SMLOUVA O KLINICKE ZKOUSCE

(1) Chordate Medical AB,

se sidlem: c/o Regus, Kistagangen 20B

164 40 Kista, Svédsko

jednajici prostfednictvim Jan Hermansson — feditele.

ICO: 556682-5062
DIC: SE556682506201
ddle jen “Zadavatel”

(2) Fakultni nemocnice Hradec Kralové

se sidlem Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Cesk4 republika

zastoupena prof. MUDr. Vladimirem Pali¢kou, CSc.,
dr. h. c., feditelem

1CO: 00179906

DIC: CZ00179906

Bankovni spojeni: Ceska narodni banka

Nazev uctu: Fakultni nemocnice Hradec Kralové
¢.u.: 24639511/0710
IBAN:CZ2307100000000024639511

SWIFT: CNBACZPP

déle jen ,,poskytovatel zdravotnich sluzeb*

A

Klinika otorinolaryngologie a chirurgie hlavy a krku
Fakultni nemocnice Hradec Kralové, Ceska republika

Datum nar

dale jen “zkouSejici”

déle jednotlivé jako ,,smluvni strana“ a spolecné jako
“smluvni strany”
uzaviraji tuto smlouvu (déle jen ,,smlouva‘)

I

AGREEMENT ON CLINICAL STUDY

(1) Chordate Medical AB

with its registered address at:

c/o Regus, Kistagangen 20B

164 40 Kista, Sweden

represented by Jan Hermansson - medical director.

Company ID no: 556682-5062

Tax ID no.: International VAT registration number
SE556682506201

further, “Sponsor”

and

(2) Faculty hospital Hradek Kralove,

(3) with its registered address Sokolska 581, 500
05, Novy Hradec Kralove, Czech Republic

represented by MUDr. Vladimir Palicka, CSc., dr. h.

c.,Managing Director

Company ID no.: 00179906

Tax ID no.: CZ00179906

Bank information: Ceskd ndrodni banka, Fakultni
nemocnice Hradec Kralové

Acct. no.: 24639511/0710

IBAN: CZ2307100000000024639511
SWIFT/BIC: CNBACZPP

further, the “Medical Facility”

And

Klinika otorinolaryngologie a chirurgie hlavy a krku
Faculty hospital Hradec Kralové Czech Republic

pos: I

further, the “Investigator”

each a “Party” and collectively “the Parties”
conclude this agreement (“Agreement”):

I



Predmét a icel smlouvy

Predmétem smlouvy je klinickd zkouska
zdravotnického prostfedku Chordate S101 systém ve
specifikaci uvedenou v odst. 2. (déle jen
“zdravotnicky prostiedek”) dle protokolu (definice
niZe) u poskytovatele zdravotnich sluzeb (dale jen
“klinicka zkouska”), které provadi Zadavatel, ktery
je vyrobcem zdravotnického prostiedku. Cislo
protokolu PRO08 s nazvem: Klinicka zkouska
stimulace kinetické oscilace systémem Chordate S101
pii 1é€bé nealergické rymy (KOSNAR), ktery detailné
popisuje activity provadéné v klinické zkousce a
rozdeéleni pravomoci mezi stranami. Protokol mé
pfednost pouze z medicinského hlediska. V ostatnim je
rozhodujici smlouva.

1) Specifikace  zdravotnického  prostiedku.
Monitor: vyrobni &slo 4079, Celenka drici
katetry: vyrobni ¢islo 2072. Katetry budou na
jedno pouZiti. Jejich pouZiti se bude evidovat
na samostatnych formulafich. Spolu se
zdravotnickych prosttedkem zadavatel doda
zkousejicimu :

- Declaration of Conformity, pokud ma ZP
CE znacku,

- Navod kpouZziti pfistroje v listinné a
elektronické podob¢ v Ceském jazyce
protokol o pfedani (instalaci) — bude
bude také persondl faddné proSkolen a
bude podepsan protokol o Skoleni
obsluhy.

2) Utelem smlouvy je stanovit podminky k
provedeni klinického hodnoceni a vymezit prava
a povinnosti smluvnich stran pro pribéh a
provedeni  klinického  hodnoceni  nejvyse
profesiondlnim zptisobem (vCetné vcasného
poskytovani vSech dat a informaci tykajicich se
klinického hodnoceni, a CRF - Case Report
Forms poskytovatelem zdravotnich sluZeb a
zkousSejicim, popiipad¢ elektronickych CREF, tzv.
e-CRF).

3) Poskytovatel zdravotnich sluZeb prohlasuje, Ze jak
on tak i zkouSejici maji zkuSenosti, schopnosti, v
péci pfiméfeny pocet odpovidajicich subjektd
hodnoceni (déle jen ,,subjekt) a zdroje, vcetné
persondlu a vybaveni, aby mohli pfesn¢, uceln¢ a
véas provést klinickou zkousku profesiondlnim a
kvalifikovanym zptisobem a Ze tyto zdroje budou
trvale pouZivat tak, aby klinické hodnoceni takto

provedli.

2)

3)

Subject and purpose of the Agreement

1) The subject of the Agreement is the clinical
evaluation of Chordate S101 system in the
specification mentioned in paragraph 2.
(further, the “Medical Device”) pursuant to
the Protocol (defined below) at the Medical
Facility (further, the “Clinical Study”),
which Sponsor is the producer of the Device.
Protocol number PR008 and title: A clinical
investigation  of  Kinetic = Oscillation
Stimulation by the Chordate System S101 in
the treatment of Non Allergic Rbhinitis
(KOSNAR) , which describes in detail the
activities conducted in the Clinical Study
and the division of responsibilities among
Parties. The protocol takes precedence only
from the medical point of view. In other
cases the contract is decisive.

1) Medical device specification:
Controller: serial number: 4079, Head-
band: serial number 2072. Catheters will
be disposable. Their use will be recorded
on separate forms.
Together with medical devices, the
sponsor will provide to the Investigator:
- Declaration of Conformity, CE mark,
- Instructions for use of the instrument in
written and electronic form in the Czech
language - protocol on handover
(installation) - will be handed over
during the initial visit, when the site staff
will be properly trained and the training
protocol will be signed.

The purpose of the Agreement is to set out
conditions for conducting the Clinical Study and
to provide the rights and obligations of the
Parties for conducting the Clinical Study, in
highly professional manner (which shall include
but not be limited to, Medical Facility’s and
Investigator’s submitting all data and other
information related to the Clinical Study to CRO
or Sponsor in a timely manner, including all case
report forms (CRFs), or electronic CRFs, also
called e-CRFs).

The Medical Facility declares that it, and the
Investigator, have the experience, capability,
adequate number of trial subjects (further
“subject”) in care and resources including, but
not limited to, personnel and equipment to
accurately, efficiently and expeditiously perform
the Clinical Investigation in a professional and
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4)

5)

1y

2)

1y

2)

3)

ZkouSejici prohlaSuje, Ze neni zaméstnancem
nebo zastupcem Zadavatele.

V piipad¢ jakéhokoli rozporu ¢i neshody mezi
ndleZitostmi obsaZenymi v protokolu a v této
smlouvé budou smluvni podminky urcujici pro
plnéni pravnich zdvazkd smluvnich stran, zatimco
protokol bude urcujici pro zptisob vedeni tohoto
klinického hodnoceni.

II.
Zahajeni klinické zkousky

Klinickd zkouska bude zahdjena na zdkladé¢
povoleni piislusné etické komise.

Kopie rozhodnuti a souhlasného stanoviska podle
odst. 1 budou wuloZeny u poskytovatele
zdravotnich sluzeb u zkousSejiciho v dokumentaci
o provedeni klinické zkousky.

I11.

Misto a doba provedeni klinického hodnoceni a

FeSitelské centrum

Klinickd zkouska bude provedena na Klinice
otorinolaryngologie a chirurgie hlavy a krku
poskytovatele zdravotnich sluzeb (ddle jen
,.resitelské centrum®), v ¢ele se zkouSejicim jako
hlavnim zkouSejicim a dalS$imi spolupracujicimi
osobami - povéfenymi zameéstnanci poskytovatele
zdravotnich sluzeb (ddle jen ,,Studijni tym*).

Ke zméné feSitelského centra a ve jmenovani ¢i
doplnéni Studijniho tymu miZe dojit jen po
dohod¢ zadavatele, poskytovatele zdravotnich
sluzeb a zkouSejiciho. Pisemny doklad o takové
dohodé¢ musi byt uloZzen v dokumentaci o
provedeni klinické zkousky.

Klinickd zkouSka nebude v feSitelském centru
zahdjena dfive, neZ vejde v Gcinnost tato smlouva
a budou splnény dal$i podminky vyZzadované
pfisluSnymi  prdvnimi  pfedpisy. Zatfazovani
subjektil hodnoceni do klinického hodnoceni
mezinarodné za¢ne | 2 piedpokiada

se, 7¢ nabér bude ukonéen piiblizné |G

4)

5)

1)

2)

competent manner and shall use these resources
at all times to perform the Clinical Study in such
manner.

The Investigator declares that he/she is not an
employee or agent of Sponsor.

If there is any discrepancy or conflict between
the terms contained in the Protocol and this
Agreement, the terms of the Agreement shall
govern and control with regards to legal
obligations of the Parties and the Protocol shall
govern and control with regards to the conduct of
the Clinical Study.

