CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (the “Agreement”) is
made and entered into as of the [day] day of [month],
2012 (the “Effective Date”), by and between:

PSI CRO Czech Republic s.r. 0.

V Parku 2343/24, 148 00 Praha 4 - Chodov, Czech
Republic, IN: 28196775, TIN: CZ28196775, registered in
Business Register, Municipal Court in Prague, section C,
folio 132148, represented by i by Power
of Attorney (“PSI”)

and

Fakultni nemocnice v Motole
(University Hospital Motol)

V Uvalu 84,150 06 Praha 5, Czech Republic, IN:
00064203, TIN: CZ00064203, state allowance
organization established by the Ministry of Health without
obligation to register into the Business Register,
registered in the Trades Register, competent authority:
Municipal District Authority Prague 5, represented by
Miloslav Ludvik, JD, ENG, MBA, Director (the
‘Investigative Site”)

PREAMBLE

WHEREAS, PSI, on behalf of Asahi Kasei Pharma
America Corporation with a place of business located at
200 5" Avenue Waltham, Massachusetts, USA 02451
(the “Sponsor”), is conducting an evaluation of the safety
and efficacy of the compound known as ART-123 (the
‘Investigational Product”) in accordance with Clinical
Research Protocol 3-001 entitled ” A Randomized,
Double-Blind, Placebo-Controlled, Phase 3 Study to
Assess the Safety and Efficacy of ART-123 in Subjects
with Severe Sepsis and Coagulopathy” and any
amendments thereto (the “Protocol”);

WHEREAS, PSI desires Investigative Site, under
the direction and supervision of its employee, Prof. |l
(“Investigator”) to

perform certain services (the “Services”);

WHEREAS, Investigative Site desires to perform
such services for PSI, and the Investigator agreed to act
as the principal investigator in the performance of the
clinical trial at the Investigative Site in accordance with
this Agreement and the Protocol.

WHEREAS, PSI shall conclude a separate
Agreement with the Investigator,
, on Clinical Trial of the

Investigational Product under which the Investigator shall
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SMLOUVA O KLINICKEM
HODNOCENI

Tato Smlouva o klinickém hodnoceni (dale jen
»,Smlouva®“) se sepisuje a uzavira [den]. [mésic] 2012
(dale jen ,Datum uéinnosti“) mezi:

PSI CRO Czech Republic s.r. 0.

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, 1C: 28196775, DIC: CZ28196775, zapsana v
Obchodnim rejstfiku, vedeném Méstskym soudem v
Praze, oddil C, vlozka 132148, zastoupena na zakladé
plné moci (dale jen ,PSI%)

a

Fakultni nemocnice v Motole

V Uvalu 84,150 06 Praha 5, Ceska republika, IC:
00064203, DIC: CZ00064203, statni pFispévkova
organizace zfizena Ministerstvem zdravotnictvi, bez
povinnosti zapisu do obchodniho rejstiiku, zapsana do
Zivnostenského rejstiiku, pfislugny Gfad: Ufad méstské
Casti Praha 5, zastoupena JUDr. Ing. Miloslavem
Ludvikem, MBA, rfeditelem (dale jen ,Zdravotnické
zarizeni”

PREAMBULE

VZHLEDEM K TOMU, ZE spole€nost PSI provadi
jménem Asahi Kasei Pharma America Corporation se
sidlem: 200 5" Avenue Waltham, Massachusetts, USA
2451 (déle jen ,Zadavatel®) hodnoceni bezpec&nosti a
uCinnosti  latky znamé jako ART-123 (dale jen
,Hodnoceny pripravek”) v souladu s Protokolem o
klinickém hodnoceni 3-001 pod nazvem
,Randomizovana, dvojit¢é  zaslepena, placebem
kontrolovana Studie faze 3 hodnotici bezpe€nost a
ucinnost pFipravku ART-123 u subjektd s téZkou sepsi a
poruchou sraZlivosti krve” a vdemi jeho dodatky (dale jen
~Protokol®);

VZHLEDEM K TOMU, ZE spolec¢nost PSI si pfeje,
aby Zdravotnické zafizeni, pod vedenim a dohledem
svého zaméstnance,

(dale jen “Hlavni zkousejici”), provedlo urcité
sluzby (,Sluzby®);

VZHLEDEM K TOMU, ZE Zdravotnické zafizeni si
pfeje provést tyto sluzby pro PSI a Hlavni zkouSejici
souhlasi stim, aby pUsobil v pozici Hlavniho
zkousSejiciho pfi provadéni klinického hodnoceni v
souladu s touto Smlouvou a Protokolem.

VZHLEDEM K TOMU, ZE PSI uzavie s Hlavnim
zkouSejicim
, samostatnou

smlouvu o provedeni klinického
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be paid for conducting Clinical Trial of the Investigational
Product.

Now, THEREFORE, in consideration of the mutual
covenants and promises set forth herein, the parties
agree as follows:

1. SERVICES AND OBLIGATIONS

1.1 Conduct of Study/Protocol.

(a) The Investigative Site hereby agrees
to conduct a clinical trial in accordance with this
Agreement and the Protocol. The clinical trial, as
conducted in accordance with this Agreement and the
Protocol, shall be referred to as the “Study”. The
Investigator shall conduct the Study at the facilities of the
Investigative Site at Clinic of Anestheziology,
resuscitation and intensive car UK 2.LF and IVPZ, located
at V Uvalu 84,150 06 Praha 5, Czech Republic. The
Investigative Site shall be responsible that the
Investigator and all individuals and entities performing
any portion of the Study under the supervision of the
Investigator (the “Study Personnel”) conduct the Study
in accordance with the Protocol, the terms and conditions
defined in this Agreement and PSI's instructions.

(b) The Protocol will be considered
effective following its approval by PSI, the Sponsor, and
by Statni ustav pro kontrolu léCiv (State Institute for Drug
Control), Local Ethics Committee and Multicentre Ethics
Committee (the “RA/EC”). Only the Sponsor may modify
the Protocol or add an addendum. Any amendment or
addendum to the Protocol must be notified to and/or
approved by the competent RA/EC in accordance with the
Applicable Regulatory Requirements (as defined below)
to become effective. Any such amendment or addendum
to the Protocol shall automatically be incorporated in this
Agreement once the approval of the competent RA/EC is
obtained.

(c) The planned duration of the Study is

|

(d) Safe and secure storage must be
provided for Investigational Product. The Investigative
Site and Investigator shall returning all unused quantities
of the Investigational Product, and all unused, partially
used and empty bottles or other packaging that contained
the Investigational Product dispensed to the Study
Subjects and were later returned by them to the Institution
according to instructions provided by PSI. Investigational
Product storage and accounting records shall be subject
to monitoring provisions of Section 6.2.

1.2 Regulatory Compliance of Study. The
Investigative Site shall conduct, and shall ensure that
Investigator and all Study Personnel conduct the Study in
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hodnoceni Hodnoceného pfipravku, na zakladé které
bude Hlavni zkouSejici odménén za provedeni klinického
hodnoceni Testovaného pfipravku.

NYNi PROTO pfi zvazeni vzajemnych ujednani a
zavazku uvedenych v této Smlouvé, dohodly se strany
nasledovné:

1. SLUZBY A POVINNOSTI

1.1 Provadéni Studie/Protokol.

(a) Zdravotnické zafizeni timto souhlasi
s provedenim klinického hodnoceni v souladu s touto
Smlouvou a Protokolem. Klinické hodnoceni provadéné v
souladu s touto Smlouvou a Protokolem se bude dale
nazyvat ,Studie“. Hlavni zkouSejici provede Studii
v prostorach  Zdravotnického zafizeni na Klinice
anesteziologie, resuscitace a intenzivni mediciny UK
2.LF a IPVZ, V Uvalu 84, 150 06 Praha 5, Ceska
republika. Zdravotnické zafizeni bude odpovédné za to,
Z2e Hlavni zkousSejici a vSichni jednotlivci a subjekty, jez
provadéji nékterou c¢ast Studie pod jeho dohledem
(“Personal Studie”), budou Studii provadét v souladu s
Protokolem a podminkami definovanymi v této Smlouvé.

(b) Protokol bude povazovan za ucinny
po jeho schvaleni PSI, Zadavatelem a Statnim ustavem
pro kontrolu |éCiv, lokalni etickou komisi a multicentrickou
etickou komisi (dale jen ,RO/EK®). Upravit Protokol nebo
pfidat dodatek muze pouze Zadavatel. Aby se stal
u¢innym, musi byt kazdy dodatek nebo doplnéni
Protokolu ozndmeno kompetentnimu RO/EK nebo jim
schvaleno v souladu s Platnymi regulaénimi pozadavky
(jak jsou definovany nize). Kazdy takovy dodatek nebo
doplnéni Protokolu bude automaticky zakomponovano do
této Smlouvy, jakmile bude obdrzeno schvaleni
kompetentniho RO/EK.

(c) Predpokladana doba Studie je [l

(d) Hodnoceny pfipravek musi byt
skladovan na bezpe¢ném misté. Zdravotnické zafizeni a
Hlavni zkousSejici vrati vSechny nepouzité hodnocené
pfipravky, a vSechny nepouzité, &asteCné pouZité a
prazdné lahve a dalSi obaly, které obsahovaly Studijni lék
podavany Subjektim Studie a ktery tyto pozdéji vratily
v souladu s pokyny PSI.
Skladovani Studijniho Iéku a u€etni zdznamy museji byt

Zdravotnickému zafizeni

vsouladu sustanovenimi o auditu a sledovani
uvedenymi v &lanku 7.2.
1.2 Vyhovéni Studie regulaénim

pozadavkiam. Zdravotnické zafizeni provede a zajisti,
aby Hlavni zkou$ejici a Personal Studie provedI Studii ve
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compliance with: (i) all laws and regulations applicable to
the conduct of clinical trials, including without limitation
Act No. 378/2007 Coll. and Regulation No. 226/2008
Coll., (ii) all generally accepted standards of good clinical
practice, including without limitation the current Good
Clinical Practices guidelines of the International
Conference on the Harmonization, (iii) applicable
regulations of the U.S. Food and Drug Administration
(FDA) (iv) the laws related to data protection and data
privacy, including without limitation 95/46/EC Data
Protection Directive and with the Act No. 101/2000 Coll.,
(iv) any other applicable law and regulations (collectively,
the “Applicable Regulatory Requirements”) and (v) all
written instructions provided by the PSI and the Sponsor.
The Investigative Site shall also ensure that the
Investigator and all Study Personnel are trained in all
aspects of the Protocol.
1.3 Study Subijects.

(a) The Investigative Site shall ensure that the
rights and welfare of the Study Subjects are protected,
and shall ensure that the Study is conducted in
accordance with the ethical principles of the World
Medical Association Declaration of Helsinki (as amended
from time to time). A “Study Subject” or “Study
Subjects” means a person (or persons) who, in
accordance with the Protocol, is (or are): (a) eligible to be
enrolled in the Study; and (b) enrolled in the Study.

(b) The planned number of enrolled Study
subjects is [ N EREEEEE (R

1.4 Clinical Supplies.

(& PSI agrees to provide the
Investigational Product and the comparator products (the
“Study Medication”) at no cost to the Investigative Site
in amounts sufficient for the conduct of the Study, as well
as certain equipment and materials to be determined by
PSI at its sole discretion (the “Study Supplies”).
Immediately upon receipt of the Study Medication and
Study Supplies (collectively, the “Clinical Supplies”), the
Investigative Site shall provide PSI with an
acknowledgement of receipt. PSI shall ensures the
shipment of the Study Medication to the pharmacy of the
Investigative Site at the the following address: UH Motol,
Hospital Pharmacy, V Uvalu 84, 150 06 Prague 5, where
the Study Medication shall be collected and checked (e.g.
check for damages, acknowledge receipt if special
transport requirements (if applicable) have been complied
with) by the pharmacist. PSI is obliged to notify the

harmacy of the date of the delivery per e-mail:
or telephone: h
within 3 working days before

the delivery. The Investigator shall be responsible for the
collection and the delivery of the Study Medication from
the the pharmacy of the Investigative Site to the
Investigative Site. Unless stated otherwise in writing by
PSI, (i) all Study Medication until administered or
dispensed to the Study Subject during the course of the
Study and (ii) all Study Supplies are and will remain the
sole property of PSI or the Sponsor (as the case may be).
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striktni shod& se: (i) vS8emi pfedpisy plathnymi pro
provadéni klinického hodnoceni, véetné zakona .
378/2007 Sb., vyhlasky ¢&. 226/2008 Sb., (ii) vSech
obecné pfijimanych standard( spravné klinické praxe,
véetné (mimo jiné) aktualné platnych postupu Spravné
klinické praxe, smérnic Mezinarodni konference o
harmonizaci, (iii) platnymi pfedpisy amerického Ufadu pro
potraviny a léCiva (FDA), (iv) zakony tykajicimi se ochrany
Udaju a soukromi Udajd, véetné Smérnice o ochrané dat
95/46/ES a zakona ¢. 101/2000 Sb., (iv) vSemi dalSimi
platnymi zakony a pfedpisy (spole¢né ,Platné regulaéni
pozadavky“) a (v) veSkerymi psanymi pokyny poskytnuté
PSI a Zadavatelem. Zdravotnické zafizeni rovnéz zajisti,
aby byl Hlavni zkou$ejici a veSkery Personal Studie
vySkolen ve vSech aspektech Protokolu.

