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Czech Republic/ Tripartite Agreement to Clinical Investigation
Institut klinické a experimentalni mediciny

MEDICAL DEVICE CLINICAL INVESTIGATION
AGREEMENT

SMLOUVA O PROVEDENI KLINICKE ZKOUSKY
ZDRAVOTNICKEHO PROSTREDKU

between

FGK Clinical Research s.r.o.
Address: Polska 1283/18

120 00 Prague 2

Czech Republic

Registered.: Court in Prague, Section C, File No. 186223
ID No: 241 81 056

VAT No: CZ24181056

Represented by: Edgar Fenzl, Managing Director
(hereafter known as the "CRQO")

on behalf of

URGO Research Innovation & Development
42, rue de Longvic

F-21300 Chenove

France

(hereafter known as the "Sponsor")

and

Institution:
Institut klinické a experimenalni mediciny

Address: Videniska 1958/9, Praha 4, 140 21
ID No: 00023001

VAT No.: CZ 00023001
Bank account N
IBAN

SWIFT
Variable symbol]

represented by: MUDr. Ale$ Herman, Ph.D.,
Director
(hereafter known as "Institution”)

This Agreement shall enter into force on the date of
signature by the last contracting party and its effect
of publication in the Register of Contracts in
accordance with Act No. 340/2015 Coll, on the
Register of Contracts, as amended.

mezi

FGK Clinical Research s.r.o.

se sidlem : Polska 1283/18
120 00 Praha
Ceska republika

Registrovana: Méstsky soud v Praze, 186223 C
IC: 241 81 056

DIC: CZ24181056

zastoupena: Edgar Fenzl, jednatel

(dale jen "CRO")

jednajici jménem

URGO Research Innovation & Development
42, rue de Longvic

F-21300 Chenove

Francie

(dale jen "Zadavatel")

a

Zdravotnické zafizeni:
Institut klinické a experimentalni mediciny

se sidlem: Videniska 1958/9, Praha 4, 140 21
ICQ: 00023001
DIC: CZ 00023001
Cislo uétu;
IBAN;:
SWIFT: I

Variabilni symbol: ||

zastoupené: MUDr. AleSem Hermanem, Ph.D.,
feditelem
(dale jen "Zdravotnické zafizeni")

Tato smlouva nabyva platnosti ode dne podpisu
posledni smluvni stranou a uéinnosti zverejnénim
v Registru smluv v souladu se zakonem &. 340/2015
Sbh., o registru smluv, v platném znéni.

L
Subject and aim of agreement

Subject of agreement is clinical evaluation of a
medical device in humans, titled:

"ASSESSMENT OF THE EFFICACY AND
SAFETY OF A NEW MEDICAL DEVICE IN THE
LOCAL TREATMENT OF DIABETIC FOOT
ULCERS: A PROSPECTIVE, RANDOMIZED,
CONTROLLED, DOUBLE-BLIND, EUROPEAN
MULTICENTRE CLINICAL TRIAL"

.
Pfedmét a uéel smlouvy
Pfedmétem smlouvy e klinicka zkou$ka
zdravotnického prostiedku u lidi s nazvem:

“HODNOCENI UCINNOSTI A BEZPECNOSTI
NOVEHO  ZDRAVOTNICKEHO  PROSTREDKU
VMISTNI LECBE VREDU NA DIABETICKE NOZE:
PROSPEKTIVNI, RANDOMIZOVANE,
KONTROLOVANE, DVOJITE ZASLEPENE,
EVROPSKE, MULTICENTRICKE KLINICKE
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(hereafter called “Clinical Investigation”) of protocol
number FI-16-03-310 3209.

The Sponsor has entered into an agreement with
FGK Clinical Research s.r.o., Polska 1283/18,
120 00 Prague 2, Czech Republic; ID No: 241
81 056, VAT No. CZ24181056 (hereinafter known
as the “CRO”) for the performance of certain
clinical research organisation services in respect of
the Clinical Investigation and wishes CRO to
monitor the Clinical Investigation and manage
payment of the fees due to the Institution
hereunder. The sponsor authorized the CRO to
enter into clinical trial agreements on its behalf.

The study protocol provides the base of this
agreement and may not be changed or amended
except by mutual agreement and with the approval
of the Amendments by Sponsor.

This contract aims to set conditions for
performance of the study and to determine rights
and obligations for course and process of Clinical
Investigation.

HODNOCENT',
(dale jen ,Klinicka zkou$ka“) kéd protokolu FI-16-03-
310 3209.

Zadavatel uzaviel smlouvu se spoleénosti FGK
Clinical Research s.r.o., Polska 1283/18, 120 00
Praha 2, Ceska republika; IC:, 241 81056, DIC:
CZ24181056 DIC: (dale jen ,CRO") o poskytnuti
sluzeb, spadajicich do kompetence tzv. CRO
spole€nosti zabyvajici se klinickymi hodnocenimi a ma
zajem, aby CRO monitorovala Klinickou zkousku a

spravovala poskytovani plateb, na které ma
Zdravotnicke zafizeni narok podle této smlouvy.
Zadavatel zplnomocnil CRO uzaviit smlouvy o

provedeni zkousky jeho jménem.

Studijni protokol je zakladem smlouvy a nesmi byt
meénén nebo dopliiovan bez vzajemné dohody
smluvnich stran a schvaleni dodatku Zadavatelem.

Ugelem smlouvy je stanovit podminky k provedeni
Klinicke zkouSky a vymezit prava a povinnosti
smiuvnich stran pro pribéh a zpracovani Klinické
zkoudky.

.
Approvals of authorities for Clinical Investigation
initiation

Clinical Investigation will be performed on the basis
of approval of State Institute for Drug Control (SUKL)
issued on 6.12.2017 and Ethics Committee of the
medical institution issued on 26.6.2017, which are
parts of this contract — appendix No. 1.