II.
Commencement of the Clinical Study

The Clinical Study will be commenced on the
basis of a permit from the relevant ethics
committee.

Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the
Medical Facility, with the Investigator, in the
documentation about the conduct of the Clinical
Study.

I11.

Place and term of conducting the Clinical Study

1)

2)

3)

and the Study Site

The Clinical Study shall be conducted at Clinic
of otorhinolaryngology and head and neck
surgery medicine department of the Medical
Facility (further, the “Study Site”), headed by
the Investigator as the principal investigator and
other cooperating persons - authorized
employees of Medical Facility (further, the
“Study Team”).

Changes in the Study Site and appointment or
addition of Study team can be made only after
Agreement between Sponsor, the Medical
Facility and the Investigator is executed. A
written document about such Agreement must be
filed in the documentation about the conduct of
the Clinical Study.

The Clinical Study will not be started in the
Study Site before this Agreement becomes
efficient and other conditions required by
relevant legal regulations are fulfilled. Study
subject enrolment will begin internationally in

B - d coolment s expected to be
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4)

5)

D

Bl < Klinické hodnoceni potrva priblizné [

Doba provadéni klinického hodnoceni
mize byt vjeho pribéhu prodlouzena nebo
zkracena. Zadavatel pisemné ozndmi
poskytovateli zdravotnich sluzeb a zkouSejicimu
piipadné  zmény v pfedpoklddaném  cCase
pottebném  kiddnému  provedeni  klinické
zkouSky. Zmény doby trvani klinické zkouSky
neni nutno provadét prostiednictvim dodatku této
smlouvy.

Klinick4 zkouska nebude zahdjena dfive, neZ bude
obdrzen souhlas piislusné etické komise.

UkdZe-li se v prubchu klinické zkousky, Ze
nebude moZzné ji ukoncit v€as v predpoklddaném
terminu, zkouSejici je tuto skuteCnost povinen
neprodlené oznamit Zadavateli.

Iv.
Zakladni podminky pro provadéni klinické
zkousky
Zkousejici provede klinickou zkousku pfi

dodrzeni piisluSnych pravnich predpist, vcetné,
nikoliv v8ak vyluéné€ zejména zdkona ¢. 268/2014
Sb., o zdravotnickych prostfedcich, zdkona C¢.
372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdégjSich predpist, vyhlasky ¢. 226/2008 Sb.,
kterou se stanovi spravnd klinickd praxe, ve znéni
pozdéjSich  ptedpist, Natizeni evropského
parlamentu a rady ¢. 2016/679 (déle jen ,,GDPR*)
a zdsadami stanovenymi:

a) v protokolu klinické zkousky vydaném
zadavatelem a v souladu s poZadavky etické
komise. Ptipadné zmény protokolu Ize provést
jen s pisemnym souhlasem zadavatele a vSech
smluvnich stran, na zakladé souhlasného
stanoviska etické komise, ledaZze je to
nezbytné k odvraceni akutniho nebezpeci
hrozictho subjektim klinického hodnoceni.
ZkouSejici se zavazuje na dikaz svého
souhlasu postupovat podle protokolu piedat
Zadavateli podepsanou stranu 60 protokolu
nazvanou Signature page.

b) v instrukci zadavatele nazvané Investigator
brochure obsahujici veskeré v soucasné dob¢
znamé informace o zdravotnickém prostfedku
a jeho vlastnostech. Tento dokument bude
pfipojen k dokumentaci o provedeni klinické

4)

5)

completed on or about I

the Study will be completed on or about JJj
B 1t term of the Clinical Study may be
extended or shortened during its course.
Sponsor will inform the Medical Facility and
the Investigator of any changes related to the
expected term of the conduct of the Clinical
Study. Changes of the term of the Clinical
Study will not necessitate an amendment hereto.

No patient treatments will be initiated prior to
receipt of approval of relevant Ethics
Committee.

If, during the Clinical Study, it becomes apparent
that the Clinical Study will not be completed on
schedule, the Investigator has to notify Sponsor
immediately.

IV.

Basic conditions for conducting the Clinical Study

1y

While conducting the Clinical Study, the
Investigator shall comply with all applicable
legal regulations, including in particular, but not
limited to Act no.268/2014 Coll. on Medical
Devices, as amended, Decree no. 226/2008 Coll.
on the Good Clinical Practice, as amended, and
in accordance with, European Parliament and
Council Regulation 2016/679 (further “GDPR”):

a) the Protocol of the Clinical Study issued by
the Sponsor and in strict accordance with the
requirements of Ethics Committee. The
Protocol can be changed only with the
written consent of Sponsor and all Parties, on
the basis of an approval from the Ethics
Commission, unless to eliminate an
immediate hazard to Clinical Study subjects.
The Investigator agrees, as an evidence of
his consent to follow the Protocol, to deliver
to CRO the signed page 60 of the Protocol
titled Signature page.

b) the Sponsor’s instruction titled Investigator
brochure which contains all presently
known information about the Device and its
qualities. This document shall be attached to
the documentation about the conduct of the
Clinical Study; and
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zkousky ; a

¢) v souhlasném stanovisku etické komise ve
smyslu ¢l. II. smlouvy.
2) Klinickd zkouSka bude provedena ve shod¢ s
etickymi normami, ISO 14155 pro Klinické
zkousky zdravotnickych prostfedkll, spravnou
klinickou praxi, podminkami vychazejicimi z
Helsinské deklarace.

3) Dokumenty uvedené v odst. 1 pism. a) a b) jsou
davérné a informace o jejich obsahu mohou byt
poskytnuty jen pracovnikim feSitelského centra
povéfenym ¢i jmenovanym podle ¢l. III. odst. 1
této smlouvy a organtim a institucim uvedenym v
¢l. VL

4) Piislusné zaznamy tykajici se této klinické
zkousky, v€etné zdznaml o identifikaci subjektt
hodnocent, klinickych pozorovénich,
laboratornich testech, pfijeti 1éki a jejich piedant,
budou nalezit¢ vedeny tak, aby zkouSejici a
poskytovatel zdravotnich sluZeb byli schopni
poskytnout zadavateli hodnoceni tplné a piesné
informace o vSech aspektech a vysledcich tohoto
klinického hodnoceni. Zadavateli nebo jeho
povéfenym zastupctim bude po pfiméfeném avizu
umoznéno tyto studijni zdznamy (vCetné vySe
uvedenych) provétovat a auditovat.

5) Poskytovatel zdravotnich sluzeb zajisti sprdvné
zachdzeni s hodnocenym prostfedkem
pouZivanym v souladu s provadénim klinické
zkousky (vCetné¢ placeba), pouze v souladu
s Protokolem, ISO 14155 a vyhlaskou ¢. 226/2008
Sb.

V.
Vybér subjektit hodnoceni pro klinickou zkousku a
informovany souhlas

1) Nébor subjektt klinické zkousky je kompetitivni.

2) Zatazeni subjektli do klinické zkousky bude
mozné jen s pisemnym informovanym souhlasem.

3) Pfti  zpracovani, vyzdddni a  uchovani
informovaného souhlasu je Zadavatel, zkouSejici i
povinnen dbét pfisluSnych pravnich predpisi a
doporuceni uvedenych zejména v ¢l IV. této

c) the concurring opinion of the Ethics
Committee as specified in art. II. of the
Agreement.

2) The Clinical Study shall be conducted in
accordance with the ethical standards, ISO
14155 Clinical investigation of medical devices
for human subjects — Good clinical practice,
conditions under the World Medical
Association’s Declaration of Helsinki

3) The documents specified in par. 1 (a) and (b) are
confidential, and information about their
contents may be provided only to employees of
the Study Site authorized or named pursuant to
art. IIIl. par. 1 of this Agreement and to
institutions specified in art. VL.

4) Adequate records with respect to the Clinical
Study shall be maintained, including without
limitation  records  relating to  subject
identification, clinical observations, in all cases
sufficient to enable the Investigator and Medical
Facility to furnish the Sponsor with complete
and accurate information regarding all aspects
and results of the Clinical Study. Sponsor or
Sponsor’s designees shall be allowed to inspect
and audit the and other Clinical Study related
information upon reasonable advance notice.

5) The Medical Facility will secure proper handling
of the Device used in the Clinical Study
(including placebo), only in accordance with
Protocol, ISO14155 and Decree no. 226/2008
Coll

V.
Selection of trial subjects for Clinical Study and
informed consent

1) The enrolment of Clinical Study subjects in the
Clinical Study is competitive.

2) The Subjects may be included in the Clinical
Study only with informed written consent.

3) When drafting, requesting and filing the

informed consent, Sponsor has to comply with
the relevant legal regulations and

Page 5 of 21



4)

5)

6)

1y

2)

smlouvy. V klinické zkousce nebude pouZit Zddny
formuldf informovaného souhlasu, ktery nebyl
nejprve schvélen zadavatelem nebo v zastoupeni
zadavatele.

Doklad tykajici se této dohody zkouSejici uchova
dle internich ptedpist svého poskytovatele
zdravotnich sluZeb a na vyZaddni poskytne jeho
kopii zadavateli. Zadny subjekt klinické zkousky
pfi tom nemiZe byt zafazen do klinického
hodnoceni bez ziskdni tohoto informovaného
souhlasu.