1.3 Subjekty hodnoceni.

(a) Zdravotnické zafizeni zajisti, aby byla
chranéna prava a blaho Subjektd hodnoceni, a budou
Studii provadét v souladu s etickymi zasadami Helsinské
deklarace (v platném znéni). ,Subjekt hodnoceni“ nebo
,Subjekty hodnoceni“ znamenaji osobu (nebo osoby),
ktera (které), v souladu s Protokolem je (jsou): (a) vhodna
(vhodné) k zafazeni do Studie; a (b) je (jsou) zafazena
(zafazeny) do Studie.

(b) Predpokladany pocet zafazenych Subjektd
hodnocent je (I

14 Klinicky material.

(@ PSI souhlasi, Ze poskytne
Zdravotnickému zafizeni zdarma Hodnoceny pfipravek a
srovnavaci pfipravek (dale jen ,Hodnoceny lé€ivy
pripravek) v mnozZstvi dostateéném pro provedeni
Studie, stejné jako urcité vybaveni a material, jeZ urci PSI
dle svého vyhradniho uvézZeni (,Studijni material®).
Okamzité po obdrzeni Hodnoceného léCivého pfipravku
a Studijniho materialu (spole¢né dale jen ,Klinicky
material“) da Zdravotnické zafizeni PSI potvrzeni pfijmu.
PSI zajisti distribuci z&silky Hodnoceného 1é€ivého
pfipravku do Iékarny Zdravotnického Zafizeni na adresu:
FN Motol, nemocniéni lékarna, V Uvalu 84, 150 06 Praha
5, kde Iékarnik pfevezme a zkontroluje Hodnoceny IéCivy
pfipravek (jako jiné zasilky - tzn. neni-li poSkozena, v
pfipadé zvlastnich pozadavkd na transport, byly-li tyto
pozadavky dodrZeny, pfijem zasilky potvrdi), PSI je
povinna oznamit do 3 pracovnich dnl pfed dodanim, kdy
bude zasilka do lékarny pfedana budto emailem na

nebo telefonicky [ GGG
, tel. . Nasledné si na zadanku

Hlavni zkouSejici Hodnoceny |é€ivy pfipravek vyzvedne
na centrum, kde je za né pIiné zodpovédny. Pokud PSI
pisemné nestanovi jinak, (i) veSkery Hodnoceny |égivy
pfipravek, dokud nebude pfedepsan nebo pfidélen
Subjektdm hodnoceni v prabéhu Studie a (ii) vesSkery
Studijni material jsou a zUstanou vyhradnim majetkem
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(b) The Investigative Site and the
Investigator shall maintain control of the Study Medication
in accordance with Applicable Regulatory Requirements,
and in the manner outlined in the Protocol and any
additional documents provided by PSI or the Sponsor
related to the storage and distribution of the Study
Medication. The Investigative Site shall ensure that the
Clinical Supplies are solely used for the purpose of
conducting the Study in accordance with the Protocol and
for no other purpose, and the Investigative Site shall
ensure that the Clinical Supplies are not transferred to
any third parties.

(c) The Investigative Site shall be
responsible to PSI and the Sponsor for the Clinical
Supplies entrusted to them and shall notify PSI
immediately if any quantity of the Clinical Supplies is lost,
damaged or destroyed.

(d) Upon completion or termination of the
Study or at PSl's request, the Investigative Site shall, at
PSI's reasonable expense, (i) return all unused Study
Supplies to the address indicated by PSI and (ii) enable
PSI to collect and/or dispose any unused Study
Medication.

(e) In the event PSI provides, either
directly or through Sponsor, computer hardware, EKG
machines or software systems for Investigative Site and
Investigator to use to collect, enter and report Study data
to Customer electronically, Investigative Site agrees that;

0] Investigator will make themselves
available for training in using the
systems;

(ii) The systems will only be used for the

Study and only as described in written
directions provided by Sponsor and/or
PSI;
(i) The systems will be kept in a safe and
secure location, and will be used only by
those designated by Investigator as
responsible for entering Study data;
(iv) Investigative Site will be responsible for
any theft, damage or loss to the systems
other than normal wear and tear;

(v) Investigative Site will be responsible for
arranging and paying for any required
internet connection as necessary to use
the systems;

(vi) At the completion of the Study or at Sponsor’s
and/or PSI's request, Investigative Site
will return to Sponsor and/or PSI's
vendor the hardware and/or systems and
all system-related training materials and
documentation.
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PSI nebo (pfipadné) Zadavatele.

(b) Zdravotnické zafizeni a Hlavni
zkouSejici budou mit kontrolu nad Hodnocenym Ié€ivym
pfipravkem v souladu s Platnymi regulaénimi poZzadavky
a zplsobem specifikovanym v Protokolu a dalSich
dokumentech poskytnutych PSI nebo Zadavatelem ve
vztahu k uskladnéni a distribuci Hodnoceného 1é¢ivého
pfipravku. Zdravotnické zafizeni bude pouzivat Klinicky
material pouze za U€elem provadéni Studie v souladu
s Protokolem a pro Zadné jiné ucely, a Zdravotnické
zarizeni nepfevede Klinicky material na tfeti strany.

(c) Zdravotnické zafizeni bude vugci PSI
a Zadavateli odpovédné za Klinicky material jim svéfeny
a okamzité da PSI védét, pokud se néktery Klinicky
material ztrati, bude poskozen nebo znicen.

(d) PFi dokonc¢eni nebo ukon&eni Studie
nebo na zadost PSI, Zdravotnické zafizeni na naklady
PSI v pfiméFfené vysi (i) vrati veSkery nepouzity Studijni
material na adresu uréenou PSI, a (ii) umozni PSI
shromazdit anebo zlikvidovat veSkery nepouzity
Hodnoceny |&Civy pfipravek.

(d) Pokud PSI bud pfimo nebo prostfednictvim
Zadavatele poskytne Zdravotnickému
Hlavnimu zkouSejicimu pocitatovy hardware, pfistroje na
meéfeni EKG nebo softwarové systémy k elektronickému
sbéru Studijnich udaja, jejich zadavani
Klientovi, zavazuje se Zdravotnické zafizeni, ze:

zafizeni a

a hlaseni

(i) Hlavni zkou3ejici se zucastni Skoleni o
pouzivani systému:

(i) Systémy budou pouzivany pouze pro ucéely
Studie a pouze vsouladu s pisemnymi
pokyny vydanymi Zadavatelem a/nebo PSI;

(iii) Systémy budou pfechovavany na bezpecném
misté a budou je pouzivat pouze osoby, které
ur¢i Hlavni zkousejici jako osoby odpovédné
za zadavani Studijnich udaju;

(iv) Zdravotnické zafizeni nese odpovédnost za
jakékoli poskozeni &i
systém, vyjma bézného opotrebeni;

odcizeni, ztratu

(v) Zdravotnické zafizeni nese odpovédnost za
zajisténi a uhradu jakéhokoliv potfebného
internetového  pfipojeni, je nutné
k vyuzivani systémd;

které

(vi) PFi dokoné&eni Studie nebo na Zadost

Zadavatele a/nebo PSI vrati Zdravotnické
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15 Case Report Forms and Study Data.
(a) PSI shall supply to the Investigative
Site forms to be used and completed by the Investigator
to document a Study Subject’s participation in the Study
(such forms are referred to as “Electronic Case Report
Forms”). The Investigative Site shall ensure that the
Investigator reviews all patient Electronic Case Report
Forms to assure their accuracy and completeness, and
assist PSI and its representatives (including clinical
monitors) upon their request in prompt resolution of any
discrepancies or errors contained in the Electronic Case
Report Forms and in review, verification, inspection
and/or auditing of the Study Subjects’ records, laboratory
reports, or other raw data sources supporting the data
recorded on the Electronic Case Report Forms. The
Investigative Site shall ensure that the Investigator signs
and dates the Electronic Case Report Forms for each
Study Subiject.

(b) The Investigative Site shall ensure
that the Investigator records all data generated as a result
of conducting the Study (the “Study Data”) in a timely,
accurate, complete, and legible manner in the form
described in the Protocol. The Investigative Site shall
take reasonable and customary precautions to prevent
the loss or alteration of any Study Data. The Investigative
Site acknowledges and agrees that the Sponsor shall own
all Study Data.

1.6 Financial Disclosure Form. The
Investigative Site shall ensure that the Investigator and all
Study Personnel disclose, in a timely fashion and in
writing on an appropriate form, any financial arrangement
or interest involving the Investigator or the Study
Personnel or any of their family member that is required
to be disclosed pursuant to the Applicable Regulatory
Requirements prior to the commencement of the Study
(the “Financial Disclosure Form”). The Investigative
Site shall ensure that the Investigator and all Study
Personnel promptly updated all such Financial Disclosure
Forms, as needed to maintain their accuracy and
completeness during the Study and for one year after its
completion. The Investigative Site acknowledges that the
completed Financial Disclosure Forms may be subject to
review by governmental and/or regulatory agencies, as
well as PSI or the Sponsor, and confirms that the
Investigator and the said Study Personnel expressly
consented to any and all such reviews.

1.7 Informed Consent.

(8) The Investigative Site shall ensure
that the Investigator obtains from each prospective Study
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zafizeni Zadavateli a/nebo dodavateli PSI
veskeré zafizeni, vybaveni a dalSi pfislusné
materialy.

15 Zaznamy subjektu hodnoceni a Udaje

Studie.

(a) PSI doda Zdravotnickému zafizeni
formulare, které ma Hlavni zkousSejici pouzivat a vyplnit
pro zdokumentovani Ucasti Subjekttd hodnoceni na Studii
(tyto formulafe se nazyvaji ,Elektronické zaznamy
subjektu hodnoceni®). Zdravotnické zafizeni zajisti, ze
Hlavni zkouS$ejici bude provérovat vSechny Elektronické
zaznamy subjektu hodnoceni pacientl, aby zajistil jejich
presnost a Uplnost, a bude PSI a jejim zastupclim (v€etné
klinického dozoru) pomahat na jejich Zzadost pfi
urychleném feSeni jakychkoliv nesrovnalosti nebo chyb
v Elektronickych zaznamech subjektu hodnoceni a pfi
revizi, ovéfovani, kontrole a (nebo) auditu elektronickych
zaznamu o Subjektech hodnoceni, laboratornich hlaseni
nebo jinych zdroju nezpracovanych Gdajl
zaznamenanych Zaznamech subjektu hodnoceni.
Zdravotnické zafizeni zaijisti, Ze Hlavni zkouSejici bude
podepisovat a datovat elektronické zaznamy subjektu
hodnoceni, a to pro kazdy Subjekt hodnoceni.

(b) Zdravotnické zafizeni zajisti, ze
Hlavni zkou$ejici bude zaznamenavat veskeré udaje
generované v disledku provadéni Studie (,Udaje
Studie®), a to vcas, pfesné, uplné a Citelné ve formé
popsané v Protokolu. Zdravotnické zafizeni ucini
pfiméfena a obvykla opatfeni, aby zabranilo ztraté nebo
zméné Udaji Studie. Zdravotnické zafizeni uznava a
souhlasi, Z?e v8echny Udaje Studie bude vlastnit
Zadavatel.

1.6 FormulafF Financial Disclosure Form.
Zdravotnické zafizeni zajisti, Ze Hlavni zkouSejici a
veSkery Persondl Studie v€as uvefejni pisemné,
v odpovidajicim formulafi, kazdy finanéni zavazek nebo
zdjem zahrnujici Hlavniho zkou$ejiciho nebo Personal
Studie nebo nékterého z jejich rodinnych ¢len(, coz je
pozadovano na zdkladé Platnych regulanich
pozadavku, pfed zapocetim Studie (dale jen ,Formular
Financial Disclosure Form”). Zdravotnické zafizeni
zajisti, Ze Hlavni zkousSejici a veSkery Personal Studie
bude bezodkladné aktualizovat vSechny takové
Formulafe Financial Disclosure Form, jak je potfeba
k udrZeni jejich pfesnosti a Uplnosti béhem Studie a jeden
rok po jejim ukonéeni. Zdravotnické zafizeni bere na
védomi, Ze vyplnéné Formulafe Financial Disclosure
Form mohou byt pfedmétem kontroly vladnich a (nebo)
regulacnich organ, stejné jako PSI nebo Zadavatelem a
potvrzuje, Z?e Hlavni zkou$ejici a uvedeny Personal
Studie vyslovné souhlasi - se vSemi takovymi kontrolami.