Il
Vyzadani povoleni a souhlasu k zahajeni Klinické
zkousky

Klinicka zkoudka bude provedena na zakladé povoleni
Statniho Ustavu pro kontrolu Ié&iv (SUKL) ze dne
6.12.2017 a etické komise zdravotnickeého zafizeni ze
dne 26.6.2017, které tvofi pfilohu &. 1 smlouvy.

L.
Place and time of performance of the Clinical
Investigation

Clinical Investigation will be performed at Diabetology
Clinic, IKEM, (hereafter
known as "Investigator").

Patient recruitment is scheduled to start in December
2017 and to be completed by June 2019.

The separate Agreement will not be made between
CRO and Investigator.

M.
Misto a doba provedeni Klinické zkousky

1. Klinickd zkou$ka bude provedena na Kiinice

diabetologie IKEM, v €ele s hlavnim zkou$ejicim
e

"Zkousejici").

2. Zahajeni zafazovani pacientd se planuje na
prosinec 2017 a bude dokongeno do &ervna 2019.

3. Mezi CRO a Zkou$ejicim nebude uzavfena
samostatna dohoda.

Iv.
Primary conditions for carrying out the Clinical
Investigation

. Investigator with appropriate qualification will
perform the Clinical Investigation according to the
current legal regulations of the Czech Republic,
especially Act No. 268/2014 about Medical
Devices and in accordance with the primary

Iv.
Zakladni podminky pro zpracovani Klinické
zkousky
1. Kvalifikovany  zkouSejici provede  Klinickou

zkousku pfi dodrZeni platnych pravnich pfedpisQ
Ceskeé republiky, a to zejména zakona &. 268/2014
Sb., o zdravotnickych prostiedcich a ve shodé se
zakladnimi podminkami a zasadami stanovenymi:

2




Confidential

iliiii iii"i ii iipartite Agreement to Clinical Investigation
Institut klinické a experimentalni mediciny

3.

4.

5.

conditions and principles as stated in:

a) approval of the State Institute for Drug Control
to conduct Clinical Trial

b) approval of the ethics committee to conduct
the Clinical trial,

¢) the protocol named: “ASSESSMENT OF THE
EFFICACY AND SAFETY OF A NEW
MEDICAL DEVICE IN THE LOCAL
TREATMENT OF DIABETIC FOOT ULCERS:
A PROSPECTIVE, RANDOMIZED,
CONTROLLED, DOUBLE-BLIND,
EUROPEAN  MULTICENTRE  CLINICAL
TRIAL"

Possible changes of the protocol can be only
made with agreement of all contract parties and
they must be done in writing.

Furthermore the Clinical Investigation will be
performed according to the International
Standard ISO 14155 and according to terms of
the World Medical Association Declaration of
Helsinki in the current version.

Documents stated in par. 1 b) are confidential and
can be only approached by employees of the
center entrusted according to paragraph No. llI,
par. 1 of this contract and to the institutions
stated in paragraph VI. par. 3.

The Investigator will provide evidence of his/her
qualification by means of an up to date scientific
curriculum vitae which certifies adequate
experience in carrying out clinical trials. Well
trained personal will be appointed to the study
team only. The Investigator will instruct the staff
involved according to the study protocol and with
reference to legal requirements. List of the team
members with responsible function in the
conduction of this study must be provided to
Sponsor, trainings on study conduct are to be
documented appropriately.

Sponsor will not deliver any study medication to
the centre unless these conditions are met.

Should the Investigator be suspected of non-
compliance therewith, Sponsor and Institution
shall take immediate corrective action, which may
include termination of investigator's participation
in the study.

4.

a) povolenim k provedeni Klinické zkousky
vydaném Statnim ustavem pro kontrolu I€€iv,

b) povolenim k provedeni
vydanem etickou komisi,

Klinické zkou$ky

¢) protokolem Klinické zkou$ky, s nazvem:
HODNOCENI UCINNOSTI A BEZPECNOST!
NOVEHO ZDRAVOTNICKEHO
PROSTREDKU V MISTNI LECBE VREDU NA
DIABETICKE  NOZE:  PROSPEKTIVNI,
RANDOMIZOVANE, KONTROLOVANE,
DVOJITE ZASLEPENE, EVROPSKE,
MULTICENTRICKE KLINICKE HODNOCENI..

Jeho pfipadné zmény Ize provést jen se
souhlasem v3ech smluvnich stran a musi byt
provedeny pisemné.

Klinicka zkouska bude dale provedena ve shodé s
mezinarodni normou 1SO 14155 (Mezinarodni
organizace pro normalizaci) a podminkami
vychazejicimi z Helsinské deklarace v aktualni
verzi.

Dokumenty uvedené v odst. 1 jsou duvérné a
informace o jejich obsahu mohou byt poskytnuty
jen zaméstnancum fesitelského centra povéfenym
¢i jmenovanym podle €LIII odst. 1 této smlouvy a
organum a institucim uvedenym v ¢l. VI odst. 3.

Zkousejici poskytne dikaz o své kvalifikaci pomoci

aktualizovaného védeckého Zivotopisu, ktery
potvrdi odpovidajici zku3enosti ve provadeni
klinickych studii. Do studijniho tymu bude dosazen
pouze dobfe vySkoleny personal. Zkous$ejici bude
vést zaméstnance zapojené ve studii v souladu se
studijnim protokolem a s pravnimi poZadavky.
Seznam viech &lend tymu s odpovédnou funkci ve
vedeni studie musi byt poskytnuty Zadavateli a
v8echna $koleni ohledné& vedeni studie musi byt
fadné zdokumentovana.

5. Zadavatel neposkytne studijni medikaci na misto

hodnoceni, pokud vy3e uvedené poZzadavky
nebudou spinény.

V pfipadé podezieni, Ze Zkou3ejici nepracuje v
souladu s pfedpisy, Zadavatel a Instituce podnikne
okamzité opravné kroky, které mohou vést k
ukonéeni u€asti zkousejiciho ve studii.