Pokud zkousSejici v prabéhu klinického hodnoceni
zjisti, Ze subjekt zatazeny do klinické zkouSky
nevyhovuje kritériilm pro zafazeni, v souladu
s protokolem subjekt z klinické zkousky vyradi a
okamzité o tom v souladu s protokolem informuje
Zadavatele.

Zkousejici, poskytovatel zdravotnich sluzeb, a
zadavatel jsou povinni v pribéhu klinické
zkouSky i po jejim ukonceni dbat piisluSnych
pravnich pfedpisi o ochrané¢ osobnich tdaji a
informaci o subjektech zatazenych do klinické
zkousky v souladu s GDPR.

VL
Sledovani (monitorovani) a kontrola pribéhu
klinické zkousky

Pribéh a provadéni klinické zkousky budou
kontrolovdny a sledovdny Zadavatelem a jeho
poveéfenymi osobami - monitory, kterym
poskytovatel zdravotnich sluZeb i zkousejici
umozni piistup ke vSem informacim ziskanym v
rdmci  klinické zkousky i k  vysledkim
laboratornich testdl, vySetteni a jinych zdznamul o
subjektech zatazenych do klinické zkousky, které
souviseji s klinickou zkouskou.

Pribéh klinické zkousky a jeji vysledky mohou
byt kontrolovdny také auditory zadavatele; tim
neni dotéeno pravo kontroly piislu$nych stdtnich
organi CR a zahraniénich kontrolnich tfadd.
Poskytovatel zdravotnich sluZzeb a zkouSejici se
zavazuji poskytnout zminénym auditorim veskera
klinickd data zapsand do CRF (case report form)
jakoz 1 dalsi relevantni informace, vcetné
generovanych jako vysledky provddéné klinické
zkousky.

4)

5)

6)

recommendations mentioned, in particular, in art.
IV. of this Agreement. No informed consent
document will be filed or used in the Clinical
Study unless it has been approved by Sponsor or
on behalf of Sponsor.

The Investigator will retain such document
according to the policies of the Medical Facility
and will forward a copy to the Sponsor upon
request. No subject may be enrolled in the
Clinical Study until such informed consent has
been obtained.

If the Investigator discovers during the course of
the Clinical Study that a study subject included
in the Clinical Study does not meet its entry
criteria, he shall in accordance with the Protocol
remove the study subject from the Clinical Study
and immediately in accordance with the Protocol
inform Sponsor.

The Investigator, the Medical Facility and
Sponsor are required, during the Clinical Study
and after it is completed, pursuant to the
applicable legal regulations, to ensure protection
of personal data and information about the
subjects included in the Clinical Study consistent
with GDPR.

VI

Monitoring and inspection of the conduct of the

1)

2)

Clinical Study

The conduct of the Clinical Study shall be
inspected and monitored Sponsor’s designated
persons - monitors, to whom the Medical Facility
and the Investigator shall permit access to all
information acquired in the Clinical Study and to
all results of, examinations and other records
about the subjects included in the Clinical Study
which are related to the Clinical Study.

The conduct and results of the Clinical Study
may also be inspected by the Sponsor’s auditors;
this does not affect the right of inspection of the
relevant authorities of the Czech Republic and
foreign inspection offices. The Medical Facility
and the Investigator agree to provide to the
above-mentioned auditors all clinical data
recorded in the CRF (case report form) as well as
other relevant information, including information
generated as results of the conducted Clinical
Study.
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3)

4)

D

2)

3)

4)

Obdrzi-li poskytovatel zdravotnich sluzeb nebo
zkousejici ozndmeni o tom, Ze misto provadéni
klinického hodnoceni bude pfedmétem Setfeni Ci
auditu jakéhokoli statniho ¢i kontrolnitho organu,
takovd smluvni strana o tom neprodlen¢ uvédomi
zadavatele. Jestlize takovd smluvni strana
neobdrZi takové ozndmeni o Setfeni ¢i auditu
predem, uvédomi Zadavatel pfi prvni vhodné
prilezitosti.

Kazdy ze subjektd klinické zkousky musi byt
poucen podle ¢l. V. odst. 2 této smlouvy a
informovén také o tom, Ze Udaje ziskané o ném v
prubéhu klinické zkouSky mohou byt pro tdcely
kontroly pouzity a piedlozeny také piisluSnym
kontrolnim orgéntim v Ceské republice i mimo ni
a v rdmci Evropského hospodaiského prostoru.

VIIL.
Jina ustanoveni
Zadavatel poskytne prostiednictvim  svych
zmocnéncl poskytovateli zdravotnich sluzeb a
zkousSejicimu veskery materidl (veetng
hodnoceného zdravotnického prosttedku,

poskytnutého vybaveni, apod.) vymezeny v
protokolu klinické zkousky, ktery je nezbytny k
provadéni klinické zkousky tak, aby mohly byt
dodrzeny podminky klinické zkousky uvedené v
¢l. IIL. této smlouvy.

Hodnoceny zdravotnicky prostfedek i ostatni
materidl poskytnuté zadavatelem nebo jeho
jménem, jejichz specifikace je uvedena Vv
protokolu o klinické zkousky (Cl. IV. odst. 1 pism.
a) této smlouvy) pouZzije feSitelské centrum a
zkousSejici pouze pro provadéni klinické zkousky.
Vsechny hodnotici materidly, které nebudou
pouzity v rdmci klinické zkouSky, vrati feSitelské
centrum a zkousejici dle instrukci zadavatele nebo
jménem zadavatele.

Hodnoceny zdravotnicky prostfedek muize byt
subjektim hodnoceni poddno pouze delegovanym
persondlem poskytovatele zdravotnich sluZeb, pod
dohledem zkousejiciho, a to pouze v rimci vedeni
této klinické zkousky. Hodnoceny zdravotnicky
prostfedek nesmi byt poskytnut jiné tieti osob¢
mimo osob piesné stanovenych v protokolu a
musi byt pouZito pouze v souladu s podminkami
protokolu.

zdravotnich

ZkouSejici a poskytovatel

3)

4)

1y

2)

3)

4)

In the event that the Medical Facility or
Investigator receives notice that the Study Site
shall be the subject of an investigation or audit
by any governmental or regulatory authority, the
Party receiving such notice shall inform Sponsor
immediately. In the event that the Party does not
receive prior notice of such investigation or
audit, the Party shall notify Sponsor at the first
available opportunity.

Each of the Clinical Study subjects must be
instructed pursuant to art. V. par. 2 of this
Agreement and also informed that the data
acquired about him/her in the course of the
Clinical Study may be used and submitted to the
appropriate inspection authorities for purposes of
inspection both inside and outside of the Czech
Republic and the European Economic Area.

VIIL
Other provisions

Sponsor, through its designees, shall provide the
Medical Facility and the Investigator with all
materials (including  Device,  provided
equipment, etc.) specified to be provided by the
Clinical Study Protocol, which are necessary to
conduct the Clinical Study, so that the terms of
the Clinical Study provided in art. III. of this
Agreement can be met.

The Study Site and the Investigator shall use the
Device and other material provided by or on
behalf of Sponsor, the specifications of which
are provided in the Clinical Study Protocol (art.
IV par. 1 (a) of this Agreement), only for
conducting the Clinical Study. The Study Site
and the Investigator shall return all evaluation
materials, which are not used in the Clinical
Study as instructed by or on behalf of Sponsor.

The Device treatment may be administered only
by delegated employees of the Medical Facility
under the supervision and control of the
Investigator, and only for the purpose of
conducting the Clinical Study. The Study Device
may not be transferred to any third party except
as specifically provided in the Protocol, and may
be used only in accordance with the Protocol.

The Investigator and the Medical Facility agree
to preserve all documentation about the conduct
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sluZzeb se zavazuji uschovat veSkerou dokumentaci o
provedeni klinické zkouSky i dokumentaci vztahujici
se k subjektiim klinického hodnoceni po dobu 15 let
od data ukonceni klinické zkousky. Pro pfipad, zZe
prvotni tddaje budou dostupné pouze v elektronické
podobé, zavazuje se zkouSejici pro ucely jejich
oveéfeni poridit vytisky téch dat, kterd se tykaji
subjektti klinické zkouSky a jsou vyznamnad pro
klinické zkousky. Tyto vytisky budou opatfeny datem
a podpisem zkousejictho a ftadné uchovany.
Zadavatel v pfedstihu 6 mésich od konce
patndactileté archivace oznami poskytovateli, Ze
trvd na dalSi archivaci a uhradi ndklady s tim
spojené.

V piipadé, Ze ve shora uvedené lhut¢ zadavatel
nesdéli pozadavek na dal§i archivaci ¢i neuhradi
poplatek na dal$i archivaci, md se za to, Ze je
Poskytovatel opravnén k likvidaci vSech
archivovanych dokumenti Studie.

5) Zadavatel bude opravnén uchovivat originaly
vSech CRF (Case Report Forms) (nebo e-CRF),
které budou zarovenl jeho vlastnictvim. Originaly
vSech dalSich zdznami a materidld budou
uchovéany poskytovatelem zdravotnich sluZeb a
bude snimi nakldddno dle platnych zdkonii a
nafizeni. Na vyZ4ddani budou kopie téchto
dokumentti poskytnuty zadavateli.