1.7 Informovany souhlas.
(@) Zdravotnické zafizeni zaijisti, ze
Hlavni zkouSejici ziska od kazdého potencialniho
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Subject a properly executed informed consent approved
by the Sponsor, PSI and the competent RA/EC, referred
herein as an “Informed Consent Form”, before such
individual is allowed to participate in the Study. PSI shall
provide the Investigator with an Informed Consent Form
for use in the Study. If the competent RA/EC require
changes to the Informed Consent Form, such changes
shall not be implemented unless and until PSI is notified
and, in full agreement with the Sponsor, gives its written
approval.

(b) The Investigative Site shall inform
each Study Subject or the Study Subject's legal
representative that the Investigational Product is being
used for a clinical investigation, and, prior to performing
any Study-specific procedures on the Study Subject,
obtain from each Study Subject or the Study Subject's
legal representative a signed Informed Consent Form.
The Informed Consent Form shall be executed in two
originals with one original provided to the Study Subject
and the other placed in the onsite study file.

1.8 Adverse Occurrences. The
Investigative Site shall notify PSI and the Sponsor (and
the competent Regulatory Agencies if required by law) in
writing of any and all: (i) adverse experiences that occur
during the Study as soon as possible following discovery
of the adverse experience; and (ii) serious adverse
experiences that occur during the Study as soon as
possible but in no event later than twenty-four (24) hours
following the discovery of the adverse event. The
foregoing obligation applies to all adverse experiences,
whether or not the Investigative Site and/or the
Investigator believe such adverse experience to be
related to the Investigational Product.

1.9 Suspension of Study. PSI or the
Sponsor may suspend the Study at any time for any
reason upon written notice, which suspension shall not be
deemed a material breach of this Agreement.

2. COMPENSATION

2.1 Budget.

(a) Subject to the terms and conditions of
this Agreement, PSI shall pay fees and reimburse the
Investigative Site for costs related to the Study in
accordance with the Fee Schedule enclosed as
Appendix A. The amounts included in the Fee Schedule
represent the entire compensation for the conduct of the
Study by the Investigative Site and all expenses incurred
for that end, including without any limitation, the use of
the facilities and equipment, staff costs, administrative
costs, third party costs, taxes, travel expenses, transfer
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Subjektu hodnoceni Ffadné podepsany informovany
souhlas schvaleny Zadavatelem, PSI a kompetentnim
RO/EK, jez bude dale uvadén jako ,Formular
informovaného souhlasu®, a to pfed tim, nez bude
takové osobé umoznéno ucastnit se Studie. PSI poskytne
Hlavnimu zkou$ejicimu vzor informovaného souhlasu pro
pouziti ve Studii. Pokud kompetentni RO/EK vyzaduje
zmény ve Formulafi informovaného souhlasu, nebudou
tyto zmény realizovany, dokud o tom nebude uvédomena
PSI a neda svuj pisemny souhlas v plné shodé se
Zadavatelem.

(b)  Zdravotnické  zafizeni  musi
informovat kazdy Subjekt hodnoceni nebo zakonného
zastupce Subjektu hodnoceni, ze Hodnoceny pfipravek
se pouziva pro klinicky vyzkum a pfed provedenim
postupll na Subjektu hodnoceni specifickych pro tuto
Studii musi ziskat od kazdého Subjektu hodnoceni nebo
zakonného zastupce Subjektu hodnoceni podepsany
Formular informovaného souhlasu. Formular
informovaného souhlasu bude vystaven ve dvou
originalech, pficemz jeden original dostane Subjekt
hodnoceni a druhy bude zalozen do dokumentace ve
Zdravotnickém zafizeni.

1.8 Nezadouci prihody. Zdravotnické
zafizeni bude pisemné informovat PS| a Zadavatele (a
kompetentni regulani organy, pokud to vyzaduje zakon)
o v8ech: (i) nezadoucich pfihodach, ke kterym dojde
béhem Studie, a to co nejdfive po objeveni nezadouci
pfihody; a (ii) zavaznych nezadoucich pfihodach, ke
kterym dojde bé&éhem Studie, a to co nejdfive to bude
mozné, avSak v zadném pfipadé nikoliv pozdé&ji nez
Ctyfiadvacet (24) hodin po objeveni nezadouci pfihody.
VySe uvedena povinnost plati pro vSechny nezadouci
pfihody, bez ohledu na to zdali se Zdravotnické zafizeni
a/nebo Hlavni zkouSejici domnivaji ¢i nedomnivaji, Ze ma
tato nezadouci pfihoda vztah k Hodnocenému pfipravku.

1.9 Pozastaveni Studie. PSI  nebo
Zadavatel mohou Studii kdykoliv a z jakéhokoliv divodu
pozastavit na zakladé pisemného oznameni, pfiCemz toto
pozastaveni nebude povazovano za podstatné poruseni
této Smlouvy.

2. KOMPENZACE

2.1 Rozpocet.

(@) Podle smluvnich podminek PSI
zaplati Zdravotnickému zafizeni odménu a uhradi vydaje
souvisejici se Studii, v souladu s Rozpisem plateb
pfilozenym jako Pfiloha A. Castky zahrnuté v Rozpisu
plateb pFedstavuji celkovou kompenzaci za provedeni
Studie Zdravotnickym zafizenim a veSkeré vydaje vzniklé
v této souvislosti, v€etn& (mimo jiné) pouzivani prostor a
vybaveni, nakladd na pracovniky, administrativnich
nakladud, nakladu tfetich stran, mistnich dani, cestovnich
vydajl, pfevodu nebo pfenosu, atd. Rozpis plateb Ize
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or wire, etc. The Fee Schedule may be modified solely
through prior written consent by the parties.

(b) The fees defined in Appendix A are
exclusive of VAT which will be added on the invoice by
the Investigative Site pursuant to applicable laws.

2.2 Payments.

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

meénit vyhradné na zakladé predchoziho pisemného
souhlasu stran.

(b) Platby stanovené v Rozpisu plateb
prilozenym jako Pfiloha A jsou bez DPH. DPH bude
pfipottena podle platné pravni Upravy v den fakturace

Zdravotnickym zafizenim v souladu s platnou
legislativou.
2.2 Platby.
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3.

CONFIDENTIALITY

3.1 Confidential Information. All
Intellectual Property (as defined below in section 4.1), and
all information or data, whether recorded in written,
graphic, oral, electronic or other form, that are: (a)
disclosed by or on behalf of PSI and its affiliates and
representatives and/or the Sponsor and its
representatives to the Investigative Site, the Investigator
and/or the Study Personnel regarding the Study and/or
the Investigational Product (including the Protocol and the
Investigator’s Brochure); or (b) invented, developed or
generated by the Investigative Site, the Investigator
and/or the Study Personnel as a result of performing the
Study under this Agreement, including, but not limited to,
the Study Data, shall be considered “Confidential
Information”. All Confidential Information shall be owned
solely and exclusively by the Sponsor.

3.2 Maintenance of Confidential
Information. The Investigative Site shall maintain for a
period of fifteen (15) years from the last date of disclosure
of Confidential Information all Confidential Information in
strict confidence and shall not disclose any Confidential
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1 |

3. DUVERNOST

3.1 Duavérné informace. Veskeré DuSevni
vlastnictvi (definované niZze v oddile 4.1) a vesSkeré
informace nebo Udaje, at' uz zaznamenané v pisemné,
grafické, ustni, elektronické nebo jiné podobé, které jsou:
(a) zpfistupnény PSI &i jejimi poboCkami a zastupci nebo
jejich jménem a (nebo) Zadavatelem ¢&i jeho zastupci
nebo jejich jménem Zdravotnickému zafizeni, Hlavnimu
zkousejicimu a (nebo) Personalu Studie pokud jde o
Studii a (nebo) Hodnoceny pfipravek (véetné Protokolu a
Brozury Hlavniho zkousSejiciho); nebo jsou (b)
vynalezeny, vyvinuty nebo generovany Zdravotnickym
zafizenim, Hlavnim zkouSejicim a (nebo) Personalem
Studie v dasledku provadéni Studie dle této Smilouvy,
véetn& (mimo jiné) Udaju Studie, budou povaZzovany za
,Duvérné informace“. VSechny Duvérné informace
budou vlastnény pouze a vyhradné Zadavatelem.

3.2 Zachovani Davérnych informaci.
Zdravotnické zafizeni bude zachovavat po dobu patnacti
(15) let od data posledniho zpfistupnéni Ddvérnych
informaci Davérné informace v pfisné diivérnosti a ze je
neprozradi zadné treti strané ani je nepouziji, kromé
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Information to any third party or use any Confidential
Information except as may be authorized by PSI’s or the
Sponsor’s prior written consent. The Investigative Site,
the Investigator and the Study Personnel may use such
Confidential Information only to the extent required to
perform the Study and for no other purpose. The
Investigative Site shall ensure that the Investigator and all
Study Personnel maintain the confidentiality of
Confidential Information and that they are bound by
obligations of confidentiality no less stringent than those
contained in this Article 3 and shall be liable towards PSI
and the Sponsor for breach by the Investigator and the
Study Personnel.

3.3
Information.

Permitted Disclosure of Confidential

(a) Notwithstanding the foregoing, the
obligations of confidentiality hereunder shall not apply to
information that the Investigative Site can demonstrate
that (i) is in the public domain at the time of its disclosure
by PSI, the Sponsor or persons authorized by PSI or the
Sponsor, (i) was, as evidenced by written records or
other competent proof, in the Investigative Site’s
possession prior to its disclosure to the Investigative Site
by PSI, the Sponsor or persons authorized by PSI or the
Sponsor without obligations of confidentiality with respect
thereto, or (iii) enters the public domain as a result of a
third party’s activities, through no act or omission by the
Investigator, the Investigative Site or any Study
Personnel.

(b) In addition, the foregoing obligations
of confidentiality shall not apply to the disclosure of
Confidential Information in compliance with Applicable
Regulatory Requirements or order of a court of competent
jurisdiction. In the event the Investigative Site, the
Investigator or any member of the Study Personnel is
compelled by an order of a court of competent jurisdiction
or based on the Applicable Regulatory Requirements, to
disclose Confidential Information or any part thereof, the
Investigative Site shall immediately notify the Sponsor
and PSI to this effect in writing and the Investigative Site
shall (or shall cause Investigator to) use all commercially
reasonable efforts to assist PSI or the Sponsor in
obtaining a protective order or other remedy protecting
the confidentiality of such information required to be
disclosed.

3.4 Retention of Records and Documents.
Subject to section 6.4 of this Agreement, the Investigative
Site, upon completion or termination of the Study or PSl's
written request, shall (i) destroy or return to PSI or its
designee (as instructed by PSI in writing) all of the
Confidential Information, including all physical and
electronic copies (except that the Investigative Site shall
have the right to retain one (1) record physical copy of the
Confidential Information in the Investigative Site's
secured confidential files so as to ascertain the
Investigative Site’s continuing obligations to PSI under

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

pfipadd, kdy k tomu mohou byt opravnéni pfedchozim
pisemnym  souhlasem PSI nebo Zadavatele.
Zdravotnické zafizeni, Hlavni zkouSejici a Persondl
Studie mohou takové Davérné informace pouzivat pouze
v rozsahu nutném k provedeni Studie a pro zadny jiny
ucel. Zdravotnické zafizeni zajisti, Ze Hlavni zkouSejici a
vesSkery Personal Studie budou zachovavat divérnost
Dlvérnych informaci, Zze budou vazani povinnosti
davérnosti, ktera neni méné pfisna, nez je povinnost
obsazena v Clanku 3 a Ze za jejich porugeni Hlavnim
zkouS$ejicim a Personalem Studie bude odpovédné PSl a
Zadavateli.

3.3 Povolené zpfistupnéni davérnych
informaci.
(@) Bez ohledu na pfedchozi, povinnosti

davérnosti dle této Smlouvy neplati pro informace, u
kterych Zdravotnické zafizeni muze dokazat, ze (i)
v okamziku zpfistupnéni PSI, Zadavatelem nebo
osobami opravnénymi PSI| nebo Zadavatelem jsou
vefejné znamy, (ii) byly, jak ukazuji pisemné zdznamy
nebo jiny dostacujici dikaz, v drzeni Zdravotnického
zafizeni pred jejich zpfistupnénim Zdravotnickému
zafizeni PSI, Zadavatelem nebo osobami opravnénymi
PSI nebo Zadavatelem bez povinnosti duvérnosti k nim
se vztahujici, nebo (iii) stanou se vefejné znamymi
v dusledku aktivit tfeti strany bez jednani nebo opomenuti
jednat Hlavniho zkouS$ejiciho,Zdravotnického zafizeni
nebo Personalu Studie.

