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.

1.2.

13.

14.

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”

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”

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”).

Robert Rezek, M.D. , residing at
I o o~ I
employment  relation with  The
Healthcare institution, Karla Capka 589,
397 01 Pisek (hereinafter
“Investigator”).

1.1.

1.2.

1.3.

1.4.

2.

SMLOUVA O OBSERVACNI STUDII SE
ZDRAVOTNICKYM PROSTREDKEM

SMLUVNi STRANY

Seiratherm GmbH., spolecnost s
ru¢enim omezenym, DIC: 216 137
20453, se sidlem BeethovenstrafRe 10,
91074 Herzogenaurach, Némecko,
zapsand v  obchodnim rejstfiku
vedeném u Okresniho soudu veFirth
pod spisovou znackou HRB 13033,
zastoupena 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 rejstfiku  vedeném u
Méstského soudu v Praze pod

spisovou znackou C 35823, zastoupenad
MUDr. Pavlem Markem, jednatelem
spole¢nosti, dale jen ,CRO“ nebo
,Neox”

Nemochice Pisek, se sidlem Karla
Capka 589, 397 01 Pisek, IC: 26095190,
DIC: CZ26095190, zastoupena MUDr.

Jitfim  Holanem, MBA, predsedou
predstavenstva a Ing. Danou
Cagankovou, mistopredsedou
predstavenstva (dale jen
,Zdravotnické zafizeni“).

MUDr. Robert Rezek, s mistem

pobytu [N rarozen
B oacuiici u Zdravotnického

zafizeni, adresa Karla Capka 589, 397
01 Pisek (dale jen ,,Zkousejici“).

UCEL A PREDMET SMLOUVY
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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

Smluvni strany se rozhodly uzavfit tuto
Smlouvu s ohledem na tyto
skutecnosti:

a) vyrobcem a zadavatelem ve smyslu
ustanoveni  § 19 zdkona o
zdravotnickych prostfedcich je
spole¢nost seiratherm GmbH;
Zadavatel ma zajem provést
observaéni studii jim vyrabéného a
znackou CE opatieného prostredku
tempedy® uvedeného dale v této
Smlouveé;

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

c¢) spole¢nost Neox je smluvni
vyzkumnou organizaci, je ve smluvnim
vztahu k Zadavateli observacni studie
a Zadavatel ji zmocnil k zajisténi pInéni
¢innosti nebo funkci Zadavatele
vztahujicim se k observacni studii.
Zadavatel zmocnil spolec¢nost Neox téz
k monitorovdni  observaéni  studie.
Spolecnost Neox je opravnéna jednat
samostatné a na Ucet Zadavatele pfi
provadéni observacni studie;
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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® , a
class llb, CE marked medical device
(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 ,Prophylactic, long-term
normothermia by the tempedy’ system
in ICU Patients with severe
cerebrovascular disease “.

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
Sponsor. Observational study plan is

2.2.

3.1.

3.2.

d) Zkousejici a Zdravotnické zafizeni
prohlasuje, Ze Zdravotnické zafizeni a

Zkousejici jsou plné zpUsobili a
kvalifikovani pro Fadné avcasné
provedeni ¢innosti  souvisejicich

s observacni studii podle schvaleného
pldnu observacni studie, této Smlouvy
a pfislusnych pravnich predpis(.

Zadavatel se zavazuje  prevazit
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 prostredku
tfidy Ilb, opatfeného znackou CE
pod nazvem tempedy® (dale jen
,tempedy®“) u pacientl zarazenych
do dale uvedené observacéni studie
v pribéhu jejich hospitalizace ve
Zdravotnickém zafizeni a dalsi
¢innosti uvedené v planu observacni
studie

pod nazvem »Profylaktické
dlouhodobé udrzeni  normadlni
télesné teploty pacientii s téZikym
cerebrovaskuldrnim onemocnénim

umisténych na JIP s pouZitim
pristroje tempedy®.”
Zdravotnické zafizeni a Zkousejici

provedou cinnosti vymezené planem
observacni studie, v rozsahu dle této
Smlouvy a v souladu s platnou pravni
Upravou, touto Smlouvou a dalSimi
pokyny spolecnosti Neox ¢i
Zadavatele. Plan observacni studie
tvoti Prilohu €. 1 této Smlouvy.
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3.3.

