CLINICAL TRIAL AGREEMENT

This Agreement is made as of the date of signature by the last
signatory party by and between

BiTrial Ltd.

H-1121 Budapest,

Tallya utca 23.

Hungary

Represented by Dr. Bir6 Janos Managing director
("CRO”);

and

Nemocnice Tabor, a.s.

Registered office: kpt. Jarose 2000, 390 03 Tabor

ID: 26095203

Tax No.: CZ26095203

Represented by: Ing. Ivo Houska, MBA, Chairman of the Board
a MUDr. Jana Chocholova, Board Member

Registered in the business register of the Regional court in
Ceské Budejovice, part B, item 1463

(“INSTITUTION”);
and

MUDr. Ladislav Douda

permanent residence:

place of business: kpt. Jarose 2000, 390 03 Tabor
date of birth i

(“INVESTIGATOR”);

CRO, INSTITUTION and INVESTIGATOR shall be
hereinafter referred to respectively as “Party” and collectively
as the “Parties”.

WHEREAS, CRO is conducting the Clinical Trial (hereinafter
defined) Sponsored by

Egis Pharmaceuticals PLC

Registered office: H-1106 Budapest, Keresztari Gt 30-38.

Tax No.: 10686506-2-44

Represented by: Dr. Hodasz Istvan

(,,SPONSOR*); and

WHEREAS, the INSTITUTION and INVESTIGATOR have
knowledge and experiences in various clinical trials at its
premises, and is willing to conduct the Clinical Trial.

NOW, THEREFORE, the Parties hereto agree as follows:

Avrticle 1. Performance of the Clinical Trial
11 The clinical trial, which is the subject matter of this
Agreement, is identified as follows (“Clinical Trial”):
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SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI

Tato Smlouva se uzavira ke dni podpisu posledni smluvni stranou
mezi

spole¢nosti BiTrial Ltd.

H-1121 Budapest’

Tallya utca 23.

Mad’arsko

zastoupenou jednatelem Dr. Janosem Bir6
(dale jen ,,CRO%);

A

Nemocnice Tabor, a.s.

Sidlo: kpt. Jarose 2000, 390 03 Tabor
IC: 26095203

Danové identifika¢ni ¢islo: CZ26095203

Zastoupené: Ing. Ivo Houskou, MBA, pfedsedou predstavenstva
a MUDr. Janou Chocholovou, ¢lenkou pfedstavenstva

Zapsana v obchodnim rejstiiku vedeném u Krajského soudu
v Ceskych Budgjovicich, odd. B, vl. 1463

(dale jen ,,ZDRAVOTNICKE ZARIZENi{“);

a

MUDr. Ladislav Douda
trvalé bydlisté:
pracovni adresa: kpt. Jarose 2000, 390 03 Téabor
datum narozent: h

(dale jen ,,ZKOUSEJICI*);

CRO, ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI budou
dale oznacovani jednotliveé jako ,,Smluvni strana“ a spole¢né jako
»dmluvni strany®.

VZHLEDEM K TOMU, ZE CRO provadi (nize definované)
klinické hodnoceni, jehoz Zadavatelem je spole¢nost

Egis Pharmaceuticals PLC

Sidlo: H-1106 Budapest, Kereszturi ut 30-38.

Darové identifikacni ¢islo: 10686506-2-44

Zastoupena: Dr. Hodasz Istvan

(dale jen ZADAVATEL); a

VZHLEDEM K TOMU, ZE ZDRAVOTNICKE ZARIZEN] a
ZKOUSEJICI maji znalosti a zkuSenosti z riiznych klinickych
hodnoceni, kterd u nich probéhla, a jsou ochotni klinické
hodnoceni provést,

se Smluvni strany dohodly nasledovné:
Clinek 1. Provedeni klinického hodnoceni

1.1 Klinické hodnoceni, které je pfedmétem této Smlouvy,
je uréeno nasledovné (dale jen ,klinické hodnoceni®):
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Title: The effects of pharmacogenetic factors on the
efficacy of infliximab in the treatment of
Crohn’s Disease (CD): A prospective, multi-
centre, clinical performance evaluation study
for an In-Vitro Diagnostics medical device
development purpose

Code: EGIS-IFX-CD-CDx_2016

Sponsor: EGIS Pharmaceuticals PLC

Tested

investigational |

device:

CRO shall separately provide the INSTITUTION and

INVESTIGATOR with the definitive version Clinical Trial’s
protocol (“Protocol”).

1.2 The INSTITUTION shall allocate MUDr. Ladislav
Douda (“Investigator”) and appropriately trained staff of the
INSTITUTION (“Trial Staff”) for the Clinical Trial at the
physical site of the INSTITUTION (“Site”). The
INVESTIGATOR shall cause all Trial Staff to be aware of and
comply with the terms and conditions of this Agreement as
appropriate. The INSTITUTION shall also provide necessary
facilities and equipment, and shall make its subjects (patients)
available to the Investigator so that the Investigator is able to
screen and enroll subjects in the Clinical Trial (“Trial
Subject(s)”). Parties agree and understand that any replacement
or change of the Investigator and/or the Site for the Clinical Trial
shall be subject to the mutual written agreement of both Parties.

1.3 The INSTITUTION and INVESTIGATOR are obliged
and shall cause all Trial Staff to be aware of and comply with
the terms and conditions of this Agreement as appropriate. shall
ensure that the Trial Staff shall perform the Clinical Trial strictly
in accordance with:

i) any and all applicable local, national and international
laws, regulations and/or guidelines, including, but not
limited to, the laws and regulations of the United States
administered by the US Food and Drug Administration
(“FDA”), the ICH Guidelines and the European
Guidelines on Good Clinical Practice (“ICH-GCP”),
Good Laboratory Practice, the revised versions of the
Declaration of Helsinki, Directive 95/46/EC and
Directive 93/42/EEC of the European Parliament and of
the European Council, and professional industry
association regulations (collectively, “Regulations”);

ii)  the Protocol (and any of its subsequent amendments), this
Agreement, and the Investigator’s Brochure of the
Clinical Trial which will be provided separately to
INSTITUTION; and

iii)  any other reasonable instructions to be given by CRO to

the INSTITUTION from time to time.
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Nazev: Vliv farmakogenetickych faktori na ucinnost
1é¢by Crohnovy nemoci (CN) Infliximabem:
Prospektivni, multicentrické hodnoceni funkéni
zpusobilosti zdravotnického prostfedku in-vitro
diagnostiky

Kod: EGIS-IFX-CD-CDx_2016

Zadavatel:  EGIS Pharmaceuticals PLC

Zkouseny

zdravotnicky

prostiedek:

CRO samostatné poskytne ZDRAVOTNICKEMU ZARIZEN] a

ZKOUSEJICIMU  koneénou verzi protokolu klinického
hodnoceni (dale jen ,,protokol®).
1.2 ZDRAVOTNICKE  ZARIZENI ptidéli MUDr.

Ladislava Doudu (dale jen ,.ZkouSejici*) a fadné proskolené
pracovniky ZDRAVOTNICKEHO ZARIZENI (dile jen
,»,Vyzkumny tym*) pro ucely klinického hodnoceni ve fyzickych
prostorach ZDRAVOTNICKEHO ZARIZENI (dale jen
scentrum®). ZKOUSEJICI zajisti, aby byl Vyzkumny tym
odpovidajicim zplisobem seznamen s podminkami této Smlouvy
a dodrzoval je. ZDRAVOTNICKE ZARIZENI také poskytne
nezbytné prostory a vybaveni a d4 Zkousejicimu k dispozici své
subjekty (pacienty), aby je Zkousejici mohl vybrat a provést
jejich nabor do klinického hodnoceni (dale jen ,subjekty
hodnoceni®). Smluvni strany se dohodly a chapou, ze jakakoli
nahrada ¢i zména ZkousSejicitho, popf. centra klinického
hodnoceni podléha vzajemné pisemné dohod¢ obou Smluvnich
stran.

1.3 ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI jsou
povinni odpovidajicim zpisobem seznamit s podminkami této
Smlouvy Vyzkumny tym a zajistit, aby tyto podminky
Vyzkumny tym dodrZoval a klinické hodnoceni provadél plné v
souladu s:

i) veSkerymi  pfisluSnymi  mistnimi, vnitrostatnimi  a
mezinarodnimi zakony, nafizenimi, pfip. pokyny platnymi
ve Spojenych statech americkych a spravovanymi
americkym Ufadem pro kontrolu potravin a 1é¢iv (dale jen
»FDA®), pokyny ICH a evropskymi pokyny pro spravnou

klinickou praxi (dale jen L, JICH-GCP%), spravnou
laboratorni praxi, revidovanymi verzemi Helsinské
deklarace, smérnici Evropského parlamentu a Rady

95/46/ES a smérnici Evropského parlamentu a Rady
93/42/EHS a nafizenimi profesnich sdruzeni (souhrnné
dale jen ,,nafizeni‘);

ii)  protokolem (a veskerymi jeho naslednymi zménami), touto
Smlouvou a Souborem informaci pro Zkousejiciho

klinického ~ hodnoceni,  ktery ~ZDRAVOTNICKE
ZARIZENI dostane oddéleng; a
iii) jakymikoli  pfiméfenymi  pokyny, které = CRO

ZDRAVOTNICKEMU ZARIZENT ptilezitostné udéli.
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14 INSTITUTION and INVESTIGATOR represents and
warrants that:

i) no money paid to it or any other individual or entity that
provides services under this Agreement as compensation
or otherwise has been or will be used to pay any bribe or
kickback to any governmental official or person related to
a governmental official, or paid in any way otherwise
violating relevant law or other Regulations; and

ii) it has adequate safeguards in place to prevent any such
payment from occurring. Should such a payment, bribe,
or kickback occur, the CRO shall have the right to
terminate this Agreement in accordance with Section
12.2(i).