1.

Vv

Selection of subjects for the Clinical Investigation

and their consent obtaining

The investigator shall recruit approximately 15

1.

Vv

Vybér subjektd pro Klinickou zkousku a vyzadani

jejich souhlasu

Zkou$ejici provede nabor piiblizné 15 subjektl
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patients during 18 months since the initiation.

Patient screening will be possible only with their
written Informed Consent and after proper
information. The Clinical Investigation subject
Informed Consent must be requested in
accordance with ethical principles and good clinical
practice. Because of this:

a) The CRO declares that it has provided the
Investigator with the Patient Information and
Informed Consent Document.

b) In case of subject's agreement the investigator
will ask the subject to sign the form mentioned
in the article No. 2 a) prior to patient
recruitment.

¢) The information about the study participation
shall be recorded in the patient's medical
records. If the patient agrees, the general
practitioner will be informed about that.

Signed documents concerning information and
consent of subjects of evaluation made according
to article No. 2 must be stored with Clinical
Investigation documentation at the Investigator.

If the subject of evaluation in course of Clinical
Investigation does not suit study criteria any more,
the Investigator will inform the CRO/ Sponsor
immediately and after an agreement with the
sponsor he will exclude the subject from the
Clinical Investigation.

The Investigator, Institution, CRO and the Sponsor
agree to adhere to the principles of medical
confidentiality in relation to Clinical Investigation
Subjects involved in the Clinical Investigation and
all applicable personal data protection laws and
guidelines.

hodnoceni v pribéhu 18 mésicll od iniciace.

Zarazeni subjektl Klinické zkousky bude mozné jen
s jejich pisemnym informovanym souhlasem a po
jejich fadnem pouéeni. VyZadani souhlasu od
subjektu Klinické zkousky musi byt ve shodé s
etickymi principy a spravnou klinickou praxi. Proto:

a) CRO prohladuje, Ze predala ZkouSejicimu
Formulaf Informaci pro pacienta a pisemného
souhlasu subjektu.

b) Zkousejici pfed zafazenim subjektu do Klinicke
zkoudky v pfipadé jeho souhlasu pozada o jeho
podpis na obou dokumentech uvedenych v odst.
2 pism. a).

c) Ugast pacienta vKlinické zkousce bude
zaznamenana Vv jeho osobni zdravotni
dokumentaci a v pfipadé jeho souhlasu bude
informovan jeho o$etfujici prakticky lékar.

Dokumenty podepsané Subjekty s informacemi o
jejich pougeni a souhlasu pofizené podle odst. 2
musi byt uloZeny v dokumentaci o Klinické zkousce
vedené u Zkoudejiciho.

Pokud Zkousejici zjisti v prabéhu Klinické zkousky,
Ze subjekt zafazeny do Klinicke zkou$ky
nevyhovuje jejim kritériim, okamzité bude o tom
informovat CRO/ Zadavatele a po dohodé s nim jej
z pribé&hu Klinické zkousky vyradi.

Zkousejici, Zdravotnické zafizeni, CRO i Zadavatel
souhlasi s tim, Ze budou dodrZzovat principy
lékafského tajemstvi vzhledem k Subjektim
Klinickeé zkousky, ucastnicim se Klinické zkousky a
v8echny zakony a pravidla tykajici se ochrany
osobnich udaju.

VL.
Monitoring and control of course of Clinical
Investigation

The Institution shall permit the Sponsor, CRO and
any Auditor or Inspector access to all relevant
clinical data of Clinical Investigation Subjects for
monitoring and source data verification, such
access normally to be arranged at mutually
convenient times.

For monitoring and control of study will be
nominated by CRO :

FGK Clinical Research s.r.o.
address: Polska 1283/18, 120 00, Praha2
Represented by: Edgar Fenzl

Course of study and its results can be controlled
by Sponsors auditors on the basis of a prior
notification; this will not infract the control rights of

VL.

Sledovani a kontrola pribéhu Klinické zkousky

1.

Zdravotnické zafizeni umozni Zadavateli, CRO
a Auditorlim &i Inspektorim pfistup k veSkerym
relevantnim klinickym informacim tykajicim se
Subjektd  Klinické  zkouSky za uCelem
monitorovani a ové&feni zdrojovych dat. Takovy
pfistup bude obvykle sjednan pfedem, v
oboustranné pfijatelnem terminu.

Pro sledovani a kontrolu budou povéfeni
zaméstnanci CRO:

FGK Clinical Research s.r.o.
se sidlem : Polska 128/18, 120 00 Praha 2
zastoupena: Edgar Fenzl

Pribéh studie a jeji vysledky mohou byt
kontrolovany auditory Zadavatele na zakladé
pfedem zaslaného oznameni. Tim neni dotéeno
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state control Institutions in the Czech Republic or
from abroad.

4. Subjects of evaluation must be informed according
to paragraph V., article 2 of this contract and as
well informed that data which will be obtained from
this Clinical Investigation can be submitted for
control to state control institutions of Czech
Republic.

The Sponsor may entrust other company(ies) or
employees of other companies than those mentioned
in the paragraph 1 and 2 to control and monitor of the
study only after written approval from the Investigator
and medical Institution.

pravo kontroly  povéfenymi pracovniky
prisludnych statnich organii CR a zahraniénich
kontrolnich Gfadu.

Subjekty hodnoceni musi byt pouéeny podle &l.
V odst. 2 této smlouvy a informovany také o
tom, Ze ldaje ziskané o nich v pribéhu Klinické
zkousky mohou byt pro ugely kontroly pouzity a
predloZeny takeé pfislusnym statnim organim

Zadavatel muZze povéiit  kontrolou nebo
monitorovanim jinou smluvni organizaci nebo
zameéstnance jinych organizaci nez je uvedeno v
odst. 1 a 2 jen s pifedchozim pisemnym souhlasem
Zdravotnickeho zafizeni a Zkousejiciho.

