoliv ze smluvnich stran je
opravnéna tuto Smlouvu pisemné
vypovédét s ucinky ke dni doruceni
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- In case of substantial breach of any
contractual obligation by the other
contracting party.

9.3. Sponsor is entitled to terminate the
present agreement by a written notice
delivered to other parties effective as
of the day of delivery if Sponsor finds
out that the observational study is not
scientifically or technically feasible or is
feasible only with non-proportionate
costs or risk for subjects.

9.4. If the Agreement is terminated
prematurely, Sponsor shall be obliged | g9 3,
to pay the Healthcare institution the
respective part of remuneration
pertaining to the part of observational
study which was actually conducted.
Such remuneration will be reimbursed
proportionately according to the tasks
actually performed.

9.5. Upon termination of the study
Investigator and Healthcare institution
will return to the Sponsor via Neox all | 9.4.
materials (exclusive used consumables)
and the device provided for executing
the study.

9.6. In case the Investigator is due to
objective reasons unable to perform
the activities of this observational
study, contracting parties will make
best effort to find an alternative
investigator. In such case the annex will
be attached to this Agreement, dealing
with the change of investigator.

9.5.

10. TRADE SECRET AND DISCLOUSURE OF THE
AGREEMENT

9.6.

10.1 Specification of trade secrets. Sponsor
represents that the information on the
remuneration, Payment schedule,

vypovédi ostatnim smluvnim
strandm, ato pouze v nasledujicich
pfipadech:

- pokud néktera dalsi smluvni
strana nesplni ¢i neplni jakékoliv
ustanoveni této Smlouvy
a neodstrani zdvadny stav ani ve
Ihaté 30 (tficeti) dn od doruceni
pisemné vyzvy k jeho odstranéni;

- v pfipadé podstatného poruseni
jakékoliv smluvni povinnosti jinou
smluvni stranou.

Zadavatel je opravnén vypovédét tuto
Smlouvu  pisemnym  ozndamenim
dorucenym ostatnim  smluvnim
strandm s ucinky ke dni doruceni,
pokud zjisti, Ze observacni studie neni
védecky nebo technicky proveditelna
nebo je proveditelnd pouze s
neprimérenymi naklady ci rizikem pro
subjekty hodnoceni.

Dojde-li k predéasnému ukonceni této
Smlouvy, je Zadavatel povinen
Zdravotnickému zafizeni uhradit ¢ast
ceny pfipadajici na provedenou cast
observacni studie. Odména se
hradi pomérné podle uskutecnénych
ukond.

Pfi skonceni studie Zkousejici a
Zdravotnické zafizeni vrati Zadavateli
prostfednictvim spolecnosti Neox
vsechny materialy (s vyjimkou
spotfebovanych jednordzovych
materiall) a pristroj poskytnuty k
provadéni observacni studie.

Nebude-li moci Zkousejici provést
¢innosti v ramci observacni studie z
objektivnich pfic¢in, smluvni strany
vyvinou soucinnost za  Ucelem
nalezeni jiného vhodného

Pagel20f16




NneoxX

CLINICAL

Services Agreement on Clinical Evaluation of Medical DeviceSmlouva o sluzbach KH ZP

10.2

Investigator’s Manual, Insurance
certificate and Protocol of a clinical trial
considers to be an information relevant
in a sense of legal definition of trade
secrets (Section 504 of the Act No.
89/2012 Coll., civil code) as the free
access to such information may have
substantial effects on economic results
and market position of Sponsor and
members of Sponsor’s group in other
countries of the EU. Health institution
and Investigator confirm that for them
as well the information according to
the first sentence are relevant in a
sense of legal definition of trade secrets
( Section 504 of the Act No. 89/2012
Coll., civil code) and undertake to keep

such information confidential in
accordance with the present
Agreement.

Parties to the agreement have agreed
that in case that the public disclosure of
the Agreement is mandatory, in
accordance with Act no. 340/2015 Coll.,
on special conditions of effectiveness of
certain agreements and on the register
of contracts as amended, or in
accordance with other laws, will always
inform one another on the necessity of
such public disclosure and will proceed
in accordance with the present
Agreement. Prior to public disclosure of
the Agreement, all provisions and
Annexes of the Agreements specified
by the parties as the trade secret and
all particulars which are not published
in accordance with Act No. 340/2015
Coll., will be removed (made
unreadable). Publication shall be made
by Health institution. Prior to signature,
the Sponsor shall provide to the Health
institution also the version of the
agreement  adjusted for  public
disclosure.

10.

10.1

10.2

zkousejiciho. V takovém pfripadé bude
podepsan dodatek k této Smlouvé
fesici vymeénu osoby Zkousejiciho.