INSTITUTION and INVESTIGATOR agree to provide prompt
certification of its continuing compliance with applicable laws
whenever requested by CRO.

1.5 INSTITUTION and INVESTIGATOR hereby represent
and warrants that they have obtained, and that they will maintain
for the term of the agreement, all licenses, authorizations,
approvals and reviews required by any governmental or
regulatory authority for performance of any activities under this
agreement and shall notify CRO immediately if circumstances
warrant any change to these representations and warranties.

1.6 The INSTITUTION and INVESTIGATOR shall
maintain the correct, complete, legible and timely recording of
any and all data and results obtained by it, the Investigator
and/or any Trial Staff through the Clinical Trial
(“Data/Results”) with the relevant date and signature in the
records of the Trial Subjects and in all the reports submitted to
CRO, the Ethics Committee and/or to any relevant authority
(“Trial Documentation”). INVESTIGATOR should inform the
general practitioner and, if applicable, any other physicians
treating the Trial Subject, about his/her participation in this
Clinical Trial The Trial. Documentation shall be maintained for
the longest time possible, but, in any case, for no less than fifteen
years.

1.7 For the purposes of this Agreement, the Clinical Trial
will be regarded as being completed at the Site when all case
report forms (“CRFs”) of all Trial Subjects enrolled by the
Investigator and all additionally requested information
(including data queries) are prepared in good order, and such
documents and information are made available to CRO by the
INSTITUTION and INVESTIGATOR with Data/Results
having enough quality for CRO’s scientific evaluation (“Trial
Completion”).

1.8. CRO will keep the INVESTIGATOR informed of the
progress of application to the relevant ethics committee (“Ethics
Committee”) for the approval of conducting the Clinical Trial
(“EC Approval”), and shall provide the INVESTIGATOR with
a copy of the EC Approval when it is granted.

1.9. After the EC Approval, the INVESTIGATOR shall use
his/her best efforts to screen and enroll all eligible Trial
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1.4 ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI

prohlasuji a zarucuji, ze:

i) zadné finanéni prostfedky vyplacené jako kompenzace ¢i
jinak ZDRAVOTNICKEMU ZARIZENI,
ZKOUSEJICIMU ¢i jakémukoli jinému jednotlivci nebo
subjektu poskytujicimu sluzby v ramci této Smlouvy
nebudou pouzity k zaplaceni zadného tplatku nebo
nezékonné provize stdtnimu ufednikovi nebo osobé
spfiznéné se statnim tiednikem ¢i jakkoli jinak k zaplaceni
thrady v rozporu s pfislusnou legislativou ¢i jinymi
nafizenimi; a

ii)  maji zavedeny odpovidajici ochranné mechanismy, aby
takové platb¢ zabranili. Pokud by k takové platbé, uplatku
¢i nezdkonné provizi doslo, CRO ma pravo tuto Smlouvu
podle pismene i) odst. 12.2 ukondit.

ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI souhlasi s tim,
ze kdykoli na zadost CRO ihned dolozi, ze nadéle dodrzuji
ptislusné zakony.

1.5  ZDRAVOTNICKE ZARIZEN{ a ZKOUSEJICI timto
prohlasuji a zarucuji, ze ziskali a po dobu trvani Smlouvy udrzi v
platnosti veSkeré licence, opravnéni, schvaleni a revize
vyzadované veskerymi statnimi nebo regula¢nimi organy pro
ucely vykonavani ¢innosti v ramci této Smlouvy a okamzité CRO
zpravi, pokud si okolnosti vyzadaji jakoukoli zménu téchto
prohlaseni a zaruk.

1.6 ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI musi
vést spravné, kompletni, Citelné a v€asné zaznamy veskerych
Gdaji a vysledkd, které ZDRAVOTNICKE ZARIZENI,
Zkousejici, popt. kdokoli z Vyzkumného tymu ziskd v ramci
klinického hodnoceni (dale jen ,,udaje/vysledky®) s pfislusnym
datem a podpisem v zaznamech subjektt klinického hodnoceni i
ve vSech zpravach predkladanych CRO, Etické komisi, pfip.
jakémukoli pfislusnému organu (dale jen ,,dokumentace
klinického hodnoceni®). ZKOUSEJICI by mél informovat
praktického lékare a piipadné i veskeré dalsi 1ékate 1é¢ici subjekt
hodnoceni o jeho/jeji ucasti v tomto klinickém hodnoceni.
Dokumentace musi byt zachovana co nejdéle, v kazdém ptipadé
nejméné patnact let.

17 Pro tucely této Smlouvy bude klinické hodnoceni v
centru povazovano za dokoncéené, az budou fadné pfipraveny
vSechny zdznamy subjektu klinického hodnoceni (dale jen
,»CRF*) vSech subjektti hodnoceni zapojenych Zkousejicim do
klinického hodnoceni i veSkeré dalSi pozadované informace
(v€etné dotazli k udajlim), pricemz tyto dokumenty a informace
poskytne ZDRAVOTNICKE ZARIZEN{ a ZKOUSEJICI CRO
spolu s udaji/vysledky dostate¢né kvality pro védecké hodnoceni
CRO (dale jen ,,dokonéeni klinického hodnoceni*).

1.8. CRO bude ZKOUSEJICIHO informovat o priibéhu zadosti
predlozené prislusné etické komisi (dale jen ,,Eticka komise®) ke
schvaleni provadéni klinického hodnoceni (déle jen ,,schvaleni
EK*) a poskytne ZKOUSEJICIMU kopii schvéleni EK, aZ je
ziska.

1.9 Po ziskani schvéleni EK vynalozi ZKOUSEJICI maximalni
usili, aby vybral v§echny zptsobilé subjekty hodnoceni a provedl
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Subject(s) according to the “inclusion and exclusion criteria”
and the time schedule specified in the Protocol.

The INVESTIGATOR shall stop enrolment of the Trial Subjects
in accordance with CRO’s instruction, when the total number of
the subjects planned in the Protocol has been reached among all
clinical sites participating in the Clinical Trial (“Participating
Centre(s)”), irrespective of the number of the Trial Subjects
enrolled by the INVESTIGATOR so far.

1.10. Before enrolling any Trial Subject according to Article 1
hereof, the INVESTIGATOR shall thoroughly and in
accordance with applicable law inform the potential Trial
Subject of the nature, meaning and significance, including risks,
of the Clinical Trial, and shall obtain from each Trial Subject’s
signature on (and/or from his/her legal representatives, as
appropriate) the informed written consent using the form to be
provided by CRO and approved by the Ethics Committee.
INVESTIGATOR does not perform any examinations or use
any Clinical Trial Material (defined below) with a Trial Subject
unless the Trial Subject has executed the consent form. The
CRO will not have any responsibility or liability for Trial
Subjects who have not given their written informed consent.

1.11. The Data/Results will be submitted to the FDA. As a
result, the INSTITUTION and INVESTIGATOR agree and
understand that:

i) CRO may request the INVESTIGATOR and/or the
Trial Staff to provide i) a financial disclosure in
accordance with the FDA regulations of 21 CFR Part
54 and ii) Investigator Agreement in accordance with
the regulations of 21 CRF part 812; and

i) INVESTIGATOR and the Trial Staff shall promptly
meet each such request.

1.12 INSTITUTION shall not employ, contract with or retain
any person to perform services under this Agreement if such a
person is debarred by the FDA under the provisions of 21 U.S.C.
335a or barred from conducting clinical trials pursuant to local
law. INSTITUTION also agrees to promptly notify CRO in
writing if it becomes aware that an employee or contractor has
been disbarred or disqualified or proceedings have been initiated
with respect to debarment or disqualification, whether such
debarment or initiation of proceedings occurs during or after the
performance of the Clinical Trial.

2. Remuneration and Cost

In consideration of  the INSTITUTION’s and
INVESTIGATORs services under this Agreement, CRO
agrees to pay the INSTITUTION and INVESTIGATOR the
remuneration and costs according to the Appendix 1 “Financial
Conditions”, which is attached to this Agreement.

Total remuneration for this clinical trial will be divided between
the INSTITUTION and the INVESTIGATOR (study team) in
the ratio 40% for the INSTITUTION and 60% for the
INVESTIGATOR (study team).

4 of 14

jejich nabor na zaklad¢ ,,podminek pro ucast ¢i vylouceni z
ucasti a casového harmonogramu uvedeného v protokolu.

