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MEDICAL DEVICE INVESTIGATION SMLOUVA O PROVADENI KLINICKE
AGREEMENT ZKOUSKY

ZDRAVOTNICKEHO PROSTREDKU

This Contract on the Performance of Clinical Investigation Tato smlouva o provadéni klinické zkousky
(hereinafter referred to as "the Contract") shall valid onthe (,,Smlouva“) nabyva platnosti dnem podpisu posledni
date of signature by the last Contracting Party to sign and smluvni strany a G¢innosti dnem uvefejnéni v registru
come into effect on the date of publication in the Contract smluv v souladu s ustanovenim § 6 odst. 1 zékona
register in accordance with Section 6 Subsection 1 of Act ¢. 340/2015 Sb., o registru smluv (dale jen ,,Datum
No. 340/2015 Coll., on Agreements Register, to the extent uc¢innosti), vrozsahu, v jakém je uvefejnéni
such publication is required by such Act and no exclusion vyZadovano timto zakonem, pifi¢emZ se na néj
is applicable (hereinafter referred to as "the Effective nevztahuje vyjimka ze zakona, a byla uzaviena podle
Date") and has been concluded pursuant to the provisions ustanoveni § 1746 odst. 2 zakona ¢&. 89/2012 Sb.,
of Section 1746 Subsection 2 of Act No. 89/2012 Coll., obc¢ansky zakonik, mezi

the Civil Code between:

Institute for clinical and experimental medicine, registered Institut klinické a experimentalni mediciny se sidlem
office: Videtiska 1958/9, 140 21 Prague 4, Czech Videnska 1958/9, 140 21 Praha 4, Ceska republika,
Republic,

Business Registration Number: 00023001, Tax IC: 00023001, DIC: CZ00023001, ve vécech této
Registration = Number:  CZ00023001, authorised smlouvy je opravnén jednat a podepisovat: Ing. Michal
representative in matters relating to this Contract: Ing. Stiborek, MBA - feditel. (dale jen ,,Instituce‘)

Michal Stiborek, MBA -Managing Director (hereinafter

referred to as "the Institution™)

and

the Institution's employee zamé&stnancem Instituc

I (hcrcinafter referred to as "the Principal (déle jen Hlavni zkousejici*)
Investigator")

a
and

PHARMNET, s.r.o., K Hrn&ifim 20, 149 00 Praha 4, PHARMNET, s.r.0. , K Hmé&iam 20, 149 00 Praha 4,

Ceska republika Ceska republika
Business registration number: 61856797 ICO: 61856797
Tax Registration Number: CZ61856797 DIC: CZ61856797, kterou zastupuje_

B 5 onny ieditel (déle jen dale jen
represented by_Managing “CRO")

Director (hereinafter referred to as ,,CRO”)

While CRO has bCCI} authorized by Enterasense, Ldt., CRO bylo povéfeno spoleénosti EnteraSense, Ldt.,
15-16E Mervue Business Park, Mervue, Galway, H91 15-16E Mervue Business Park, Mervue, Galway, H91
D3TO, Ireland D3T0, Ireland

(hereinafter referred to as “Sponsor”) to act and sign this  (d4le jen ,,Zadavatel*) jednat a podepsat tuto Smiouvu
agreement on behalf of the Sponsor on their account. jménem Zadavatele a na jeho uget.

Institution, Principal Investigator and CRO are hereinafter Instituce, Hlavni zkouSejici a CRO jsou zde dile
collectively referred to as "the Parties" or "the Contracting pazyvany jako ,,Strany“ nebo ,,Smluvni strany* a
Parties" and individually as "a/the Contracting Party") jednotlivé jako ,,Smluvni strana®)




The Contract has been concluded for the purpose of
performance of clinical investigation (hereinafter referred
to as "Clinical Trials" or individually as "a/the Clinical
Trial") with respect to the relevant medical device
(hereinafter referred to as "the Device") described in the
clinical investigation plan, which is attached as Annex A
or in any subsequent amendments of the clinical
investigation plan making reference to this Contract,
agreed in writing by the Contracting Parties (hereinafter
referred to as ("the Clinical Investigation Plan").

The Contracting Parties have agreed as follows:

SECTION 1: CLINICAL TRIALS

1.1 Performance of the Clinical Trials by Institution
and the Principal Investigator. The Clinical Trials shall
only be conducted in the medical facility specified below:
Institute for clinical and experimental medicine. The
Clinical Trials shall be managed by the Principal
Investigator and shall be performed efficiently,
professionally, in a timely manner and strictly in
accordance with this Contract, the Clinical Investigation
Plan, written instructions issued by the Sponsor or its
authorized representative (CRO), all applicable
regulations and guidelines issued by the European Union
(“EU”) and all other applicable laws, rules and regulations
of whatever kind, including, without limitation, Directive
2007/47/EC as amended from time to time and Czech
implementations thereof, the European Standards for
Clinical investigations of medical devices for human
subjects (EN ISO 14155-1:2011, EN ISO 14155-2:2011)
and Czech harmonized standards thereof, the International
Conference on Harmonization E6 Good Clinical Practice
(“ICHGCP”) guidelines and other generally accepted
standards of good clinical practice and all applicable
Czech laws including Act No. 268/2014 Coll., on Medical
Devices, as amended, Act No. 372/2011 Coll., On Health
Services and conditions for their provision (Health
Services Act), as amended, and ethical guidelines
(hereinafter referred to collectively as "the Applicable
Laws").

Changes may only be implemented to the Clinical
Investigation Plan with the prior written Sponsor's or
CRO’s approval, unless essential to avoid clear,
immediate safety and/or medical risk to person who meet
all Clinical Investigation Plan criteria for inclusion in the
Clinical Trial, sign the Informed Consent Form, take part
in the Clinical Trial and complete any follow-up period
(hereinafter referred to as "Subjects”.

Smlouva se uzavird za féelem realizace klinické
zkousky zdravotnického prostifedku (dale jen ,,Klinicka
zkouska*®) tykajicich se pfislu§ného zdravotnického
prostfedku (dale jen ,,Prostfedek™) popsaného v planu
klinické zkoulky, kter§ tvofi pfilohu A nebo v
jakémkoliv nésledném aktualizovaném planu klinické
zkousky odvolavajicim se na tuto Smlouvu, na kterém
se Smluvni strany pisemné dohodly (,,Plan klinické
zkousky*).

Strany se dohodly takto:

CAST 1: KLINICKA ZKOUSKA

1.1 Provadéni Klinické zkousky Instituci a
Hlavnim zkousejicim. Klinicka zkou$ka bude probihat
pouze v niZe uvedeném zdravotnickém zafizeni:
Institut klinické a experimentalni mediciny. Klinicka
zkouska bude vedena Hlavnim zkouSejicim a
provadéna efektivné, profesionalng, véas a v pfisném
souladu s touto Smlouvou, Planem klinické zkousky,
pisemnymi pokyny Zadavatele nebo jeho opravnéného
zastupce (CRO), vSemi platnymi predpisy a vSemi
pHsluSsnymi nafizenimi a smérnicemi vydanymi
Evropskou Unii (“EU*) a vSemi dalS$imi pfisluSnymi
pravnimi pfedpisy, zejména, nikoliv vylu¢n€ smérnici
2007/47/EC v platném znéni a jeji implementované
znéni v Seskych zakonech, evropskymi standardy pro
klinické zkoudky zdravotnickych prostiedkli pro
huménni uéely (EN ISO 14155-1:2011, EN ISO 1455-
2:2011) a jejich harmonizované znéni v Ceskych
norméch, smérnici mezinarodni harmonizaéni komise
Spravna klinicka praxe (,,JICH GCP*) a ostatni obecné
ptijimané standardy spravné klinické praxe, vSechny
platné &eské zakony véetné zékona &. 268/2014 Sb.,
o0 zdravotnickych prostfedcich, v platném znéni,
zdkona ¢&. 372/2011 Sb., o zdravotnich sluzbach a
podminkéch jejich poskytovani (zdkon o zdravotnich
sluzbéch), v platném znéni, a etické smémice (dale jen
souhrnné ,,Platné pravni pfedpisy*).

Zmény v Planu klinické zkousky se mohou provadét
pouze na zéklad¢ pfedchoziho pisemného schvaleni
CRO/Zadavatelem s vyjimkou pfipadii, kdy je nutné
zabranit zjevnému okamZitému ohroZeni osob, ktefi
spliiuji vSechna kritéria Planu klinické zkou$ky pro
zafazeni do Klinické zkousky, podepiSou formular
informovaného souhlasu, Géastni se Klinické zkousky
a ukonéi pfipadné obdobi nasledného sledovani (dale
jen ,,Subjekty*).




The Principal Investigator hereby represents and warrants
that (i) the terms of this Contract do not breach or in any
way conflict with the terms of his/her current employment
contract or any other contract or undertaking towards any
third party, and (ii) the Principal Investigator will not act
as an investigator in any similar study or trial of any other,
over the course of any of the Clinical Trials provided for
under this Contract. Institution shall provide such
qualified personnel, equipment, materials and facilities as
are necessary to perform the Clinical Trial. The Principal
Investigator shall immediately notify the CRO or Sponsor,
and thereafter, in cooperation with CRO, the relevant
ethics committee and the Czech State Institute for Drug
Control (hereinafter referred to as "the SIDC") if any
subject suffers from a serious adverse event.

Institution and the Principal Investigator shall obtain
written informed consent from all Subjects (or their legally
authorized representatives) who participate in the Clinical
Trial, prior to their participation therein. The
CRO/Sponsor shall provide the informed consent forms
which shall not be revised without its prior written
approval. Institution shall ensure that such informed
consent document and the process taken with respect to
the execution thereof comply with all Applicable Laws,
including with respect to the use and disclosure of health
information. Institution and Principal Investigator will
obtain a written informed consent for each Subject and
will maintain a signed original of that consent in the
subject’s record. Institution will allow CRO/Sponsor to
inspect signed informed consent forms or photocopies
thereof during monitoring visits or audits.