4,

4.1.

4.2,

4.3.

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.

OBLIGATIONS OF HEALTHCARE

INSTITUTION AND INVESTIGATOR
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3.3.

4.1.

4.2,

4.3.

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

ZAVAZKY ZDRAVOTNICKEHO
ZARIZENI A ZKOUSEJiCiHO

XXXXXXRXXXXXXKKXXXXXXKXXKXXXKXXXKX
XXXXXXRXXXXXXKKXXXXXXXXXXKXXKXXKXK
XXXXXXRXXXXXXKKXXXXXXXKXXXKXXKXXX
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4.4.

4.5.

4.6.

XXXXXXXXXXX XXXXXXXXXXXXXX X XXXXXXXXXX
X XXXXX XXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXX X XXXXXXXXXXX
XXXXX XXXXXX XXXXXX XXXXX  XXXX XXXXXX
XXXXXXXXXXX XXXXXXXXX XXXXXXXXX
XXXXXXXX XXXXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXKRXXXXXXX XXXXXXXX XXXXXXXXXX
XXXXX XXXXXXXXXXX XXXXXXXXXXX XXXXXX
XXXXXX XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXX XXXXXXX

XXXXXXXXXXXX XXXXXXXXXXXXXX XXXXX
XXXXXXX XXXXXX XXXXX XXXX XXXX XXX XXXXX
XXXXXX XXXXX XXXXX  XXXXXXXX  XXXXXX
XXXXXX XXXXUXXXXX XXXXXXX XXXXXX XXXXXX
XXXX XXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXX XXXXXXXAXXXXXX XXXXXXXXXXXXX
XXXKXXXXXXX XXXXXXXXXXX XXXXXXXXXX XXXX
XXXXXXXXXXXXXXXX

XXXXXXXXXXX XXXXXXXXXX
XXXXXXXXXX XXXXXXXXX XXXX:
O XXXXXXX  XXXXXXX XXXXXX XXXXXX
XXXXX XXXXXXXX  XXXXXX  XXXXXX
XXXXXXXXXX
O XXXXXXX  XXXXXXX
XXXXXXX XXXXXXXXX
O XXXXXXXXXXXXXXXXXXXXX
XXXXXXXXX XXXXXXXXXXX

XXXXXX

XXXXXX XXX

XXXXXX

5. REMUNERATION

5.1.

5.2.

XXXXKXXX XXXXXXK XXXXXXX XXXXX XXXXXX
XXXXXXXXXX XXXXXXX XXXXXXX X XXXXXXXXXX
XXXXXX X XXXXXXXXXX XXXXXXXXXX
XXXXXXXXXXX XXXXXXXXXXXX XXXXXXXX XXXX
XX XXXXXXXXXXXXX X XXXXXXX

Sponsor further undertakes to pay to
Health Institution the remuneration of
his activities conducted the
remuneration connected with the use
of tempedy® device in accordance with
the present agreement observational
study in the amount specified in Annex2

4.4.

4.5.

4.6.

5.1.

5.2.

XXXXXXXXXXX XXXXXXXXXXXXXX X
XXXXXXXXXX X XXXXX XXXXXX
XXXXXXXXXXXXX XXXXXXXXXXXX

XXXXXXXXXXX X XXXXXXXXXXX XXXXX XXXXXX
XXXXXX XXXXX XXXX XXXXXX XXXXXXXXXXX

XXXXXXXXX XXXXXXXXX XXXXXXXX
XXXXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXXXX XXXXXXXXXXXXX

XXXXXXXUXXXXXXXX XXXXXXXX XXXXXXXXXX
XXXXX XXXXXXXXXXX XXXXXXXXXXX XXXXXX
XXXXXX XXXXXXXXXXX XXXXXXXXXXX
XXXXXXXXX XXXXXXX X.