ZKOUSEJICI zastavi nabor subjekti klinického hodnoceni podle
pokyni CRO, az bude dosazeno celkového poctu subjekti
planovaného v protokolu ve vSech klinickych centrech

ucastnicich se klinického hodnoceni (déle  jen
,,zucastnéné/zucastnéna centrum/centra®), a to bez ohledu na
pocet subjekti  klinického hodnoceni, jejichz nabor

ZKOUSEIJICI zatim provedl.

1.10 Dfive nez provede nabor kteréhokoli subjektu hodnoceni
podle ¢lanku 1 této Smlouvy, musi ZKOUSEJICI diikladné a v
souladu s pfisluSnymi zakony informovat potencialni subjekt
hodnoceni o povaze a vyznamu klinického hodnoceni véetné jeho
rizik a ziskat podpis kazdého subjektu hodnoceni (piip. v
relevantnich pfipadech jeho/jejiho zakonného zastupce) na
formulafi informovaného pisemného souhlasu, pfi¢emZ pouzije
formulat poskytnuty ze strany CRO a schvaleny Etickou komisi.
Pokud subjekt hodnoceni nepodepise formulaf souhlasu,
ZKOUSEJICI nebude provadét zadnd vySetfeni subjektu
hodnoceni ani pouzivat jakykoli (nize definovany) material
klinického hodnoceni. CRO neponese zadnou odpovédnost za
subjekty klinického hodnoceni, které neposkytly pisemny
informovany souhlas.

111 Udaje/vysledky budou predlozeny FDA.
ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI tudiZ souhlasi a
berou na védomi, Ze:

i) CRO muize po ZKOUSEJICIM, piip. Vyzkumném tymu
pozadovat poskytnuti i) finan¢nich informaci v souladu
s nafizenimi Casti 54 predpisu CFR 21 FDA a ii)
Smlouvy se Zkousejicim v souladu s nafizenimi Casti
812 CFR 21 FDA,; a

ii) ZKOUSEIJICI a Vyzkumny tym musi tomuto pozadavku
bezodkladné vyhovét.

1.12 ZDRAVOTNICKE ZARIZEN{ za tGcelem poskytovani
sluzeb v ramci této Smlouvy nezaméstna zadnou osobu, jeZ je
vylouéena ze strany FDA podle ustanoveni 21 U.S.C. 335a, nebo
osobu, které neni dovoleno provadét klinicka hodnoceni podle
mistnich zakond, neuzavie s ni smlouvu ani si ji neponecha jako
zaméstnance. ZDRAVOTNICKE ZARIZENI také souhlasi s tim,
ze bezodkladn€é pisemné vyrozumi CRO, pokud zjisti, Ze
zameéstnanec nebo dodavatel byl vyloucen nebo diskvalifikovan
nebo bylo zahijeno fizeni ohledné jeho/jejiho vylouceni C¢i
diskvalifikace, at’ uz k vylouceni nebo zahdjeni fizeni dojde
béhem provadéni klinického hodnoceni, nebo po ném.

2. Odmény a naklady )
Vzhledem ke sluzbam poskytovanym ZDRAVOTNICKYM

ZARIZENIM a ZKOUSEJICIM v ramci této Smlouvy se CRO
zavazuje, ze ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU uhradi odmény a naklady podle Ptilohy 1
~Finanéni podminky*, kterd je pfipojena k této Smlouve.

Celkovy rozpocet klinického hodnoceni provadéného ve
zdravotnickém zafizeni bude délen mezi zdravotnické zafizeni a
zkousejiciho (studijni tym) v poméru 40% pro zdravotnické
zafizeni a 60% pro zkousejiciho (studijni tym).
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Payments to INSTITUTION under this Agreement shall be
transferred to account

No.: 199229020 / 0300

Payee: Nemocnivce Tébor, a.s. (address: Kpt. Jarose 2000,
390 03 Tabor, Ceska republika)

Bank name and address: Ceskoslovenska obchodni
banka,a.s.

Branch office: nam. Fr. Kt#izika 348, 390 02 Tabor
IBAN: CZ08 0300 0000 0001 9922 9020

SWIFT: CEKOCZPP

Payments to INVESTIGATOR under this Agreement shall be
transferred to account No:

"I

rl1

No part of any compensation paid under this Agreement has
been determined in a manner which takes into account the
volume or value of any referrals or business otherwise generated
between CRO and the INSTITUTION, INVESTIGATOR, or
Trial Staff, and nothing herein shall, or shall be interpreted to,
obligate the INSTITUTION, INVESTIGATOR or Trial Staff to
purchase, use, recommend or arrange for the use of any of the
CRO’s products outside the Clinical Trial.

3. Clinical Trial Material

CRO shall provide the INSTITUTION (or the
INVESTIGATOR) with the Device and the other necessary
study supplies (“Clinical Trial Material”) in such quantity as is
required to conduct the Clinical Trial at the Site in accordance
with the Protocol. The INVESTIGATOR (i) shall use the
Clinical Trial Material exclusively for the purposes of the
Clinical Trial and shall not use it for any other purpose,
including, but not limited to, any experiments or research
efforts, (ii) shall not provide the Clinical Trial Material to any
other person or entity outside those individuals participating in
the Clinical Trial, and (iii) shall keep them in a secure area in
accordance with all storage instructions provided by CRO. The
INSTITUTION and INVESTIGATOR shall maintain a record
of receipt and dispensing of all Clinical Trial Material as a part
of the Trial Documentation.

4., Insurance

INSTITUTION and INVESTIGATOR shall maintain all
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Platby ZDRAVOTNICKEMU ZARIZENI v ramci této Smlouvy
budou prevedeny na ucet

Cislo: 199229020 / 0300
Pi{jemce plateb: Nemocnice Tabor, a.s. (adresa piijemce platby:

Kpt. Jaroge 2000, 390 03 Tabor, Ceska republika)
DIC: CZ26095203

Nézev a adresa banky: Ceskoslovenska obchodni banka,a.s.
Pobocka: nam. Fr. Ktizika 348, 390 02 Tabor

IBAN: CZ08 0300 0000 0001 9922 9020

SWIFT: CEKOCZPP

Platby ZKOUSEJICIMU v ramci této Smlouvy budou
prevedeny na ucet C.:

Z4dna ¢ast nahrady vyplacené v ramci této Smlouvy nebyla
stanovena zpusobem, ktery bere v tivahu objem nebo hodnotu
jakéhokoliv doporuceni ¢i obchodovani probihajiciho mezi CRO
a ZDRAVOTNICKYM ZARIZENIM, ZKOUSEJICIM nebo
Vyzkumnym tymem, a nic uvedené¢ho v této Smlouvé nebude
vykladano tak, e jsou ZDRAVOTNICKE ZARIZENI,
ZKOUSEIJICI nebo Vyzkumny tym povinni nakupovat, pouzivat,
doporucovat nebo zafizovat pouzivani jakychkoli vyrobkii CRO
mimo klinické hodnoceni.

3. Material klinického hodnoceni

CRO poskytne ZDRAVOTNICKEMU ZARIZENI (nebo
ZKOUSEJICIMU) zdravotnicky prostiedek a ostatni nezbytné
studijni dodavky (dale jen ,jmaterial klinického hodnoceni) v
takovém mnozstvi, které bude nezbytné pro provadéni klinického
hodnoceni v centru podle protokolu. ZKOUSEJICI (i) pouzije
materidl klinického hodnoceni vyhradné pro ucely klinického
hodnoceni a nevyuzije ho k Zadnému jinému tucelu, mj. véetné
jakychkoli pokustt ¢i vyzkumu, (ii) neposkytne materidl
klinického hodnoceni Zadné dal§i osobé ¢i subjektu kromé
jednotlived ucastnicich se klinického hodnoceni a (iii) bude
material klinického hodnoceni uchovéavat na zabezpeceném misté
v souladu s veskerymi pokyny pro uchovavani, které¢ CRO
poskytne. ZDRAVOTNICKE ZARIZEN{ a ZKOUSEJICI musi
vést zaznamy o prijeti a vydeji materialu klinického hodnoceni v
ramci dokumentace klinického hodnoceni.

4. PojiSténi

ZDRAVOTNICKE ZARIZENI a ZKOUSEIJICI jsou povinni si
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insurance coverages required of them by applicable law relating
to the Clinical Trial.

For INVESTIGATOR and CRO, an insurance coverage will be
affected in accordance with applicable law. Confirmation of
such insurance for INVESTIGATOR and CRO will be provided
to INSTITUTION and INVESTIGATOR prior to the start of
Trial Subject recruitment. The parties acknowledge that the
provision of such confirmation is a requirement for the start of
enrollment by the Investigator. Thus, insurance coverage is
provided for INVESTIGATOR and CRO liability for any health
damages including death caused by the Device or by procedures
performed on the body of the Trial Subject in connection with
the Clinical Trial.