1.2_Additional documentation. The Sponsor and/or the
Principal Investigator shall present the Institution's ethics
committee (hereinafter referred to as "the Ethics
Committee") with the Clinical Investigation Plan and
other documentation required under the Applicable Laws.
The Principal Investigator shall do his/her utmost to
ensure that the Ethics Committee grants written consent to
the performance of the Clinical Trials. The Sponsor and/or
the Principal Investigator inform the SIDC in written form
of their intention to conduct the Clinical Trials, prior to
commencement thereof. The Sponsor and/or the Principal
Investigator must also submit all jointly agreed
amendments to the Clinical Investigation Plan to the
Ethics Committee for approval, prior to implementation
thereof. Prior to initiation of each Clinical Trial or
treatment of a Patient, the Principal Investigator shall
present the following documents to the Sponsor: (i)
written evidence of approval by the Ethics Committee; (ii)
a copy of the Clinical Investigation Plan, signed by the
Contracting Parties; (iii) a copy of this Contract signed by

Hlavni zkouSejici prohlaSuje a zaruduje, Ze (i)
podminky této Smlouvy nejsou v rozporu ani Zadnym
zpusobem nevytvaieji konflikt sjeho soucasnou
pracovni smlouvou ani Zadnou jinou smlouvou ¢&i
zavazkem vi¢&i jakékoli tfeti strané, a Ze (ii) Hlavni
zkouSejici v prib&hu Klinické zkousky nebude
pracovat jako zkousejici v Zaddné podobné klinické
zkousce nebo na jakémkoli jiném hodnoceni. Instituce
musi poskytnout kvalifikovany personal, vybaveni,
materialy a zafizeni, které jsou nezbytné k provedeni
Klinické zkousky. Hlavni zkousejici okamzZité uvédomi
CRO/Zadavatele a ve spolupraci s CRO nésledné i
piislusnou etickou komisi a Statni ustav pro kontrolu
léciv Ceské republiky (dale jen ,,SUKL") v pfipadé
vyskytu zavazné nezadouci piihody u subjektu.

Instituce a Hlavni ZkouSejici jsou povinni ziskat
pisemny informovany souhlas od vSech Subjektl (nebo
jejich zékonnych zastupci), ktefi se udastni Klinické
zkousky jesté pfed zahajenim jejich ucasti v této
Klinické zkouSce. CRO/Zadavatel je povinen
poskytnout formulafe informovaného souhlasu, které
nesmi byt revidovany bez jeho piedchoziho pisemného
souhlasu. Instituce je povinna zajistit, aby dokument
takového informovaného souhlasu a  proces
realizovany sohledem na jeho provedeni byly
v souladu se viemi Platnymi pravnimi pfedpisy, a to i
s ohledem na pouZivani a zvefejilovani zdravotnich
informaci. Instituce ziska pisemny informovany
souhlas pro kazdy Subjekt a uchové podepsany originél
tohoto souhlasu v zaznamech Subjektu. Instituce
umozni CRO/Zadavateli kontrolovat podepsané
formulafe informovaného souhlasu nebo jejich
fotokopie b&hem monitorovacich navitév nebo auditi.

1.2 Dalsi dokumentace. Zadavatel a/nebo Hlavni
zkousejici pfedlozi Plan klinické zkousky a dalsi
dokumentaci vyZzadovanou platnymi pravnimi pfedpisy
etické komisi instituce (dale jen ,,Etickd komise™) a
Hlavni zkousejici vynalozi veskeré usili k tomu, aby
Eticka komise udélila pisemny souhlas s provadénim
Klinické zkousky. Zadavatel a/nebo Hlavni zkousSejici
pisemné informuji SUKL o z&mé&ru provést Klinickou
zkousku pfed jejich zahajenim. VSechny vzijemné
odsouhlasené dodatky Planu klinické zkouSky musi
Zadavatel a/nebo Hlavni zkousejici pfed jejich realizaci
také pfedloZit ke schvéleni Etické komisi. Pfed
zah4jenim kaZdé Klinické zkousky nebo 1écby
Subjektu je Hlavni zkouSejici povinen piedlozit
Zadavateli tyto dokumenty: (i) pisemny doklad o
schvéaleni Etickou komisi, (ii) podepsanou kopii strany
Planu klinické zkousky obsahujici podpisy, (iii) kopii
smlouvy podepsanou Hlavnim zkouSejicim, (iv)
aktualni  Zivotopis, (v) Zivotopisy ostatnich
zkousejicich pracovisté, jsou-li znadmy. Hlavni




the Principal Investigator; (iv) an up-to-date CV; (v) CVs
for all other investigators at the site, if known. The
Principal Investigator shall obtain a signed Informed
Consent Form from each Patient, the wording of which
must be approved in advance in writing by the Sponsor,
the Ethics Committee and SIDC, and which must
incorporate and give effect to all of the elements specified
in the relevant Clinical Investigation Plan and all other
information required under the Applicable Laws.

1.3 Investigational Device. The Sponsor/CRO, the
Institution and the Principal Investigator agree to take all
measures that might be required for lawful importation
into the Czech Republic of all parts of the Device to be
used in the Clinical Trials, including among other things
obtaining all the necessary authorisation from the Czech
customs authorities. The Institution and the Principal
Investigator undertake not to use the Device other than as
specifically stipulated in this Contract or the relevant
Clinical Investigation Plan and that only the Principal
Investigator or any Sub-Investigator(s) approved in
writing by CRO/Sponsor shall use the Device. Institution
and the Principal Investigator shall not, nor permit any
third party to, attempt to alter, open, change or analyse,
decompile, disassemble, reverse engineer (or the like) the
Device. Institution shall keep traceability and
accountability of all Devices. Institution and Principal
Investigator will keep the Device in storage facilities in
accordance with the CRO’s/Sponsor's instructions and
with Applicable Laws. Should any Device be damaged for
any reason, the Institution and Principal Investigator shall
promptly return it to the Sponsor. Upon the earlier of,
completion of all of the Clinical Trials and/or termination
or expiry of this Contract, or at the request of the Sponsor,
all units of the Device shall be immediately returned to the
Sponsor. The Principal Investigator shall notify the
Sponsor immediately with regard to any defects or faults
with respect to the Device. The Contracting Parties hereby
note that the Device and all other materials and
information provided under this Contract are of an
experimental nature and are to be used for purposes of the
Clinical Trials only. The Sponsor makes no warranties,
express or implied, including and without limitation any
of the implied warranties of merchantability, fitness for a
particular purpose and non-infringement, regarding the
Device.

Except for the authorized use specified in the Clinical
Investigation Plan, Sponsor grants Institution no express
or implied intellectual property or other rights in or to the
Device or in any methods of making or using the Device.
For the avoidance of doubt, all such rights shall vest

zkousejici od kazdého Subjektu ziskd podepsany
Informovany souhlas, jehoZ text byl pfedem pisemné
schvalen Zadavatelem, Etickou komisi a SUKLem, a
ktery obsahuje a uvadi vplatnost vSechny prvky
uvedené v pfislu§ném Planu klinické zkousky a veskeré

dal$i informace vyZadované Platnymi pravnimi
predpisy.
1.3 Hodnoceny  Prostfedek.  Zadavatel/CRO,

Instituce a Hlavni zkouSejici souhlasi, Ze pfijmou
veSkerd opatfeni vyZadovand k zakonnému dovozu
viech &asti Prostfedku do Ceské republiky pro pouZiti
v Klinické zkousce, véetné ziskani viech potfebnych
schvéleni celnich organti Ceské republiky. Instituce a
Hlavni zkouSejici nesm&ji Prostfedek pouZivat jinak,
neZ jak je konkrétn€ uvedeno v této Smlouvé nebo v
pislu$ném Planu klinické zkousky, a Ze Prostiedek je
opravnén uzivat jen Hlavni ZkouSejici nebo spolu-
zkousejici pisemné schvaleny CRO/Zadavatelem.
Instituce a Hlavni ZkouSejici nesm¢ji ani neumoZni
Z4dné tfeti stran€, aby se pokouSely ménit, otevirat,
upravovat nebo analyzovat, dekompilovat, rozebirat,
provadét reverzni inZenyrstvi (nebo podobné) na
Prostfedku. Instituce je povinna zabezpecit
sledovatelnost a zaznamy o pohybu vsech prosttedku.
Instituce a Hlavni zkouSejici budou Prostiedek
uchovavat ve skladovacich zafizenich v souladu
s pokyny CRO/Zadavatele a Platnymi pravnimi
ptedpisy. V ptipads poskozeni Prostiedku z jakéhokoli
divodu musi Instituce a Hlavni ZkousSejici okamzité
tento vratit Zadavateli. Po dokonceni vSech zkousek
a/anebo ukondeni nebo uplynuti platnosti této Smlouvy
nebo na 7adost Zadavatele, podle toho, co nastane
d¥ive, budou vSechny ¢&asti Prostfedku okamzité
vraceny Zadavateli. Hlavni ZkouSejici okamzité
uvédomi Zadavatele o vSech vadach nebo poruchach
Prostfedku. Smluvni strany berou na védomi, Ze
Prostfedek a vSechny ostatni materidly a informace
poskytnuté v ramci této Smlouvy jsou experimentalni
povahy a jsou uréeny pouze pro ulely Klinické
zkousky. Zadavatel neposkytuje Zadnou zaruku,
vyslovnou ani pfedpokliddanou, véetné a bez omezeni
jakékoliv predpokladané zaruky obchodovatelnosti,
vhodnosti pro ur€ity Géel a neporuseni, tykajici se
Prosttedku.

S vyjimkou opravnéného pouziti uvedeného v Planu
klinické zkousky, neposkytuje Zadavatel Instituci
74dna vyslovna ani implicitni prdva duSevniho
vlastnictvi nebo jind prava k Prostfedku nebo
k metoddm vyroby nebo pouZiti Prostfedku. Aby se
pfedeflo pochybnostem, viechna tato prava zistavaji




exclusively with Sponsor.

1.4. Representations and warranties. The Institution and
the Principal Investigator hereby represent, warrant and
undertake (i) that it/he has the applicable ability,
knowledge, experience and resources, including without
limitation, the facility and the staff to perform the Clinical
Trials and (ii) neither they nor any other persons
performing work for the Institution in connection with any
of the Clinical Trials (hereinafter referred to as "the
Personnel™), that (a) have been charged or found guilty by
the EMA, FDA, or by any other federal or state regulatory
body or governmental authority or representative in the
Czech Republic, in EU and the United States of America
(hereinafter referred to as "Government Bodies") with
respect to breach of any laws, regulations or directives
relating to the conducting of clinical trials or clinical
studies; (b) have had their participation in any clinical trial
or clinical trials terminated for reasons other than
completion or termination of the said clinical trials or
studies; (c) have been declared unfit or ineligible or
disqualified by the EMA, FDA, or by any other
Government Body or regulatory authority; (d) have
received a warning, letter or notification from the
regulatory authorities, or been the subject of any
investigation, legal action or proceedings in relation to the
above; or (e) have been or are currently the subject of
proceedings conducted by the United States Board of
Medical Examiners or by another similar body of the EU
or otherwise. The Institution or the Principal Investigator
shall notify the Sponsor immediately in the event of a
change in any of the representations or warranties
contained in this Section 1.4.