(b) Kromé toho vySe uvedené povinnosti
diveérnosti neplati pro zpfistupnéni Dlvérnych informaci
v souladu s Platnymi regulaénimi pozadavky nebo
narizenim soudu pfislusné jurisdikce. V pfipadé, ZzZe
Zdravotnické zafizeni, Hlavni zkouSejici nebo néktery
¢len Personalu Studie je donucen na zakladé nafizeni
soudu pfislusné jurisdikce nebo na zakladé Platnych
regulacnich pozadavk( zpfistupnit Davérné informace
nebo nékterou jejich ¢ast, musi to Zdravotnické zafizeni
okamzité pisemné& oznamit Zadavateli a PSI a
Zdravotnické zafizeni vynalozi (nebo pfiméje Hlavniho
zkousSejiciho, aby vynalozil) maximalni ekonomicky
pfiméfené usili, aby napomohlo PSI nebo Zadavateli
ziskat pfikaz chranit nebo jiny opravny prostfedek
chranici davérnost téchto informaci, jejichz zpfistupnéni
se pozaduje.

34 Ponechani si zaznaml a dokumenta.
Dle oddilu 6.4 této Smlouvy provede Zdravotnické
zarizeni pfi dokonéeni nebo ukoneni Studie nebo na
z&kladé pisemné Zadosti PSI nasledujici: (i) zni¢i nebo
vrati PSI nebo jeho zastupci (dle pisemnych pokynu PSI)
veSkeré Duvérné informace vcetné fyzickych a
elektronickych kopii (s vyjimkou toho, Ze Zdravotnické
zafizeni bude mit pravo ponechat si jednu (1) fyzickou
kopii zaznamu Duvérnych informaci v zabezpecenych
spisech Zdravotnického zafizeni, aby byly zajistény déle
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this Agreement); and (ii) provide PSI with a written notice
representing that the Investigative Site has destroyed or
returned to PSI or its designee all physical and electronic
copies of the Confidential Information and that the
Investigative Site has retained only one (1) record
physical copy of the Confidential Information in
accordance with this Article 3.

4, INTELLECTUAL PROPERTY

4.1 Sponsor’s Ownership of Intellectual
Property. The Sponsor shall own all right, title, and
interest in and to all data, information, improvements,
discoveries, inventions, printed materials, and other
works, products, and deliverables that were provided by
PSI (on behalf of the Sponsor) to the Investigative Site,
the Investigator and/or Study Personnel, as well as all
right, title, and interest in and to all data, databases,
records, reports, works, products, deliverables,
information, improvements, discoveries or inventions that
result, are conceived, are reduced to practice or are
generated during the performance of the Study and as a
result of the Services rendered by the Investigative Site,
the Investigator and/or Study Personnel to Sponsor for
the Study under this Agreement (collectively, the
“Materials”).

4.2 Assignment of Intellectual Property to
the Sponsor. The Investigative Site, on behalf of itself
and its respective employees and personnel, including
the Investigator and Study Personnel, will assign (1) all of
their respective rights, title and interest in and to the
Materials to the Sponsor, including all patents, copyrights
and other intellectual property and proprietary rights; and
(2) all rights of action and claims for damages and
benefits arising due to past and present infringement of
said rights.

5. NOTIFICATION OF CLAIMS AND INDEMNIFICATIONS.

51 PSI’'s Indemnity Obligations. PSI
expressly disclaims any and all liability whatsoever in
connection with the Sponsor’s Investigational Product
and, except to the extent that such liability arises from
PSI’s negligent act, omission or willful misconduct, to the
Protocol.

5.2 Investigative Site’s Indemnity
Obligations. The Investigative Site shall indemnify,
defend, and hold harmless PSI, Sponsor and their
affiliated entities as well as their respective employees
and personnel (collectively, the "Sponsor and PSI
Indemnitees”) from and against any and all liabilities,
damages, losses, claims, or expenses, including court
costs and reasonable attorneys’ fees resulting from or
arising out of or in connection with any third party claims,
actions or proceedings relating to any: (i) the Investigative
Site’s the Investigator’s and/or Study Personnel’s breach
of this Agreement, including the Protocol; (ii) any wrongful
or negligent acts or omissions, or willful malfeasance or
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pokradujici povinnosti Zdravotnického zafizeni vuci PSI
dle této Smilouvy); a (ii) zasle PSI pisemné oznameni
prohladujici, Zze Zdravotnické zafizeni a Hlavni zkouSejici
znicili nebo vratili PSI nebo jeho zastupci veskeré fyzické
a elektronické kopie Duvérnych informaci a ze
Zdravotnické zafizeni si ponechalo pouze jednu (1)
fyzickou kopii zaznamu Duvérnych informaci v souladu
s timto Clankem 3.

4. DUSEVNI VLASTNICTVI

4.1 Dusevni vlastnictvi vlastnéné
Zadavatelem. Zadavatel ma vyhradni vlastnicka prava
ke vSem udajum, informacim, vylepSenim, objevim,
vynalezdm, tisténym materialim a jinym dildm,
pfipravkim a pInénim poskytnutym PSI (jménem
Zadavatele) Zdravotnickému zafizeni a Hlavnimu
zkousejicimu a dale ma vyhradni prava ke v§em udajum,
databazim, zaznamdm, zpravam, dilim, pfipravkam,
plnénim, informacim, vylepSenim, objevim nebo
vynalezim, které vzniknou, jsou vynalezeny, uvedeny do
praxe nebo vytvoreny v pribéhu provadéni Studie a které
jsou vysledkem Sluzeb poskytovanych Zdravotnickym
zafizenim, Hlavnim zkouSejicim a/nebo Personalem
Studie Zadavateli pro ucely Studie v amci Smlouvy (dale
jen ,Materialy").

4.2 Postoupeni prav k dusSevnimu
vlastnictvi. Zdravotnické zafizeni, samo za sebe a za
své zameéstnance apersondl, véetné Hlavniho

zkousejiciho a Personalu Studie postoupi (1) veskera sva
vlastnicka prava k Materialim vcetné vSech patentd,
autorskych prav a prav na jiné dusevni vlastnictvi a jinych
opravnéni Zadavateli a (2) veSkera Zzalobni prava a
naroky na odSkodnéni a vyhody vzniklé na zakladé

5. OZNAMENi NAROKU A ODSKODNENI.

5.1 Zavazky o odskodnéni PSI. PSI vyslovné
odmita jakoukoli odpovédnost jakkoli spojenou
s hodnocenym pfipravkem Zadavatele a s Protokolem,
s vyjimkou toho, Ze takova odpovédnost vznikne
nedbalym jednanim, opomenutim nebo Umysinym
protipravnim jednanim ze strany PSI..

5.2 Zavazky o odskodnéni Zdravotnickym
zarizenim. Zdravotnické zafizeni zprosti odpovédnosti a
bude hajit PSI, Zadavatele a jejich pobocky, jakoz i jejich
zameéstnance a personal (dale jen ,Zastupci Zadavatele
a PSI zprosténi odpovédnosti‘) ve véci zavazki,
nahrad skody, ztrat, narok( nebo vydaju v€éetné soudnich
vyloh a pfiméfenych poplatkl pravnimu zastupci
vyplyvajicich z nebo nastalych v souvislosti s naroky,
zalobami nebo fizenim ftfetich stran v souvislosti s (i)
porusenim Smlouvy v&etné Protokolu Zdravotnickym
zafizenim, Hlavnim zkouSejicim a/nebo Personalem
Studie (ii) nezakonnym nebo nedbalym jednanim, ci
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misuse of the Investigational Product by the Investigator
and/or Study Personnel; or (iii) treatment of a Study
subject prior to initiation of the Study.

5.3 Sponsor’s Indemnity Obligations.
The Sponsor shall indemnify the Investigative Site,
Investigator and Study Personnel to the extent stipulated
in the letter of indemnification enclosed as Appendix B.

5.4 Notification of Claims. The Investigative
Site undertakes (and shall cause the Investigator) to
immediately serve a notice in writing to PSI and the
Sponsor about any claim or legal proceedings against the
Investigative Site, the Investigator, the Study Personnel
or other employees hereunder in connection with the
Study. The Investigative Site undertakes to fully
cooperate (and to ensure that the Investigator
cooperates) in all reasonable aspects upon request and
on behalf of PSI and/or the Sponsor in the defense
against these claims or lawsuits.

54 Insurance.

(a) PSI shall ensure that the Sponsor
maintains the clinical trials insurance coverage for the
Study as required by the Applicable Regulatory
Requirements.

(b) The Investigative Site confirms to
have insurance that covers liability for damage caused by
providing medical care in accordance with regulations.
The terms of this insurance or the amount of cover shall
not relieve the Investigative Site of any liabilities under
this Agreement.

6. INSPECTIONS AND RECORDS

6.1 Regulatory  Inspections. The
Investigative Site shall promptly notify PSI by telephone
of any regulatory inspections or investigations relating to
the Study by the Statni Ustav pro kontrolu 1é&iv (SUKL),
the U.S. Food and Drug Administration (FDA) or any other
competent Regulatory Agency of which it becomes
aware. PSI| and the Sponsor shall have the right to be
present at any such inspections or investigations and
shall have the right to previously provide, review, and
comment on any responses that may be required. The
Investigative Site shall ensure that Investigator renders all
possible assistance to such authorities in conducting such
inspections and investigations.

6.2 Monitoring by PSI and Sponsor.

(@ PSI, the Sponsor and their
representatives may monitor and/or meet with the
Investigator and the Study Personnel at the Investigative
Site during normal business hours and with reasonable
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opomenutim nebo uUmyslnym trestnym ¢&inem nebo
zneuZitim Hodnoceného pfipravku Hlavnim zkousSejicim
a/nebo Personalem Studie nebo (iii) v souvislosti
s IéEbou Subjektu hodnoceni pfed zahdjenim Studie.

5.3 Zavazky o odskodnéni Zadavatelem.
Zadavatel zprosti odpovédnosti Zdravotnické zafizeni,
Hlavniho zkou$ejiciho a Personal Studie v rozsahu
uvedeném v Dopise o zprosténi odpovédnosti, ktery je
pfipojen jako Pfiloha B.

5.4 Oznameni naroka. Zdravotnické zafizeni se
timto zavazuje, ze okamzité zaSle (a pfimé&je Hlavniho
zkousejiciho zaslat) PSI a Zadavateli pisemné oznameni
0 kazdém naroku nebo soudnimu fizeni proti
Zdravotnickému  zafizeni, Hlavnimu zkouSejicimu,
Personalu Studie nebo jinym zaméstnancim v souvislosti
se Studii. Zdravotnické zafizeni se zavazuje, ze bude
piné spolupracovat (a ze Hlavni zkouSejici bude
spolupracovat) ve vSech pfislusnych aspektech na
pozadani a ve prospéch PSI a (nebo) Zadavatele pfi
obhajobé proti témto narokim a Zalobam.

5.4 Pojisténi.

(a) PSI zajisti, aby Zadavatel udrzoval
pojisténi klinickych hodnoceni pro Studii tak PSI zajisti,
aby Zadavatel uzavrel a udrzoval pojisténi klinické studie,
jak to pozaduji Platné regulacni pozadavky.

(b) Zdravotnické zafizeni prohlasuje, ze
ma uzaviené zakonem stanovené pojisténi odpovédnosti
za Skodu zpusobenou pfi poskytovani zdravotni péce.
Podminky tohoto pojisténi nebo astka pojistného pinéni
nezbavuji Zdravotnické zafizeni  zadnych zavazki
stanovenych touto smlouvou.

6. KONTROLY A ZAZNAMY

6.1 Regulaéni  kontroly. Zdravotnické
zafizeni neprodlené telefonicky oznami PSI kazdou
regulacni kontrolu nebo Setfeni tykajici se Studie, kterou
provadi Statni ustav pro kontrolu légiv (SUKL), americky
Uradu pro potraviny a légiva (FDA) nebo jiny kompetentni
Regulaéni ufad, o které se dozvi. PSI a Zadavatel budou
mit pravo byt pfitomni u takovych kontrol a Setfeni a
budou mit pravo pfednostné poskytovat, revidovat a
komentovat vesSkeré odpovédi, které mohou byt
pozadovany. Zdravotnické zafizeni zajisti, ze Hlavni
zkouSejici poskytne témto organdm pfi vykonu téchto
kontrol a Setfeni veSkerou moznou pomoc.