5. Patient and Investigator Data Confidentiality.

The parties agree that collection, processing and handover of
personal data and health-related information of the trial subjects
will be carried out in accordance with the valid legislation and
regulations on personal data protection. The parties shall adapt
proper measures to ensure the protection of such data upon their
collection and processing, shall keep the confidentiality of
medical and health-related information on the trial subjects,
shall properly advise the trial subjects on the collection and
processing of their personal data, shall allow the trial subjects
adequate access to their personal data, and shall protect this
personal dat from unauthorized access. On any Clinical Trial
documentation, including Trial Documentation, that will be
used for evaluation of the Clinical Trial, patient data will be held
confidential in accordance with all local laws (ie. Act No.
101/2000 Coll. On Personal Data Protection, and Act No.
372/2011 Coll. On Health Services) and Regulations enacted
pursuant to the European Union Data Protection Directive, or
General Data Protection Regulation, when effective. Should it
be necessary for medical reasons to identify the Trial Subject by
name during the course of the study, the identity of the Trial
Subject will be published under professional secrecy of
INSTITUTION, INVESTIGATOR and CRO. The name of the
Trial Subject as well as all other personal identity related data
will not be published by INSTITUTION, INVESTIGATOR or
the CRO.

The Regulations for conducting clinical studies require that
clinical data recorded in the course of the Clinical Trial may be
transmitted for inspection to the CRO of the study and to the
governing health authorities. In general, the data will be
transmitted in anonymous form. In rare and exceptional cases, it
might be necess ary to transmit data with the patient name
disclosed. In those cases, organizational action will be taken to
prevent transmission to unauthorized third parties.

These matters are addressed more fully in the subjects’ informed
consent documents, but subjects who do not consent in writing
to the transmission of their data as described above shall not be
included into the Clinical Trial.

Personal data of the Investigator (and members of the Research
team, if applicable), e.g. name, hospital address, phone number
or CV, may be handed over to the Sponsor (or its daughter- or
sister companies) participating in the clinical Research for the
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sjednat pojistné kryti vyzadované
souvisejicimi s klinickym hodnocenim.
V ptipadé ZKOUSEJICIHO a CRO se uplatni pojistné kryti v
souladu s pfisluSnymi zakony. Potvrzeni o tomto pojisténi
ZKOUSEJICIHO a CRO bude poskytnuto
ZDRAVOTNICKEMU ZARIZEN{ a ZKOUSEJICIMU pied
zacatkem néaboru subjektld hodnoceni. Smluvni strany berou na
védomi, Ze piedloZeni potvrzeni o tomto pojisténi bude
podminkou, kterda musi byt splnéna pied zapocetim ndboru
subjektti hodnoceni ze strany Zkousejiciho. Pojistné kryti se bude
vztahovat na odpovédnost ZKOUSEJICHO a CRO za jakoukoli
§kodu na zdravi nebo na zivoté subjektu hodnoceni zplisobenou
zdravotnickym prostfedkem nebo zakroky provadénymi na téle
subjektu hodnoceni v souvislosti s klinickym hodnocenim.

pfislusnymi  zakony

5.  Duvérnost idaji o pacientovi a zkouSejicim

Smluvni strany se dohodly, ze shromazd’ovani, zpracovavani a
pfedavani osobnich tdaji a informaci o zdravotnim stavu
subjektt klinického hodnoceni bude probihat v souladu s
platnymi zakony a pfedpisy o ochran¢ a zabezpeceni osobnich
udaju. Smluvni strany se zavazuji, Ze pii shromazd’ovani a
zpracovavani osobnich udaji pfijmou pfiméfend opatfeni na
ochranu téchto idaji, budou zachovavat divérnost zdravotnich a
lékatskych informaci o subjektech klinického hodnoceni, fadné
pou¢i subjekty klinického hodnoceni o shromazd’ovani a
zpracovavani jejich osobnich udaji, umozni subjektim
klinického hodnoceni ptiméteny pfistup k jejich osobnim udajim
a budou jejich osobni 1udaje chranit pfed pfistupem
neopravnénych osob._V ramci veskeré dokumentace klinického
hodnoceni véetn¢ dokumentace klinického hodnoceni pouzité k
vyhodnoceni klinického hodnoceni budou udaje o pacientech
povazovany za duveérné v souladu s mistnimi zakony (tj. zakon €.
101/2000 Sb., o ochrané osobnich idaji, a zakon ¢. 372/2011 Sb.,
o zdravotnich sluzbach) a nafizenimi ptijatymi podle smérnice
Evropské unie o ochrané osobnich 0daju, pfipadné¢ Obecného
nafizeni o ochrané osobnich daju, jakmile bude u¢inné. Pokud
by bylo ze zdravotnich divodd nutné béhem hodnoceni
identifikovat subjekt hodnoceni jménem, bude identita subjektu
hodnoceni zvefejnéna jako obchodni tajemstvi
ZDRAVOTNICKEHO ZARIZEN{, ZKOUSEJICIHO a CRO.
Jméno subjektu hodnoceni, jakoz i vesSkeré ostatni osobni tidaje
souvisejici s jeho/jeji identitou ZDRAVOTNICKE ZARIZENT,
ZKOUSEJICI nebo CRO nezvefejni.

Natizeni upravujici provadéni klinickych studii vyzaduji, aby
klinické udaje zaznamenané v pribéhu klinického hodnoceni
byly pievedeny ke kontrole na CRO a fidici zdravotnické orgéany.
Obecné plati, ze udaje se predavaji v anonymni podobe. Ve
vzacnych a vyjimecnych pifipadech mize byt nezbytny pienos
udaji se jmény pacientd. V takovych piipadech budou piijata
organizacni opatfeni s cilem chranit pfenos pfed neopravnénymi
tretimi stranami.

Tyto zalezitosti jsou popsany podrobnéji v dokumentaci
informovaného souhlasu subjektli, avSak subjekty, které nedaji
pisemny souhlas s pfenosem svych osobnich udaji, jak je
popsano vyse, nebudou do klinické studie zahrnuty.

Osobni udaje zkousSejiciho (a pfip. ¢lend vyzkumného tymu)
(naptiklad jméno, adresa nemocnice, telefonni Cislo nebo
zivotopis) mohou byt predavany zadavateli (¢i jeho dcefinym a
sesterskym spole¢nostem) podilejicim se na klinickém vyzkumu
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purpose of monitoring of the medical device, performance,
documentation and control of clinical trials, and used for the
purpose of contacting them or their representatives worldwide
in case of other future clinical trials or research projects in which
they could participate. CRO may hand over the personal data to
Sponsor and its daughter- and sister companies and their
representatives worldwide. Personal data may be tranferred to
coutries outside European Economic Community (EEC) which
do not have adequate regulations to ensure similar level of
protection of the personal data, eg. to The United States of
America. Notwithstanding the above, the CRO, Sponsor and its
daughter- and sister companies and their representatives shall
apply adequate measures to ensure protection of personal data
at the same level as is required in EEC countries.

6. Confidentiality
6.1 “Confidential Information” means any information,

whether written or oral, provided by the CRO, whether
patentable or not, relating to the Clinical Trial, the Protocol,
Device, and any Data/Results of the Clinical Trial
(“Confidential Information”).

6.2 The INSTITUTION and INVESTIGATOR shall
protect Confidential Information from unauthorized use, access,
duplication, disclosure, loss or damage, and shall not directly or
indirectly disclose, allow access to, transmit or transfer
Confidential Information to any third party without the prior
written consent of CRO, or use such information for any
purpose, other than that contemplated under this Agreement,
without said written consent. The INSTITUTION and/or
INVESTIGATOR shall immediately inform CRO of any
unauthorized use or disclosure of Confidential Information and
shall use best efforts to abate and to prevent further unauthorized
use or disclosure.

6.3 Upon completion or termination of the Clinical Trial,
or, at any time, upon CRO’s written request, the
INSTITUTION, the INVESTIGATOR and the Trial Staff shall,
at CRO’s option and direction, either return to CRO all
Confidential Information, including all copies thereof in any
form whatsoever under the power or control of the
INSTITUTION  and/or  INVESTIGATOR, including
information received from the CRO or any director, officer,
employee or agent thereof, or destroy the Confidential
Information (including deleting the information from all
retrieval systems and databases) and furnish to the CRO a
certificate by an officer of the INSTITUTION or
INVESTIGATOR confirming such deletion and destruction.

6.4 The INSTITUTION’s and/or INVESTIGATOR's
obligations in Article 6 hereof will not apply to any Confidential
Information, which:

i) the INSTITUTION or INVESTIGATOR can demonstrate
with competent proof is or becomes publicly available
other than by reason of breach by the INSTITUTION or
INVESTIGATOR of this Agreement;
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za ucelem monitorovani zdravotnického prostfedku, provadéni,
dokumentace a kontroly klinickych hodnoceni a vyuzivany k
tomu, aby je nebo jejich zastupce kdekoli na svét¢ mohli
kontaktovat v pfipadé¢ dalSich klinickych hodnoceni nebo
vyzkumi v budoucnu, do kterych by se ptipadné mohli zapojit.
CRO mtize predavat osobni daje zadavateli a jejim dcefinym a
sesterskym spole¢nostem a jejich zastupcim kdekoli na svéte.
Osobni udaje tak mohou byt pfedavany do zemi mimo Evropsky
hospodarsky prostor (EHP), napfiklad do Spojenych stati
americkych, v nichz podle EU v soucasné dobé neexistuji
odpovidajici ptredpisy, které by zarucovaly pfiméfenou ochranu
osobnich udaji. Bez ohledu na vyse uvedené se CRO, zadavatel
a jeho dcefiné a sesterské spolecnosti a jejich zastupci zavazuji,
7e budou uplatnovat pfiméfena opatieni, aby byly osobni idaje
chranény tak, jak je to poZzadovano v zemich EHP.