VIl
Other arrangements

1. Sponsor will supply free of charge medical institution
and investigator with all material determined by
Clinical Investigation protocol which is needed for
performance of the Clinical Investigation. The material
must be delivered on time, so the duration of Clinical
Investigation (as set in paragraph lll.) can be kept.

2. Medical devices and other material (specified in the
study protocol — paragraph V. article 1.b) supplied by
the Sponsor can be used only for the Clinical
Investigation performance. All materials which will not
be used for the Clinical Investigation must be returned
by the Investigator to the Sponsor.

3. Complete scientific information about the study medical
device is provided by the sponsor.

VII.
Ostatni ujednani

1.Zadavatel poskytne bezplainé Zdravotnickému

zafizeni a Zkou$ejicimu veskery material vymezeny
protokolem Klinické zkou$ky, ktery je nezbytny k
provedeni Klinické zkousky tak, aby mohla byt
dodrzena  doba  trvani Klinicke  zkousky
piedpokladana v €l. lll. téeto smlouvy.

Zdravotnicky prostiedek i ostatni materialy
poskytnuté Zadavatelem, jejichz specifikace je
uvedena v protokolu o Klinické zkousce (&l. IV odst.
1 pism. b) této smlouvy) pouZije Zkousejici pouze
pro provedeni Klinické zkoudky. V3echny materialy,
které nebudou pouZity v ramci Klinické zkou$ky,
vrati Zkou$ejici Zadavateli.

Zadavatel poskytne Uplnou odbornou informaci o
zdravotnickém prostiedku.

VIIL.
Adverse events in course of Clinical Investigation

1. Investigator must inform the CRO within 24 hours
about any serious adverse events which will appear in
course of clinical evaluation of medical device. The
reporting has to be performed in accordance with
applicable law and with instructions given in the
clinical Investigation protocol.

2. The sponsor (or CRO) is obliged to report it to the
State Institute for Drug Control and to the Ethics
Committee of medical institution.

1.

VIII.

Neocekavané pfihody v pribéhu Klinické zkousky

Zkousejici je povinen bezodkladné informovat CRO
béhem 24 hodin o jakychkoliv zavaZnych
nezadoucich piihodach, ke kterym dojde v pribéhu
Klinicke  zkoudky zdravotnického  prostiedku
v souladu s platnou legislativou a dle instrukci
danych studijnim protokolem.

. Zadavatel (nebo CRO) se zavazuje toto oznamit

Statnimu ustavu pro kontrolu 1é€iv a etické komisi
zdravotnickeého zafizeni.

IX.
Compensation for health damages of subjects of
evaluation

1. The Sponsor will provide, according to the
conditions mentioned below, to the hospital and to
the Investigator compensations for all claims and
treatments, (including any compensations or

IX.

Nahrada za po$kozeni zdravi subjektl hodnoceni

. Zadavatel poskytne za podminek niZe uvedenych

Zdravotnickému zafizeni a Zkousejicimu nahradu
za vedkeré naroky a fizeni (v&etné v8ech vyrovnani
¢i plateb, na néZ neni pravni narok /pokud budou
uskuteénény se souhlasem smluvnich stran/ jakoZ i
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payments for which there is not legal claim / if they
are made with the consent of parties / as well as
including reasonable costs and expenses of legal
representation and litigation) raised and relied by
subjects of Clinical Investigation against Institution
or Investigator due to the health damage
(including death) that was caused by using of
medical device (i.e. evaluation, examination or
clinical intervention performed or requested for the
Clinical Investigation which the subjects of
evaluation would not undergo if they don't
participate in the Clinical Investigation).

Sponsor is free of duty to compensate the health
damage, when he proves, that:

a) the health damage (including death) was
caused by carelessness, calculated dealing, or
by leaving out or disturbing duty from law or
from this contract by the Institution or by the
Investigator;

b) the Institution, without any delay, after the
situation when the demand for damage
compensation was enforced (it means that
medical Institution received the announcement
about such a compensation) does not
announce the Sponsor by writing that a title to
compensation for the health damage was
applied and when it did not let the Sponsor take
over a control of this claim based on Sponsors
request and expenses;

¢) the Institution admits a claim without previous
written agreement of Sponsor. Sponsor will not
hold-back this agreement without any reason.
This condition is not to be considered as
breached by any declaration that the Institution
made due to serving an internal reclamation
progress, report of serious adverse events or
disciplinary progresses of medical Institution or
in cases when the declaration is set down by
law.

The Sponsor will inform the medical Institute about
any claim made or such ongoing proceedings; the
Sponsor will consult a way of plea with the
Institution and will not pay or finish this proceeding
without the Institution's written agreement; the
Institution will not unreasonably keep back such
agreement).

Without restriction according to article No. 2 the
Institution or Investigator will inform the Sponsor
about all circumstances which may be thought to
may lead to rise of a claim or proceeding, and
circumstances, which they are aware of. They will
inform Sponsor appropriately about evolution of
such a claim or proceeding, even when the
medical Institute and the Investigator decide by

véetné pfiméfenych nakladd a vydaju na pravni
zastoupeni a soudni fizeni) vznesene a uplatnéné
subjekty hodnoceni, ktefi se ucastnily Klinické
zkousky, vG¢&i Zdravotnickému zafizeni nebo
Zkou$ejicimu z dlvodu Ujmy na zdravi (véetné
smrti), ktera subjektim hodnoceni vznikla v
souvislosti s pouZitim zdravotnického prostiedku v
ramci Klinické zkoudky (. hodnoceni, zkou$eni
nebo  klinického  zakroku nebo  postupu
provedeného nebo poZadovaneho v ramci Klinicke
zkousky, kterym by subjekty hodnoceni nebyly
vystaveny, kdyby se Klinicke zkousky neucastnily).