6.2 Monitorovani PSl a Zadavatelem.

(@) PSI, Zadavatel a jejich zastupci
mohou monitorovat Hlavniho zkousejiciho a Personal
Studie ve Zdravotnickém zafizeni nebo se s nimi setkavat
béhem bézné pracovni doby a s pfiméfenou Cetnosti za
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frequency for audits and visits to monitor the progress of
the Study and review Study records, documents,
information, data, and materials (including the Study
Data). The Investigative Site shall ensure that the
Investigator assists PSI, the Sponsor and their
representative(s) in scheduling such visits.

(b) PSI, Sponsor and their
representative(s) shall be entitled to (i) examining and
inspecting the facilities required for the performance of
the Study; and (ii) inspecting source documents, as well
as (iii) inspecting, correcting and copying all Study Data
(including, without limitation, original reports of laboratory
tests and examination findings, and all other notes,
charts, reports, or memoranda related to the Study
Subjects or to the conduct of the Study), which PSI and
the Sponsor have a right to know under Applicable
Regulatory Requirements. The Investigative Site shall
cooperate (and ensure that the Investigator cooperates)
with PSI and the Sponsor during audits and monitoring
visits and in the resolution of any questions regarding
records or Study Data generated throughout the
performance of this Agreement. Investigative Site and/or
Investigator shall respond to audit reports within thirty (30)
business days unless otherwise approved by PSI and/or
Sponsor.

(c) In particular, the Investigative Site
agrees that PS| and the Sponsor shall have the right to
visit the facilities of the Investigative Site during the
performance of the Study and after the termination of the
Study, at mutually convenient times for the following
purposes:

1. to provide information and instruction on the
execution of the Study;

2. to assess and/or confirm that the Study is being
conducted to the standards agreed upon herein; and

3. toinspectthe procedures, facilities and Study records
as described above (including portions of other
pertinent records for all patients in the Study) and
those procedures, facilities or Study records of any
employee, contractor or agent that the Investigator or
the Institution uses in conducting the Study.

4. to perform audits and to collect any related
documentation for the purpose of regulatory
authorization's inspection or any other purposes in
accordance to Sponsor's sole discretion.

PSI’'s and Sponsor’s right to visit the facilities of the
Investigative Site and to perform such audits will survive
expiration, termination or cancellation of this Agreement.

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

Ucelem auditt a navstév monitorujicich postup Studie a
revidujicich zaznamy, dokumenty, informace, Udaje a
material Studie (v&etn& Udaju Studie). Zdravotnické
zafizeni zajisti, Ze Hlavni zkou$ejici bude PSI, Zadavateli
a jejich zastupcim napomahat pfi ¢asovém planovani
téchto navstév.

(b) PSI, Zadavatel a jejich zastupce(-i)
bude(-ou) mit pravo (i) provéfit a zkontrolovat prostory
pozadované pro vykon Studie; a (ii) zkontrolovat zdrojové
dokumenty, a rovnéz (iii) zkontrolovat, opravit a kopirovat
v8echny Udaje Studie (véetn& - mimo jiné - pvodnich
hlaseni o laboratornich zkouskach a nalezech kontroly a
v§ech ostatnich poznamek, grafd, hlaSeni nebo obézniki
tykajicich se pfedmétd Studie nebo provadéni Studie),
které PS| a Zadavatel maji pravo znat dle Platnych
regulaénich pozadavk(l. Zdravotnické zafizeni bude
spolupracovat (a zajisti, ze Hlavni zkouSejici bude
spolupracovat) s PSI a Zadavatelem bé&hem auditl a
monitorovacich navstév a pfi feSeni vSech otazek
tykajicich se zaznamu nebo Udaju Studie vytvorenych na
zakladé pInéni této Smlouvy. Zdravotnické zafizeni
a/nebo Hlavni zkouSejici budou reagovat na zpravy o
auditu do tficeti (30) pracovnich dni, pokud PSI a/nebo
Zadavatel neurci jinak.

(c) Zdravotnické zafizeni zejména
souhlasi s tim, aby PSI a Zadavatel méli pravo v pribéhu
Studie a po jejim ukonéeni navstivit prostory
Zdravotnického zafizeni v &ase vyhovujicim obéma
stranam, a to za nasledujicimi ucely:

1. poskytnuti informaci a pokyn( ohledné provadéni
Studie,

2. posouzeni, zda a/nebo potvrzeni, ze Studie je
provadéna v souladu s pravidly dohodnutymi v této
Smlouve,

3. kontroly postup, zafizeni a Studijnich zaznam{, jak
je popsano vySe (v€etn& pfislusnych jinych
zaznamu vSech pacientd ve Studii), a postupu,
zafizeni nebo Studijnich zaznami zaméstnancu,
dodavatell nebo jinych povéfenych osob, které
Hlavni zkouSejici nebo Zdravotnické zafizeni
pouzivaji pfi provadéni Studie,

4. provedeni auditu a ziskani pfisluSné dokumentace
pro ucely kontroly regula¢niho Ufadu nebo jiné ucely
dle vyhradniho rozhodnuti Zadavatele.

Pravo PSI a Zadavatele navstivit prostory Zdravotnického

zafizeni a provést takovyto audit bude trvat i po skon&eni
platnosti nebo vypovézeni této Smiouvy.
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6.3 Records. The Investigative Site shall
maintain accurate, complete and current records (the
"Records"), which shall be made available to PSI and the
Sponsor promptly upon request, including but not limited
to:

(a) any and all correspondence between
the Investigative Site or the Investigator and PSI, the
Sponsor, RA/EC, and any other competent authority
regarding the Study;

(b) records of receipt, use, and
disposition of the Study Medication, including: (i) the date
of receipt, type, quantity, lot number and/or any other
identifying marks of the Study Medication; (ii) the unique
subject identification number for each Study Subject who
received and/or used the Study Medication; and (iii) an
explanation why any Study Medication was returned to
PSI;

(c) records of each Study Subject’s case
history and exposure to the Study Medication, which
records shall: (i) include the signed Informed Consent
Form; (ii) be transcribed onto Electronic Case Report
Forms and be completed at times indicated by PSI; and
(i) include all observations, other data pertinent to the
Study, and records concerning adverse experiences;

(d) the Protocol with documents showing
the dates of and reasons for any deviation from the
Protocol.

6.4 Record Keeping. The Investigative Site
shall keep all the Records and other documents of the
Study in a safe and secure location for a period of fifteen
(15) years after completion of the Study or the period
required by the Applicable Regulatory Requirements,
whichever is longer. The Investigative Site shall not
destroy any Records without the prior written approval of
PSI or the Sponsor.

7. PUBLICATION, ADVERTISING AND PUBLICITY

7.1 Publication.

(a) After the completion of the Study
being performed by the Investigative Site, the Investigator
and the Study Personnel, the Investigative Site shall not
have the right to publish, present or otherwise publicly
disclose the results of the Study, and disseminate
information pertaining to, their Services conducted under
the Agreement, including Sponsor Confidential
Information, except upon prior written consent of Sponsor
and/or in accordance with the requirements of this
Section;

(b) The Investigative Site agrees to
submit any proposed publication, presentation or other
public disclosure (each a “Publication”) to Sponsor for
review at least sixty (60) days prior to submitting such
proposed Publication to a publisher or other third party
and that Sponsor has at least thirty (30) days of its receipt
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6.3 Zaznamy. Zdravotnické  zafizeni
povede presné, Uplné a aktualni zaznamy (dale jen
.Zaznamy“), které budou dany Kk dispozici PSI a
Zadavateli ihned na jejich zadost, véetné (mimo jiné):

(@) veSkeré korespondence mezi
Zdravotnickym zafizenim nebo Hlavnim zkouS$ejicim a
PSI, Zadavatelem, RO/EK a jakymkoliv jinym
kompetentnim organem, ktera se tyka Studie.

(b) zaznamu o obdrzeni Hodnoceného
|éCivého pfipravku, jeho pouzivani a nakladani s nim,
véetné: (i) data obdrzeni, typu, mnozstvi, Cisla Sarze a
(nebo) identifikaénich znakd Hodnoceného lécivého
pripravku; (ii) unikatniho identifikaéniho Cisla subjektu pro
kazdy Subjekt hodnoceni, ktery dostaval a (nebo) uzival
Hodnoceny lécivy pfipravek; a (iii) vysvétleni, pro¢ byl
Hodnoceny lécgivy pfipravek vracen PSI.

(c) zdaznamu historie kazdého Subjektu
hodnoceni a jeho wuzivani Hodnoceného léCivého
pfipravku, kterézto zaznamy budou: (i) zahrnovat
podepsany Formulaf informovaného souhlasu; (ii)
prepsany do elektronickych zaznamu subjektu hodnoceni
a vyplnény v dobé stanovené PSI; (iii) a budou zahrnovat
vSechna pozorovani, dal$i udaje tykajici se Studie a
zaznamy tykajici se nezadoucich pfihod.

(d) Protokolu s dokumenty uvadgéjicimi
Udaje a davody pro odchyleni se od Protokolu.

6.4 Uchovani zaznamiu. Zdravotnické zafizeni bude
uchovavat veskeré Zaznamy a jiné dokumenty Studie na
bezpecném a zajisténém misté po dobu patnacti (15) let
po dokon&eni Studie nebo po dobu poZadovanou
Platnymi regulacnimi pozadavky, podle toho, ktera doba
je delSi. Zdravotnické =zafizeni nesmi ni€it zadné
Zaznamy bez pFedchoziho pisemného souhlasu PSI
nebo Zadavatele.

7. PUBLIKACE, PROPAGACE A PROPAGACE

7.1 Publikace.

(@) Po dokon&eni Studie provadéné
Zdravotnickym  zafizenim, Hlavnim zkou$ejicim a
Personalem Studie, nebude mit Zdravotnické zafizeni
pravo publikovat, prezentovat ani jinym zplGsobem
uvefejnit vysledky Studie a Sifit informace vcetné
Dlvérnych informaci vztahujici se k jimi poskytnutym
Sluzbam v souladu s pfislusnou Smlouvou o klinickém
hodnoceni  Zadavatele s vyjimkou  pfedchoziho
pisemného souhlasu Zadavatele a/nebo v souladu
s pozadavky této ¢asti;

(b) Zdravotnické zafizeni souhlasi s tim,
Ze predloZi navrh jakékoli publikace, prezentace nebo jiné
formy uréené kuvefejnéni (dale jen ,Publikace®)
Zadavateli ke kontrole alespori Sedesat (60) dnl pred
odevzdanim takovéto Publikace nakladateli nebo jiné tfeti
strané a Ze Zadavatel ma Ihutu tficet (30) dnli od obdrzeni
navrhu Publikace na pfipadné upozornéni
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to advise the Investigative Site, as the case may be, in
writing of any information contained therein that is
Sponsor Confidential Information, or which may impair
Sponsor’s ability to obtain patent protection;

(c) Sponsor shall have the right to require
the Investigative Site, as applicable, to remove
specifically identified Sponsor Confidential Information
and/or, in the case of patentable information, to delay the
proposed Publication for an additional ninety (90) days to
enable Sponsor to seek patent protection;

(d) If the Study is a multi-centre study,
the Investigative Site agrees that it shall not, without
Sponsor’s prior written consent, publish, publicly
disclose, present or discuss any results of or information
pertaining to Investigative Site Services conducted under
the Agreement until a multi-centre publication is released;
provided, however, that if a multi-centre publication is not
released within eighteen (18) months after completion of
the Study at all research centres, the Investigative Site
shall have the right to publish the results of and
information pertaining to Investigative Site Services
conducted under this Agreement in accordance with the
provisions of Sections 7.1 (a) through (c);

(e) The Investigative Site shall not, and
shall ensure that its respective employees and personnel
do not, engage in interviews or other contacts with the
media, including but not limited to newspapers, radio,
television and the Internet, related to the Study, the
Investigational Product, Inventions, or the results of the
Study without the prior written consent of Sponsor, other
than as allowed pursuant to Sections 7.1 (a) and (c); and

(f) Sponsor may prepare, use, refer to,
and disseminate or distribute reprints of scientific,
medical, and other published articles relating to the Study,
royalty-free, including such reprints that disclose the
name of the Investigative Site.

8. REPRESENTATIONS AND WARRANTIES

8.1 Non-Impairment of Obligations. The
Investigative Site represents and warrants that during the
term of this Agreement, it will not enter into any
agreement to provide services which would in any way
materially impair its ability to complete the Study in a
timely fashion.