6. Divérnost informaci

6.1 ,,Duveérné informace* znamenaji jakékoli informace, at’
uz pisemné, nebo ustni, poskytnuté ze strany CRO, at’ uz
patentovatelné, ¢i nikoli, souvisejici s klinickym hodnocenim,
protokolem, zdravotnickym prostfedkem a jakymikoli
udaji/vysledky klinického hodnoceni (dale jen ,duvérné
informace*).

6.2 ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI musi
divérné informace chranit pfed neopravnénym pouZzitim,
zpiistupnénim, duplikaci, zvetejnénim, ztratou nebo poskozenim
a nesmi divérné informace pfimo ani nepfimo zvefejhovat,
zptistupnovat ¢i prenaSet na jakoukoli tieti stranu bez
predchoziho pisemného souhlasu CRO nebo bez uvedeného
pisemného souhlasu tyto informace pouzivat pro jiné ucely, nez
jak bylo zamysleno podle této Smlouvy. ZDRAVOTNICKE
ZARIZENI, p¥ip. ZKOUSEJICI musi o jakémkoli neopravnéném
pouziti nebo zvefejnéni davérnych informaci okamzité
informovat CRO a vynalozit ve$keré Usili, aby zastavili jejich
dalsi neopravnéné pouzivani nebo zvefejiovani nebo mu
zabranili.

6.3 Pfi dokonéeni nebo ukonéeni klinického hodnoceni
nebo kdykoli na pisemnou z4dost CRO musi ZDRAVOTNICKE
ZARIZENI, ZKOUSEJICI a Vyzkumny tym podle rozhodnuti a
instrukci CRO veskeré divérné informace vcetné vSech jejich
kopii v  jakékoli podobé, které jsou v  drZeni
ZDRAVOTNICKEHO ZARIZENI, ptip. ZKOUSEJICIHO, a to
vcetné informaci ziskanych od CRO nebo kteréhokoli feditele,
vedouciho pracovnika, zaméstnance nebo zéastupce CRO, bud’
vratit CRO, nebo znicit (véetné vymazani informaci ze systémui
vyhledavani dat a databazi) a poskytnout CRO potvrzeni
vystavené vedoucim pracovnikem ZDRAVOTNICKEHO
ZARIZENI nebo ZKOUSEJICIHO, jez stvrzuje takové
odstranéni a zniceni.

6.4 Povinnosti ZDRAVOTNICKEHO ZARIZENI, piip.
ZKOUSEJICIHO podle ¢lanku 6 této Smlouvy se nebudou
vztahovat na divérné informace, u nichz:

i)  ZDRAVOTNICKE ZARIZENI nebo ZKOUSEJICI
mohou dostate¢né prokazat, ze se staly vetejné dostupnymi

jinak nez poruSenim této Smlouvy ze strany
ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO;
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ii)  the INSTITUTION or INVESTIGATOR can demonstrate
with competent proof is lawfully in its possession and was
known to it prior to receipt of such Confidential
Information from CRO;

the INSTITUTION or INVESTIGATOR can demonstrate
with competent proof that such Confidential Information
was subsequently disclosed to it by a third party owing no
obligation of confidentiality in respect of such
Confidential Information; or

i)

iv) isagreed in writing by CRO to be disclosed.

Furthermore, if disclosure of any Confidential Information is
required pursuant to any Regulation(s) or any order of a court or
a regulatory authority, the INSTITUTION and/or
INVESTIGATOR may disclose such Confidential Information
to the extent as being required, provided, however, that
INSTITUTION and/or INVESTIGATOR shall, as soon as
practicable prior to such disclosure, give CRO sufficient prior
notice and reasonable assistance to contest such order or other
requirement, to minimize the related disclosure of Confidential
Information, and/or to seek a protective order requiring that
Confidential Information so disclosed be used only for the
purposes for which the order, law, or regulation requires.

7. Ownership of Data/Results, and Intellectual
Property
7.1 The Parties agree that all rights, titles and interest to the

Data/Results are exclusive property of the SPONSOR, and the
INSTITUTION and INVESTIGATOR shall treat them as
Confidential  Information. The INSTITUTION and
INVESTIGATOR shall promptly submit to CRO any and all
Data/Results. The INSTITUTION and INVESTIGATOR agree
that it has no ownership of, or licence or rights to, the
Data/Results, the Device or any resulting regulatory filings
relating to the Clinical Trial or the Device.

7.2 The INSTITUTION and/or INVESTIGATOR shall
notify CRO promptly of any invention or discovery, whether
patentable or not, innovations, know-how, suggestions, ideas,
improvements, enhancements, any new indications, made or
developed by the INSTITUTION, the INVESTIGATOR, and/or
the trial staff during the course of the Clinical Trial. The
INSTITUTION and INVESTIGATOR agree and understand
that such inventions and/or discoveries shall be the sole and
exclusive property of the CRO. Upon CRO’s reasonable
request, the INSTITUTION and INVESTIGATOR shall fully
cooperate to obtain, maintain or enforce patents or any other
intellectual property rights on such inventions and/or
discoveries in the name of the CRO, and shall cause the
INVESTIGATOR and/or the Trial Staff to do the same. CRO
agrees to reimburse the INSTITUTION and INVESTIGATOR
the usual administrative costs incurred by the INSTITUTION
and INVESTIGATOR for such cooperation.

8. Publication

8.1 Unless otherwise instructed by the CRO or in the
Protocol, the INSTITUTION and INVESTIGATOR may
publish the Data/Results with the consent of the SPONSOR and
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i) ZDRAVOTNICKE ZARIZENI nebo ZKOUSEJICI
mohou dostate¢né prokazat, Ze tyto divérné informace jsou
jejich zakonnym vlastnictvim a byly jim znamy dfive, nez
je prijali od CRO;

ZDRAVOTNICKE ZARIZENI nebo ZKOUSEJICI
mohou dostateéné prokazat, ze tyto dtivérné informace jim
vzhledem k zavazku davérnosti v souvislosti s témito
divérnymi informacemi byly nasledné sdéleny treti
stranou; nebo

i)

iv)  bylo jejich zvefejnéni pisemné dohodnuto s CRO.

Pokud dale vyZzaduje/vyzaduji zvefejnéni divérnych informaci
jakékoli/jakakoli nafizeni nebo usneseni soudu ¢i regulaéniho
organu, mize ZDRAVOTNICKE ZARIZENI, pfip.
ZKOUSEIJICI zvefejnit tyto diivérné informace v pozadovaném
rozsahu za predpokladu, ze ZDRAVOTNICKE ZARIZENI, piip.
ZKOUSEJICT pred takovym zvefejnénim, co nejdiive to bude
mozné, s dostatecnym ptedstihem upozorni CRO a poskytne
pfimétfenou soucinnost pii obrané proti takovému usneseni nebo
jinému pozadavku, aby se minimalizovalo souvisejici zvefejnéni
davérnych informaci, pfip. hledalo ochranné opatieni vyzadujici
zvefejnéni duvérnych informaci pouze pro Ucéely vyzadované
usnesenim, zakonem nebo nafizenim.

7. Vlastnictvi idaju/vysledki a duSevni vlastnictvi

7.1 Smluvni strany se dohodly, ze veskera prava, naroky a
vyhody plynouci z tdaji/vysledkd jsou vyhradnim vlastnictvim
ZADAVATELE a e ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI snimi budou nakladat jako s davérnymi
informacemi. ZDRAVOTNICKE ZARIZEN{ a ZKOUSEJICI
musi bez prodleni poskytnout CRO veskeré udaje/vysledky.
ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI souhlasi s tim,
ze jim  nendlezi  vlastnictvi, licence ani  prava
k udajim/vysledktim, ke zdravotnickému prostiedku nebo
jakékoli znich wvyplyvajici regulacni hlaSeni tykajici se
klinického hodnoceni nebo zdravotnického prostiedku.