6) Zkousejici a poskytovatel zdravotnich sluZeb se
zavazuji, Ze nebudou pouZivat ndzvu ani vyrobku
zadavatele souvisejicich s provddénim této
klinické zkouSky za dcelem jakékoli propagace Ci
reklamy bez jejich pfedchoziho souhlasu.

7) Zadavatel se zavazuje neuvadét vefejné jméno
zkouSejictho v souvislosti s provddénim klinické
zkousSky nad rdmec stanoveny v ¢lanku X. odst. 4
této smlouvy.

VIIIL.
Nezadouci prihody v pribéhu Klinického
hodnoceni
1) ZkouSejici je povinen bezodkladné sdélit

zadavateli a/nebo jinému zmocnénci zadavatele
dle mozného pisemného pozadavku zadavatele
telefonicky, faxem ¢i elektronickou poStou
jakoukoliv zavaznou nezadouci piithodu, jakoZ i
zavazny neZzddouci a neocekdvany neZzadouci
ucinek zdravotnického prostfedku, ke kterym
dojde v pribéhu klinické zkousky.

of the Clinical Study and documentation related
to the Clinical Study subjects for 15 years from
the date the Clinical Study is completed. If any
source data are kept on computer files only, for
the purpose of source data verification, the
Investigator agrees to make a print out of all data
related to the Clinical Study subjects relevant to
the Clinical Study. These print-outs will be
dated and signed by the Investigator and duly
retained as source documents.

The Sponsor shall, in advance of 6 months from
the end of 15 years of archiving, notify the
Medical facility that it will insist on further
archiving and reimburse the associated costs.

In case that within the above mentioned period
the Sponsor does not notify the request for
further archiving or does not pay the fee for
further archiving, the Medical facility is allowed
to be to destroy all the archived Documents of
the Study.

5) The Sponsor will be entitled to keep originals of
all case reports forms (CRFs) (or e-CRFs),
which will be the property of the Sponsor. The
originals of all other records and materials will
be maintained by the Medical Facility and will
be held in accordance with all applicable laws
and regulations. A copy of such materials will be
provided to the Sponsor upon request.

6) The Investigator and the Medical Facility agree
not to use the name or products of Sponsor
connected with the Clinical Study for purposes
of promotion or advertising without their prior
consent.

8) Sponsor agrees not to make public the name of
the Investigator connected with the Clinical
Study other than as provided in article X. par. 4
of this Agreement.

VIIIL
Adverse events in the course of the Clinical Study

1) The Investigator shall, without delay, inform
Sponsor and/or such other Sponsor designee as
Sponsor may request in writing by telephone, fax
or electronic mail of any serious adverse events
or serious adverse device effects a, which occur
during the Clinical Study.

2) Adverse events and serious adverse events as
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2) Nezidouci a zdvazné nezddouci piithody jakoZz i
zavazné nezadouci ucinky a neocekavané zdvazné
nezadouci dcinky prostiedku jsou definovany v
zédkon¢ €. 268/2014 Sb., ve znéni pozd¢jSich
predpist, a podléhaji zaznamenani a hlaSeni
zkousejicim dle tohoto zdkona jakoZ i v souladu
s ISO 14155 Guidelines.

IX.
Pojisténi a odSkodnéni

Zadavatel bude hdjit, pojisti proti a zprosti
odpovédnosti Poskytovatele a jeho teditele,
funkcionéfe, zaméstnance a jednatele v€etné Hlavniho
zkousejiciho a osoby spolupracujici na Studii pod
dozorem zkousejiciho (ddle jen souhrnné
»~Zamestnanci poskytovatele zprosténi odpovédnosti‘)
za veskeré rozsudky, Skody, 4jmy, ndklady a vydaje
vzniklé vznesenim naroku ¢i poZadavku nebo
zahdjenim fizeni ¢i podanim Zaloby z diivodu osobni
ijmy nebo tmrti (ddle jen souhrnng ,,Narok*), které
mohou byt vzneseny ¢i poddny proti Zaméstnancim
poskytovatele zprosténym odpovédnosti subjektem
hodnoceni (déle jen ,,Subjekt hodnoceni) v pfimém
dasledku (a) uZziti ¢i podani ¢i aplikaci zdravotniho
prosttedku nebo (b) fadn¢ provedeného postupu
vyZadovaného Protokolem, ktery by Subjekt
hodnoceni nemusel podstoupit, pokud by se netcastnil
Studie.

1) Zadavatel =zajistii na celou dobu provadéni
klinické zkousky pojisténi odpovédnosti za Skodu
pro zkousejiciho, poskytovatele zdravotnich
sluzeb a zadavatele, jehoZ prostfednictvim je
zajisténo i odskodnéni v piipad€ smrti subjektu
klinické zkousky nebo v ptipadé Skody vzniklé na
zdravi subjektu klinické zkousky v dusledku
provadeéni klinické zkousky v souladu se znénim
zakona ¢. 268/2014 Sb..

2) Pojisténi v odst. 1) se nevztahuje na piipady, kdy
doslo k zatazeni subjektu klinického hodnoceni do
klinického hodnoceni bez ziskani informovaného
souhlasu ¢i Ujmé na zdravi subjektu klinického
hodnoceni na zdklad¢ nedbalosti zkouSejictho ¢i
jiného C¢lena feSitelského centra, porusenim
Protokolu ¢i instrukci pfedanych feSitelskému
centru zadavatelem ¢i  jakymkoliv  jinym
zmocnéncem zadavatele.

3) Poskytovatel zdravotnich sluZeb prohlaSuje, Ze ma
dle § 45 odst. 2 pism. n) zdkona ¢. 372/2011 Sb., o

well as serious adverse drdevice effects are
defined in § 3 par. 4-6 of Act no. 268/2014
Coll., as amended, and are to be recorded and
reported by the Investigator pursuant to the
above Act and pursuant to the ISO 14155
Guidelines.

IX.
Insurance and indemnification
The Sponsor shall defend, insure against and release
the liability of the Medical faciltiy and his Director,
officers, employees and agents, including the
Principal Investigator and persons cooperating in the
Study under the supervision of the
Sponsor(hereinafter collectively "Employees of the
Liability Provider") for all judgments, damages, and
the costs incurred by claiming or claiming or
initiating proceedings or bringing an action for
personal injury or death (hereinafter referred to
collectively as the "claim") that may be raised or
brought against the Employee's Employer by an
Study subject (hereinafter referred to as the "Study
subject") in (a) the use or administration or use of a
medical device; or (b) a properly conducted
procedure required by the Protocol that the Study
subjecz would not have had to undertake if it did not
participate in the Study.

1) The Sponsor has arranged liability insurance for
the Investigator, the Medical Facility and the
Sponsor for the entire duration of the Clinical
Study, through which compensation in the event
of death or in the event of injury to the health of
the Clinical Study subjects as result of
conducting the Clinical Study is covered in
accordance with of the Act No. 268/2014 Coll..

2) The insurance in par. 1) does not apply in cases
where a Clinical Study subject was included
without obtaining informed consent or where a
Clinical Study subject was injured due to
negligence of the Investigator or another member
of the Study Site, or violation of the Protocol or
instructions given to the Study Site by Sponsor,
or any other Sponsor designee.

3) The Medical Facility declares that it has
insurance coverage in accordance with § 45 par.
2 Itr. n) of Act n0.372/2011 Coll., on Medical
Services, with respect to liability it may have
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4)

5)

1y

2)

3)

zdravotnich sluzbéach uzavienu pojistnou smlouvu
na pojisténi odpoveédnosti za Skodu zplisobenou pfi
poskytovani zdravotni péce. Tato pojistnd smlouva
je uzaviena v zdkonem pozadovaném rozsahu a
neobsahuje pojisténi odpovédnosti za Skodu
zpusobenou pfi provadéni klinické zkousky. Dle §
45 odst. 2 pism. n) zdkona ¢. 372/2011 Sb. musi
byt pojisténi uzavieno po celou dobu, po kterou
poskytovatel ~ zdravotnich  sluZzeb  poskytuje
zdravotni péci.

ZkousSejici a poskytovatel zdravotnich sluZeb se
zavazuji pisemné informovat zadavatele o
jakémkoli piipadu reklamace vad zdravotnického
prosttedku a dal§ich vyrobkd pouzitych pfi
klinické zkousce, které poskytnul zadavatel nebo
byly poskytnuty jeho jménem.

Smluvni strany se zavazuji plné spolupracovat pfi
feSeni pifipadd uvedenych v tomto clanku IX.
smlouvy.

X.
Ochrana duvérnych informaci

Divérnymi informacemi se pro ucely této
smlouvy rozumi veskeré informace timyslné nebo
opomenutim poskytnuté zadavatelem nebo jeho
jménem nebo generované poskytovatelem
zdravotnich sluzeb nebo zkousejicim vztahujici se
ke klinické zkousSce nebo jeji dokumentaci (dale
jen ,duavérné informace™); zahrnuji zejména
informace o struktufe, sloZeni, ingrediencich,
vzorcich, know-how, technickych postupech a
procesech, jakoZ i jiné informace tfebaZe nejsou
oznacené vyslovené¢ jako davérné. Duvérnost
vlastnickych informaci, publikaci, publikacnich
prav, prav z duSevniho vlastnictvi a odSkodnéni
pfetrvava i po ukonceni klinické zkousky

Za dtvérné informace se nepovazuji informace,
které jsou v dob¢ preddni povazovany za
dlouhodob¢ zndmé mezi odbornou vetejnosti nebo
byly publikovény.