8.2 Debarment.  The Investigative Site
represents and warrants that neither itself nor the
Investigator nor any Study Personnel has been debarred
or suspended to participate in clinical research by Statni
ustav pro kontrolu 1é&iv (SUKL), or by any regulatory or
control authorities from the Czech Republic and the
United States of America or by any other regulatory
authority, and that it shall not make use of, nor bring into
this Study any person or organization which is or has
been debarred, suspended or disqualified by any

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

Zdravotnického zafizeni, ze pouzilo Divérné informace
Zadavatele, nebo informace, které mohou Zadavatel
znemoznit ziskat patentovou ochranu;

(c) Zadavatel ma pravo pripadné
pozadovat, aby Zdravotnické zafizeni odstranilo
konkrétni vyznacené Duvérné informace Zadavatele
a/nebo v pfipadé patentovatelnych informaci odlozili
vydani Publikace o dal$ich devadesat (90) dnt a umoznili
tak Zadavateli pozadat o patentovou ochranu;

(d) v pfipadé  multicentrické  studie
Zdravotnické zafizeni souhlasi s tim, Ze bez pfedchoziho
pisemného souhlasu Zadavatele nebude publikovat,
uvefejiiovat nebo prezentovat vysledky ¢i informace
vztahujici se k Sluzbam poskytnutym Zdravotnickym
zafizenim v souladu se Smlouvou ani o nich nepovedou
vefejné diskuse, dokud nebudou uvefejnény vysledky
celé multicentrické studie, avSak za pfedpokladu, zZe
pokud nebudou vysledky celé multicentrické studie
uvefejnény do osmnacti (18) mésici od dokonéeni
Studie ve vSech vyzkumnych centrech, bude mit
Zdravotnické zafizeni pravo uvefejnit vysledky a
informace vztahujici se k Sluzbam poskytnutymi
Zdravotnickym zafizenim v souladu s touto Smlouvou
a v souladu s ustanovenimi ¢asti 7.1 (a) az (c);

(e) Zdravotnické zafizeni nebude bez
predchoziho pisemného souhlasu Zadavatele
uverejiovat informace tykajici se Studie, Hodnoceného
pFipravku, vynalez( nebo vysledku Studie v rozhovorech
s médii v€etné novin, radii, televizi a internetovych médii
jinym nez v ¢asti 7.1 (a) az (c) povolenym zplUsobem, ani
s nimi nebudou v jiném kontaktu a zajisti, aby tak necinili
ani jejich zaméstnanci a persondl; a

(f) Zadavatel smi pfipravovat, pouZivat,
odkazovat na a $ifit nova vydani odbornych, Iékafskych a
jinych publikovanych ¢lankt tykajicich se Studie bez
licen€niho poplatku v&etné vydani, v nichz budou uveden
nazev Zdravotnického zafizeni.

8. RUCENI A ZARUKY
8.1 Neoslabeni schopnosti plnit
povinnosti. Béhem doby trvani této Smiouvy,

Zdravotnické zafizeni ruci a zaruCuje se, ze neuzavie
zadnou smlouvu na poskytovani sluzeb, ktera by
jakymkoliv  podstatnym zplsobem zhorSila jejich
schopnost dokon it v€as Studii.

8.2 Vylouéeni. Zdravotnické zafizeni ruci a
zaruCuje se, ze jemu ani Personalu Studie nebyla
zakadzana ani pozastavena ucast v klinickém vyzkumu
Statnim ustavem pro kontrolu lé&iv (SUKL) ani Zadnymi
regulaénimi a kontrolnimi organy z Ceské republiky a
Spojenych statd americkych & jakymkoliv jinym
regulaénim organem, a Ze nevyuziji ani do této Studie
nezapoji zadnou osobu ani organizaci, ktera je nebo byla
vylou€ena, suspendovana nebo diskvalifikovana
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regulatory authority to participate in clinical research. In
the event the Investigative Site or the Investigator or any
person or organization involved in the Study should be or
become debarred during the Study, the Investigative Site
shall notify PSI in writing about this fact within five (5) days
after having learnt of it.

8.3 Good Standing/Licensed/Qualified
Investigator. The Investigative Site warrants and
covenants that the Investigator is, and at all times during
the term of this Agreement shall be: (a) in good
professional standing, (b) in possession of all requisite
professional licenses, approvals, permits, training,
certifications, and information in order to perform the
Study, (c) fully qualified to conduct the Study and to act
as the Investigator under this Agreement, (d) fully
experienced and knowledgeable with respect to all
matters pertaining to the Study, and (e) responsible for
the supervision of all persons who may assist the
Investigator or otherwise be engaged in the Study.

8.4 Data Transfer. The Investigative Site
hereby certifies that the Investigator and the Study
Personnel have explicitly consented that for the purpose
of this Agreement, some of their personal data may be
transferred to affiliates and contracting parties of PSI,
including the Sponsor, and regulatory and governmental
authorities, even if such personal data is transferred to
countries that do not ensure the same level of protection
as the European Union. Such personal data may include
the name, date of birth, address, phone number, place of
work, education, professional licenses and certificates,
professional experience and bank accounts of the
Investigator and the Study Personnel.

9. TERM AND TERMINATION

9.1 Term. This Agreement shall commence
as of the Effective Date and shall terminate upon the
latest of: (a) completion of the Study; (b) PSl's receipt and
acceptance of the Study Data and documentation as
provided in the Protocol; and (c) PSI's payment of the fees
contemplated to be paid under Article 2 of this
Agreement.

9.2 Termination by PSI. Throughout the
course of this Agreement, PSI, in consultation with the
Sponsor, reserves the right at any time to: (i) instruct the
Investigative Site to procure that the Investigator
discontinues recruiting Study Subjects; (ii) terminate this
Agreement with immediate effect if the Investigative Site
breaches this Agreement and fails to cure such breach
within twenty (20) calendar days from the receipt of
written notice; (iii) terminate this Agreement immediately
for cause upon notice to the Investigative Site if the
Investigative Site, the Investigator and/or the Study
Personnel violated the Protocol, GCP or the Applicable
Regulatory Requirements; (iv) immediately terminate this
Agreement upon notice to the Investigative Site if the
Investigational Product or continuation of the Study
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nékterym regulaénim organem z ucasti na klinickém
vyzkumu. V pfipadé&, Ze by Zdravotnické zafizeni nebo
Hlavni zkouS$ejici ¢€i jakdkoliv osoba nebo organizace
ucastnici se Studie méla byt nebo byla vylou¢ena béhem
Studie, Zdravotnické zafizeni oznami tuto skute€nost
PSI, a to pisemné do péti (5) dnu poté, co se o tom dozvi.

8.3 Hlavni zkouSejici v dobrém profesionalnim
stavu/ licencovany/ kvalifikovany. Zdravotnické
zafizeni se zavazuje a ruci za to, ze Hlavni zkouSejici je,
a béhem doby trvani této Smlouvy vzdy bude: (a)
v dobrém profesionalnim stavu, (b) mit vSechny
pozadované profesni licence, schvaleni, povoleni,
Skoleni, osvéd&eni a informace, aby proved! Studii, (c)
plné kvalifikovan k provedeni Studie a vystupovani jako
Hlavni zkouSejici dle této Smlouvy, (d) plné zkuSeny a
znaly pokud jde o zalezitosti tykajici se Studie, a (e)
odpovédny za dohled nad vSemi osobami, jez mohou

Hlavnimu zkousSejicimu asistovat nebo byt jinak
angazovany ve Studii.
8.4 Transfer dat. Zdravotnické zafizeni

timto potvrzuje, ze Hlavniho zkouSejici a Personal
Studie vyslovné souhlasili s tim, ze pro ucely této
smlouvy, nékteré zjejich osobnich udaji mohou byt
prfedany smluvnim stranam a pobockam PSI, jakoz i
Zadavateli a regulaénim a vladnim organim, i kdyz
budou takovéto osobni udaje pfedany do zemi, které
nemaiji zajisténou stejnou uroven ochrany, jako je tomu u
zemi Evropské unie. Takové osobni udaje mohou
obsahovat jméno, datum narozeni, adresu, telefonni
Cislo, pracovisté, vzdélani, pracovni licence, certifikaty,
pracovni zkuSenosti a bankovni spojeni Hlavniho
zkousSejiciho a Personalu Studie.

9. DOBA TRVANI A UKONCENI

9.1 Doba trvani. Tato Smlouva zacne platit
k Datu ucinnosti a kon¢i tehdy, kdy nastane nejpozdéjsi
z nasledujiciho: (a) dokon&eni Studie; (b) obdrzeni a
akceptace Udaju Studie a dokumentace PSI jak je
uvedeno v Protokolu; a (c) proplaceni vSech poplatkd
PSI, které maji byt zaplaceny dle Clanku 2 této Smlouvy.

9.2 Ukonéeni ze strany PSI. Béhem
existence této Smlouvy, si PSI, na zakladé konzultace se
Zadavatelem vyhrazuje pravo kdykoliv: (i) instruovat
Zdravotnické zafizeni, aby pfimélo Hlavniho zkouSejiciho
k ukonéeni naboru Subjektl hodnoceni; (ii) ukoncit tuto
Smlouvu s okamzitou platnosti, jestlize Zdravotnické
zafizeni nesplni zavazky této smlouvy a neodstrani
takovéto nedostatky v pribéhu dvaceti (20) kalendarnich
dni po obdrzeni pisemného upozornéni; (iii) okamzité
ukongit tuto Smlouvu vypovédi Zdravotnickému zafizeni
s uvedenim dldvodu, pokud Zdravotnické zafizeni, Hlavni
zkouSejici a/nebo Personal studie porusi Protokol, GCP
nebo Platné regulaéni pozadavky; (iv) okamzité ukoncit
tuto Smlouvu vypovédi Zdravotnickému zafizeni, pokud
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presents an unreasonable medical risk to the Study
Subjects; if there are efficacy concerns or futility
concerns; (v) terminate this Agreement with immediate
effect if the Sponsor terminates its agreement with PSI
and (vi) terminate this Agreement without cause with a
notice period of thirty (30) calendar days.

9.3 Termination by Investigative Site.

The Investigative Site may terminate this
Agreement: (i) if PSI materially breaches this Agreement
and fails to cure such breach within thirty (30) calendar
days from the receipt of written notice from the
Investigative Site; or (ii) if the Investigative Site in good
faith believes that the continuation of the Study presents
an unreasonable medical risk to the Study Subjects.

9.4 Continued Activities/Medical Need.
After termination of this Agreement for any reason, the
Investigative Site shall continue and shall ensure that the
Investigator continues activities under this Agreement
solely as deemed necessary by mutual agreement of the
parties based on reasonable medical judgment to protect
the health of the Study Subjects.

9.5 Mitigation/Reimbursement. In  the
event of termination, the parties shall be obligated to
mitigate all non-refundable and non-cancellable
expenses resulting from the early termination, provided
those expenses were previously approved by Sponsor in
writing. Termination of this Agreement shall not affect the
rights and obligations of the parties accrued prior to the
effective date of the termination. Unless PSI terminates
this Agreement for cause, PSI will reimburse the
Investigative Site for all reasonable, non-refundable and
non-cancellable obligations resulting from the termination
within thirty (30) days of PSI's receipt of an itemized
invoice listing such obligations, provided that the
Investigative Site has made all reasonable efforts to
mitigate such obligations. In no event shall PSI be
required to pay for any Study activities including
completion of Case Report Forms that have not been
performed prior to the effective date of termination.

9.6 Survival. Articles 1.5, 1.6, 3,4, 5, 6, 7,
9.2,9.4, 9.5, 9.6, 10 and 11 shall survive any termination
or expiration of this Agreement.

10. MISCELLANEOUS

10.1  Notice. Any notice between the parties
shall be served to the following addresses, or to such
other address as may be subsequently and reliable
specified in writing by the parties:

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

Hodnoceny pfipravek nebo pokraCovani Studie
predstavuji pro Subjekty hodnoceni nepfiméfené
lékarské riziko; pokud existuji obavy ohledné& uc€innosti
nebo obavy ohledné zbyteCnosti; (v) okamzité ukondit
tuto Smlouvu, pokud Zadavatel ukon¢i smlouvu s PSI a
(vi) ukonéit tuto Smlouvu bez uvedeni dudvodu,
s vypovédni Ih{itou tficeti (30) kalendarnich dni.

9.3 Ukonéeni Zdravotnickym zafizenim.
Zdravotnické zafizeni muze ukoncit tuto Smlouvu: (i)
pokud PSI podstatné porusuje tuto Smlouvu a toto
poruseni nenapravi do tficeti (30) kalendafnich dnd od
obdrzeni pisemného oznameni od Zdravotnického
zafizeni; nebo (ii) pokud je Zdravotnické zafizeni v dobré
vife pfesveédceno, Ze pokracovani Studie pfedstavuje pro
Subjekty hodnoceni nepfiméfené Iékarskeé riziko.

9.4 Pokracujici aktivity/Lékarska nutnost.
Po ukongeni této Smlouvy z jakéhokoliv divodu budou
vS8echny strany pokraCovat v aktivitach dle této Smlouvy
pouze tak, jak to bude povazovano za nutné dle vzajemné

dohody stran na zakladé pfiméfeného Iékarského
posouzeni zhlediska ochrany zdravi Subjektl
hodnoceni.