1.5. The Principal Investigator hereby represents and
warrants that he/she and his/her colleagues will be able to
conduct and complete the Clinical Trial and that he/she
and his/her co-investigators do not have a personal
relationship to the subject-matter of the Clinical Trial that
could cause a conflict of interest or disrupt the Clinical
Trial he/she/they have been entrusted to perform, in
particular if performed concurrently with other clinical
trials in which he/she/they are personally involved. The
Principal Investigator, all co-investigators and Personnel
have complied with all policies, procedures and
requirements of Institution, Medical Facilities, and
Government Bodies related to financial conflict of
interest.

1.6. The Contracting Partners agree not to enroll any
natural persons in the Study which would not grant their
consent to the processing of their personal data.

svéfena vyhradn¢ Zadavateli

1.4. Prohlaseni a zaruky. Instituce a Hlavni zkouSejici
prohlasuji, zaru¢uji a zavazuji se, Ze (i) jsou patfi¢né
zpusobili, disponuji  potiebnymi znalostmi,
zkuSenostmi a zdroji, zejména nikoliv vyluéné
zatizenim a personalem potfebnym k provedeni
Klinické Zkousky, a Ze (ii) ani oni ani Z&dné jiné osoby,
které vykonavaji praci pro Instituci v souvislosti
s jakoukoli Klinickou zkouskou (dale jen ,,Personal®):
(a) nebyli shledani vinnymi EMA, FDA nebo jinym
federalnim nebo stitnim regulaénim nebo vladnim
organem nebo piedstavitelem v Ceské republice, v EU
a Spojenych statech americkych (kaZdy znich dale
oznacovan jako ,,vladni subjekt”) ve véci poruSeni
jakychkoli zakonu, pfedpisti nebo nafizeni tykajicich se
provadéni klinickych hodnoceni nebo klinickych
zkousek; (b) jejich ucast vjakémkoli klinickém
hodnoceni nebo klinickych zkouskach nebyla
ukonéena zjinych diivodi, neZ je ukondeni tohoto
hodnoceni nebo klinickych zkousek; (c) nebyli EMA,
FDA ani jinym vladnim ¢&i regulanim organem
prohlaSeni nezpisobilymi ani jim nebyl udélen zékaz
Sinnosti; (d) nedostali Zadné varovéani, dopis nebo
oznameni regulacnich organd, ani nejsou predmétem
zadného vySetfovani, Zaloby nebo fizeni ve vztahu
k vy$e uvedenému; a (e) nebyli, ani v soucasné dobé
nejsou predmétem fizeni vedeného Radou 1ékarskych
examinatori USA (United States Board of Medical
Examiners) ¢i jingm podobnym EU organem nebo
jingm zpisobem. Instituce nebo Hlavni zkousejici
okamzité¢ uvédomi CRO/Zadavatele v piipadé zmény
jakychkoli prohlaSeni nebo zaruk uvedenych v tomto
¢lanku 1.4,

1.5. Hlavni zkousejici prohlasuje, Ze on a jeho
spolupracovnici budou schopni provadét a dokongit
Klinickou zkousku a Ze on ani jeho spolupracovnici
nemaji k pfedmétu Klinické zkouSky osobni vztah,
ktery by mohl vyvolat stfet z4jmi nebo narusit Klinické
zkousky, jejichZ provadénim je/jsou povéfen/poveteni,
zejména provadi-li se soub&Zné jiné Klinické zkousky,
na nichZ méa osobni uéast. Hlavni zkouSejici a vSichni
spoluzkousejici a studijni persondl jsou povinni
spliiovat vSechny zasady, postupy a pozadavky
Instituce a vladnich organi ve vztahu k finanénimu
stfetu zajmu.

1.6.  Smluvni partnefi se zavazuji zajistit, Ze do
provadéni Klinické zkousky nebudou zaangaZovany

-



1.7. The Contracting Partners agree to inform the CRO/
Sponsor in writing about any breach of personal data
protection provisions without undue delay; however, no
later than five (5) days following such breach.

1.8 The parties will comply with General Regulation (EU)
2016/679 of the European Parliament and of the Council
of 27 April 2016 and Czech implementations thereof in
consolidated version. In accordance with applicable law,
Institution and Principal Investigator will obtain clear and
unambiguous consent for uses and disclosures of health
information and personal data necessary to conduct the
Clinical Trial.

1.9. Sponsor declares that is aware of all its obligations as
Sponsor under the applicable law, especially the
obligations arising from the provisions of §13 of Act No.
268/2014 on Medical Devices, as amended.

SECTION 2: PAYMENT

The CRO shall pay the fees and amounts specified in
Annex B to this Contract to the Institution for performance
of the Clinical Trials. The payments for study visits shall
be made after the relevant CRFs have been compiled in
full and free of errors. All payments shall be due following
presentation of invoices. CRO shall pay the invoiced
amounts to the Institution's account within sixty (60) days
of receipt of invoice. Payments of the remuneration
specified in Annex B shall represent the sole form of
financial settlement between the Contracting Parties. The
CRO/Sponsor hereby declare that it has not concluded a
separate agreement with the Principal Investigator with
respect to remuneration for performance of the Clinical
Trials. The remuneration shall be apportioned between the
Institution and the Principal Investigator, following
deduction of costs, according to the Medical Facility's
internal regulations.

Furthermore, the parties agree that in order to implement
the Clinical Investigation Plan, Institution may be
responsible to purchase such amounts of drugs, medical
supplies of the type and quantity detailed in Annex B or
upon CRO’s/Sponsor’s written request. CRO shall be
responsible for the payment for the purchase of such drugs,
medical supplies in accordance with the payment terms
detailed in Annex B or per agreed terms within the written
request. It is hereby clarified that Institution, at its own
expense, shall be fully responsible for the handling,
storage, and use of such drugs, medical supplies and any
costs and expenses related to medical treatment of Patients

Zzadné fyzické osoby, které by neudélili souhlas se
zpracovanim svych osobnich tdaj.

1.7.  Smluvni partnefi se zavazuji neprodlené¢ a
pisemn¢ informovat CRO/Zadavatele o jakémkoli
poruseni ustanoveni o bezpeCnosti osobnich Udaji, v
kazdém ptipad€ vsak nejpozdéji do péti (5) dnti od data
takového poruseni.

1.8 Smluvni strany budou dodrZzovat Obecné nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 a jeji implementované ¢eské pravni
pfedpisy v platném znéni. Instituce a Hlavni Zkousejici
jsou povinni vsouladu spfisluSnymi pravnimi
pfedpisy obdrzet informovany souhlas se zpracovanim
osobnich udaji tykajicich se zdravotniho stavu nutnych
k provedeni Klinické zkousky.

1.9 Zadavatel prohlasuje, Ze si je védom vSech svych
zakonnych povinnosti, zejména pak povinnosti
vyplyvajicich z ustanoveni §13 zakona ¢. 268/2014 Sb.,
o zdravotnickych prostfedcich v platném znéni.

CAST 2: PLATBA

Za provedeni Klinické zkousky CRO zaplati Instituci
poplatky a ¢astky uvedené v piiloze B k této smlouve.
Platby za navstévy subjektli zafazenych do Klinické
zkousky budou provedeny poté, co budou uplné a bez
chyb vypracovany piislusné zaznamy téchto subjekti;
Vsechny platby budou splatné na zakladé predlozeni
faktur. CRO zaplati fakturované ¢astky do Sedesati (60)
dni po obdrZeni faktury na ulet instituce. Platby
uvedené v pfiloze B pfedstavuji jediny a vyluény
zpisob finanéniho vyporadani mezi Smluvnimi
stranami. CRO/Zadavatel timto prohlaSuje, Ze
neuzaviel s Hlavnim zkou$ejicim separitni smlouvu na
odménu za provedeni Klinické zkousky. Odména bude
mezi Instituci a Hlavniho zkousejiciho rozdé€lena po
odec¢teni nakladi podle vnitinich piedpist Instituce.

Kromé toho se strany dohodly, Ze za ielem provadéni
Planu klinické zkouSky, Instituce miéze nakoupit
takové druhy a mnoZstvi 1ék0i, zdravotnického
materialu, jak je podrobné popsino v piiloze B,
pHpadné na ziklad€ pisemné zadosti CRO/Zadavatele.
CRO je odpové&dna za platbu za nakup takovych 1éki,
zdravotnického materidlu v souladu s platebnimi
podminkami uvedenymi v pfiloze B &i odsouhlasenymi
vramci pisemné Zadosti. Timto se stanovuje, Ze
Instituce na své vlastni naklady nese plnou
odpovédnost za manipulaci, skladovani a pouzivani
téchto 1ékd, zdravotnického materidlu a za veskeré



resulting from the use and/or treatment with such drugs.
Institution shall keep traceability and accountability of all
such drugs, medical supplies purchased. Institution will
keep the drugs and medical supplies in storage facilities in
accordance with the manufacturer’s instructions and with
Applicable Laws.

The Institution shall have sole responsibility for the
payment of any and all applicable taxes, charges and levies
and any compensation provided to the Institution by the
CRO in accordance with this Contract shall be inclusive of
all applicable taxes, levies, charges, dues or impositions.

SECTION 3: DOCUMENTATION AND ACCESS

3.1 Documentation. The Institution and the Principal
Investigator shall keep full and accurate documentation
and files, incorporating all of the data required under the
Clinical Investigation Plan and the CRO’s /Sponsor's other
procedures, or procedures otherwise relating to the
Clinical Trials (hereinafter collectively referred to as
"Documentation™), to a sufficient extent to ensure that the
Sponsor receives full and accurate information about all
aspects of the Clinical Trials and the results and findings
thereof. The Principal Investigator shall send the
CRO/Sponsor regular written updates about the progress
and results and findings of the Clinical Trials, in
accordance with the requirements of the relevant Clinical
Investigation Plan timing and substance as the
CRO/Sponsor or any Government Body or regulatory
authority shall request from time to time. All the CRFs
shall be completed accurately and submitted to the
CRO/Sponsor in accordance with the schedule set out in
the Clinical Investigation Plan (or if the Clinical
Investigation Plan does not provide a schedule, within two
(2) weeks of completion or termination of each Clinical
Trial).