Poskytovatel zdravotnich sluzeb a zkouSejici
nesmi divérné informace zpfistupnit tfeti osobg,
nebo je pouZivat pro ucel jiny, nez urCeny v
instrukcich danych zadavatelem nebo jeho
jménem. Divérné informace budou ve vyluéném
vlastnictvi zadavatele a/nebo jeho zmocnénce a
budou drZeny poskytovatelem zdravotnich sluzeb
a zkouSejicim v tajnosti a na misté pro takové
informace ureném, vyjma piipadt, kdy
poskytovatel zdravotnich sluZzeb nebo zkouSejici

while providing medical care. This insurance
coverage is in correlation with the applicable
laws and does not include liability insurance
with respect to conducting a Clinical Study.
According to § 45 par. 2 ltr. n) of Act
n0.372/2011 Coll., this insurance coverage must
be valid for the entire length of the Medical
Facility’s provision of medical care.

4) The Investigator and the Medical Facility agree to

5)

1y

2)

3)

inform Sponsor in writing about any instance of
recall of Study Device or other products used in
the Clinical Study provided by or on behalf of
the Sponsor

The Parties agree to cooperate fully in resolving
the situations described in this Article IX. hereof.

X.
Protection of Confidential Information

Confidential information for purposes of this
Agreement means any information provided by
or on behalf of the Sponsor or generated by
Medical Facility or Investigator relating to the
Clinical Study or its  documentation
(“Confidential Information™); it includes, in
particular, information about the structure,
composition, ingredients, samples, know-how,
technical procedures and processes, as well as
other information, even if it is not expressly
identified as confidential. —Confidentiality of
proprietary information, publication, publicity
rights, intellectual property rights and
indemnification shall survive the completion of
this Clinical Study.

Confidential Information does not include
information which is, at the time it is delivered,
considered to have been known for a long time
among the expert public or which was published.

The Medical Facility and the Investigator may
not make the Confidential Information available
to third parties, or use it for a purpose other than
as specified in instructions given by or on behalf
of Sponsor.  Confidential Information shall
belong exclusively the Sponsor and/or its
designees, and shall be maintained in secrecy by
the Medical Facility and the Investigator at a
place assigned for such information, except in
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4)

5)

6)

7)

1y

2)

prokdzou, 7e se jednd o informace vefejné
pristupné.

Pokud je ze zdkonem stanovenych divodi nutné
davérné informace zpiistupnit (napiiklad na
zéklad¢ Z4dosti piislu§sného soudu, piisluSného
spravniho ufadu ¢i jiné vladni instituce),
poskytovatel zdravotnich sluZzeb nebo zkouSejici
toto neodkladn¢ pisemné ozndmi Zadavateli.
Smluvni strany se zavazuji zvefejnit divérné
informace v zdkonem stanovenych piipadech
opravnénym subjektim popf. etické komisi a
osobdm poveéfenym zadavatelem pouze Vv
nezbytné nutném rozsahu.

Zadavatel, poskytovatel zdravotnich sluzeb a
zkousejici se zavazuji informovat vSechny osoby
zucastnéné na klinické zkousce a osoby, jimZ je
davérnd informace zpiistupnéna, o povinnosti
mlcenlivosti v souladu s touto smlouvou; takové
osoby jsou pak vaziny stejnou povinnosti
mlcenlivosti.

Poskytovatel zdravotnich sluZzeb a zkouSejici se
zavazuji predat zadavateli po ukonceni klinické
zkousky  vSechny jim svéfené materidly,
dokumenty a informace s vyjimkou piipada
stanovenych zdkonem.

Smluvni strany se zavazuji uschovavat veskeré
dokumenty a informace tykajici se financnich
vyrovnani mezi smluvnimi stranami diivérné.

XI.
Vlastnictvi vysledku klinické zkousky, jeho
ochrana a publikovani vysledki

Vysledky klinické zkousky jsou vyluénym
vlastnictvim zadavatele. Pifipadné patentové
Zadosti k vyndlezim ¢i vylepSenim stavajicich

1é¢ebnych postupli vytvorenych v prubéhu nebo z
vysledkt  klinické zkouSky budou pisemné
ozndmeny zadavateli, pfevedeny na zadavatele a
pfihldSeny na jméno zadavatele, bez dalsi potieby
kompenzace poskytovatele zdravotnich sluZeb
nebo zkousejiciho zadavatelem.

Vysledky klinické zkouSky nebo jejich ¢ést
nebudou poskytovatelem zdravotnich sluzeb ¢&i
zkouSejicim  publikovdny bez  pfedchoziho
pisemného souhlasu zadavatele. Rozhodnuti o
moZnostech publikace je v plné zodpovédnosti
zadavatele. Poskytovatel zdravotnich sluZeb a

4)

5)

6)

7)

1y

2)

cases where the Medical Facility or the
Investigator prove that the information is
publicly available.

If it is necessary to make Confidential
Information available for reasons provided by
law (including but not limited to an order or
requirement of a court of competent jurisdiction,
administrative agency or other governmental
body), the Medical Facility or the Investigator
shall inform Sponsor of this without delay. The
Parties agree to make Confidential Information
public in cases provided by law to authorised
subjects or the Ethics Commission and persons
authorized by Sponsor only to the extent
necessary.

Sponsor, the Medical Facility and the
Investigator agree to inform all persons
participating in the Clinical Study and persons to
whom Confidential Information is made
available about the duty of secrecy in accordance
with this Agreement; such persons are then
bound by the same duty of secrecy.

The Medical Facility and the Investigator agree
to deliver to Sponsor, after completion of the
Clinical Study, all materials, documents and
information received from Sponsor, except for
cases provided by law.

The Parties agree to keep all documents and
information concerning the financial
arrangements between the Parties confidential.

XI.
Ownership, protection, and publication of
Clinical Study results

The results of the Clinical Study are owned
exclusively by the Sponsor. Any patent
applications to inventions or improvements of
existing medical procedures discovered in the
course of or from the results of the Clinical
Study will be disclosed in writing to Sponsor,
assigned to Sponsor, and registered in the name
of Sponsor without any further compensation by
Sponsor to Medical Facility or Investigator.

Neither the Medical Facility nor the Investigator
shall publish the results of the Clinical Study or
part thereof without the Sponsor’s prior written
consent. Decisions  about  publication
opportunities are fully within the Sponsor’s
responsibility. The Medical Facility and the
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3)

4)

1y

2)

D

2)

3)

zkousejici se zavazuji, Ze projednaji se
zadavatelem publikaci praci ¢i ustnich prezentaci
véetné odbornych rukopisti, abstrakti, plakatd a
obrazovych praci o pribéhu ¢i vysledcich klinické
zkousky nejméné Sedesat (60) dnl pied predanim
publikace do tisku.

Zéiroven mda zadavatel prdvo vyZadovat aby
jakakoliv publikace nebo prezentace tykajici se
price popsané v této smlouvé uznala podporu
zadavatele.

Poskytovatel zdravotnich sluzeb a zkousejici
berou na védomi, Ze nesméji vydat Z4dnou
odbornou publikaci k vyndlezim nebo objeviim
generovanym be&hem provadéni klinické zkousky
¢i publikaci k zdravotnického prosttedku dfive,
neZ zadavatel podd patentovou piihlasku, pokud
vzhledem k povaze vysledk klinické zkousky
bude podani takové ptihlasky pfichazet v dvahu.

XI1.
Trestni bezihonnost

Zkousejici prohlasuje a zarucuje, Ze jemu a podle
jeho nejlepsSich védomosti ani Zddnému jinému
¢lenu feSitelského tymu nebyl nikdy vysloven
zékaz ¢&innosti ani nebyl trestdn za spachani
trestného Cinu, za ktery muZze byt lékafi zdkaz
¢innosti ve zdravotnictvi uloZen.

Zkousejici prohlasuje a zaruCuje, Ze on ani Zadny
z Clent feSitelského tymu nikdy nebyl v
souvislosti s provadénim klinické zkousky
obvinén, vySetfovan ani odsouzen.

XIII.
ResSeni spori a smirdi Fizeni

Smluvni strany se dohodly, Ze pravni vztahy a
poméry vzniklé z této smlouvy se fidi platnymi
zékony a predpisy Ceské republiky.

Smluvni strany se zavazuji pfi provadéni klinické
zkousky si vzdjemné pomdhat a piipadné spory a
rozdilnost ndzorti na postup a zpusob praci fesit
smirnym jedndnim obvyklym u smluvnich stran.

Smluvni strany berou na védomi a souhlasi, Ze k
projednani a rozhodovani piipadnych spord, které
nebudou vyfeSeny smirem podle odst. 2, jsou
piisluiné soudni organy Ceské republiky.

3)

4)

1y

2)

Investigator agree that they will discuss
publication of any publications or oral
presentations, including without limitation expert
manuscripts, abstracts, posters, and visual works
about the course or results of the Clinical Study
with the Sponsor at least sixty (60) days prior to
the proposed submission of such drafts.

In addition, the Sponsor shall have the right to
require that any publication or presentation
concerning the work performed hereunder
acknowledges the Sponsor’s support.