7.2 ZDRAVOTNICKE ZARIZENI, piip. ZKOUSEJICI

poda CRO neprodlené oznameni o jakémkoli vynalezu nebo
objevu, at’ uz patentovatelném, nebo nikoli, o inovacich, know-

how, navrzich, zlepSovacich navrzich, zdokonalenich,
zlepSenich, jakychkoli novych naznacich vyvoje vytvofenych
nebo  rozvinutych ZDRAVOTNICKYM  ZARIZENIM,

ZKOUSEJICIM, piipadné Vyzkumnym tymem v prib&hu
klinického hodnoceni. = ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI souhlasi a jsou srozuméni stim, Ze takové
vynalezy, pfip. objevy budou vyhradnim vlastnictvim CRO. Na
zékladé rozumného pozadavku CRO budou ZDRAVOTNICKE
ZARIZENI a ZKOUSEJICI pIng spolupracovat pii ziskavani,
udrzovani a prosazovani patentil nebo jinych prav k dusevnimu
vlastnictvi takovych vynalezd, pfip. objevll jménem CRO a
ptimgje ZKOUSEJICIHO, ptip. Vyzkumny tym k témuz. CRO
souhlasi s tim, Ze v obvyklé vysi uhradi ZDRAVOTNICKEMU
ZARIZEN{ a ZKOUSEJICIMU administrativni naklady vzniklé
v souvislosti s takovou spolupraci.

8. Publikovani

8.1 Pokud neni uvedeno v instrukcich CRO nebo protokolu
jinak, ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI mohou
publikovat tdaje/vysledky se svolenim ZADAVATELE a pfi
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the fulfilment of one of the following conditions:

i) such publication is done after the primary publication
covering whole multi-center data of the Clinical Trial
obtained from all Participating Sites, and provided the
Data/Results to be published by the INSTITUTION or
INVESTIGATOR do not contain any Confidential
Information, which is the subject of confidentiality
obligations under Article 5-6 hereof; or

ii)  eighteen (18) months has elapsed after entire completion
of the Clinical Trial at all Participating Sites. For purposes
of'this section, “completion” is marked by receipt by CRO
of the final clinical study report for the Study. Authorship
shall be determined in accordance with Uniform
Requirements for Manuscripts established by the
International Committee of Medical Journal Editors.

8.2 If the INSTITUTION or INVESTIGATOR publish the
Data/Results according to Article 8.1 hereof, at the latest sixty
(60) days before its release to the public or to any third party,
the INSTITUTION or INVESTIGATOR shall submit to
SPONSOR any manuscript, presentation material or any other
material of such publication in English for the review and
comment by the SPONSOR. The INSTITUTION and/or
INVESTIGATOR will be notified of the SPONSOR’s decision
within sixty (60) days of the receipt of such material, whether
any proprietary interests of the SPONSOR are concerned. If the
INSTITUTION and/or INVESTIGATOR receive the decision
against such  publication, the INSTITUTION and
INVESTIGATOR shall withhold such publication, or make
amendments to it, in accordance with instructions to be given by
the SPONSOR.

9. Adverse Events and Adverse Device Effects

9.1. The INVESTIGATOR shall notify CRO of any and all
serious adverse event(s) and/or serious adverse device effects(s)
(as defined in the ICH GCP) which occur(s) on any Trial
Subject(s) during the Clinical Trial or within thirty (30) days
after the Trial Completion. The INVESTIGATOR shall deliver
such a notification to CRO and/or, if applicable, to the Ethics
Committee and the relevant authorities as appropriate,
immediately but in any event within twenty-four (24) hours
from the occurrence of such an event or reaction in accordance
with the manner provided in the Protocol. The
INVESTIGATOR shall record all other adverse events and
adverse device effects in the relevant CREFs. The
INVESTIGATOR shall obtain any follow-up information and
medical assessment required for any cases mentioned above, if
necessary or medically appropriate

9.2. The CRO will provide payment for unreimbursed medical
costs for extra, unanticipated tests, treatments, and
hospitalizations of patients required as a result of adverse events
and serious adverse events, which have resulted from proper
performance of the work in accordance with the Protocol
provided such are not the result of any of the following:

- the negligence or willful misconduct of INSTITUTION,
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spInéni jedné z nasledujicich podminek:

i) takova publikace je uskute¢néna po primarni publikaci
pokryvajici veskeré multicentrické tdaje klinického
hodnoceni ziskané ode vSech zucastnénych center a za
predpokladu, ze udaje/vysledky publikované
ZDRAVOTNICKYM ZAR{ZENIM nebo ZKOUSEJICIM
nebudou obsahovat zddné divérné informace, které jsou
pfedmétem povinnosti zachovani mlcenlivosti podle
¢lankd 5 a 6 této Smlouvy; nebo

ii) uplynulo 18 (slovy: osmnact) mésici od tplného
dokonéeni klinického hodnoceni ve vSech zucastnénych
centrech. Pro tucely této ¢asti je za ,,dokonéeni
povazovano prijeti zavére¢né zpravy o klinickém
hodnoceni na strané CRO. Autorstvi bude uréeno na
zakladé Jednotnych pozadavki na upravu rukopist
vydanych Mezindrodnim vyborem editord lékatskych
casopist.

8.2 Pokud ~ ZDRAVOTNICKE  ZARIZENI  nebo

ZKOUSEJICI zvetejni tidaje/vysledky v souladu s ¢lankem 8.1

této Smlouvy nejpozdéji 60 (slovy: Sedesat) dni pred jejich

uvolnénim pro vefejnost nebo jakékoli tfeti strang,

ZDRAVOTNICKE ZARIZENI nebo ZKOUSEJICI musi

poskytnout ZADAVATELI jakykoli rukopis, prezentacni

materialy nebo jakykoli jiny material urceny k takové publikaci

v angli¢tiné ke kontrole a piipominkam. ZDRAVOTNICKE

ZARIZENI, ptip. ZKOUSEJICI budou informovéni o rozhodnuti

ZADAVATELE béhem 60 (slovy: Sedesati) dni od pfijeti

takovych materiald o tom, zda jsou dotcena jakakoli vlastnicka

prava a zijmy ZADAVATELE. Pokud ZDRAVOTNICKE

ZARIZENI, ptip. ZKOUSEJICI obdrzi rozhodnuti proti takové

publikaci, ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI musi

takovou publikaci zru$it nebo provést opravy podle instrukci
vydanych ZADAVATELEM.

nezadouci

9. NeZadouci __ prihody a ucinky

zdravotnického prostiedku

9.1 ZKOUSEJICI bude informovat CRO o viech vaznych
nezadoucich ptihodach, ptip. vaznych nezadoucich ucincich
prostiedku (jako je definovano v ICH GCP), k nimz dojde u
kteréhokoli subjektu klinického hodnoceni v prubéhu klinického
hodnoceni nebo béhem 30 (slovy: tficeti) dnti po dokonceni
klinického hodnoceni. ZKOUSEJICI doda takové oznameni
CRO anebo v relevantnim piipad¢ Etické komisi a pfisluSnym
organtim bezprostiedné€, avSak vzdy do 24 (slovy: dvaceti Ctyf)
hodin od vyskytu takové udalosti nebo reakce, v souladu
s postupy uvedenymi v protokolu. ZKOUSEJICI zaznamena
vSechny ostatni nezaddouci piihody a nezddouci ucinky
zdravotnického prostiedku do piisluiného CRF. ZKOUSEJICi
obdrzi jakékoli nasledné navazujici informace a zdravotnicka
vyhodnoceni vyzadované pro jakékoli takové vyse uvedené
ptipady bud podle potieby, nebo jak bude vhodné ze
zdravotnického hlediska.

9.2 CRO poskytne uhradu za neuhrazené naklady na
zdravotnickou péci v ptipad¢ zvlastnich, neocekavanych testd,
oSetieni a hospitalizace pacienti vyzadovanych v dasledku
nezadoucich piihod a vaznych nezadoucich ucinkt, k nimz doslo
v disledku fadného provadéni praci v souladu s protokolem, a to
za predpokladu, ze takové nezddouci ucinky nejsou zplisobeny
v dusledku:
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INVESTIGATOR or Trial Staff; or

10. Inspections and Audits

Upon reasonable prior written request by CRO, or upon request
of any authority according to any applicable Regulations or any
court or governmental order, the INSTITUTION and
INVESTIGATOR shall allow the representatives of the CRO or
any authority (“Representative(s)”) to access the premises of the
INSTITUTION and documents (including, but not limited to,
the Trial Documentation and source data of the Trial Subjects)
relevant to the Clinical Trial during its normal business hours
for an inspection and/or an audit. If the INSTITUTION or
INVESTIGATOR receive any request by a relevant regulatory
authority to conduct an inspection or audit relating to the
Clinical Trial, the INSTITUTION and INVESTIGATOR shall
immediately inform CRO of it and shall permit CRO’s
representatives to be present at such an inspection and/or audit.
In any cases under this Article 10, the INSTITUTION shall use
its best effort to make the Investigator and the relevant Trial
Staff available for the inspection and/or audit, and shall fully co-
operate with the representatives.

11, Indemnity
CRO shall indemnify and hold harmless the INSTITUTION,

and memebers o fit administrative bodies, members of the
board, representatives or employees, the INVESTIGATOR
and/or the Trial Staff (“Indemnified Party”), from and against
all claims for material or immaterial damages made or brought
against the Indemnified Party by or on behalf of the Trial
Subject(s) under statutory provisions of civil law on the grounds
of death and/or personal injury or sickness of such Trial
Subject(s), which is solely and exclusively caused in connection
to their participation in the clinical trial (“Claim”), provided,
however, that CRO’s said indemnification shall be subject to the
conditions that:

i) the Indemnified Party shall notify CRO in writing of the
Claim within a period of seven (7) days following the
INSTITUTION’s or INVESTIGATORs receipt of the
Claim; and

ii)  the Indemnified Party shall enable CRO or its insurer to
take over the control of the Claim or the relevant court
proceedings, including, but not limited to, the selection of
legal counsel for defence.