32 Storage of Documentation; access. The Institution
and the Principal Investigator shall store the
Documentation in a secure folder for a period of fifteen
(15) years from the Effective Date, or for the period of
time prescribed under the Applicable Laws, if the latter is
longer (the Principal Investigator shall be required to keep
informed consent forms, records of actions performed
pursuant to the Clinical Investigation Plan, records of
unforeseen phenomena and measures performed over and
above the Clinical Investigation Plan, records of any
serious adverse events occurring and the final report on the
Clinical Trials for a period of 15 years from the completion
date of the applicable Clinical Trial, in a manner that

niklady a vydaje souvisejici s poskytovanim
zdravotnich sluZzeb Subjektim Klinické zkousky v
diisledku uZivani anebo 1éEby takovymi léky. Instituce
je povinna zabezpe€it sledovatelnost a dostupnost
viech zakoupenych 1éki, zdravotnického materidlu.
Instituce uchova 1léky a zdravotnicky materidl ve
skladovacich zafizenich v souladu s pokyny vyrobce a
Platnymi pravnimi pfedpisy.

Instituce nese vyhradni odpovédnost za uhradu viech
ptislusnych dani, poplatkd a odvodi a vSechny platby
poskytnuté Instituci CRO na zékladé této Smlouvy v
sobé zahrnuji vSechny pfislusné dané, odvody,
poplatky, thrady nebo cla.

CAST 3: VEDENI DOKUMENTACE A PRISTUP

3.1 Vedeni dokumentace. Instituce a Hlavni
zkousejici povedou uplnou a pfesnou dokumentaci a
soubory se v§emi tidaji poZadovanymi Planem klinické
zkousky a dal$imi postupy CRO/Zadavatele nebo jinak
se vztahujicimi ke Klinické zkousce (souhrnné dale jen
,,Dokumentace), dostateénou k zajisténi toho, aby
Zadavatel dostaval uplné a piesné informace o vSech
aspektech a vysledcich Klinick¢ zkousky. Hlavni
zkousejici bude CRO/Zadavateli zasilat pravidelné
pisemné zpravy o postupu a vysledcich Klinicke
zkousky podle pozadavka pfislusného Planu klinické
zkousky, a to ve formé, v €ase a zpiisobem, jak je
povinen si to vyZadat Zadavatel nebo jakykoliv Vladni
organ. VSechny ziznamy subjektd Klinické zkousky
budou vyplnény pfesné a ptedlozeny CRO/Zadavateli
v souladu srozpisem uvedenym v Planu Klinické
zkousky (nebo pokud to Plan klinické zkouSky
konkrétné neuvadi, do dvou (2) tydni po dokonceni
nebo ukongeni Klinické zkousky).

32 Uschova dokumentace; pistup. Instituce a
Hlavni zkousejici ulozi Dokumentaci v zabezpeCené
sloZce po dobu patnécti (15) let po datu u€innosti nebo
po obdobi vyzadované platnym zékonem, pokud je
delsi (informovany souhlas, zaznamy o Einnostech
provadénych podle Planu klinické zkousky, zaznamy o
ptedem neptedvidanych jevech a opatfenich
provedenych nad rdmec Planu klinické zkousky,
zaznamy o vSech zévaznych nezadoucich pfihodach,
pokud dojde k jejich vzniku a zavérecnou zpravu o
Klinické zkousce je Hlavni zkouSejici povinen
uchovavat po dobu 15 let od data ukonc¢eni Klinické
zkousky a to tak, aby byla zaji§téna prava subjekti




guarantees the Subjects' personality rights, privacy and
protection of personal data). Upon request, the Institution
and the Principal Investigator shall allow the
CRO/Sponsor (for a reasonable period of time) and the
officers of any Government Body or regulatory authority
which require such information to access and copy the
Documentation and shall grant reasonable access to the
site to the Sponsor and the Sponsor's authorised
representatives for monitoring of the Clinical Trials. The
Institution shall send the CRO/Sponsor written
notification of destruction of any Documentation at least
sixty (60) days in advance, and, upon request, shall grant
the CRO/Sponsor adequate opportunity to collect such
Documentation.

3.3 The Institution and/or the Principal Investigator shall
comply with all adverse event reporting requirements
under Applicable Laws, this Contract and the Clinical
Investigation Plan. This includes, where required, prompt
reporting by telephone, email or facsimile. The Principal
Investigator will immediately notify CRO/Sponsor in
writing of any occurrence of a serious unanticipated
Device related adverse event, but in no event later than 24
hours after learning of such adverse event.

3.4 Without derogating from the aforementioned, the
Institute and the Principal Investigator shall also provide
the CRO/Sponsor with prompt, written notice of: (i) any
major violation of and/or deviation from the Clinical
Investigation Plan and/or any Applicable Laws or
deviation performed by the Principal Investigator,
Institute, the Personnel or anyone or their behalf, as soon
as they become aware of such violation and/or deviation;
(i) any internal investigation or inquiry regarding the
Clinical Trial, Institute, the Principal Investigator or any
member of the Personnel subject to its right to make such
disclosure under Applicable Laws; and (iii) any regulatory
or other official inquiry regarding the Clinical Trial,
Institute, the Principal Investigator or any member of the
Personnel. Institute shall and shall cause Personnel
working on the Clinical Trial to: (i) promptly notify the
CRO/Sponsor thereof, in writing, including a copy of any
correspondence received from such agency with respect to
the audit or investigation; (ii) use their best efforts to
obtain approval for the CRO/Sponsor to be present at the
audit or investigation, to the extent reasonably practicable;
(iii) cooperate with the regulatory agency and comply with
the reasonable requirements of the audit or investigation,
including, without limitation, making available for
examination and copying documentation, data and
information relating to the Clinical Trial; and (iv) make
available to the regulatory agency any personnel working
on the Clinical Trial to explain any documentation and

Klinické zkousky na ochranu osobnosti, soukromi a na
ochranu osobnich daji; Instituce a Hlavni zkouSejici
jsou povinni na Zadost umozZnit CRO/Zadavateli (v
piiméfeném &ase) a Gfednikiim jakéhokoliv Vladniho
nebo regulaéniho organu, ktery Zada takovou
informaci, pfistup a okopirovani dokumentace a
umozni CRO/Zadavateli a osobam ji povéfenym
piiméfeny pfistup na pracovi$t€ za ucelem
monitorovani Klinické zkousky. Instituce
CRO/Zadavateli za$le nejméné Sedesat (60) dni pfedem
pisemné oznameni o zni€eni jakékoli Dokumentace a
na zadost poskytne Zadavateli pfiméfenou moznost si
tuto Dokumentaci pfevzit.

3.3 Instituce anebo Hlavni zkouS$ejici je povinen
splilovat v8echny pozadavky na hla$eni nezadoucich
udélosti podle Platnych pravnich predpisi, této
Smlouvy a Planu klinické zkousky. To zahrnuje v
pfipad€ potfeby promptni hlaSeni prostfednictvim
telefonu, e-mailu nebo faxu. Hlavni zkousejici pisemné
neprodlen¢ oznami CRO/Zadavateli jakykoli vyskyt
zavazné neocekavané nezadouci piihody souvisejici s
Prostfedkem, avSak nikoliv pozdé&ji neZ 24 hodin po
zji§téni takové nezadouci piihody.

3.4. Instituce a Hlavni zkouSejici, pfi splnéni vyse
uvedeného, jsou povinni taktéZ poskytnout
CRO/Zadavateli ihned pisemné oznadmeni o: (i)
jakémkoli zavazném poruSeni, anebo odchyleni od
Planu klinické zkousky, anebo jakychkoli Platmych
pravnich pfedpisi nebo o odchylce provedené Hlavnim
zkousejicim, Instituci, Persondlem nebo nékym jinym
jejich jménem, jakmile se dozvi o takovém poruseni,
anebo odchyleni; (ii) jakémkoli internim vySetfovani
nebo Setfeni tykajicim se Klinické zkousky, Instituce,
Hlavniho zkou$ejictho nebo kteréhokoli ¢&lena
Persondlu, na zakladé prava zvefejnéni podle Platnych
pravnich piedpisti; a (iii) jakémkoli regulaénim nebo
jiném ufednim vySetfovani tykajicim se Klinické
zkousky, Instituce, Hlavniho zkousejictho nebo
kteréhokoli élena Persondlu. Instituce je povinna
zabezpecit, aby Persondl pracujici na Klinické zkousce:
i) pisemné neprodlené ozndmil CRO/Zadavateli audit
nebo  vySetfovani, v¢etné  kopie  jakékoli
korespondence, kterou obdrzi od této agentury; (ii)
vynaloZili maximalni Usili na to, aby ziskali souhlas s
tim, aby byl CRO/Zadavatel pfitomen pii auditu nebo
vySetfovani, a to v mife, kterd je pfiméfené
proveditelnd; (iii) spolupracoval s regulaénim orgdnem
a spliioval pfiméfené poZadavky na audit nebo
vySetfovani, vfetné, mimo jiné, zpfistupnéni
Dokumentace, idajti a informaci tykajicich se Klinické
zkouSky ke kontrole a kopirovani; a (iv) zpfistupnil
regulaénimu organu jakykoli Personal “pracujici na



data, subject to its right to make such disclosure and
provide such documents under Applicable Laws.

3.5 Monitoring. CRO/Sponsor may monitor Clinical Trial
conduct, which may be through its designee. Upon
reasonable notice and during regular business hours,
Institution will permit CRO/Sponsor representative’s
access to the premises, facilities, Documentation,
investigators, and Personnel members as required.
Monitoring by CRO/Sponsor does not relieve Institution
or Principal Investigator of any of their obligations under
this Contract.

SECTION 4: CONFIDENTIALITY

4.1 Confidential information. All data, information
and material provided by the CRO/Sponsor or on the
CRO’S/Sponsor’'s behalf to the Institution or the Principal
Investigator (including but not limited to the Clinical
Investigation Plan and all data, information and material
relating to the Device), and any information or data
obtained by the Institution or the Principal Investigator
over the course of the Clinical Trials, including
information specified in CRFs, safety-related information,
and the interim and final results of the Clinical Trials, shall
be and shall remain the Sponsor's confidential and
protected information (hereinafter referred to as
"Confidential Information").