XXXXXX XXXXXXXKXX  XXXXXKXXX  XXXXXXX
XXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXXXX
XXXXXXXXX XXXXXXXXXXXXXX XXXXXXXXX

XXXX XXXXXXX XXXXXXX XXXXXXX
XXXXXXXXXXXXXX XXXXXXXXXXXXX
XXXXXXXXXXXX X XXXXX XXXXXXXXX,
XXXXXXXXXXXX XXXXXXXXXXX XX XXXXXXXXXX
xéinnostL XXXXXXXXXXRXXX XXXXXXXXXXX
XXXXXXX

XXXXXXXXXXXX XXXXXXXXXXK  XXXXXXXXXXX
XXXXXXXXXXX XXXXXXXX

XXXXXXXXXXX  XXXXXXXXXXX  XXXXXXXXXX
XXXXXXXXXXXXXXXXXK  XXXXXXXXXXXXXX X
XXXXXX,
XXXXXXXX XXXXXXXXXXX XXXXXXXXX
XXXXXXXXXX XXXXXX

XXXXXXXXXXXXX  XXXXXXXXXX  XXXXXXXXX

XXXXXXXXXX

CENA

XXXXXXXX XXXXXXX XXXXXXX XXXXX XXXXXX
XXXXXXXXXX XXXXXXX XXXXXXX X
XXXXXXXXXX XXXXXX X XXXXXXXXXX
XXXXXXXXXX XXXXXXXXXXX XXXXXXXXXXXX
XXXXXXXX XXXX XX XXXXXXXXXXXXX X
XXXXXXX

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
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hereto, entitled ,Payment schedule
Remuneration covers all expenses of
Healthcare institution expanded in
connection with partial activities of
observational study. Any and all
payments in excess of  the
aforementioned remuneration have to
be pre-approved in writing by the
Sponsor.

5.3. Healthcare institution Payments of
remuneration shall be invoiced after | 5.3.
the end of calendar quarter,
retrospectively and quarterly, always
within 15 days after the end of a given
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
Sponsor at the address specified in
Article 1 above.

5.4. Sponsor is deemed to have fulfilled his
obligation to pay the remuneration at
the moment of transferring the | 5.4.
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
internal procedures.

6. CONFIDENTIALITY, PERSONAL DATA

6.1. Contractual parties undertake to keep

v

vySi uvedené vpfiloze ¢ 2 této
Smlouvy a nazvané ,Rozpis plateb”.
Odména zahrnuje veskeré naklady
Zdravotnického zafizeni vynalozené v
souvislosti s provadénim dilcich
¢innosti observacni studie. Jakékoliv
platby nad ramec vySe uvedené
odmény musi byt pfedem pisemné
schvaleny Zadavatelem.

Fakturace odmén Zdravotnickému
zafizeni podle odst. 5.2. tohoto ¢lanku
bude probihat po skonceni
kalendarniho ctvrtleti, a to vidy do 15-
ti dnl od skonceni kalendarniho
Ctvrtleti. Fakturace bude provedena na
zakladé vykazu s vycislenim kalkulaci
dil¢éich cinnosti observacni studie
(resp. poctu pacientll) vytvoreného
spole¢nosti Neox a odsouhlaseného
Zkousejicim a  Zdravotnickym
zafizenim. Vykaz s kalkulaci bude
spole¢nosti Neox dorucen Zadavateli a
poté zasldn Zdravotnickému zafizeni
na adresu uvedenou v této Smlouvé.
Na zakladé schvaleného vykazu vystavi
Zdravotnické zafizeni Zadavateli
fakturu. Faktury budou mit veskeré
naleZitosti danového dokladu, pricemz
splatnost faktur vystavenych
Zdravotnickym zafizenim je stanovena
na 45 dni ode dne doruceni Zadavateli
na adresu uvedenou v¢l. 1 této
smlouvy.

Zadavetel spini svlij zdvazek uhradit
cenu tim, Ze ji prevede na ucet
Zdravotnického zafizeni. Zdravotnické
zafizeni se zavazuje vyplatit ptislusnou
¢ast odmeény Zkousejicimu v souladu
se svymi internimi postupy.

MLEENLIVOST, OSOBNi UDAJE
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6.2.