Indemnification does not apply to a Indemnified Party to the
extent that claims or liability arise out of the negligence or
willful misconduct on the part of the Indemnified Party.

12 Term and Termination

12.1 This Agreement shall become effective on the date of the
last signature necessary to fully executive this Agreement and
shall remain effective through Trial Completion.

12.2 Either Party may terminate this Agreement by written
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zanedbani nebo umyslny prestupek ZDRAVOTNICKEHO
ZARIZENI, ZKOUSEJICIHO nebo Vyzkumného tymu.

10. Inspekce a audity

Na zéklad¢ predchozi rozumné Zzadosti CRO nebo zadosti
jakéhokoli spravniho organu v souladu s ptislu§nymi nafizenimi
¢i  jakéhokoli nafizeni soudu nebo vladdy umozni
ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI zastupcim CRO
nebo jakéhokoli jiného uvedeného orgénu (dale jen
Zastupce/zastupci®) v bézné pracovni dobé piistup do prostor
ZDRAVOTNICKEHO ZARIZENI a k dokumentiim (mj. véetné
dokumentace klinického hodnoceni a zdrojovych tdaji subjektt
klinického hodnoceni) tykajicim se klinického hodnoceni za
Gi¢elem inspekce, piip. auditu.  Pokud ZDRAVOTNICKE
ZARIZENI nebo ZKOUSEJICI obdrzi jakoukoli zadost od
piislusného regulaéniho orgadnu o provedeni inspekce nebo
auditu, jez se tykaji klinického hodnoceni, bude
ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI o této
skute¢nosti okamzité informovat CRO a umozni zastupctim
CRO, aby byli takové inspekci, pfip. auditu pfitomni. V
jakémkoli piipadé podle tohoto &lanku 10 ZDRAVOTNICKE
ZARIZENI vynalozi veskeré tsili, aby byl ZKOUSEJICI a
ptislusny Vyzkumny tym k dispozici pfi inspekci, pfip. auditu a
bude se zastupci plné€ spolupracovat.

11. Odskodnéni

CRO odskodni ZDRAVOTNICKE ZARIZENI a ¢leny jeho
spravnich organti, spravce, ¢leny piedstavenstva, pfedstavitele,
zéstupce nebo zaméstnance, ZKOUSEJICIHO, piip. Vyzkumny
tym (dale jen ,0OdSkodnénad strana®) a nebude je Cinit
odpovédnymi v pfipad¢ jakychkoli narokli na odskodnéni
hmotnych i nehmotnych $kod vznesenych vici Odskodnéné
stran¢ subjektem/subjekty klinického hodnoceni nebo jejich
jménem v souladu se zakonnymi ustanovenimi ob¢anského prava
na zakladé Umrti, pfip. ublizeni na zdravi takového
subjektu/subjekti klinického hodnoceni vzniklych v souvislosti
S jejich ucasti na klinickém hodnoceni (dale jen ,,narok*), avsak
za predpokladu, Zze uvedené odskodnéni ze strany CRO bude
spliiovat nasledujici podminky:

i) Odskodnéna strana pisemné uvédomi CRO do 7 (slovy:
sedmi) dnti od prijeti vzneseni naroku
ZDRAVOTNICKYM ZARIZENIM nebo

ZKOUSEJICIM; a

ii)  Odskodnéna strana umozni CRO nebo jeho pojistiteli
prevzit spravu naroku nebo ptislusSnych soudnich fizeni,
mj. véetné vyberu pravniho zastoupeni pii obhajobé.

Odskodnéni se netyka Odskodnéné strany v rozsahu naroki nebo
odpovédnosti za Skody vzniklych na zakladé zanedbani nebo
umyslného prestupku Odskodnéné strany.

12. Doba platnosti a ukonéeni Smlouvy
12.1 Tato Smlouva vstupuje v platnost v den posledniho podpisu
nutného pro plné uskuteénéni této Smlouvy a zistava v platnosti
az do uplného ukonceni klinického hodnoceni.

12.2 Kteradkoli ze Smluvnich stran je opravnéna ukoncit tuto
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notice to the other Party, which will take effect immediately, if

i) the other Party breaches any provision of this Agreement
and such breach is not remedied within thirty (30) days of
the breaching Party’s receipt of a written notice
requesting for a remedy;

ii)  either Party reasonably considers that the continuation of
the Clinical Trial at the Site will result in unacceptable
risk for the Trial Subjects’ life and/or health;

iii) any relevant certificate, authorisation and/or approval for
conducting the Clinical Trial is not issued, revoked or
suspended;

iv)  the Investigator becomes unable to work for the Clinical
Trial and no appropriate replacement of him/her is
available; or

v)  the other Party goes bankrupt or insolvent.

12.3 CRO may terminate this Agreement at any time by
giving thirty (30) days prior written notice to the INSTITUTION
and INVESTIGATOR.

12.4 CRO may immediately terminate or suspend this
Agreement at any time by means of a written notice, at its sole
discretion, for one or more of the following reasons: (i)
INSTITUTION’s or INVESTIGATOR’s breach of this
Agreement, including without limitation failure to follow the
Protocol; (ii) inadequate rate of enrolment or excessive
screening failures; (iii) inadequate quality and timeliness of data
collection and transmission; or (iv) cancellation of the Clinical
Trial at all sites.

In case of failure to follow the Protocol or inadequate quality of
data, the Institution will be notified of this. The contract may
then be terminated only if the situation is not rectified.

CRO reserves the right to repudiate this contract if no Trial
Subject is enrolled during 8 weeks since the Study initiation.

13. Consequences of Termination

131 If the INSTITUTION and INVESTIGATOR receive
any termination notice of this Agreement from CRO,
the INSTITUTION and INVESTIGATOR shall stop
enrolling the Trial Subjects, and shall cease conducting
the Clinical Trial on any Trial Subjects to the extent as
medically permissible.

13.2.  Upon the Trial Completion or premature termination of
this Agreement, the INSTITUTION and INVESTIGATOR
shall,
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Smlouvu pisemnym oznamenim druhé Smluvni strané

s okamzitou platnosti vypovédi, pokud

i) druha Smluvni strana porusi jakékoli ustanoveni této
Smlouvy a takové poruseni neni napraveno do 30 (slovy:
tficeti) dnd od pfijeti pisemné zadosti o napravu Smluvni
stranou, kterd ustanoveni porusila;

ii)  kterakoli Smluvni strana ma rozumné za to, Ze pokra¢ovani
klinického hodnoceni v centru vede K nepfijatelnému
riziku pro zivot, piip. zdravi subjektd klinického
hodnoceni;

iii) doSlo kodepfeni wvydani, odvolani ¢&i pozastaveni
jakéhokoli pfislusného osvédéeni, opravnéni, pfip.
souhlasu s provadénim klinického hodnoceni;

iv) ZKOUSEJICI se stane nezptisobilym v pokradovani
v praci na klinickém hodnoceni a neni za néj/ni dostupna
nahrada; nebo

V)  druha Smluvni strana vyhlasi upadek nebo se stane
insolventni.

12.3 CRO mize tuto Smlouvu kdykoli ukonCit zaslanim
vypovédi Smlouvy ZDRAVOTNICKEMU ZARIZENI a
ZKOUSEJICIMU 30 (slovy: tficet) dni pfedem.

124 CRO mize kdykoli okamzité¢ pisemnym oznamenim
ukoncit nebo pozastavit tuto Smlouvu na zakladé svého vlastniho
uvazeni z jednoho nebo vice nasledujicich divodi: (i) poruseni
této Smlouvy ze strany ZDRAVOTNICKEHO ZARIZENI nebo
ZKOUSEJICIHO, zejména véetnd nedodrzeni pozadavki
protokolu; (ii) neodpovidajici mira naboru nebo nadmérné
vysoky vyskyt chyb ve screeningu; (iii) neodpovidajici kvalita a
véasnost sbéru a prenosu udaji; nebo (iv) zruseni klinického
hodnoceni ve vSech centrech.

V piipadé nedodrzeni pozadavkt protokolu ¢i neodpovidajici
kvality dat bude zdravotnické zafizeni na tento nedostatek
upozornéno a v piipad€, ze nezjedna napravu bude moci byt
smlouva ukoncena.

CRO si vyhrazuje pravo odmitnout plnéni této Smlouvy, pokud
neni zafazen zadny subjekt klinického hodnoceni béhem 8 tydna
od zah4jeni studie.

13.
13.2

Nasledky ukonceni

Pokud ZDRAVOTNICKE ZARIZENI a ZKOUSEJICI
obdrzi od CRO jakékoli oznameni o ukonceni platnosti
této Smlouvy, ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICI zastavi nabor subjekti klinického
hodnoceni a ukon¢i provadéni klinického hodnoceni na
vsech subjektech klinického hodnoceni do té miry, do
jaké je to medicinsky piipustné.