The Medical Facility and the Investigator take
note of the fact that they may not issue any
expert manuscript about the inventions or
discoveries made in the performance of the
Clinical Study or related to the Device before the
Sponsor applies for patent registration, if, given
the nature of the Clinical Study results, such
application is possible.

XI11.
Clean criminal records

The Investigator represents and warrants that
neither he or she nor, to the best of his/her
knowledge, any other member of the study team,
was ever prohibited from practicing or was
sentenced for a crime for which a doctor may be
prohibited from practicing in the medical field.

The Investigator declares that neither he/she nor
any member of the study team has ever, in
connection with the conduct of a Clinical Study,
been accused, investigated or convicted.

XIII.

Dispute resolution and conciliation proceedings

1y

2)

3)

The Parties have agreed that the legal
relationships arising under this Agreement shall
be governed by the valid laws and regulations of
the Czech Republic.

The Parties agree to assist each other in
conducting the Clinical Study and to resolve any
disputes or differences of opinion about work
procedures and methods through their usual
negotiations.

The Parties take note of and agree that any
disputes which are not settled through
cooperation pursuant to par. 2 shall come under
the jurisdiction of the courts of the Czech
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1y

2)

1y

2)

XIV.
Finanéni vyrovnani

Zadavatel bude poskytovat financni podporu
uvedenou v piiloze ¢. 1 této smlouvy za tcelem
provadéni klinické zkousky v souladu
s podminkami Protokolu.

Poskytovatel a zkousejici timto berou na védomi a
souhlasi s tim, Ze platby splatné v rdmci této
dohody maji byt zaplaceny zadavatelem nebo
jménem zadavatele. Zadavatel vykond ptimétené
usili k zajisSténi v€asného dodéni téchto plateb.

XV.
Doba platnosti smlouvy

Tato smlouva se uzavird na dobu provadéni
klinické zkousky.

V nésledujicich  pfipadech je  poskytovatel
zdravotnich sluzeb, zkouSejici, nebo zadavatel
kterdkoliv ze smluvnich stran opravnéna ukoncit
tuto smlouvu pisemnou vypovedi, kterd je ucinnd
po uplynuti tficeti (30) dnti ode dne nasledujiciho
po doruceni smluvnim stranam:

a) pokud nékterd smluvni strana neplni nékteré z
ustanoveni této smlouvy;

b) pokud bude rozhodnuto, Ze je nékterd smluvni
strana v Upadku podle insolven¢niho zdkona
¢. 182/2006 Sb., ve znéni pozdejsich predpist;

c¢) pokud néekterda smluvni strana
opravnéni k pisobeni v dané oblasti;

pozbude

d) bude-li riziko pro subjekty klinické zkousky
neumérné zvyseno;

e) pokud potfebné opravnéni, ohldSeni, povoleni
nebo souhlas nezbytné k provedeni klinické
zkousky jsou revokovéany, pozbydou platnosti
bez ptislusného prodlouZent, klinickd zkouska
je pozastavena, zakdzdna, nebo neni zahdjena
ve stanovené dobé¢ od vzniku opravnéni;

f) v ptipad€, Ze vhodné subjekty nejsou do
klinické zkouSky zafazeny vcas, takZe je

Republic.

XIV.
Financial provisions

1) Sponsor will provide the financial support set out

in Appendix no. 1 attached to this Agreement for
the conduct of the Clinical Study in accordance
with the terms of the Protocol.

2) The Medical Facility and Investigator hereby

acknowledges and agrees that payments due
under this Agreement are to be paid by or on
behalf of Sponsor. Sponsor shall exercise
reasonable efforts to ensure timely delivery of
such payments.

XV.
Term of the Agreement

1) This Agreement is concluded for the duration of

the Clinical Study.

2) In the following situations Medical Facility,

Investigator or Sponsor may terminate this
Agreement by giving thirty (30) days written
notice, which begins to run on the day after the
notice is delivered to the Parties:

a) if any Party fails to fulfil any of the
provisions of this Agreement;

b) if it is declared that any Party to this
Agreement is in bankruptcy proceedings
according to the insolvency Act no.182/2006
Coll., as amended;

c) if any Party loses its authorization to practice
in the given field;

d) if the risk for Clinical Study subjects
increases disproportionately;

e) if a necessary authorization, notification,
permit or consent necessary for conducting
of the Clinical Study is revoked, its validity
expires without appropriate extension, the
Clinical Study is suspended, prohibited or is
not commenced within the statutory time
period from the date that the authorization
arose;

f) in the event of an inadequate rate of adding

Page 13 of 21



3)

4)

5)

ohroZen dohodnuty ¢asovy rozvrh;

g) v ptipadé, Ze celkovy ndbor
v multicentrickém  klinické zkouSce
protokolu byl dosaZen; nebo

subjektl
dle

h) vpfipadé, Ze se  zkouSejici  stane
neduvéryhodnym ¢i bude diskvalifikovan z
provedeni klinické zkouSky (debarment and
disqualification) a bude =zafazen na tzv.
,cernou listinu® vedenou FDA v souladu
s Generic Drug Enforcement Act z roku 1992.

okamzité po obdrzeni Zadosti o ukoncent,

a) zastavi poskytovatel zdravotnich sluZeb a
zkousejici jak ndbor dalSich subjektd do
klinické  zkousky, tak v lékarsky
ptipustném rozsahu doprovodné
procedury podstupované pacienty, ktefi
jiz do Kklinické zkousky vstoupili, a
v mozné mife omezi vznik dodate¢nych
nakladi a vydaju;

b) Poskytovatel zdravotnich sluzeb ptfedlozi
vyuctovani k proplaceni podle pokyni
zadavatele, které je v souladu s castkami
stanovenymi piilohou €. 1 této smlouvy a
dale:

i) Seznam poskytnutych sluzeb a

uhrazenych vydaju poskytovatele
zdravotnich sluzeb za provedeni
klinické  zkousky pred datem

ukonceni, pricemz tyto Castky jeste
nebyly zaplaceny; a

iil)  Veskeré polozky nakladt
poskytovatele zdravotnich
sluzeb/zkousejictho, které nelze

zrusit (v souladu s piilohou ¢. 1) pted
datem ukonceni.

Pokud zadavatel ziskd v obdobi plnéni této

smlouvy  informace, které  zpochybnuji
bezpecnost ¢i  ucinnost  zdravotnického
prostiedku.

Po dokonceni ¢i predcasném ukonceni klinické
zkouSky jsou poskytovatel zdravotnich sluzeb
a/nebo zkousSejici povinni ptedlozit zadavateli
zévérecnou zpravu zahrnujici vSechny piislu$né
informace tykajici se klinického hodnoceni tak,

3)

6)

7)

suitable subjects to the Clinical Study which
endangers the agreed time schedule;

g) if the enrolment for the overall multicenter
trial pursuant to the Protocol has been met;
or

h) if the Investigator is debarred or disqualified
under the Generic Drug Enforcement Act of
1992 and is added to the “Black list”
maintained by FDA.

Immediately upon receipt of a notice of
termination,

a) the Medical Facility and the Investigator
shall cease entering subjects into the Clinical
Study cease conducting procedures to the
extent medically permissible on subjects
already entered into the Clinical Study, and
refrain from incurring additional costs and
expenses to the extent possible;

b) Medical Facility shall submit an account
statement as directed by Sponsor for the
remuneration, consistent with the rates
specified in Appendix no. 1 hereof, of:

i) services supplied and amounts disbursed
by Medical Facility for performing the
Study before the termination date, when
these amounts have not yet been paid;
and

ii) all non-cancelable obligations properly
incurred by Medical Facility/Investigator
(in accordance with Appendix no. 1)
before the effective termination date.

Notwithstanding anything herein to the contrary,
if during the term of this Agreement, information
becomes available to Sponsor which places the
safety or efficacy of the Device or related
product in doubt.

Upon completion of the Clinical Study or earlier
termination thereof, Medical Facility and/or
Investigator shall prepare and forward a final
report containing all relevant information for the
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jak je popsano v Protokolu, vcetné vSech dat a
vysledk klinického hodnoceni a rovnéz jsou
povinni navratit vSechny duvérné informace
zadavatele jejich pfislusSnému majiteli.

6) Po dokoneni ¢i predCasném ukonceni
klinické zkouSky budou veskeré zdravotnické
prostiedky, vybaveni a piisluSné materidly klinické
zkousky poskytnuté poskytovateli zdravotnich sluzeb
a/nebo zkouSejicimu zadavatelem vriceny zadavateli
nebo jeho zmocnénci.

Clanek XVI.
Etické chovani

1) Poskytovatel zdravotnich sluZzeb/zkousSejici se
zavazuji, Ze nebudou, at piimo ¢i nepiimo
prostfednictvim jakékoli tfeti strany, poskytovat,
nabizet nebo slibovat Zadnou platbu, dar nebo
jinou cennou véc zadné osobég, aby tak tuto osobu
nepatficn€ ovlivnili nebo aby tato osoba byla
poskytovateli zdravotnich sluZeb/zkouSejicimu,
nebo zadavateli ndpomocna pii ziskavani
necestného zvyhodnéni.