6.3.

6.4.

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

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
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.

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
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.

Results of observational study including
all reports and outputs are in exclusive
ownership of Sponsor. Remuneration
for respective transfer of any

6.1.

6.2.

6.3.

6.4.

Smluvni strany se zavazuji zachovavat
mlcenlivost o veskerych informacich
a udajich tykajicich se observacni
studie, a to bez c¢asového
omezeni.Smluvni strany nesméji pfimo
¢i nepfimo zpfistupnit tyto informace
a Udaje treti osobé, s vyjimkou situaci
blize upravenych vplatné pravni
Upravé a dale v této Smlouvé.

Smluvni strany potvrzuji, Ze budou
zpracovavat osobni Udaje subjektl
hodnoceni  ziskané v  souvislosti
s observaéni studii v souladu se
zakonem ¢. 101/2000 Sb., o ochrané
osobnich udaji, a to vyluéné pro
potreby uvedené studie. Zdravotnické
zatizeni zabezpeci, aby neopravnéné
osoby nemély pfistup k databazim
obsahujicim osobni Udaje subjektl
hodnoceni a pokud jsou osobni udaje
zpracovavany pocitacovym systémem,
zabezpedi, aby systém zarucoval
uroven  bezpecnosti  vyZzadovanou
pravnimi predpisy o ochrané osobnich
udaji a to zejména ochranu proti
zméngé, ztraté, poskozeni nebo zniceni.

Zkousejici zajisti  anonymizovani
souhrnnych Udajl ziskanych v pribéhu
observatni  studie a  kodovani
identifikacnich udajt subjekt
hodnoceni v souladu s pisemnymi
pokyny spole¢nosti Neox. Zkousejici
bude informovat Zadavatele o
jakémkoliv zniceni, ztraté, zméné nebo
neopravnéném  zpfistupnéni nebo
zvefejnéni Gdajl ziskanych v pribéhu
dilé¢ich €innosti observacni studie a to
nejpozdéji do 3 pracovnich dnl ode
dne vzniku takové udalosti.

Vysledky observaéni studie vcetné
vSech zprav a vystupl jsou vylucnym
vlastnictvim Zadavatele. Odména za
pfipadné prevedeni jakéhokoliv prava
dusevniho vlastnictvi (tzn. licence
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7.

7.1.

7.2.

intellectual property right (i.e. license 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.

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

7.1.

7.2.

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 aradu
v Ceské republice a i v zahrani¢i. PFi
podani téchto prihldasek a vykonu
téchto prav zadavatelem Zkousejici
a/nebo Zdravotnické zafizeni poskytne
soucinnost v rozsahu, v jakém ji lze
spravedlivé poZadovat. Zdravotnické
zafizeni prohlasuje, Ze ucinilo veSkerd
opatfeni, kterd jej opravnuji vykonavat
prava dusSevniho vlastnictvi jménem
jeho zaméstnancu Ci jinych
spolupracovnikd jakoZto osob
opravnénych z téchto prav.

TRVANiI A UKONCENi SMLOUVY

Tato Smlouva nabyvd platnosti a
ucinnosti okamiZikem jejiho podpisu
vSemi smluvnimi stranami a neni-li
stanoveno jinak, jeji uéinnost zanika k
okamziku provedeni veskerych
¢innosti stanovenych Zkousejicimu a
Zdravotnickému  zafizeni  planem
observacni studie, touto Smlouvou a
pfislusnymi  pravnimi predpisy a
zaplacenim odmény Zadavatelem
zplUsobem podle této Smlouvy.

Kterdkoliv ze smluvnich stran je
oprdvnéna tuto Smlouvu pisemné
vypovédét s ucinky ke dni doruceni
vypovédi ostatnim smluvnim strandm,
a to pouze v nasledujicich pripadech:

pokud néktera dalSi smluvni strana
nesplni ¢i neplni jakékoliv ustanoveni
této Smlouvy a neodstrani zavadny
stav ani ve lhaté 30 (tficeti) dnl od
doruceni pisemné wvyzvy kjeho
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7.3.

7.4.

7.5.

7.6.