OBCHODNI TAJEMNSTVi A
ZVEREJNENIi SMLOUVY

Oznaceni  obchodniho  tajemstvi.
Zadavatel uvadi, Ze informace o
odméné, Platebnim rozvrhu, BroZure
ZkousSejiciho, Pojistné smlouvé o
pojisténi  klinického hodnoceni a
Protokolu klinického hodnoceni
povaZzuje za informace vyznamné ve
smyslu zdkonné definice obchodniho
tajemstvi (§ 504 zakona ¢. 89/2012
Sb., obcansky zdkonik), nebot
vSeobecny pristup k témto informacim
mlze mit podstatny dopad na
ekonomické vysledky a trzni postaveni
Zadavatele a ¢lent koncernu
Zadavatele v jinych clenskych zemich
EU. 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
Sb., obcansky zakonik) a zavazuji se o

téchto informacich zachovavat
mléenlivost v souladu s touto
Smlouvou.

Smluvni strany se dohodly, Ze v
pfipadé nutnosti zvefejnéni Smlouvy
dle zdkona ¢&. 340/2015 Sb., o
zvldstnich  podminkach  ucinnosti
nékterych smluv, uverejiiovani téchto
smluv a o registru smluv, v platném
znéni, ¢i dle jinych pravnich predpis(,
se budou vidy predem vzijemné
informovat o nutnosti takového
zverejnéni, a budou postupovat
vsouladu stouto Smlouvou. Pred
zverejnénim Smlouvy budou veskera
ustanoveni a  prilohy  Smlouvy,
oznacené Smluvnimi stranami jako
obchodni tajemstvi a Udaje, které se
podle zakona ¢&. 340/2015 Sh.
nezverejiuji, ze Smlouvy odstranény
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11. FINAL PROVISIONS

11.1.

11.2.

11.3.

11.4.

Modifications. This Agreement may be
amended or modified, in whole or in
part, only by an instrument in writing
signed by all parties hereto.

10.
Governing Law. This Agreement shall | 11.
be construed in accordance with and
governed by the laws of Czech | q1.1.
Republic, namely the Act No. 89/2012
Coll., Civil Code, and its Section 2586
and following, on the Contract for
Work. Parties undertake to solve any
disputes between them in a
conciliatory way by mutual agreement. 11.2.
Counterparts. This Agreement was
executed in four counterparts, each of
which shall constitute an original. In
case of contradiction in language
versions, Czech version shall take
precedence and English version shall
serve as interpretation tool.

Annexes. An integral part of this

11.3.
Agreement are the following Annexes:

Annex 1 -
Annex 2 — List of payments.

11.4.

(zacernény). Zverejiovani bude
provedeno Zdravotnickym zafizenim.
Zadavatel pred podpisem smlouvy
poskytne Zdravotnickému zafizeni i
verzi Smlouvy upravenou ke
zverejnéni.

ZAVERECNA USTANOVENI
ZAVERECNA USNONOVENI

Zmény. Tato Smlouva mUzZe byt
dopliovana ¢i ménéna, zcela &i jen
zCasti, pouze pisemnou formou
podepsanou viemi stranami.

Rozhodné prdvo. Tato Smlouva se fidi
pravem Ceské republiky, zejména
zakonem ¢. 89/2012 Sbh., ob¢anskym
zakonikem, ve znéni pozdéjsich
predpisd, a jeho § 2586 a nasl, o
smlouvé o dilo. Strany se zavazuji
feSit pripadné spory mezi nimi
smirnou  cestou a vzajemnou
dohodou.

Pocet vyhotoveni. Tato Smlouva se
podepisuje ve CEtyfech vyhotovenich,
z nichZ kazdé tvofi original. V pfipadé
rozporu jazykovych verzi je
rozhodujici verze ¢eska, pficemz verze
anglickd se poutzije jako vykladova
pomlcka.

Prilohy. Nedilnou soucasti této
Smlouvy jsou tyto Prilohy:

Pfiloha ¢. 1 —
Pfiloha ¢. 2 — Prehled plateb.
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Healthcare institution/Zdravotnické zafizeni: CRO/CRO:

30.6.2017

MUDr. Jiti Holan, MBA Ing. Dana Cagankovd Pavel Marek
Pfedseda predstavenstva mistopredseda predstavenstva Jednatel/Executive Director

Investigator/Zkousejici:

Sponsor/Zadavatel:

Matthias Roth
Managing Director
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Annex 2 — LIST OF PAYMENTS/PREHLED PLATEB

ITEM AMOUNT PER PATENTS TOTAL LIMITING
/POLOZKA PATIENT/CASTKA MAX/POCET SH MAX AMOUNT/  CONDITIONS/PODMINKY
NA SH CELKOVA  UHRADY
CASTKA ZA
POLOZKU
STARTUP FEE XXXXXXX Xx xxxx CZK
MEDICAL X xxx CZK XX Xx xxx CZK  Amount is calculated for
DEVICE 10 patients enrolled and
STORAGE evaluable. If less patients
AND enrolled and observed,
HANDLING the due amount will be
FEE decreased on a pro- rata
basis.
Castka je kalkulovana
pro 10 zafazenych a
hodnotitelnych
pacientd. Bude-li zafazen
nizsi pocet
hodnotitelnych pacientd,
bude castka k uhradé
pomérné kracena.
ARCHIVING X xxx CZK X xxx CZK
FEE
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