2) Poskytovatel zdravotnich sluzeb/zkousejici se
zavazuji, Ze nebudou, at piimo ¢i nepiimo
prostfednictvim jakékoli tfeti strany, pfijimat,
schvalovat, ziskdvat ¢i pozadovat zadnou platbu,
dar nebo jinou cennou véc od zadné osoby, které
jim budou nabidnuty ¢i pfedany jako odména za
nepatiicné ovlivnéni nebo se zdmérem nepatticné
ovlivnit poskytovatele zdravotnich
sluzeb/zkousejiciho, nebo zadavatele.

XVIL
Spole¢na a zavérefna ustanoveni

1) Kazd4d ze smluvnich stran uzndva, ze jakékoli
poruseni prohlaSeni ¢i zaruk kdykoli po dobu
platnosti této smlouvy pfedstavuje v kazdém
piipadé poruseni této smlouvy se vSemi dusledky
zakotvenymi v Ceskych pravnich pfedpisech pro
pfipad neplnéni zavazkli plynoucich z této
smlouvy piislusnou stranou. Porusenim prohlaseni
¢i zéruky se mini, Ze toto prohlaSeni nebo zaruka
nenf pravdiva, tiplna nebo spravna.

2) Vztahy neupravené touto smlouvou se fidi
zékonem €. 89/2012 Sb., obcansky zdkonik, a
zakonem ¢. 268/2014 Sb., kterou se stanovi

spravna klinickd praxe a blizs${ podminky klinické
zkousky, ve znéni pozd¢jsich predpist.

8)

1Y)

2)

1y

2)

Clinical Study as described in the Protocol,
provide all data and Clinical Study results to
Sponsor, and shall return all Confidential
Information, as defined herein, to its respective
owner.

Upon completion of the Clinical Study or early
termination thereof, all unused, devices and
related Clinical Study materials furnished to
Medical Facility and/or Investigator by or on
behalf of Sponsor or CRO shall be returned to
Sponsor or its designee.

XVI.
Ethical Conduct

Medical Facility/Investigator undertakes that
Medical Facility/Investigator shall not, directly
or indirectly through any third party, give, offer
or promise any payment, gift or other thing of
value to any person in order to improperly
influence them or otherwise assist Medical
Facility/Investigator, or the Sponsor in obtaining
an improper advantage.

Medical Facility/Investigator undertakes that
Medical Facility/Investigator shall not, directly
or indirectly through any third party, accept,
agree or receive or request any payment, gift or
other thing of value from any person offered or
given as a reward for or with the intention of
improperly influencing Medical
Facility/Investigator, or the Sponsor.

XVIIL
Closing provisions

Each of the Parties acknowledge that any breach
of representations or warranties at any time
during the validity of this Agreement represents
in any case a breach of this Agreement with all
consequences provided for in Czech law for the
case of failure to fulfil obligations under this
Agreement. Breach of a representation or a
warranty means that the representation or
warranty is not true, complete or correct.

Relationships not covered by this Agreement are
governed by Act. no. 89/2012 Coll., of the Civil
Code, and Decree n0.268/2014 Coll., on good
clinical practice and conditions for clinical
studies, as amended.
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3)

4)

5)

6)

7)

8)

9)

Tato smlouva nabyva platnosti a dcinnosti dnem
podpisu vSemi smluvnimi stranami a uvefejnénim
v registru smluv. Tato smlouva je zdvazna pro
smluvni strany, jakoz i pro jejich pravni nastupce
a odsouhlasené postupniky.

Smluvni strany nesmi tuto smlouvu postoupit bez
pfedchoziho  pisemného souhlasu ostatnich
smluvnich stran krom¢ toho, Ze zadavatel je
oprdvnén postoupit tuto smlouvu svému nastupci
ve vSech obchodnich zdjmech vztahujicim se
k této smlouvé. Zadavatel bude ostatni smluvni
strany o jakémkoliv takovém ndstupci informovat.

Jakékoli vzdani se prava ¢i shovivavost kterékoli
smluvni strany v souvislosti s poruSenim
nékterého ustanoveni této smlouvy neznamena
vzdéni se prdva v souvislosti s jakymkoli dal$im
porusenim této smlouvy.

Smluvni strany se zavazuji, Ze dodrzi vSechna
ustanoveni této smlouvy, kterd trvaji déle nez
platnost smlouvy, i po skonceni této klinické
zkousky.

Tato smlouva je vyhotovena ve tfech stejnopisech,
z nichZ jeden obdrzi poskytovatel zdravotnich
sluZeb, jeden zkousejici a jeden zadavatel.

Zmeény a dopliiky této smlouvy jsou mozné toliko
dohodou, a to pisemnym dodatkem ke smlouve,
podepsanym vSemi smluvnimi stranami.

V pripad¢ jakychkoli rozpori mezi ceskou a
anglickou verzi smlouvy ma piednost ¢eska verze.

3)

4)

5)

6)

7)

8)

9)

This Agreement is valid and effective upon its
signature by all Parties and publication in the
register of contracts. This Agreement shall be
binding upon the Parties, their successors and
permitted assignees.

This Agreement may not be assigned or
transferred by any of the Parties without the prior
written consent of the other Parties to this
Agreement except that Sponsor may assign this
Agreement to a successor in substantially all of
its business interest to which this Agreement
relates. Sponsor will notify the other parties of
any such assignment.

Any waiver or forbearance by any Party with
respect to a breach of any provision of this
Agreement shall not be deemed to constitute a
waiver with respect to any subsequent breach of
any provision hereof.

The Parties agree that they will observe all the
provisions of this Agreement, which last longer
than the term of the Agreement, even after
termination of the Clinical Study.

This Agreement is made in 3 counterparts, of
which the Medical Facility, the Investigator and
the Sponsor shall receive one.

Changes and supplements to this Agreement may
be made only by written amendment hereto
executed by all parties.

In the case of any discrepancy between the

Czech and the English versions of the
Agreement, the Czech version shall prevail.
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Smluvni strany se dohodly, Ze tato smlouva bude uvefejnéna v registru smluv a uvefejnéni smlouvy provede
Poskytovatel.

Smluvni strany se dohodly, Ze oznacené obchodni tajemstvi zadavatelem, bude pfed zaddnim smlouvy do
registru smluv odstranéno a piilohy smluv budou v registru smluv uvefejiilovany v nezbytném rozsahu. Pred
podpisem smlouvy Zadavatel zaSle Poskytovateli findlni verzi smlouvy ve strojové Citelném formdtu s
podbarvenym textem smlouvy, které povaZzuje Zadavatel za obchodni tajemstvi.

The parties agreed that this agreement will be published in the register of contracts and the Medical facility will

make the contract public.

The Contracting Parties agree that the trade secrets indicated by the Sponsor will be removed from the register
of contracts prior to the award of the contract and the annexes to the contracts will be published in the register of
contracts to the extent necessary. Before signing the contract, the Sponsor sends the final version of the contract
to the Medical facility in a machine-readable format, with a removed text of the contract, which the Sponsor
considers to be business secret.

Smluvni strany berou na védomi, Ze nedojde K iniciacni navstévé do okamziku uverejnéni konec¢ného
dokumentu v registru smluv.

The Contracting Parties take note that no initial visit will take place until the final document is published
in the contract register.

Zadavatel se zavazuje, Ze bude vcasné informovat poskytovatele a zkouSejictho o nové schvilenych
dokumentech ke klinické zkousce.

The sponsor undertakes to promptly inform the Medical facility and the investigator about the newly approved
documents for the clinical trial.

Predpoklddany pocet zafazenych subjektii hodnoceni:[JJjj
Estimated number of enrolled subjectsjj
Predpoklddand maximalni hodnota plnéni 430 000 K¢
Expected maximum payment 430 000 CZK

Na dikaz souhlasu se znénim smlouvy pripojuji In witness of their consent to this Agreement, the
smluvni strany své podpisy. Parties have signed below.

Zadavatel/Sponsor:
name of Sponsor signatory

Datum/date: 2. 11. 2018

Poskytovatel zdravotnich sluzeb/ Medical Facility:
prof. MUDr. Vladimir Palicka, CSc., dr. h. c.

Datum/date: 13. 11. 2018

Zkousejici/ Investigator:

Datum/date: 9. 11. 2018
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Seznam piiloh k této smlouvé (které jsou priloZzeny List of appendices to this Agreement (which are
k této smlouvé a zahrnuty odkazem): attached hereto and/or incorporated by reference):

Ptiloha ¢. 1: Rozpis plateb Appendix no. 1:  Payment Schedule
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Priloha 1 — Rozpis Plateb

Appendix No. 1 — Payment Schedule

Protokol ¢./Protocol no.: PR00S

A clinical investogation of Kinetic Oscillation Stimulation by the Chordate System S101 in the
treatment of Non Allergic Rhinitis (KOSNAR)

Platby: Platba se bude poukazovat na tucet pifjemce
plateb (déle jen ,,pFijemce plateb*):

Pi{jemce plateb:Fakultni nemocnice Hradec Kralové
I1CO: 00179906

DIC: CZ00179906

Bankovni spojeni: Ceskd narodni banka

Nézev uctu: Fakultni nemocnice Hradec Kralové
¢.u.: 24639511/0710
IBAN:CZ2307100000000024639511

SWIFT: CNBACZPP

VS/Reference no.: ¢islo faktury

Faktury: Faktury budou zpracovdvany jednou
ctvrtletné. VSechny faktury musi byt schvileny
zadavatelem a musi obsahovat spravny rozpis vsech
plateb, podkladovou dokumentaci a referencni Cislo
studijniho centra pro fakturaci.