8.

8.1.

failure within 30 days delay
following the delivery of written
request to ensure the remedy;

- In case of substantial breach of any
contractual obligation by the other
contracting party.

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.

If the Agreement is terminated
prematurely, Sponsor shall be obliged
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.

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

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.

FINAL PROVISIONS

Modifications. This Agreement may be

9.1.

9.2.

9.3.

9.4.

10.

10.1.

odstranéni;
v pfipadé podstatného poruseni
jakékoliv smluvni povinnosti jinou

smluvni stranou.

Zadavatel je opravnén vypovédét tuto
Smlouvu pisemnym oznamenim
dorucenym ostatnim smluvnim
strandm s ucinky ke dni doruceni,
pokud zjisti, Ze observaéni studie neni
védecky nebo technicky proveditelnd
nebo je proveditelnd pouze s
nepfimérenymi naklady ¢i rizikem pro
subjekty hodnoceni.

Dojde-li k pred¢asnému ukonéeni této
Smlouvy, je Zadavatel povinen
Zdravotnickému zafizeni uhradit ¢ast
ceny pripadajici na provedenou c¢ast
observacni  studie. Odména se
hradi pomérné podle uskute¢nénych
ukon.

Pfi skonceni studie Zkousejici a
Zdravotnické zafizeni vrati Zadavateli

prostfednictvim  spolecnosti  Neox
vSechny materialy (s vyjimkou
spotfebovanych jednordzovych

materidll) a pfistroj poskytnuty k
provadéni observacni studie.

Nebude-li moci ZkousSejici provést
¢innosti v ramci observaéni studie z
objektivnich pficin, smluvni strany
vyvinou soucinnost za Ucelem nalezeni
jinédho vhodného zkousejicitho. V
takovém pfipadé bude podepsdan
dodatek k této Smlouvé fesici vyménu
osoby Zkousejiciho.

ZAVERECNA USTANOVENI

Zmény. Tato Smlouva mUlze byt
dopliovdna ¢i ménéna, zcela ¢i jen

zCasti, pouze pisemnou formou
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8.2.

8.3.

8.4.

amended or modified, in whole or in
part, only by an instrument in writing
signed by all parties hereto.

Governing Law. This Agreement shall be
construed in accordance with and
governed by the laws of Czech 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.

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

Agreement are the following Annexes:

Annex 1 — Observational study plan.
Annex 2 — List of payments.

10.2.

10.3.

10.4.

podepsanou viemi stranami.

Rozhodné pravo. Tato Smlouva se fidi
pravem Ceské republiky, zejména
zakonem ¢. 89/2012 Sb., obdanskym
zakonikem, ve znéni pozdéjsich
predpist, a jeho § 2586 a nasl., o
smlouveé o dilo. Strany se zavazuji resit
pfipadné spory mezi nimi smirnou
cestou a vzajemnou dohodou.

Polet vyhotoveni. Tato Smlouva se
podepisuje ve Ctyfech vyhotovenich,
z nichz kazdé tvofi origindl. V pripadé
rozporu jazykovych verzi je rozhoduijici
verze Ceskd, pricemz verze anglicka se
pouzije jako vykladova pomducka.

Prilohy. Nedilnou soucasti této

Smlouvy jsou tyto Prilohy:

Priloha €. 1 — Plan observacni studie
Pfiloha €. 2 — Prehled plateb.
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Healthcare institution/Zdravotnické zafizeni: CRO/CRO:
29.11. 2016
XXX XXXXXXXXX XXXXXXXXXXX XXX X XXX XXXXXXXXXXXXXXXXXX

MUDr. Jifi Holan, MBA Ing. Dana Cagankova

Pfedseda predstavenstva mistoptredseda predstavenstva
XXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXKXXX
XXXXXXXXXXXXXXXX

Investigator/Zkousejici:

XXX XXX XXXXXX

Sponsor/Zadavatel:

XXXXXXKXXXXXXXXXXXXXX

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 Xx xxx CZK Xx xxx CZK
MEDICAL Xx xxx CZK XX XXX XXX Amount is calculated for
DEVICE CZK 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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