. Zadavatel se své povinnosti k nahradé $kody podle

vy$e uvedeneho ujednani zprosti, prokaze-li, Ze:

a) Uujma na zdravi (véetné smrti) byla zpusobena
nedbalosti, umysinym jednanim ¢&i opomenutim
¢i porudenim povinnosti zakonem & touto
smlouvou stanovené Zdravotnickym zafizenim
nebo Zkou$ejicim;

b) Zdravotnické zafizeni bez zbyteného odkladu
poté, co byl viéi nému uplatnén narok na
nahradu $kody (1j. obdrZzelo oznameni o
takovem naroku nebo o zahdgjeni fizeni o
takovem naroku), neuvédomilo pisemné
Zadavatele o takové skute¢nosti a na Zadost
Zadavatele a na jeho naklady mu neumoznilo
pfevzit kontrolu nad takovym narokem nebo
fizenim;

¢) Zdravotnické zafizeni uzna narok bez
pfedchoziho pisemného souhlasu Zadavatele.
Zadavatel nebude tento pismenny souhlas
bezdivodné zadrzovat. Tato podminka nebude
povaZovana  za porusenou  jakymkoliv
prohladenim, ktere Zdravotnické zafizeni ucinilo
v souvislosti s pInénim vnitfnich reklamaénich
postupt, hladenim neotekavanych pfihod, nebo
disciplinarnich postupu Zdravotnického zafizeni
nebo v pfipadech, kdy je prohla3eni
pfedepsano zakonem.

3. Zadavatel bude Zdravotnické zafizeni v celém

rozsahu informovat o stavu kazdého vzneseného
naroku nebo probihajicim fizeni; bude se
Zdravotnickym zafizenim a Zkou$ejicim konzultovat
zplsob ,obhajoby“ a nevyrovna narok nebo
neukonéi fizeni bez pisemného souhlasu
Zdravotnického zafizeni, které nebude souhlas
bezdivodné zadrZovat.

. Bez omezeni podle odst. 2., bude Zdravotnické

zafizeni nebo Zkousejici informovat Zadavatele o
veSkerych okolnostech, o kterych je mozZne se
domnivat, Ze by mohly vést ke vzniku naroku nebo
fizeni a kterych si jsou pfimo védomi a budou
Zadavatele pfimérené informovat o vyvoji takového
naroku nebo fizeni, i kdyz se Zdravotnické zafizeni
a Zkousejici rozhodnou neuplatnit na zakladé
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virtue on this condition not to apply a title to
compensation for damage. In analogy, the
sponsor will inform the medical Institute and the
Investigator about circumstances, as well as about
the development of this claim or proceeding
challenged straight to Sponsor.

. The Sponsor will take out appropriate insurance
cover as required by applicable law in accordance
with act No.: 268/2014 Coll. on medical devices, of
the collection (§ 19 par. 2, letter d), about medical
devices as amended from time to time. A copy of
the Sponsor’s insurance certificate is attached at
Appendix 2. The Sponsor is responsible to
maintain an insurance cover during the course of
the Clinical Investigation.

téchto podminek narok na nahradu $kody.
Obdobné Zadavatel bude informovat Zdravotnické
zafizeni a Zkou$ejiciho o veskerych okolnostech,
jakoZz i o vyvoji takového naroku nebo fizeni,
vzneseného pfimo proti Zadavateli.

. Zadavatel se zavazuje uzavfit pojistnou smlouvu

s pojistnym krytim dle pfisludnych pravnich pfedpist
vsouladu se =zakonem ¢&. 268/2014 Sb., o
zdravotnickych prostfedcich (§ 19 odst. 2, pismeno
d), vplatném znéni. Kopie certifikatu pojisténi
Zadavatele tvofi pfilohu & 2 teto smlouvy.
Zadavatel je povinen udrZzovat pojisténi po celou
dobu provadéni Klinické zkousky.

X.
Confidentiality

Confidential information are all information
supplied by the CRO or the Sponsor which are
related to this study or study documentation;
including special information about structure,
composition, ingredient, samples, know-how,
technical procedures and processes and all other
information qualified by Sponsor as confidential.
The medical Institution and the Investigator cannot
declassify confidential information to any third
party or use it for other purposes then set in
instructions from Sponsor. Confidential information
is exclusively property of the Sponsor and will be
kept in secrecy and in a save place except when
the medical Institution proves that they are public.
If this information must be declassified due to law
regulations, the Sponsor has to be informed in
written form by the medical Institution or by the
Investigator immediately. The Sponsor, the CRO,
the medical Institution and the Investigator obliges
to inform all subjects participating on this Clinical
Investigation and subjects who have access to this
information about the duty to reticence according
to this contract; these subjects are under an
obligation to reticence.

2. Personal data will be treated in accordance with
the Act No. 101/2000 Coll. on Data Protection as
amended.

X.
Zachovani duvérnosti

. Davérnymi informacemi se pro G&ely této smlouvy

rozumi veskeré informace poskytnut¢ CRO nebo
Zadavatelem a vztahujici se ke Klinické zkou3ce
nebo studijni dokumentaci; zahrnuji zejmena
informace o struktufe, sloZeni, ingrediencich,
vzorcich, know-how, technickych postupech a
procesech, jakoz i jiné informace Zadavatelem
oznaéené jako divérné. Zdravotnické zafizeni a
Zkousejici nesmi duvérné informace zpfistupnit tfeti
0sobé, nebo je pouZivat pro ucel jiny nez uréeny v
pokynech Zadavatele. DUvérné informace budou ve
vyluéném vlastnictvi Zadavatele a budou drZeny
Zdravotnickym zafizenim a Zkousejicim v tajnosti a
na misté pro takové informace uréeném, vyjma
pfipadl, kdy Zdravotnické zafizeni nebo Zkousejici
prokazou, Ze se jedna o informace verejné
pfistupné. Pokud je ze zakonem stanovenych
divodi nutné divérné informace zpfistupnit,
Zdravotnické zafizeni nebo Zkousejici toto
neodkladné pisemné oznami Zadavateli. Zadavatel,
Zdravotnické zafizeni, CRO a Zkou$ejici se
zavazuji informovat v8echny osoby zugastnéné v
této Klinické zkouSce a osoby, jimz je dlivérna
informace zpfistupnéna, o povinnosti mi€enlivosti v
souladu s touto smlouvou; takove osoby jsou pak
vazany stejnou povinnosti mi¢enlivosti.