42 Confidentiality undertakings. Apart from in the
cases provided for under Section 4.3, the Institution and
the Principal Investigator shall keep the Confidential
Information in strict confidence and may only disclose
Confidential Information to another party with the
CRO/Sponsor's prior written approval. This shall not
apply for members of the Ethics Committee, if necessary,
or the EU or other relevant competent authorities in cases
required by law, provided however, that (a) such
disclosure is made only to the extent and solely to the
recipient legally required; and (b) the Institution and the
Principal Investigator provide the CRO/Sponsor with
adequate prior written notice of such legal requirement
and with the opportunity to oppose the disclosure or obtain
a protective order. The Institution and the Principal
Investigator shall take all reasonable measures to prevent
disclosure of Confidential Information to third parties. The
Principal Investigator and the Institution shall only be
entitled to use Confidential Information for performance
of the Clinical Trials and evaluation of the results thereof.

Klinické zkousce, aby vysvétlil jakoukoli Dokumentaci
a udaje, s vyhradou svého prava udinit takové
zpFistupnéni a poskytnout takové dokumenty podle
Platnych pravnich piedpisi.

3.5 Monitorovédni. CRO/Zadavatel miZe sledovat
pribéh Klinické Zkousky, pfipadné i prostfednictvim
svého zastupce. Na zaklad¢ dostate¢n¢ vcasného
ohlaseni a b&hem bé&Znych pracovnich hodin umoZzni
Instituce pfistup k prostoram, zatizenim, Dokumentaci
a Clendm Persondlu podle potieby. Monitorovani
CRO/Zadavatelem nezbavuje Instituci nebo Hlavniho
zkousejiciho zadného z jejich zavazka vyplyvajicich z
této Smiouvy.

CAST 4: DUVERNOST INFORMACT

4.1 Divémné informace. Vechny idaje, informace
a materidly poskytnuté CRO/Zadavatelem nebo jeho
jménem Instituci nebo Hlavnimu zkouSejicimu
(zahrnujici kromé jiného Plan klinické zkousky a
vSechny udaje, informace nebo materialy vztahujici se
k Prostfedku) a v8echny informace nebo tdaje, které
Instituce nebo Hlavni zkouSejici ziskaji v pribéhu
Klinické zkousky, zahrnujici kromé jiného informace
uvedené v zdznamech subjektti Klinické zkousky,
informace o bezpefnosti a pribézné a konecné
vysledky Klinické zkougky, jsou a budou divémymi a

chranénymi informacemi Zadavatele (dale jen
,,Divérné informace*).
4.2 Zéavazky  davérnosti. Kromé&  piipadd

uvedenych v &asti 4.3 jsou Instituce ani Hlavni
zkou§ejici sdélit Davémé informace uchovavat
v pfisné tajnosti a mohou je sdélit tfeti osobé pouze
s pfedchozim pisemnym souhlasem CRO/Zadavatele.
Toto neplati pro ¢leny Etické Komise v ptipad€ potieby
nebo EU ¢& jiné piislusné kompetentni organy
v ptipadech vyZadovanych ze zdkona, za pfedpokladu,
Ze (a) takové zvefejnéni je ucinéno pouze v rozsahu a
vyhradn€ pf{jemci na zaklad¢ zékona; a (b) Instituce a
Hlavni  ZkouSejici poskytnou CRO/Zadavateli
dostaten€ v¢as pfedem pisemné oznameni o takovém
pravnim poZadavku a s pfileZitosti oponovat
zptistupnéni nebo ziskat ochranny piikaz. Instituce a
Hlavni zkouSejici jsou povinni piijmout v3echna
pfiméfena opatieni zabrariujici prozrazeni Divérnych
Informaci tietim stranam. Hlavni zkousejici a Instituce
smé&ji Divérné Informace pouzivat pouze pii provadéni
Klinickych zkou$ek a hodnoceni jejich vysledki.
Instituce a Hlavni zkousejici se zavazuji, Ze: (a) omezi



The Institution and the Principal Investigator hereby
undertake: (a) to limit the disclosure of Confidential
Information to members of the Personnel with a "need to
know", who shall be informed of the confidential nature of
the said information; and (b) ensure that members of the
Personnel will treat all acquired information as
confidential. At the CRO/Sponsor's request the Institution
and the Principal Investigator shall immediately return all
Confidential Information.

43 Exemptions. The provisions of Section 4 shall not
apply to Confidential Information which (a) came to the
attention of the Institution or the Principal Investigator
lawfully and without restriction, prior to that information
being divulged under the terms of this Contract (this can
be demonstrated by the Institution or the Principal
Investigator through written documentation); (b) is
general public knowledge or becomes general public
knowledge without any act or omission on the part of the
Institution or Principal Investigator; or (c) is obtained
lawfully and without restriction by the Institution or the
Principal Investigator from sources independent of the
Sponsor, with a legal entitlement to disclose the said
Confidential Information.

SECTION 5: RESULTS AND PUBLICATION

5.1 Title. The Sponsor reserves all rights, titles and
interests in and to any equipment (including the Device),
information and data (and all related intellectual property
rights) owned or controlled by the Sponsor as at the
Effective Date (including any derived, enhanced and
adapted equipment, information and data). None of the
provisions of this Contract shall be construed in such a
way as to imply that any rights, titles or interests in or to
the foregoing are to be assigned to the Institution or the
Principal Investigator. All inventions (irrespective of
whether or not patentable), discoveries, improvements,
techniques, methods, contents, compositions, copyright
works, designs, know-how, concepts, trade secrets,
information and data (recorded in whatever form and
incorporating the results of the Clinical Trials) created in
connection with the Clinical Trial, and all related
intellectual property rights (hereinafter collectively
referred to as "the Results") shall be the sole and exclusive
property of the Sponsor. The Institution and the Principal
Investigator hereby transfer all rights, titles and interests
in and to the Results to the Sponsor and shall ensure that
all members of the Personnel also transfer all such rights,
titles and interests to the Sponsor, and shall take all
reasonable steps to ensure that the Sponsor is able to
exercise its rights to the Results, to safeguard perfect title
thereto, and to implement, maintain and commercially
exploit such rights.

sd¢lovani Davémnych Informaci pouze na Personal,
ktery ma ,potiebu je znat“ a tento Personal bude
informovat o divérné povaze téchto informaci; a
(b)Zajisti, Ze Persondl bude se vSemi nabytymi
informacemi nakladat jako s divémymi). Na Zadost
CRO/Zadavatele je Instituce a Hlavni zkouSejici
povinen vratit neodkladn& vSechny Duvémé
Informace.

43 Vyjimky. Ustanoveni této ¢asti 4 neplati pro
Divérné informace, které (a) byly Instituci nebo
Hlavnimu zkougejicimu zndmy zakonnou cestou a bez
omezeni pfed jejich obdrZenim v ramci této Smlouvy,
coZ Instituce nebo Hlavni zkous$ejici mohou prokézat
pisemnou dokumentaci, (b) jsou vefejnosti vieobecné
znamy nebo se stanou vieobecné vefejn€ znamymi bez
jednani ¢i opomenuti na strané Instituce nebo Hlavniho
zkousejiciho, nebo (c) Instituce nebo Hlavni zkousejici
je ziskaji zdkonnym zpisobem a bez omezeni ze zdroji
nezavislych na Zadavateli, které maji zdkonné pravo
tyto Divémné informace zvefejnit.

CAST 5: VYSLEDKY A PUBLIKACE

5.1 Vlastnictvi. Zadavatel si vyhrazuje vSechna
préva, vlastnicky titul a podil ve vztahu k veSkeré
technologii (zahrnujici kromé jiného Prostfedek).
informacim a Udajim (a viem souvisejicim praviim
duSevniho vlastnictvi) vlastnénym nebo
kontrolovanym Zadavatelem k Datu G&innosti (véetné
vSech odvozenych, zlepSenych a upravenych
technologii, informaci a udaji) a 7a4dné z ustanoveni
této Smlouvy nebude vykladano tak, Ze na Instituci
nebo Hlavniho zkou$ejiciho pfevadi n&jaka prava,
vlastnické tituly nebo podily v nich. Viechny vynalezy
(patentovatelné ¢i nikoli), objevy, zlepSeni, techniky,
metody, sloZeni, skladby, autorska dila, designy, know-
how, koncepce, obchodni tajemstvi, informace a data
(zaznamenané v jakékoli form¢ a zahrnujici vysledky
studii) vytvofené v souvislosti s klinickou zkouskou a
vSechna souvisejici prava dusevniho vlastnictvi (dale
jen souhrnné ,Vysledky”) budou vyhradnim a
exkluzivnim majetkem Zadavatele. Instituce a Hlavni
zkousejici timto prevadé€ji vSechna prava, vlastnické
tituly a podily souvisejici s vysledky na Zadavatele a
zajisti takovy prevod u Persondlu, a také pfijmou
viechny pfimétené kroky k zajisténi toho, aby
Zadavatel mohl sva prava na vysledky pfevzit, zajistit
jejich bezvadny pravni titul, realizovat, zachovat a
komeréné vyuzit.

-



52 Publication. No publication, presentation or other
public  disclosure (hereinafter referred to as
"Publications") by the Institution or the Principal
Investigator of any of the Results of the Clinical Trials or
data relating to the Clinical Trials or use of the Device
shall be permitted without the Sponsor's written consent.
The Sponsor undertakes not to withhold or delay such
consent without good cause. The Institution and/or the
Principal Investigator (according to the situation or
circumstances) shall submit all proposed written
Publications, or drafts for proposed oral communication,
to the Sponsor for review and approval, at least thirty (30)
days before the intended Publication or presentation. The
Institution and the Principal Investigator are aware that the
Study is not a monocentric study. The Principal
Investigator hereby confirms that he/she will not publish
the Results for Subjects solely from his/her site until the
primary publication covering the entire development
programme done so far has been published. Authorship of
any Publication shall be determined in accordance with
generally accepted authorship standards. Should the
Sponsor so request, in writing, within 30 days of
submission of a proposed extract, manuscript, presentation
or other material to the Sponsor by the Institution, the
Institution shall postpone the Publication or presentation
by an additional 60 days, to allow the filing of patent
applications, approval of appropriate alternative
descriptions, removal of the Sponsor's Confidential
Information, or for any other reasonable reason.

SECTION 6: TERM AND TERMINATION OF THE
CONTRACT

6.1 Term of the Contract. This Contract shall be valid
and come into effect on the date of signature of the last of
the Parties and become effective on the aforementioned
Effective Date, unless rendered null and void and effective
earlier, in accordance with the provisions below, and shall
remain effective until completion of all of the Clinical
Trials to which it applies, i.e. with an anticipated term of
31 December 2020.