13.2 Po ukonceni klinického hodnoceni nebo pifedCasném
ukonceni této Smlouvy ZDRAVOTNICKE ZARIZENI a
ZKOUSEJICT
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i) return or deliver to CRO all copies of the Confidential
Information, as well as clinical and/or laboratory samples
presented or generated under the Clinical Trial if any,
except those to be retained by the INSTITUTION or
INVESTIGATOR according to the Regulation(s); and

ii)  returnto CRO, or destroy or dispose, any unused Clinical
Trial Material according to CRO’s instruction.

13.3  Articles1.6,4,5,6,7,8,9,10,11, 12, 13, and 14 hereof
shall survive the expiration or termination of this Agreement.

14. Governing Law and Jurisdiction

This Agreement is governed by and construed in all respects
with the laws of Czech Republic and shall be subject to the
exclusive jurisdiction of the corresponding competent court in
Czech Republic.

15. Assignment
Neither party may assign this Agreement without the prior

written consent of the other party, with the exception that CRO
may assign this Agreement to any of its affiliates or contractors
without the prior written consent of the INSTITUTION and
INVESTIGATOR. The assignment of the Agreement on the part
of CRO shall be previously notified to the Institution and
Investigator.

16. Entire Agreement

This Agreement contains the entire agreement between the
Parties with respect to the subject matter hereof, and supersedes
any and all prior negotiations, correspondence, understandings
and/or agreements, in oral or written form, regarding the same
between them. Any amendment or supplement to this
Agreement, including amendments or supplements to this
section, shall be made in writing and be signed by both Parties.

In the event of a conflict between the terms of this Agreement
and the Protocol, the Protocol shall prevail only with respect to
matters of science, medical practice and patient safety; for all
other matters, the terms of this Agreement shall prevail.

17. Contract Register

The parties acknowledge that in order to come into effect, this
contract is matter of public record in the Contract Register, and
agree to such publication with the following conditions. CRO
shall ensure the contract is made public in the Contract Register
as a public information system pursuant to Section 5, Subsection
1 of Act No. 340/2015 Coll. On special conditions of coming
into effect of some contracts, publication of the contracts and on
contract register (Contract Register Act) in a modified scope
with regard to professional secrecy and other data, which are not
subject to publication (especially personal information).

CRO shall make this contract public no later than 10 days after
itws signature by all parties.

In case the CRA does not fulfill the above specified stipulation,
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i) vrati nebo dodaji CRO vsechny kopie diivérnych informaci
arovnéz klinické, pfip. laboratorni vzorky poskytnuté nebo
vytvorené pfi klinickém hodnoceni, pokud takové existuji,
kromé téch, které zistivaji ZDRAVOTNICKEMU
ZARIZENI  nebo  ZKOUSEJICIMU v souladu
S nafizenim/i; a

ii)  vrati CRO nebo zni¢i ¢i znehodnoti jakékoli nepouzité
materialy klinického hodnoceni podle instrukci CRO.

133  Clanky 1.6, 4, 5, 6, 7, 8,9, 10, 11, 12, 13 a 14 této
Smlouvy zlstavaji v platnosti i po vyprseni platnosti a ukonceni
této Smlouvy.

14. Rozhodné pravo a soudni prislusnost

Tato Smlouva se Fidi zakony Ceské republiky a bude ve viech
ohledech vykladana podle téchto zakont a bude vyhradné soudné
pfislusnd  odpovidacimu kompetentnimu soudu v Ceské
republice.

15. Postoupeni
Zadna ze Smluvnich stran nesmi postoupit tuto Smlouvu bez

pfedchoziho pisemného souhlasu druhé Smluvni strany, S
vyjimkou, ze CRO muze postoupit tuto Smlouvu kterékoli ze
svych dcefinych spole¢nosti nebo smluvnim partnerim bez
pfedchoziho  pisemného souhlasu ZDRAVOTNICKEHO
ZARIZENI a ZKOUSEJICIHO. Postoupeni smlouvy ze strany
CRO bude Zdravotnickému zatfizeni a Zkousejicimu oznameno
predem.

16. Uplnost Smlouvy
Tato Smlouva obsahuje uplnou dohodu mezi Smluvnimi stranami

ve vztahu Kjejimu pfedmétu a nahrazuje jakakoli ptedchozi
jednani, umluvy, korespondenci, porozuméni, piip. dohody
Vv Ustni nebo pisemné formé tykajici se téhoz pfedmétu mezi nimi.
Jakékoli dodatky a dopliiky této Smlouvy vcetné dodatkti nebo
doplikt této Casti musi byt provedeny pisemné a podepsany
obéma Smluvnimi stranami.

V ptipadé€ rozporu mezi podminkami této Smlouvy a protokolem
bude mit protokol pfednost pouze v otazkach tykajicich se
veédeckych poznatkil, zdravotnické praxe a bezpecnosti pacienti.
Ve vsech ostatnich oblastech maji pfednost podminky uvedené
V této Smlouve.

17. Registr smluv

Smluvni strany berou na védomi, Ze tato smlouva vyzaduje ke své
ucinnosti uvetejnéni v registru smluv a stimto uvefejnénim
souhlasi za nasledujicich podminek. CRO se zavazuje zajistit, ze
tato smlouva bude zvefejnéna v modifikovaném rozsahu s
ohledem na Obchodni tajemstvi a ostatni udaje, na néz se
povinnost zvefejnéni nevztahuje (zejména osobni udaje)
prostiednictvim registru smluv jakoZzto verejného informacniho
systému v souladu s § 5 odst. 1 zék. ¢. 340/2015 Sb., o zvlastnich
podminkach uc¢innosti ne€kterych smluv, uvefejiiovani téchto
smluv a o registru smluv.

CRO se zavazuje zvetejnit tuto Smlouvu nejpozdéji 10 dni ode
dne jejiho podpisu v§emi Smluvnimi stranami.
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the contract shall be made public by the Institution n a modified
scope with regard to professional secrecy and other data, which
are not subject to publication (especially personal information),
so that the time period for publication as specified by Section 5
Subsection 2 of the Contract Register Act is met. If the CRO is
not notified of the publication directly by the manager of the
contract register, the Institution shall provide the CRO with
confirmation of publication issued by the manager of the
contract register.

The parties shall:

1)

Discuss and confirm (via e-mail) the correctness of both the
contract to be made public after all the data not subject to
publication has been made illegible and its metadata to be
published along with the Contract, before the electronic image
of the Contract text is sent to the data box of the manager of the
contract register.

2)

Inform other parties before any submission with regard to the
contract register is made, either by the parties‘ own intiative, or
upon request by the manager of the contract register.

Expected value of remuneration according to the stipulations of
this contract is approximately 153 000 CZK.

The Agreement is drawn up in English and in Czech language
version. In case of any dispute Czech language version shall
prevail.

IN WITNESS WHEREOF, the Parties have caused this
Agreement to be executed by their respective duly authorized
officers or representatives as of the day and year first above
written.
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V ptipadé, ze CRO nesplni vySe uvedenou povinnost, zvefejni
Smlouvu v Registru smluv zdravotnické zatizeni v
modifikovaném rozsahu s ohledem na Obchodni tajemstvi a
ostatni udaje, na néz se povinnost zvefejnéni nevztahuje (zejména
osobni idaje), a to tak, aby zakonna lhiita dle § 5 odst. 2 Zakona
o registru smluv byla dodrzena. Pokud nebude CRO o zvetejnéni
uvédoména piimo spravcem registru smluv, poskytne
Zdravotnické zatfizeni CRO osvédceni o zvefejnéni vydané
spravcem registru.

Smluvni strany se zavazuji:

1)

Projednat spravnost obsahu Smlouvy, kterd bude zvefejnéna (a to
prostfednictvim e-mailu) poté, co byly znecitelnény veskeré
udaje, na které se povinnost zvefejnéni nevztahuje, a metadata,
ktera budou se Smlouvou publikovana, a to pfedtim, nez bude
odeslana do datové schranky spravce registru smluv zprava
obsahujici elektronicky obraz textu obsahu Smlouvy ;

2)

Informovat ostatni Smluvni strany pfed ucinénim jakéhokoli
podani v souvislosti s Registerm smluv, a to, jak z vlastni
iniciativy, tak i na vyzadani spravce registru smluv.
Predpokladand hodnota finan¢niho plnéni dle podminek této
Smlouvy ¢ini ptiblizné 153 000 K¢.

Tato smlouva je vyhotovena v anglickém a ¢eském jazykovém
znéni. V piipadé jakéhokoliv rozporu bude rozhodujici ceska
jazykova verze.

NA DUKAZ CEHOZ Smluvni strany vy$e uveden¢ho dne a

roku stvrzuji platnost této Smlouvy prostfednictvim svych fadné
povetenych vedoucich pracovnikii nebo zastupct.
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BiTrial Kft.

Signature/Podpis:

Place, Date/Misto, Datum:

INSTITUTION/

Signature/Podpis:

Place, Date/Misto, Datum:

INVESTIGATOR/

Signature/Podpis:

Place, Date/Misto, Datum:
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