. S osobnimi daty bude nakladano podle zakona ¢.

101/2000 Sb., o ochrané osobnich udaji v platném
Znéni.

XL
Ownership of Clinical Investigation results, their
preservation and publication

Sponsor is the only owner of the Clinical
Investigation results. The medical Institution and
the Investigator have no right to publish results of
Clinical Investigation or their parts without written
agreement from the Sponsor. This agreement will

XL
Vlastnictvi vysledki Klinické zkousky, jeho
ochrana a publikovani vysledkil

. Vysledek Klinické zkousky je vylu€nym vlastnictvim

Zadavatele. Vysledky Klinické zkousky nebo jejich
¢ast nebudou Zdravotnickym  zafizenim i
ZkouSejicim  publikovany  bez  pfedchoziho
pisemného souhlasu Zadavatele. Takovy souhlas
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not be withheld unreasonably. The Institution and
the Investigator obliges to discuss the publication
of any expert work about course of Clinical
Investigation or about results of Clinical
Investigation with the Sponsor at least 30 days
before publishing or before giving a lecture.

The Institution and the Investigator take note that
any expert publication related to findings or
evaluated medical device cannot be edited by
medical Institution or Investigator before the
Sponsor will present his patent application, if due
to the nature of clinical Investigation results there
could be any.

nebude Zadavatelem bezdlvodné odepfen.
Zdravotnicke zafizeni a Zkou$ejici se zavazuji, Ze
publikaci jakékoliv odborné prace o prubéhu ¢&i
vysledcich  Klinické  zkoudky projednaji se
Zadavatelem nejméné 30 dn0 pfed pfedanim
publikace do tisku nebo pied konanim pirednasky.

Zdravotnické zafizeni a Zkou$ejici berou na
védomi, Ze zadna odborna publikace k objevim ¢&i
zdravotnickemu prostiedku nesmi byt
Zdravotnickym zafizenim nebo Zkousejicim vydana
pfed podanim Zadosti Zadavatele o patentovou
pfihladku, pokud vzhledem k povaze vysledkd
Klinické zkousky bude podani takove pfihlasky
pfichazet v uvahu.

Xil.
Solving of disputes and arbitration

Contractual parties agree that legal bearing and
conditions arising from this contract are subject to
legal regulations of Czech Republic.

Contractual parties undertake to help each other
during the Clinical Investigation and possible
disputes and difference of opinion about the
procedure and methods to solve by the usual
negotiation between contractual parties.

Law court of the Czech Republic will solve
possible disputes which will not be surpassed by
cooperation according to article No. 2.

XIl.
Reseni sporil a smiréi fizeni

. Smluvni strany se dohodly, Ze pravni vztahy a

pomeéry vznikleé z teto smlouvy se fidi obecné
zavaznymi pravnimi pfedpisy Ceské republiky.

. Smluvni strany se zavazuji pfi zpracovani Klinické

zkousky si vzajemné pomahat a pfipadné spory a
rozdilnost nazorll na postup a zpusob praci fesit
jednanim obvyklym u smluvnich stran.

. K projednani a rozhodovani pfipadnych spor,

ktere nebudou pfekonany spolupraci podle odst. 2,
jsou pfisludné soudy Ceské republiky.

XII1.
Financial agreements

CRO is obliged to pay to the medical Institution
for each evaluable subject of evaluation, who
finishes completely the Clinical Investigation (all
specified visits according to the protocol). This
payment covers all expenses related with its
enlistment to Clinical Investigation.

The payment will be made relative to the number
of patients and number of visits. Payment for 1
patient per center who will attend the maximum of
6 study visits a payment of 2 500Euro will be

3
D
o
o

TOTAL per complete file 500

a N

Payments will be made to the institution bank
account as stated in the introduction.

Xl
Finanéni vyrovnani

. CRO se zavazuje zaplatit Zdravotnickému zafizeni

za kazdy subjekt hodnoceni, ktery dokonéi Klinickou
zkousku (absolvuje viechny predepsané navitévy
dané protokolem). Tato platba zahrnuje veskere
naklady spojené se zarazenim subjekt( do Klinické
zkousky.

Tato platba bude dana poétem subjektl hodnoceni
a poétem provedenych navitév. Platba za 1 subjekt,
ktery absolvuje maximalni pocdet 6 piedepsanych
navitév, bude naleZet platba 2 500 EUR.

| I ||
| I ||
| I ||
| I ||
| I ||
| I ||
CELKEM za celou ucast 2500 €

2. Platba bude provedena na uCet Zdravotnickeho

zafizeni podle Udaji uvedenych v tvodu.
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All measures to be performed by the Investigator
within the scope of this Clinical Investigation
cannot be charged to a health insurance carrier -
this is compensated for by the provider fee. A
health insurance carrier can only be charged for
diagnostic  and/or  therapeutic = measures
performed by the investigator which would have
been necessary outside of this Clinical
Investigation.

If an overpayment is realized after the Clinical
Investigation, the medical Institute agrees to
reimburse the overpayment.

In case of withdrawal of this contract or its
termination before supposed end of the Clinical
Investigation, the CRO obliges to pay to medical
Institution aliquot part of expenses expounded on
performed part of the Clinical Investigation.