9.5 Zredukovani/Uhrada. V pfipadé

ukon&eni budou strany povinny zredukovat vSechny
nerefundovatelné a nezruSitelné vydaje vyplyvajici
z brzkého ukoné&eni, za pfedpokladu, ze tyto naklady byly
jiz dfive schvaleny Zadavatelem pisemné. Ukonceni této
Smlouvy neovlivni prava a povinnosti stran vzniklé pfed
datem ucinnosti ukonCeni. S vyjimkou pfipadu, kdy PSI
ukonéi tuto Smlouvu z urcitého duvodu, uhradi PSI
Zdravotnickému zafizeni veskeré pfimérené,
nerefundovatelné a nezruSitelné zavazky plynouci
z ukonceni, a to do tficeti (30) dnl poté, co PSI obdrzi
polozkovou fakturu uvadéjici tyto zavazky, za
predpokladu, ze Zdravotnické zafizeni vynalozilo veskeré
pfiméfené Uusili tyto zavazky zredukovat. V zadném
pfipadé nebude po PSI pozadovano, aby zaplatila za
aktivity Studie v€etné vyplnéni Zaznam( subjektu
hodnoceni, které nebyly provedeny pfed datem ucinnosti
ukonceni.

9.6 Platnost po ukonéeni. Clanky 1.5, 1.6,
3,4,5,6,7,9.2,9.4,9.5, 9.6, 10, a 11 budou platit i po
ukon&eni nebo vyprseni této Smlouvy.

10. OSTATNI

10.1 Oznameni. VeSkera oznameni mezi
stranami budou doru€ovana na nasledujici adresy nebo
na takovou jinou adresu, ktera mlze byt nasledné a
hodnovérné pisemné specifikovana stranami:
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If to PSI:

PSI CRO Czech Republic s. r. 0.,

V Parku 2343/24, 148 00 Praha 4-Chodov,
Czech Republic

Attn:

Tel.:

Fax:

If to the Investigative Site:

Fakultni nemocnice v Motole
(University Hospital Motol)
V Uvalu 84,150 06 Praha 5, Czech Republic Attn:

Tel:
Fax:

10.2  Entire Agreement. This Agreement,
together with all Appendices attached hereto and
incorporated herein, constitutes the entire agreement
between the parties with respect to the subject matter
hereof and supersedes all prior understandings and
agreements related to its subject matter. No amendment
to this Agreement or any Appendix shall be effective
unless it is made in writing and signed by the parties
hereto. Notwithstanding the foregoing, in the event of the
need of PSI or the Sponsor to issue an amendment to the
Protocol ("Protocol Amendment"), such Protocol
Amendment will not require an amendment to this
Agreement; however, upon the issuance of any Protocol
Amendment, the Investigative Site shall cause the
Investigator to submit the Protocol Amendment to the
competent RA/EC for review and upon all required
approvals from the competent RA/EC, PSI and the
Sponsor, such Protocol Amendment shall supersede and
replace, in its entirety, the previous Protocol as of the date
of the last necessary approval from the RA/EC.

10.3 Independent Contractor Relationship.
The relationship between the parties is that of
independent contractors and neither party shall have the
authority to bind or act on behalf of the other party without
obtaining such other party’s prior written consent. This
Agreement shall not constitute, create, or in any way be
interpreted to create an employer/employee relationship
between the parties of any kind.

10.4  Assignment and Subcontracting.

The Investigative Site shall not assign or transfer its
interests in this Agreement and shall not subcontract in
order to conduct the Study, without first obtaining the
written consent of PSI. PSI has the right to assign one or
more functions through delegating its rights and
obligations to one of its subsidiaries, affiliated or related
companies.

10.5  Partial Invalidity. If any provision of this
Agreement should be held invalid or unenforceable, the
remaining provisions shall be unaffected and shall remain
in full force and effect to the extent consistent with the

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

V pfipadé oznameni PSI:

PSI CRO Czech Republic s. r. 0.,

V Parku 2343/24, 148 00 Praha 4-Chodov,
Ceska republika

K rukam:

Tel.:

Fax:

V pfipadé oznameni Zdravotnickému zafizeni:

Fakultni nemocnice v Motole

V Uvalu 84,150 06 Praha 5, Ceska republika
K rukam:
Tel:.
Fax:

10.2  Uplna dohoda. Tato Smlouva, spole¢né
s Pfilohami k ni pfilozenymi a do ni zahrnutymi,
predstavuje Uplnou dohodu mezi stranami, pokud jde o
jeji predmét, a nahrazuje veskera predchozi ujednani a
dohody tykajici se jejiho predmétu. Zadné doplnéni ani
Pfiloha této Smlouvy nebudou ucinné, pokud nebudou
vyhotoveny pisemné& a podepsany stranami této
Smlouvy. Bez ohledu na pfedchozi, v pfipadé potfeby
PSI nebo Zadavatele vydat Dodatek k Protokolu
(,Dodatek k Protokolu“), nebude pro takovy Dodatek
k Protokolu nutny dodatek k této Smlouvé; avSak pfi
vydani Dodatku k Protokolu pfedlozi Hlavni zkousejici
Dodatek k Protokolu kompetentnimu RO/EK ke kontrole,
a na zakladé vSech pozadovanych schvaleni od
kompetentni RO/EK, PSI a Zadavatele, zastoupi a
nahradi takovy Dodatek k Protokolu jako celek pfedchozi
Protokol, a to k datu posledniho potfebného schvaleni od
RO/EK.

10.3  Vztah nezavislého kontrahenta. VVztah
mezi stranami je vztahem nezavislych kontrahentl a
zadna ze stran nebude mit opravnéni zavazovat druhou
stranu ani jednat jejim jménem, aniz by ziskala pfedchozi
pisemny souhlas této druhé strany. Tato Smlouva
neustavuje, nevytvafi ani nebude zZadnym zplsobem
vykladana, Ze wvytvafi mezi stranami vztah
zaméstnavatele a zaméstnance jakéhokoliv druhu.

10.4 Postoupeni a Subdodavky.
Zdravotnické zafizeni nesmi bez pfedchoziho pisemného
souhlasu PSI postoupit nebo pfesunout své pohledavky
vyplyvajici z této Smlouvy nebo pouzit subdodavatele za
ucelem provedeni Studie. PSI ma pravo prenést jednu
nebo vice €innosti postoupenim svych prav a zavazkl na
nékterou ze svych dcefinych spolecnosti, zastoupeni
nebo pfidruzenych spolecnosti.

10.5 Casteéna neplatnost. Pokud bude
nékteré ustanoveni této Smlouvy povazovano za
neplatné nebo nevynutitelné, zbyvajici ustanoveni tim
nebudou ovlivnéna a zustavaji v pIné platnosti a u€innosti
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intent of the parties as evidenced by this Agreement as a
whole. To the extent possible, the invalidated provision
shall be revised in a manner that will render such
provision valid without impairing the parties’ original
intent.

10.6 Headings. The titles or headings of
various numbered or unnumbered sections in this
Agreement are for reference only and do not limit or
modify the substance of the Agreement in any way.

10.7 Language. This Agreement has been
drafted in bilingual version, English and Czech. In case of
any contradictions and/or inconsistencies between the
English and the Czech versions, the Czech version shall
prevail.

11. GOVERNING LAW AND JURISDICTION

11.1 Governing Law. This Agreement shall
be governed by, construed and enforced in accordance
with the laws and regulations of the Czech Republic,
without giving effect to any choice of law principles that
would require the application of the laws of a different
jurisdiction.

11.2  Jurisdiction. All disputes arising from
this Agreement and in connection with it shall be finally
decided by the competent Court in the Czech Republic.

v mife odpovidajici zaméru stran, ktery doklada tato
Smlouva jako celek. Neplatné ustanoveni bude
v mozném rozsahu revidovano zplsobem, ktery jej ucini
platnym bez oslabeni plvodniho zaméru stran.

10.6  Nadpisy. Tituly nebo nadpisy
jednotlivych Cislovanych nebo necislovanych oddill
vtéto Smlouvé slouzi pouze pro orientaci a nijak
neomezuji ani neméni podstatu této Smlouvy.

10.7  Jazyk. Tato Smlouva byla vyhotovena ve
dvojjazyéné verzi, anglické a ¢eské. V pfipadé rozpora a
(nebo) nesrovnalosti mezi anglickou a ¢eskou verzi ma
pfednost verze Ceska.

11. ROZHODNE PRAVO A JURISDIKCE

11.1 Rozhodné pravo. Tato Smlouva se Fidi,
bude vykladana a prosazovana v souladu se zakony a
predpisy Ceské republiky, bez G&innosti volby zasad
prava, které by vyzadovaly aplikaci zakon jiné jurisdikce.

11.2 Jurisdikce. O vsech sporech vzniklych z
této Smlouvy a v souvislosti s touto Smlouvou budou s
kone&nou platnosti rozhodovat pfislusny soud v Ceské
republice.

This place was left blank intentionally, signatures follow on next page.

Toto misto bylo ponechano prazdné zamérné, podpisy nasleduji na dalsi strané.
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IN WITNESS WHEREOF, the parties hereto have
executed this Agreement in three originals (one for the
Investigative Site, one for the Investigator and one for
PSI) by proper persons thereunto duly authorized.

Fakultni nemocnice v Motole
(University Hospital
Motol)

Name: Miloslav Ludvik, JD, Eng,
MBA

Title: Director
Date:

PSI CRO Czech Republic s. r. o.

Name:
Title:

Date:

|, the undersigned I

, the Investigator, acknowledges that he has read
this Agreement and the relevant documentation
pertaining to the Study properly and undertakes to ensure
the compliance with the obligations stipulated by these
documents. In addition to my obligations defined in the
separate investigator agreement which | will sign with PSI
or its affiliate, |1 also undertakes not to disclose any
information pertaining to the Study without prior written
permission of PSI or the Sponsor, to maintain
confidentiality of all the information provided and to
abstain from any use of such information and Study
results other than for the purposes of this Study. I, in my
capacity as the Investigator, agree that PSI and the
Sponsor will collect, use, process and disclose my
personal data including my name, qualification and
experience of clinical trials, my financial data pertaining
among others to the remuneration and financial
compensation received and other personal data for
administrative purposes in connection with the Study
conduct, alternatively in order to submit them to the ethics
committees and state regulatory bodies and | undertake
to obtain this agreement also from all the
subinvestigator(s) and other Study personnel members.

Investigator:

Name: [

Date:

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

NA DUKAZ TOHO strany této Smlouvy tuto
Smlouvu podepsaly ve tfech originalech (jeden pro
Zdravotnické zafizeni, jeden pro Hlavniho zkouSejiciho a
jeden pro PSI) pfislusnymi osobami ktomu fadné
opravnénymi.

Fakultni nemocnice v Motole

Jméno: JUDr. Ing. Miloslav Ludvik, MBA
Funkce: Feditel
Datum:

PSI CRO Czech Republic s. r.o.

Jméno:
Funkce:

Datum:

Nize podepsany [

, jako Hlavni zkouS$ejici potvrzuje, Zze se fadné
seznamil se smlouvou a pfisluSnou dokumentaci ke
Studii a zavazuje se zajistit dodrzovani povinnosti z nich
vyplyvajicich. Dale se zavazuje nezverfejhovat informace
tykajici se pfedmétné Studie bez pfedchoziho pisemného
souhlasu PSI a Zadavatele, zachovavat miCenlivost o
vSech poskytnutych informacich, povaZovat tyto za
davérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledkd nez pro ucely této Studie. Jako
Hlavni zkouS$ejici souhlasim s tim, Zze PSI a Zadavatel
budou shromazdovat, pouzivat, zpracovavat a
zvefejhiovat mé osobni Udaje, v€etné jména, kvalifikace a
zkusenosti v této Studii, mé finan¢ni Gdaje vztahujici se
mimo jiné k obdrzené odmeéné a finanni nahradé a dalSi
osobni udaje k administrativnim ucellm v souvislosti se
Studii, popf. k poskytnuti etickym komisim a statnim
Ufadim a zavazuji se zajistit tento souhlas i od
spoluzkousejici(ho/ch) a ostatnich ¢lent Personalu
Studie.

Hlavni zkousejici:

Jméno: I

Datum:
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APPENDIX A

Fee Schedule
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PRILOHA A
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APPENDIX B /PRILOHA B

Letter of Indemnification / Dopis o zprosténi odpovédnosti

20 December, 2012
RE: Letter of Indemnification

Protocol #3-001 entitled: “A Randomized,
Double-Blind, Placebo-Controlled, Phase 3
Study to Assess the Safety and Efficacy of
ART-123 in Subjects with Severe Sepsis and
Coagulopathy™.