6.2 Termination. Either of the Contracting
Parties shall be entitled to terminate The Clinical Trials
and the Contract with immediate effect, subject to written
notice, if the other Contracting Party commiits a significant
material breach of this Contract and fails to rectify the said
breach within thirty (30) days of service of written notice
of this fact by the Contracting Party terminating the
Contract. Furthermore, the CRO shall be entitled to
terminate this Contract for any reason, with sixty (60)
days' written notice, which shall run from the first day of
the calendar month following service of notice.

5.2 Publikace.  Bez
Zadavatele nejsou dovoleny Zadné publikace,
prezentace ¢&i jind vefejnd sd€leni (dale jen
,,Publikace*) jakychkoli vysledkd Klinické zkousky
nebo dat souvisejicich s Klinickou zkouskou nebo s
pouzivanim Prostiedku Instituci nebo Hlavnim
zkouSejicim, pfiCemZ takovy souhlas nebude
nepfiméfené odpirdan ¢i odkladan. Instituce a/nebo
Hlavni zkous$ejici (podle okolnosti) pfedlozi vSechny
navthované pisemné publikace nebo koncepty
navrhovanych ustnich sdé€leni Zadavateli minimalné
tficet (30) dni pfed zamy$lenou Publikaci nebo
sdélenim. Instituce a Hlavni zkouSejici berou na
védomi, Ze Klinickd zkouSka nepfedstavuje
monocentrickou Klinickou zkousku. Hlavni zkouSejici
potvrzuje, Ze nebude publikovat vysledky subjektt
Klinické zkousky pouze zjeho pracoviité, dokud
nebude publikovana primarni publikace zahrnujici
dosavadni vyvojovy. Autorstvi jakékoli publikace
bude ur¢eno v souladu s obecné piijimanymi zasadami
autorstvi. Pokud o to Zadavatel pisemn¢ pozada do 30
dnd po doruCeni navrhovaného vytazku, rukopisu,
prezentace nebo jiného materialu instituci Zadavateli,
Instituce pozdrZi Publikaci nebo prezentaci o dalsich 60
dnti, aby mohla byt podana patentova pfihlaska, nebo
schvali pfiméfeny alternativni popis nebo odstranéni
Divérnych informaci Zadavatele, jak povoluji platné
zékony.

pisemného  souhlasu

CAST 6: DOBA PLATNOSTI SMLOUVY A
UKONCENI

6.1 Doba platnosti smlouvy. Tato Smlouva nabyva
platnosti dnem podpisu posledni ze Smluvnich stran a
uginnosti k uvedenému Datu Géinnosti, pokud nebude
jeji platnost a uginnost ukonéena dfive v souladu s nize
uvedenymi ustanovenimi, a zlstdva v u¢innosti az do
dokonéeni viech Klinické zkousky, ke které se vtahuje,
tj. po pfedpokladanou dobu do 31.12.2020.

6.2 Ukondéeni. Kterdkoli Smluvni strana miZe tuto
Klinickou zkousku a Smlouvu ukonéit okamzit€ na
zdkladé pisemné vypovédi, jestlize jind strana
vyznamné porufila tuto Smlouvu a toto poruSeni
nenapravila do tficeti (30) dnid od pisemného oznameni
této skuteénosti ukonéujici stranou. Kromeé toho mtize
CRO tuto smlouvu ukonéit zjakéhokoli divodu na
zdklad¢ pisemné vypovédi s Sedesatidenni (60)
vypovédni dobou, ktera po&ina plynout od prvniho dne
kalendainiho mésice nasledujictho po doruceni
vypovédi.



Non-Initiation of Clinical Trial. If, through no fault of
Institution, the Clinical Trial is never initiated because of
ethics committee or SUKL disapproval, or in the event that
ethics committee approval is not obtained within six (6)
months after submission of the application to them,
Sponsor shall have the right to terminate this Contract
immediately without any financial or other obligations to
Institution and/or the Principal Investigator.

Sponsor further reserves the right to terminate the Clinical
Trial immediately upon written notification to Institution
for causes that include failure to enrol subjects at a rate
sufficient to achieve Clinical Trial performance goals;
circumstances that in Sponsor’s opinion pose risks to the
health or well-being of Clinical Trial subjects; regulatory
agency actions relating to the Clinical Trial or the Device;
or in the event that Principal Investigator is unable to
continue or is no longer available, for any reason
whatsoever, and a successor acceptable to both Sponsor
and Institution is not available within thirty (30) days of
the Principal Investigator’s unavailability.

6.3 Effects of termination. Following receipt
of notice of termination, the Principal Investigator shall
immediately stop enrolment of Subjects into any active
Clinical Trials and shall discontinue performance of
procedures relating to such Clinical Trials, where and to
the extent that this is medically acceptable for subjects
already enrolled. The Principal Investigator shall continue,
however, to perform the Clinical Trials as specified in the
Clinical Investigation Plan and to provide the data
required with respect to Subjects enrolled prior to service
of notice of termination. The terms and conditions of this
Contract shall continue to apply for all of the said follow-
up tests and data.

6.4 Survival of rights and obligations. Sections 1.3,
1.4, 3 to 8 (excluding sections 7.1 and 7.2 which do not
survive termination), and all rights accrued with respect to
the receipt of payment shall continue to apply after expiry
or termination of this Contract unless the Contract was
terminated by Sponsor as a result of a material breach as
detailed in Section 6.2 above.

SECTION 7: SPONSOR'S RESPONSIBILITY

7.1 The Sponsor has taken out insurance against
health damage, injury or death suffered by the Patients and
third parties during performance of the Clinical Trials, in
accordance with Act No. 268/2014 Coll.,, on Medical
Devices, as amended. The insurance indemnification must
also apply in cases where no specific individual is found

Nezahdjeni Klinické Zkousky. Pokud — ne chybou
Instituce — Klinick4 zkou§ka nikdy nebyla zah3jena z
divodu nesouhlasu Etické komise & SUKL nebo v
plipadg, Ze do Sesti (6) mé&sicti od podani Zadosti o
udéleni souhlasu etické komise nebylo dosaZeno
souhlasu Etické komise, ma Zadavatel pravo ukondit
tuto Smlouvu okamzit& bez jakychkoli finanénich nebo
jinych zavazkti vG¢i Instituci, anebo Hlavnimu
zkousejicimu,

Dale si Zadavatel vyhrazuje pravo ukondit Klinickou
zkousku bezprostfedné po pisemném oznameni
Instituci z pFi¢in, které zahrmuji nezafazeni Subjekti
rychlosti dostate¢né k dosaZeni cili Klinické zkousky;
okolnosti, které podle nazoru Zadavatele predstavuji
riziko pro zdravi nebo blahobyt Subjektil; kondni
regulaéniho organu tykajici se Klinické zkousky nebo
Prostfedku; nebo v piipad€, Zze Hlavni zkousejici neni
schopen nadale pokracovat nebo jiZ neni k dispozici z
jakéhokoli divodu, a nastupce pfijatelny jak pro
Zadavatele, tak pro Instituci neni k dispozici do tficeti
(30) dnii od nedostupnosti Hlavniho zkousejiciho.

6.3 Uginky ukon¢eni. Po obdrZeni oznameni o
ukondeni platnosti Hlavni zkousejici okamZité zastavi
zafazovani Subjektii do Klinické zkousky a prestane
provadét postupy souvisejici stouto zkouskou
v rozsahu, ktery je zdravotné pfijatelny pro jiz zafazené
Subjekty, avSak Hlavni zkouSejici bude pokracovat
v provadéni kontrolnich testi v souladu s Planem
klinické zkousky a poskytovat potfebné udaje tykajici
se Subjektd, ktefi byli zafazeni pfed obdrzenim
oznameni o wukonéeni. Podminky této Smlouvy
zlstanou nadale v platnosti pro vSechny tyto kontrolni
testy a udaje.

6.4 Pietrvani prav a povinnosti. Casti 1.3, 1.4, 3 az
8 (kromé ¢&lankii 7.1 a 7.2, které po ukonceni nebudou
nadale platit) a v8echna jiZ vznikla prava na obdrZeni
platby pFetrvavaji v platnosti i po uplynuti nebo
ukondeni této Smlouvy, pokud Smlouva nebyla
ukondend Zadavatelem v disledku podstatného
poruSeni Smlouvy dle ustanoveni vy3e uvedeného
¢lanku 6.2.

CAST 7: ODPOVEDNOST ZADAVATELE

7.1 Zadavatel uzaviel pojisténi pro pfipad Gjmy na
zdravi nebo smrti Subjektii a tfetich osob v souvislosti
s Klinickou zkougkou v souladu s ustanovenim zakona
8. 268/2014 Sb., o =zdravotnickych prostifedcich,
v platném znéni. Pojistné plnéni se musi vztahovat i pro
piipad, kdy za vzniklou Ujmu na zdravi nebylo



to be at fault for any health damage occurring, provided
however that the terms of this Contract and the Clinical
Investigation Plan were strictly adhered. The Sponsor
must maintain the insurance policy for the entire period of
performance of the Clinical Investigation. The insurance
certificate is attached as an annex to this Contract and
constitutes an integral part hereof.

7.2 The Institution warrants that it will maintain in full
force and effect, insurance coverage or program of self-
insurance including but not limited to comprehensive
general liability insurance and professional liability
insurance in amounts appropriate to the conduct of the
activities under this Contract. The coverage shall remain
in place throughout the term of the Clinical Investigation.

7.3 The Sponsor shall indemnify the Institution for
damages caused to it resulting from a Patients claim that it
incurred damages as a result of use of the Device supplied
by the Sponsor which is clinically tested in accordance
with the Protocol.

This indemnity is subject to the following conditions:

(i) The indemnity shall not apply to the extent of claims
for damages arising from a demonstrable breach of the
Protocol, National Health Regulations, and/or any other
Applicable Law or regulation relating to the Clinical Trial
and/or any negligent or wrongful act or omission on the
part of the Institution or any of its personnel.

(ii) Sponsor will be notified promptly and in writing of any
complaint or claim promptly after the Institution becomes
aware of the same.

(iii) Sponsor will be given absolute and sole discretion in
the defense and settlement of any such complaint or claim.

(iv) The Institution shall cooperate with and give the
Sponsor reasonable assistance in connection with any such
claim or proceedings.