Payment will be made following receipt of an
invoice retrospectively for every 6 ended months
according to the calculation based on the
performed visits, created by the CRO and
approved by the Investigator. Invoice will be
delivered to FGK Clinical Research s.r.o., Polska
1283/18, 120 00 Praha

Payback period is 45 days of the date of issue of
an invoice by the Institution.

Initial/Start-up fee/ Contract administration fee

CRO will pay to the Institution an amount 20 000
CZK for administrative operations during the
preparation and execution of the above
mentioned clinical trial. The payment will be
made on basis of a regular invoice issued by
Institution after signing the agreement within
forty-five (45) days of the date when the invoice
was received by the sponsor.

Viechna vySetfeni provadéna  Zkousejicim
v prubéhu této Klinické zkousky, ktera nemohou byt
hrazena zdravotni pojistovnou - jsou

kompenzovana z honorafe uvedeného v odstavci 1.
Zdravotni pojistovna hradi pouze diagnosticka nebo
terapeuticka méfeni provadéna Zkousejicim, ktera
by byla nezbytna bez ohledu na Klinickou zkousku.
Pokud dojde k pfeplatku na platbach dle této
smlouvy po ukonéeni Klinické zkousky, je
Zdravotnické zafizeni povinno pieplatek vratit.

V pfipadé odstoupeni od této smilouvy & skonéeni
jeji platnosti pfed uplynutim pfedpokladané doby
provadéni Klinické zkousky, se CRO zavazuje
zaplatit Zdravotnickemu zafizeni pomérnou &éast
naklad(i vynaloZenych na provedenou ¢ast Klinické
zkoudky.

Platba bude provadéna na zakladé fakturace
Zdravotnickym zafizenim zpétné za kaZdych
skonéenych 6 meésicad dle kalkulace podle
uskuteénénych navstév, vytvoiené CRO a
odsouhlasené Zkousejicim. Faktura bude CRO
doru¢ena na FGK Clinical Research s.r.o., Polska
1283/18, 120 00 Praha.

Lhita splatnosti faktury je 45 dnd ode dne
vystaveni faktury Zdravotnickym zafizenim.

Inicia¢ni/ Start Up poplatek/ Poplatek za administraci
smlouvy

CRO zaplati Zdravotnickému zafizeni za
administrativni Ukony b&hem pfipravy realizace a
provadéni vySe uvedeného klinického hodnoceni
¢astku v EUR odpovidajici 20.000 K¢. Platba bude
provedena na zakladé radné faktury vystavené
Zdravotnickym zafizenim po podpisu smlouvy
béhem &tyficeti péti (45) dni ode dne, kdy je faktura
obdrZzena Zadavatelem.

2.

XIv.
Finishing of the Clinical Investigation

. The Clinical Investigation will be finished by handing

the closing report to the medical Institution. The
protocol about finishing this Clinical Investigation
and handing the closing report will be signed by
participating parties. If regulatory authorities decide
about preliminary finishing the Clinical Investigation,
the Sponsor will provide with information about the
following care after participating patients.

Either Party is entitled to terminate this contract with
immediate effect since the day of delivery to the
other party for the following reasons:

a) If one of the contractual parties does not comply
any establishment of this contract and does not

. Klinicka

XIv.
Ukonéeni Klinické zkousky

zkouska bude ukonfena predanim
zavére¢né zpravy. O predani zavéreéné zpravy
bude podepsan zudastnénymi stranami protokol.
Pii pfedCasném ukon€eni Klinickeé zkou$ky
rozhodnutim regulatorli Zadavatel zajisti informaci,
jak postupovat v pedi o pacienty, ktefi se Klinicke
zkousky pravée ucastni.

Kterakoliv ze smluvnich stran je opravnéna
vypovedét tuto smlouvu s uc€innosti ode dne
doru&eni druhé smluvni strané&, a to v nasledujicich
pfipadech:

a) pokud néktera smluvni strana neplni nékteré z
ustanoveni této smlouvy a neodstrani zavadny
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remove defective condition till the term of thirty
days from delivering the appeal for correction;

b) If one of the parties is declared insolvent or has
an administrator or receiver appointed over all or
any parts of its assets or ceases or threatens to
cease to carry on its business;

¢) In case that one of the contracting parties will
cease to to be authorized to operate in this area;

d) When the risk for subjects of Clinical
Investigation is higher than it was expected
before.

e) If all other related consents, permissions,
agreements or exceptions are revoked, their
validity suspended or when no prolongation has
been concluded.

3. In other cases, the agreement can be terminated
without giving notice or reason the contract without
giving any reasons. In this case the cancellation
period is 30 days and starts at the next day after the
delivery of the cancellation to the other side.

4. If the Investigator for objective reasons is not able to
perform the duties according to this Agreement, all
Parties shall use their best endeavors to find a
replacement of the Investigator. Addendum to the
Agreement with the name of new Investigator will be
signed.

stav ani ve Ihaté 30-ti dnli od doruéeni vyzvy k
napravé;

b) pokud bylo rozhodnuto o upadku strany nebo
strana vstoupila do likvidace, pfipadné nucene
spravy ve vztahu k ¢asti nebo celéemu majetku,
nebo pokud je ukongen nebo hrozi ukon&eni
vykonu pfedmétu podnikani nebo &innosti
strany;

c) pokud néktera smluvni strana
opravnéni k plsobeni v dané oblasti;

d) bude-li riziko pro subjekty hodnoceni neumérné
zvyseno, nebo

e) pokud potfebné opravnéni, povoleni, souhlas
nebo vyjimka jsou revokovany, jejich platnost
pozastavena, nebo wvyprsi-li doba, na kterou
byla vydana bez pfislusneho prodlouZeni.

pozbude

3. V ostatnich pfipadech Ize trvani smlouvy ukongit
bez uvedeni divodu, pficemz vypovédni lhita &ini
30 dnii a pocina bézet dnem nasledujicim po
doruéeni vypovédi druhe smluvni strané.