Vsechny faktury podle této
vystaveny na:

smlouvy musi byt

Chordate Medical AB
c/o Regus, Kistagangen 20B
164 40 Kista, Svédsko

A zaslany na:

Chordate

c/o Regus,

164 40 Kista, Svédsko
Faktury v elektronické podobé musi byt zaslany na:

Medical
Kistagangen

AB
20B

Pokud je tieba vystavit faktury v papirové podobé, pak
musi byt zasldny na:

Chordate
cl/o Regus,
164 40 Kista, Svédsko

Medical
Kistagangen

AB
20B

Faktury musi byt vystaveny na jméno a zasldny na
adresu tak, jak je uvedeno vySe. V opa¢ném piipadé
nemusi byt proplaceny pifesné a vcas.

Na kaZzdé faktute se uvedou nésledujici idaje:

Payments:
following account of the payee (further,
“Payee”):

Payee Name: Faculty hospital Hradec Kralove
Company ID no.: 00179906

Tax ID no.: CZ00179906

Bank information: Ceska ndrodni banka, Fakultni
nemocnice Hradec Kralové

Acct. no.: 24639511/0710

IBAN: CZ2307100000000024639511
SWIFT/BIC: CNBACZPP

Payment should be made to the
the

Invoices: Invoices will be processed on a quarterly
basis. All invoices must be verified by Sponsor, and
include a correct itemization for all fees, supporting
documentation, and a site invoice reference number.

All invoices hereunder must be addressed as
follows:

Chordate Medical AB

c/o Regus, Kistagangen 20B
164 40 Kista, SwedenXX
Company No.:

And must be sent to:

Chordate Medical AB

c/o Regus, Kistagangen 20B

164 40 Kista, Sweden

Electronic  invoices should be sent to

In case hard copy originals need to be issued, those
should be sent to:

Chordate Medical AB

c/o Regus, Kistagangen 20B
164 40 Kista, Sweden
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e Klinické hodnoceni &. PR0OO0S.

Nabor: Poskytovatel zdravotnich sluzeb a zkousejici
berou na védomi, Ze se jednd o klinickou zkousku
vypracované pro vyhodnoceni daného poctu subjektt
hodnoceni. O¢ekava se, Ze zkousejici vynaloZi veSkeré
usili k nadboru zakotveného v této smlouvée. Jakmile
bude dokonfen ndbor cilového poctu subjektt
hodnoceni pro klinickou zkousku, bude o tom
poskytovatel zdravotnich sluzeb informovan a bude
instruovan, aby jiZ neprovadél ndbor dalich subjektt
hodnocent.

Platby v ramci klinické zkousky budou realizovany
nasledovné:

Naklady na subjekt hodnoceni: Pi{jemci plateb bude
poskytnuta platba za dokonceny a hodnotitelny subjekt
hodnoceni, jak je definovdno niZe, a sice na zdkladé
plateb uvedenych v tabulkdch plateb niZe. Platby se
budou provadét kazdé tfi mesice (bfezen, Cerven, zafi,
prosinec) v K& a budou se =zaklddat na poctu
dokoncenych navstév, potvrzenych v elektronickych
zdznamech subjektu hodnoceni (eCRF) a doruceni
spravné vyplnéné faktury srozepsanymi polozkami.
Dokonceny a hodnotitelny subjekt hodnoceni se
definuje ndsledovné: (i) vSechny postupy se musi
provést v souladu s protokolem a smérnicemi ICH
GCP, (ii) pacient bude zafazen pouze na zdkladé
kritérii pro zafazeni/vyfazeni a (iii) veSkeré udaje
budou piesné a Upln€é zdokumentovany. V piipadée, Ze
subjekt hodnoceni nedokon¢i vSechny néavstévy, tak
jak je uvedeno v protokolu, za takovy subjekt
hodnoceni bude uhrazena pouze pomérnid Cast
dokoncenych navstév.

Platba za subjekt hodnoceni zahrnuje veskeré ndklady
poskytovatele zdravotnich sluZzeb spojené s touto
klinickou zkouskou vcetné plateb zkouSejicimu,
ptipadné spoluzkousejicim, nebo jinym zaméstnanciim
ucastnicich se klinické zkousky.

Nahrada subjektim hodnoceni: Néklady subjektl
hodnoceni na stravu a/nebo cestovné do/z mista
ndvstévy vramci klinické zkousky budou kaZzdému
subjektu hodnoceni na jednu névStévu nahrazeny

Invoices must be addressed and sent as set forth
above in order to receive accurate and timely
payment.

On each invoice please indicate the following
details:
e  Study number: PRO08

Enrollment: The Medical Facility and Investigator
acknowledge that this is a Clinical Study designed
to evaluate a set number of subjects. The
Investigator will be expected to apply best efforts
for enrollment as provided for under the Agreement.
When enrollment of the target number of subjects
for the entire Clinical Study is complete, The
Medical Facility will be notified and instructed not
to continue enrolling subjects.

The Clinical Study shall be payable as follows:

Cost Per Subject: The Payee will be paid per
completed and evaluable subject as defined below
based on the rates set forth in the payment tables
below. Payments will be made every three months
(March, June, September, December) in CZK and
will be based on completed visits verified in the
subject electronic case report forms (eCRFs) and
receipt of correct and itemized invoice. A complete
and evaluable patient is defined as follows: (i) all
procedures must be performed according to the
protocol and ISO 14155 guidelines, (ii) a patient
will only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately, completely. In the event that
a subject does not complete all visits as specified in
the Protocol, payments shall be made for such
subject on a pro-rated, completed visit, and eCRF
basis.

The payment for a subject includes all the costs of
the Medical Facility incurred by this Clinical Study,
including the payments to the Investigator, his co-
investigators, or any other employee that may
participate in performing this Clinical Study.

Subject Reimbursement: Subject costs incurred for
meals and/or transportation to and from Clinical
Study visits as required by Protocol shall be
reimbursed to each subject per visit in the form of
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jednordzovou platbou v hodnoté uvedené v tabulce
plateb niZe. Za vedeni zdznamu o zictovani veskerych
uhrazenych plateb bude zodpovédny zkouSejici.
Poskytovani plateb musi byt kontrolovdno ze strany
zadavatele  pfi pravidelnych ~ monitorovacich
navstévach.

Treti strany: Piijemce plateb je plné¢ zodpovédny za
thrady tfetim strandm a kryti vlastnich vyloh
souvisejicich s touto klinickou zkousSkou, s vyjimkou
nakladd na léCbu v piipad¢ vyskytu Gjmy na zdravi
subjektt  vzniklé  vdasledku  zdravotnického
prosttedku, a svyjimkou ndkladd, které jsou
refundovdny na zdklad€¢ ujednani daného touto
smlouvou nebo jejiho pisemného dodatku.

Eticka komise: Poplatek etické komisi uhradi
zadavatel mimo tuto smlouvu.

Zavérecna platba: Zavére¢na platba bude realizovédna
po dokonCeni zdvére¢né ndvSt€évy a dodéani
nasledujicich dokumentti: (i) veSkeré dokumentace ke
klinické zkouSce, (ii) vSech vyplnénych a opravenych
eCRF/dotazi a (iii) veSkerych doplnénych a
opravenych pozadavka ze strany zadavatele, tykajicich
se udajii nebo zdznamu klinické zkousky. Na odpor
vaci  jakymkoliv nesrovnalostem v platbach
realizovanych v pribéhu klinické zkousky bude mit
piijemce plateb lhttu tficeti (30) dni od doruceni
zéveérecné platby.

Splatnost faktur je 40 dni od vystaveni faktury.
Bez vyZddani piedchoziho pisemného souhlasu ze

strany zadavatele nebudou brdny v potaz Zddné dalsi
poZadavky na poskytnuti financnich prostiedkii.

Fee for the contract review/ Poplatek za projedndni smlouvy

lump sum in the amount listed in the payment table
below. The Investigator shall be responsible for
keeping an accounting log of all paid lump sums.
The provision of paid lump sums shall be monitored
by sponsor during regular monitoring visits.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own expenses
connected with the Clinical Study, except for therapy
in the event of injury to health of the Study Subjects
resulting from of medical device, and with the
exception of expenses reimbursed on the basis of this
agreement or a written amendment to it.

Ethics Committee: The Ethics Committee fee will be
paid by sponsor apart from this Agreement.

Final Payment: The final payment will be payable
upon completion of the close-out visit and upon
receipt of the following: (i) all Clinical Study
documentation, (ii) all completed and correct
eCRFs/queries and (iii) any clarification requests
made by Sponsor regarding Clinical Study data or
records. The Payee will have thirty (30) days from
the receipt of final payment to dispute any payment
discrepancies during the course of the Clinical
Study.

The invoice maturity is 40 days after the invoice
is issued.
No other additional funding requests will be
considered without the prior written consent of
Sponsor.

se splatnosti po podpisu smlouvy na zakladé vystavené faktury

Nahrada subjektiim hodnoceni/ Subject Reimbursement:

Tabulka plateb / Table of payment:

1 navstéva/per 1 visit
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