(v) Notwithstanding the above, the Institution shall not be
entitled to any indemnification from the Sponsor to the
extent it/he/she already received compensation to such
damages (including without limitation under the insurance
policies).

7.4 in no event shall sponsor AND/OR CRO be liable to
institution or any third party for incidental, special,
indirect, or consequential loss, damage or expense arising
from or in relation to this contract, the Clinical
investigation plan or the device, whether in warranty,
contract, tort, negligence, strict liability, by statute or
otherwise. this limitation shall apply even if sponsor has
been advised or is aware of the possibility of such
damages. notwithstanding anything to the contrary herein,

prokéazéno zavinéni konkrétni osoby, pfi¢emz musi byt
zajisténo prisné dodrZeni podminek této Smlouvy a
Planu klinickych zkou$ek. Zadavatel je povinen mit
sjednano pojisténi po celou dobu provadéni Klinické
zkousky. Pojistny certifikit je pfiloZen ke Smlouve
jako jeji pfiloha a tvofi jeji nedilnou soucast.

a Planem klinické zkousky.

7.2 Imstituce zaruCuje, Ze bude v plné platnosti a
u¢innosti udrzovat pojistné kryti nebo program sebe-
pojisténi, vCetné, ale bez omezeni na, komplexni
pojisténi odpovédnosti za Skodu zplsobenou
vSeobecnou odpoveédnosti a pojisténi odpovédnosti za
Skodu zplsobenou pfi vykonu povolani v &astkach
odpovidajicich vykonu ¢innosti podle této Smlouvy.
Pokryti zlistane v platnosti po celou dobu trvani
Klinické zkousky.

7.3 Zadavatel odSkodni Instituci za $kody vzniklé na
zakladé Subjektem Klinické zkousky vzneseného
naroku vzniklého nasledkem pouZivani Prostfedku
dodaného Zadavatelem a testovaného v souladu
s Planem klinické zkousky.

Toto odskodnéni se fidi nasledujicimi podminkami:

(i) odskodnéni se nevztahuje na naroky za Skody
vzniklé nasledkem prokazatelného poruSeni Planu
klinické zkousky, pfislu§nych zdravotnickych ptedpist
nebo jinych Platnych pravnich pfedpisti ¢i nafizeni
tykajicich se Klinické zkousky nebo nasledkem
nedbalého ¢i nespravného jednani nebo opomenuti ze
strany Instituce nebo jejich zaméstnanci.

(i1) Zadavatel bude o jakékoli stiznosti nebo naroku bez
zbyteéného odkladu pisemné informovén poté, co se o
této skuteénosti Instituce dozvi.

(iii) Pfipadnid obhajoba &i vyrovnani vzneseného
néroku nebo stiZnosti je zcela a vyhradné€ na posouzeni
Zadavatele.

(iv) Instituce bude v souvislosti s jakymkoli narokem
nebo Fizenim se Zadavatelem spolupracovat a poskytne
mu pfiméfenou asistenci.

(v) Bez ohledu na vyse uvedené nebude mit Instituce
néarok na od$kodnéni ze strany Zadavatele v rozsahu, v
jakém jiZ byla za tyto $kody odSkodnéna diive (a to
véetné odSkodnéni na zakladé uzavieného pojisténi).

7.4 Zadavatel a/nebo CRO nebude v Zadném ptipadé
nést zadnou odpovédnost vii¢i Instituci nebo tfeti osobé
za nadhodnou, zv1astni, nepfimou nebo naslednou ztratu,
§kodu nebo vydaje vyplyvajici z, nebo v souvislosti
s touto smlouvou, Planem klinické zkousky nebo
prosttedkem, at' jiz na zaklad¢ zaruky, smlouvy,
deliktu, nedbalosti, osobni odpovédnosti, na zakladé
zékona nebo jinak. Toto omezeni plati i v pfipadé, Ze
byl zadavatel informovan nebo si je védom moZnosti



under no circumstances will sponsor’s AND/OR CRO’S
total and aggregate liability to institute or any third party
from all causes of action of any kind, arising out of or
related to this contract, exceed the fees actually paid by
sponsor to institution for the conduct of the clinical trial.

SECTION 8: MISCELLANEOUS

8.1 Entirety of the Contract. This Contract and its
annexes constitute the entirety of the agreement between
the Sponsor, CRO commissioned by Sponsor, the
Institution and the Principal Investigator. Waiver of rights
and modifications to the Contract must be in writing and
signed by all Contracting Parties, failing which they shall
be null and void. In the event of conflict between the terms
of the Clinical Investigation Plan and the terms of this
Contract, the terms of this Contract shall take precedence.

8.2 Applicable law. This Contract shall be governed
by and construed in accordance with the laws of Czech
Republic, in particular by the provisions of Act No.
89/2012 Coll., the Civil Code and the Act No. 268/2012
Coll., on Medical Devices, without regards to its conflict
of law provisions. Any disputes arising in connection with
the subject-matter of this Contract or related thereto shall
be referred to the relevant court in the Czech Republic for
final settlement.

8.3 Service of notification. Any notification required
or permitted under this Contract must be in writing, must
make reference to this Contract, and shall be deemed to
have been served if: (i) delivered in person; (ii) sent by fax
with confirmation of receipt; (iii) five (5) days after
postage by registered mail or prepaid recorded delivery; or
(iv) two (2) days after submission to a nationally
recognised postal services provider, providing overnight
delivery with written confirmation of receipt. Notification
shall be served to the Contracting Parties at the addressed
specified below (or addresses subsequently designated by
the Contracting Parties in accordance with this Section):

CRO: PHARMNET, s.r.o0.

Peckova 13, 186 00 Praha 8 - Karlin, Ceska
republika

The Institution:
Institute for clinical and experimental medicine

Videtiska 1958/9, 140 21 Prague 4
Czech Republic

takové $kody. Bez ohledu na konfliktni ustanoveni této
Smlouvy. Celkova odpov&dnost zadavatele a/nebo
CRO ze viech pfi¢in jakéhokoliv druhu vyplyvajicich
z této Smlouvy nebo souvisejicich s touto Smlouvou za
74dnych okolnosti nepfekro¢i uhrady skutené
uhrazené zadavatelem Instituci za realizaci Klinické
zkousky.

CAST 8: RUZNE

8.1 Uplnost Smlouvy. Tato Smlouva a jeji ptilohy
predstavuji GpIné ujednani mezi Zadavatelem, CRO
pov&fenym Zadavatelem, Instituci a Hlavnim
zkousejicim. Vzdani se narokti a zmé&ny Smlouvy musi
byt provedeny pisemné a podepsany viemi Stranami,
jinak jsou neplatné. V piipadé rozporu mezi
podminkami Planu klinické zkousky a podminkami
této Smlouvy plati podminky této Smlouvy.

8.2 Rozhodné pravo. Tato Smlouva se fidi
pravnimi pfedpisy Ceské republiky, zejména zakonem
& 89/2012 Sb., oblansky zakonik a zékonem
&.268/2014 Sb., o zdravotnickych prostfedcich, bez
ohledu na ustanoveni tykajici se konfliktu zakonnych
predpisi. VSechny spory vzniklé v souvislosti
s pfedmétem této Smlouvy nebo se k nému vztahujici
budou s konec¢nou platnosti feseny pred soudy Ceské
republiky.

8.3 Oznameni. Vsechna oznameni poZadovana
nebo povolena touto Smlouvou budou pisemna, budou
se odvolavat na tuto Smlouvu a budou povaZované za
dorudend, pokud: (i) byla dorugena osobné; (ii) byla
zaslana potvrzenym faxem; (iii) pét (5) dnti po odeslani
ve formé& dorudené zasilky nebo zésilky do vlastnich
rukou s potvrzenim o dorudeni a pfedplacenym
postovnym; nebo (iv) dva (2) dny po ptedani nérodné
uznavanému piepravei dorudujicimu zésilky pfes noc
s pisemnym potvrzenim o dorudeni. Oznédmeni budou
Strandm zasildna na niZe uvedené adresy (nebo na
adresy, které strany nasledné uréi podle této asti):

CRO: PHARMNET, s.r.o.
lzeckova 13, 186 00 Praha 8 - Karlin,
Ceska republika
Instituci:
Institut klinické a experimentalni mediciny
Videiiska 1958/9, 140 21 Praha 4

Ceska republika



8.4 Relations between the Contracting Parties. The
Institution and the Sponsor/CRO are independent
Contracting Parties and neither is a representative or
member of a joint venture or establishment, or an
employee or partner of the other Contracting Party.
Neither the Principal Investigator nor the Personnel shall
be included in any of the Sponsor's employee benefit
plans, nor shall they receive any remuneration or benefits
other than that specified above.

85 Assignment. Neither the Principal Investigator
nor the Institution shall be entitled to assign this Contract,
in full or in part; any attempt to do so shall be
automatically null and void. The Sponsor shall be entitled
to assign this Contract through the CRO, in full or in part,
to any of its subsidiaries or to a legal successor assuming
all of the Sponsor's assets and commercial operations, or a
substantial part thereof after prior written notice to
Principal Investigator and the Institution.

8.6 Severability. If, for whatever reason, a court of
competent jurisdiction declares any provision of this
Contract or part thereof to be unenforceable, the
Contracting Parties undertake to replace such provisions
with provisions that approach as closely as possible to the
intention of the Contracting Parties. The other provisions
of the Contract shall continue in full force and effect.

8.7 Neither Party shall be liable for failure to perform, or
delay in performing, any of its obligations under the
Contract, excluding the Payment under Article 2 hereof for
services already provided prior to the force majeure event,
in so far as the performance of such obligations is
prevented by a force majeure event. Force majeure event
means any event that is beyond the reasonable control of
the party liable to effect performance, and it shall include,
but not be limited to, acts of war, acts of terrorism,
epidemics, governmental regulations such as import or
export bans, fire, natural disasters or extraordinary severe
weather conditions, boycott. If a force majeure event lasts
for more than three (3) months, either Party is entitled to
withdraw from this Contract.

8.8 The parties acknowledge that the Institution may be
obliged and if so, approve, to publish this Contract
pursuant to Act n0.340/2015 Coll, on Agreements
Register and Act No. 106/1999 Coll., Free Access to
Information Act unless an exclusion under such Act is
applicable. If required by such Act, Institution shall
publish this Agreement after signature.