4.V pfipadé, Ze Zkoudejici nebude moci z objektivnich
pfi¢in vykonavat povinnosti dle této smlouvy,
vyvinou smluvni strany usili k nalezeni noveho
hlavniho zkou$ejiciho. V takovém pfipadé bude
podepsan dodatek k této smlouvé obsahujici jeho
jmeéno.

XV.
Archiving

At end of the study a CD Rom containing the completed
eCRFs and other essential study documents must be
retained by the Institution for a period of at least 15 years
(if not agreed otherwise and in any case until 2 years
after elapse of the last approval of a marketing
application for the investigational product in a country of
the ICH region, or longer, if required by the regulatory
authority).

Documents facilitating the identification of the study
patients must be retained for at least 15 years after the
end or the premature termination of the study. The
medical files and other original records must be retained
for the longest time possible at the Institution, but not
less than 15 years.

The Institution will enable to archive the study
documentation within its premises for the required
period.

XV.
Archivace

Na konci studie musi byt Instituci uchovany CD Rom
obsahujici vyplnéné eCRFs a daldi nezbytné
dokumenty v misté vyzkumu po dobu nejmené 15-ti let
(pokud neni dohodnuto jinak a v kazdem pfipadé 2
roky po uplynuti posledniho schvaleni marketing
registrace pro vyzkumny produkt v zemi regionu ICH
nebo dele, pokud to regulaéni Gfad vyZzaduje).

Dokumenty usnadnujici identifikaci pacientd musi byt
uloZeny po dobu alespoit 15-ti let po ukon&eni nebo
pfed€asnem ukonéeni studie. Lékarské spisy a dalsi
originalni udaje musi byt uchovany po nejdele moznou
dobu v nemocnici, instituci nebo soukromeé ordinaci, ale
ne mené nez 15 let.

Instituce umozZni archivovat studijni dokumentaci v
ramci svych prostor po poZzadovanou dobu.

XVI.
Severability Clause

If any regulation of this contract is or becomes
ineffective, the effectiveness of other regulations will
not be concerned. The ineffective regulation will be
replaced by another regulation which is in
compliance with law regulations and corresponds

XVI.
Klauzule oddélitelnosti

Pokud jakékoliv ustanoveni této smlouvy je nebo se
stane neuginnym, ucinnost daldich nafizeni nebude
pfedmétem zajmu. Neudinneé ustanoveni bude
nahrazeno jinym ustanovenim, které je v souladu s
pravnimi_ pfedpisy a nejlépe odpovida zaméru
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best to the intention of the cancelled regulation.

ustanoveni, které bylo zrudeno.

XVIL.
Concluding provisions

1. All the legal matters not ruled by this Contract are
subjected to the Czech law and existing legal
codes. In the event of any dispute arising out of
this agreement, the courts of the Czech Republic
shall have jurisdiction.

2. The contract is written in three counterparts, each
contracting party and Investigator will be given
one.

3. Possible changes and additions are possible on
the basis of agreement and it must be agreed by
all contracting parties and this must be done in
written amendment.

4. In case of some inconsistencies in both versions,
the Czech version of this contract is valid.

5. Parties acknowledge that this Agreement is
subject to publication in the Register of Contracts
under Act No. 340/2015 Coll., on the Register of
Contracts as amended.

Representatives of both sides add their signatures to
confirm their approval with this contract.

XVII.
Zavérecna ustanoveni

1. Pravni vztahy smluvnich stran, které nejsou
upraveny touto smlouvou, se fidi platnym pravnim
fadem Ceské republiky. V pfipadé jakéhokoliv
sporu vychazejiciho z této smlouvy, jsou rozhodne
soudy Ceské republiky.

2. Tato smlouva je vyhotovena ve 3 stejnopisech,
Z nichz kazda smluvni strana i Zkou&ejici obdrzi po
jednom.

3. Zmény a dopliiky této smlouvy jsou mozné na
zakladé dohody, a to pisemnym dodatkem ke
smlouvé  odsouhlasenym  v3emi  smluvnimi
stranami.

4. V pfipadé nejasnosti v obou verzich plati Ceska
verze téeto smilouvy.

5. Smluvni strany berou na védomi, Ze tato smlouva
podiéha zveiejnéni v Registru smluv na zakladé
zakona ¢&. 340/2015 Sb., o registru smluv v platném
Znéni.

Na dudkaz souhlasu se znénim smlouvy pfipojuji
smiluvni strany sve podpisy.

On behalf of the CRO / Za CRO Edgar Fenzl, Managing director

(name / jmeéno)

(date / datum)

(signature / podpis)

On behalf of the Institution / Zdravotnické zafizeni

(name / jmeéno)

(date / datum)

(signature / podpis)
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Investigator’s declaration: Prohlaseni zkousejiciho:

| have read and understood this Agreement and | Piecetl jsem si tuto smlouvu a porozumél ji a pfijimam
accept conditions and regulations relating to my podminky a ustanoveni, ktere se vztahuji k mé
activities as the Investigator. Furthermore | agree <&innosti jakozto Zkou$ejicino. Dale souhlasim s tim,
that | shall ensure so that all co-investigators and Ze zajistim, aby byli v3ichni spoluzkou$ejici a ¢lenové
study team members will be acquainted with their tymu informovani o svych povinnostech vyplyvajicich
responsibilities arising from this Agreement. Z této smlouvy.

(name / jmeéno)

(date / datum)
(signature / podpis)
Appendix 1 Priloha 1
Approval of State Institute for Drug Control Povoleni Statniho ustavu pro kontrolu Iééiv
Appendix 2 Priloha 2
Approval of Ethics Committee Povoleni etické komise
Appendix 3 Priloha 3
Insurance Certificate Pojistny certifikat
Appendix 4 Priloha 4
Protocol v4.0 dated 13.1.2017 Protokol v4.0 ze dne 13.1.2017
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