8.4 Vziahy mezi Smluvnimi stranami. Instituce a
Zadavatel/CRO jsou nezavislé Smluvni strany a Zadna
z nich neni zastupcem, ¢lenem spole¢ného podniku,
zaméstnancem nebo spoleénikem druhé strany. Hlavni
zkousejici ani Persondl se nezapoji do Zadnych planii
zaméstnaneckych vyhod zadavatele ani neobdrzi Zadné
jiné odmény nad ramec vySe uvedenych.

8.5 Postoupeni. Hlavni zkouSejici ani Instituce
nesmi tuto Smlouvu postoupit jako celek ani ¢astecné;
kazdy takovy pokus bude neplatny. Zadavatel mize
prostiednictvim CRO tuto Smlouvu postoupit jako
celek nebo Casteén jakékoli své pobocce nebo
pravnimu nastupci prebirajicimu vSechna aktiva a
obchodni ¢&innost Zadavatele nebo jejich vétSinu po
predchozim  pisemném  upozoméni  Hlavniho
zkousSejiciho a Instituce.

8.6_Qddélitelnost ustanoveni. Jestlize z jakéhokoli
divodu soud spiislusnou jurisdikei prohlési
jakékoliv ustanoveni této Smlouvy nebo jeho Cast za
nevymahatelné, takové ustanoveni Smlouvy bude
vymahano v maximalnim povoleném rozsahu tak, aby
se uskuteénil umysl stran, a zbytek této Smlouvy bude
nadale pIné platny a Gcinny.

8.7 Z4dna Strana neni odpovédna za porudeni
povinnosti nebo se nedostane do prodleni se splnénim
jakychkoliv svych povinnosti podle této Smlouvy,
s vyjimkou zaplaceni platby dle ¢l. 2 této Smlouvy za
sluzby poskytnuté jesté pted zasahem vyS§i moci,
jestliZe ji ve splnéni takovych povinnosti brani pfipad
vy$§i moci. Za pfipad vy$8i moci se povazuje
jakékoliv prekdzka, jeZ nastala nezavisle na wiili
povinné Strany a brani ji ve splnéni jeji povinnosti, a
ktera zahrnuje zejména, nikoliv vyluéné, nepokoje,
valku, terorismus, epidemie, vladni natizeni, jakymi
jsou zékazy importu nebo exportu, poZar, ptirodni
katastrofy nebo mimofadné neptiznivé
meteorologické podminky, bojkot. Kazda ze
Smluvnich stran je opravnéna od této Smlouvy
odstoupit, jestlize ptipad vy33i moci trva déle jak tfi
(3) mésice.

8.8 Strany timto berou na védomi a souhlasi s tim,
%e Instituce miiZe byt povinna tuto Smlouvu zvefejnit
podle zékona ¢&. 340/2015 Sb.,, o zvlastnich
podminkach &innosti nékterych smluv, uvetejfiovani
téchto smluv a o registru smluv (dale je ,.zakon o
registru smluv®), a zdkona ¢&. 106/1999 Sb., o
svobodném ptistupu k informacim, nevztahuje-li se
na tuto Smlouvu dle daného zékona vyjimka. Pokud
to dany zakon vyZaduje, zvefejnéni v-Registru smluv



provede Instituce po podpisu Smilouvy.

8.9 This Contract is executed in three (3) counterparts. In 8.9 Tato Smlouva je sepsdna ve tiech (3)
the event of conflict between the two versions, Czech vyhotovenich. V piipad€ rozporu obou jazykovych
wording will prevail. verzi je rozhodujici Ceské znéni Smlouvy.

ACCEPTED AND CONFIRMED /PRIJATO A POTVRZENO.

CRO/CRO

Signature;

Date:

Institution / Instituce
Name: Ing. Michal Stiborek, MBA

Positioaiadite

Signature:

Date: 26- 05, 2020

Date: /lab)— ’Z@

Seznam piiloh / List of annexes:

A. Pléan klinickych zkouSek (zaloZzen v dokumentaci u Hlavniho zkouSejiciho) / Clinical
Investigation Plan (stored in the Investigator's files)

B. Rozpis plateb / Schedule of payments



ANNEX A PRILOHA A
CLINICAL INVESTIGATION PLAN PLAN KLINICKYH ZKOUSEK

Stored in the Investigator's files ZaloZen v dokumentaci u hlavniho zkouSejictho



ANNEX B

SCHEDULE OF PAYMENTS

Site administration fee: 770 EUR

Hepatogastroenterology clinic administration fee: 1539
EUR

The CRO will pay the Institution on behalf of Sponsor to
cover the administration fee during the preparation and
conduct of the clinical trial mentioned above in the amount
stated above. Payments will be made on the basis of a proper
invoice issued by the institution after signing the contract
within sixty (60) days from the date when the invoice is
received by the PHARMNET, s.r.o. company (CRO)

Clinical Investigation Stage I (as described in the Clinical
investigational Plan which forms Amnex A of this
Agreement) — Healthy volunteers:

Number of Subjects: 10, maximum 14 (only after written
confirmation from Sponsor)

Avg. # enrolled/month/site: 10-14
Number of sites: 1
Per Subject costs paid by the CRO to the hospital will be

920 EUR, according to the budget below. Subject travel
compensation: according to the below budget.

PRILOHA B

ROZPIS PLATEB

Administrativni poplatek: 20 000 K¢.

Administrativni  poplatek hepatogastroenterologické
kliniky: 40 000 K¢.

CRO jménem zadavatele zaplati Instituci za
administrativni ukony bghem piipravy realizace a
provadéni vyse uvedené Klinické Zkousky vyse
uvedenou &astku. Platba bude provedena na zakladé
tadné faktury vystavené Instituci po podpisu smlouvy
behem $edesati (60) dni ode dne, kdy je faktura obdrZzena
spole¢nosti PHARMNET, s.r.o (CRO).

Klinickd zkouska ¢&ast I (jak je popsanu v Planu
klinické zkousky, ktery tvofi Pfilohu A této Smlouvy) —
Zdravi dobrovolnici

Podet Subjektt: 10, nejvice 14 (pouze na zakladé
pisemného potvrzeni zadavatele)

Pramérny pocet zafazenych/mésic/centrum: 10-14
Pocet center: 1
CRO Instituci zaplati za kazdy Subjekt 920 EUR podle

nize uvedeného rozpodtu. Kompenzace za cestovné
Subjektu: podle nize uvedeného rozpoctu.

e ek Payment per Subject Reimbursement/Kompenzace pro
Visit/Navitéva visi)t,/Plath; za Sub;ekt (travel cost, time sperﬁ at site gnd
navitévu (EUR) | discomfort /cestovné, Cas straveny v centru a
kompenzace nepohodli) (CZK)
Screening + D1 800 7.500
Phone follow up 20 0
D21 visit 100 6.500

Clinical Investigation Stage II (as described in the Clinical
investigational Plan which forms Annex A of this
Agreement) — Subjects with suspected UGIB:

Number of Subjects: 30 per trial, competitive recruitment
among up to 3 sites

Avg. # enrolled/month/site: 3-4
Per Subject costs paid by the CRO to the hospital will be

1.120 EUR, according to the budget below. Subject travel
compensation: according to the below budget.

Klinicka zkougka &ast II (jak je popsanu v Planu klinické
zkousky, ktery tvoii Pilohu A této Smlouvy) — Subjekty
s podezfenim na krvaceni do horniho zaZivaciho traktu:

Po&et Subjektii: 30 za zkousku, kompetitivni ndbor mezi
nejvyse 3 pracovisti

Pramérmy pocet zafazenych/mésic/centrum: 3-4
CRO Instituci zaplati za kazdy Subjekt 1.120 EUR podle

nize uvedeného rozpo&tu. Kompenzace za cestovné
Subjektu: podle niZe uvedeného rozpoctu.



AT Payment per Subject Reimbursement/Kompenzace pro Subjekt
Visit/Névtéva visiyt$latb§ za (tJravel cost, time spent at siIt)e and dirs)comfof't
navitévu (EUR) /cestovné, Cas straveny v centru a kompenzace
vzniklého nepohodli) (CZK)
Screening 300 0
D1 700 2.000
Phone follow up 20 0
D21 visit 100 2.000

Per subject payments should be invoiced by the institution Faktura za Subjekty bude vystavena Instituci po pfijeti
once subject data is monitored and verified. a kontrole jejich idajii. Veskeré platebni poZadavky a
All payment inquiries and invoices submitted shall include vystavené faktury musi zahrnovat identifikaci Planu
the identification of Clinical Investigation Plan and klinické zkousky a jméno Hlavniho zkousejiciho a musi

Principal Investigator name and be sent to the following: byt zaslany na:

Billing address: Faktura¢ni adresa:

PHARMNET, s.r.o. 5 PHARMNET, s.r.o.

K Hrn¢iim 20, 149 00 Praha 4, Ceska republika K Hrn&iitim 20, 149 00 Praha 4, Ceska republika
ICO: 61856797 ICO: 61856797

DIC: CZ61856797 DIC: CZ61856797

All invoices must be delivered to CRO within ninety (90)  Vegkeré faktury musi byt doru¢eny CRO nejpozdgji do
days after the day of reconciliation. devadesati (90) dni ode dne provedeni vyétovani.

Informace o pfijemci plateb
Information about recipient of payments Vsechny platby provedené CRO, jak je uvedeno v této
All payments made by the CRO as set forth herein shall be  Smlouvé, budou splatné vyhradng& piijemci plateb na
payable solely to Payee at the address set forth below. Any adresu uvedenou niZe. Veskeré takové platby, které jsou
such payments which are due to any other party performing splatné jakékoli jiné strané poskytujici sluzby
services in connection with the Study shall be a matter solely v souvislosti se studii, jsou pfedmétem vypotadani mezi
between Payee and such party. ptijemcem platby a takovou stranou.

Payee Information / Informace o prijemci plateb
%Beneficiary Name*/ Jméno piijemce* " Institut klinické a experimentalni mediciny
‘Payee Mailing Address / Adresa pFijemce plateb ) Videtisk4 1958/9, 140 21 Praha 4
EContact Name / Kontaktni osoba
EEmail Address / E-mailova adresa

jBank»/ Banka ; Ceska narodni banka

|
‘Account No/ C. iétu 34534-42334041/0710
TIBAN No |CZ4007100345340042334041
‘BIC Code/Swift Code ' CNBACZPP
Variable symbol / Variabilni symbol ‘Prosim doplnit ze strany kliniky
Tax ID# / DIC |CZ00023001

* The name on the account / Nazev Uétu