Dears:

This letter is solely for use by Fakultni
nemocnice v Motole (University Hospital
Motol) (“Institution™) as set forth in Clinical
Study Agreement (“Agreement’), dated 20
December, 2012, between PSI CRO Czech
Republic s. r. 0. (*“CRO”) and Institution,
and solely in connection with the Agreement.
All terms wused herein and not otherwise
defined shall have the meaning set forth in
the Agreement. Except as set forth in this
letter, Sponsor shall have no further
obligations to Institution or Investigator.
Asahi Kasei Pharma America Corporation
with a place of business located at 200 5%
Avenue Waltham, Massachusetts, USA
02451 (“Sponsor’) hereby agrees to the
following:

1 Indemnification by Sponsor. Sponsor
shall indemnify, defend, and hold harmless

Institution, Investigator and their respective
personmnel (collectively, the “Institution
Indemnitees™) from and against any and all

liabilities, damages, losses, claims, or
expenses, including court costs and
reasonable attorneys’ fees (‘“L.osses™)
resulting from any third party claims,
actions or proceedings seeking

compensation for bodily injury or death of
any research Study Subject enrolled in the
Study, to the extent that such injury or death
was directly caused by the Study
Medication provided by Sponsor and used
in compliance with this Agreement,
the Protocol, and the Informed Consent, but

Study Protocol No. /Protckol Sstudie &, 3-001
Letter of Indemnification/Zpro&téni odpoveédnosti

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

20. prosince, 2012
Véc: Zprosténi odpovédnosti

Protokol c. 3-001 s nazvem:
~Randomizovana dvojit€ =zaslepena studie
faze 3 kontrolovana placebem hodnotici
bezpecnost a udinnost piipravku ART-123 u
pacientll se zadvaZnou sepsi a koagulopatii.

ViéazZeni:

Dle pfisluiné Smlouvy o  klinickém
hodnoceni (dale jen ,,.Smlouva*) ze dne 20.
prosince 2012 uzaviené mezi spoleénosti PSI
CRO Czech Republic sro. (dale jen
,L,CRO*) a Fakultni nemocnici v Motole
(dale jen ,,Zdravotnické za¥izeni“) smi byt
tento dopis pouZit pouze  pro Ucely
souvisejici se Smlouveun. Pokud neni
uvedeno jinak, budou vefkeré pojmy pouZité
v tomto dokumentu chipany wve wvyznamu
uvedeném ve Smlouvé. Kromé& povinnosti

uvedenych v tomto dokumentu  nema
Zadavatel via¢i Zdravotnickému zafizeni a
ZkouSejicimu  Zadné  dalsi  povinnosti.

Spoleénost Asahi Kasei Pharma America
Corporation, se sidlem: 200 5% Avenue
Waltham, Massachusetts, USA 2451 (dale
jen wZadavatel©) timto souhlasi
s nasledujicim:

1) Zproit&ni odpovédnosti Zadavatelem.
Zadavatel bude héjit, pojisti proti a zprosti
odpovédnosti Zdravotnické zatizeni,
Zkousejiciho a jejich personal (dale jen
HZaméstnanci zdravotnického zarizeni

zprosténi odpovédnostic) za vedkeré Skody,
ztraty, naroky & vydaje véetn€ soudnich
vyloh apfiméfenych poplatki pravnimu
zastupci (ddle jen ,.Skody*) vzniklé na
zakladé vzneseni narokll, zahajeni fHzeni tfet
stranou ve véci ziskani nahrady za Gjmu na
zdravi nebo umrti Subjektu hodnoceni
zafazenc¢ho do Studie piimo zpusobené
podanim Hodnoceného 1é¢&ivého piipravku
poskytnutého Zadavatelem a pouZitého
v souladu se Smlouvou, Protokolem Studie
a Informovanym souhlasem za predpokladu,

Page/Strana 1
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solely to the extent that such Losses do not
arise out of or are not in connection with
any: (i) Institution Indemnitee’s failure to
follow any applicable federal, state or local
laws, regulations, and guidelines, or to
conform to reasonable and prudent clinical
practices, including GCPs as applicable to
drug studies; (ii) Institution Indemnitee’s
wrongful or negligent acts or omissions
including but not limited to, the failure to
obtain proper informed consent, or wiliful
malfeasance or misuse of the Study
Medication; (iii) Institution Indemnities’
failure to follow the Protocol or other
written recommendations or instructions
provided by Sponsor; or (iv) treatment of a
Study Subject prior to initiation of the

Study; or (v) intellectual property
infringement due to the Institution
Indemnitees. In the event that it has not

been demonstrated that Sponsor has an
indemnification obligation pursuant to this
Letter, Sponsor shall have no obligation to
reimburse Institution for all or any part of
its Losses.

2) Indemnification by Institution.
Institution shall indemnify, defend, and hold

harmless Sponsor, its trustees, directors,
officers, agents and employees (collectively,
the “Sponsor Indemnitees”) from and
against any and all liabilities, damages,
losses, claims, or expenses, including court
costs and reasonable attorneys’ fees
(“Losses™) resulting from any third party
claims, that may be made or instituted
against any of them by reason of injury
(including death) to any person, or damage
to property arising out of or connected with
the administration of the Study Drug, or the
performance of any research procedure
performed as required by the Protocol, but
only in proportion to and to the extent that
such demands, claims or judgments result
from Institution’s or any Institution
Indemnitee’s: (i) failure to adhere to the
terms of the Protocol or Sponsor’s written
instructions concerning use of the Study
Drug (i1) failure to comply with applicable
legal requirements; or (iii) negligence or

#e Skody nevzniknou v diisledku (i) poruseni
platnych zdkonl &i nedodrzeni pfimérenych
klinickych postupli vztahujicich se na
klinické hodnoceni 1éCivych piipravki
véetn€é Spravné klinick¢ praxe ze strany
Zameéstnancl zdravotnického zafizeni
zprosténych odpovédnosti, (ii) nezdkonného
nebo Umysiného jedndni ¢&i opomenuti,
véetné, ale nikoli vyhradné, neschopnosti
ziskat fadny informovany souhlas, nebo
umysiného nezdkonného uziti ¢ zneuziti
Hodnocen¢ho 1€&ivého pifpravku ze strany
Zaméstnancu zdravotnického  zafizeni
zprodténych odpovédnosti, (iil) poruSeni
Protokolu studic nebo jinych pisemnych

doporudeni &  pokynti  poskytnutych
Zadavatelem ze strany Zaméstnancu
zdravotnického zafizeni zprosténych

odpovédnosti, (iv) 1é€by Subjektu hodnoceni
pred zahijenim Studie, nebo (V) v disledku
poruseni prav duSevniho vlastnictvi ze strany
Zaméstnancii zdravotnického zat{zeni
zpro§ténych odpovédnosti. V pfipadé, Ze se
neprokaze skuteénost, Ze Zadavatel je vazan
povinnosti zproSténi odpovédnosti
vyplyvajici z tohoto dokumentu, nebude mit
Zadavatel povinnost od3kodnit Zdravotnické
zatizeni za Zadné mu vzniklé §kody.

2) Zprosténi odpovédnosti

Zdravotnickym zafizenim. Zdravotnické
zafizeni zprosti odpové&dnosti Zadavatele,

jeho mandatafe, feditele, funkcionafe,
jednatelea zaméstnance (dale jen ,,Osoby
zadavatele zprosténé odpovédnosti®),
bude je hdjit a wuhradi jim $kody
v souvislosti se zdvazky, Skodami, ztratami,
naroky ¢i vydaji vCetn€ soudnich vyloh a
piiméfenych poplatk?l zaplacenych
pravnimu zastupci (dale jen ,,Ztraty®)
vzniklymi na ziklad¢ narokli vznesenych
tfeti stranou, které mohou byt proti nim
vzneseny zdivodu Ujmy (véetn€ umrti)
zplhsobené jakékoli osobé, & po¥kozeni
majetku v souvislosti s podédnim Studijniho
léku nebo provedenim né&které studijni
procedury v souladu s Protokolem, avSak
pouze v pripadé, Ze takové pozadavky,

Study Protocol No. /Protokol Sstudie &, 3-001
Letter of Indemnification/Zpro§tén{ odpové&dnosti
Page/Strana 2
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willful misconduct.

3 Conditions of Indemnity. The party
seeking indemnification under the preceding

provisions (“Indemmified Party”) shall
promptly provide written notice of any such
claim (in all events within ten (10) calendar
days of receipt), including a copy thereof,
served upon it and shall cooperate fully with
the Indemnified Party and its legal
representatives and on their behalf in the
reasonable investigation and defense of any
matter regarding the subject
of indemnification, at Indemnifying Party’s
expense. The Indemnifying Party shall have
the right to exercise control over the defense
and seftlement of any such complaint or
claims for which indemnification or defense
is sought, including the right to participate
in the selection of the defense counsel and
to participate in the direction of the defense
or settlement of any such claim or suit;
under condition that the Indemnified Party
nor their Indemnitees shall enter into any
non-monetary settlement or admit fault or
liability on behalf of Indemnifying Party
without the prior written consent of the
Indemnified Party, which consent shall not
be unreasonably withheld or delayed.
The Indemnified Party shall have the right
toselect and to obtain representation
by separate legal counsel at its sole cost and
expense.

4) Study Subject Injury. Sponsor agrees
to reimburse Institution for reasonable and

necessary documented expenses incurred
by Study Subjects for injuries caused as a
direct result of the use of the Study

naroky & rozsudky budou uplatnény
v pfipadé, Ze Zameéstnanci zdravotnického
zatizeni zprodténi odpovédnosti (i) nedodrzi
podminky stanovené protokolem nebo se
nebudou  #idit  pisemnymi  pokyny
Zadavatele, kter¢ se¢ tykaji pouZiti
Studijniho léku; (ii) porudi platné zakony,
¢i (ili) se dopusti nedbalosti nebo
umyslného zanedbani.

3) Podminky zpro§téni odpovédnosti. Strana
poZadujici zprosténi odpovédnosti
v souladu s vySe uvedenymi ustanovenimi
(dale jen Lotrana zprosténa
odpovédnosti®) o tomto  uplatn&ni
neprodlené pisemné uvédomi Stranu
zpro§tujici  odpovédnosti (ve  vSech
pfipadech do deseti (10) kalendainich dni
od obdrzeni), poskytne ji kopii uplatnéni
niroku a na ndklady a ve prospéch Strany
zpro§téné odpovédnosti bude se Stranou
zprostujici odpovédnosti a jejimi pravnimi
zastupci plné& spolupracovat na
opodstatnéném vySetfovani a obhajobé
jakékoli zileZitosti vztahujiei se k pfedmétu
zprosténi odpovédnosti. Strana zprostujici
odpovédnosti si vyhrazuje pravo kontroly
nad obhajobou a vyiizenim jakékoli takové
stiZnosti nebo naroku, kvali kterym je
pozadovano zpro3téni odpov&dnosti &
obhajoba, vetné prava podilet se na
vybéru obhdjce a prava podilet se na fizeni
obhajoby nebo vyrovnani naroku d&i
urovnani sporu za podminky, Ze Strana
zprodté€na odpovédnosti ani jeji osoby
nepiistoupi jmeénem Strany zproStujici
odpovédnosti na  Zadné  nefinanéni
vyrovnani a nepfizna pochybeni
bez pfedchoziho  pisemného  souhlasu
Strany zpro$téné odpoveédnosti, jehoz
vydani nesmi byt bezdivodné€ odmitnuto
nebo zpoZdéno. Strana zprosténa
odpovédnosti ma pravo na vybér pravniho
zastupce na sve€ vlastni néklady.

4) Ujma zpusobend Subjektu hodnoceni.
Zadavatel souhlasi s tim, Ze odgkodni

Zdravotnicke zatizeni za pfiméfené
a nezbytné zdokumentované vydaje vzniklé
vdisledku Ujmy nazdravi zpusobené

Study Protocol No. /Protokel Sstudie &. 3-001
Letter of Indemnification/Zpro%t&ni odpovédnosti
Page/Strana 3
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Medication in accordance with the Protocol
and the Informed Consent, provided that, (i)
such costs are not covered by the Subject’s
medical or hospital insurance or
by a governmental agency providing such
coverage; (i1) the injury is not attributable
to negligence or misconduct by Institution,
Investigator, or any of their agents or
employees involved in the Study; and
(ii1) the injury is not attributable to any
underlying illness, whether or not
previously diagnosed.

5) This Agreement has been drafted in
bilingual version, English and Czech. In
case of any contradictions and/or
inconsistencies between the English and the
Czech versions, the Czech version shall
prevail.

Sincerely,
Asahi Kasei Pharma America
Corporation

Clinical Trial Agreement/Smlouva o Klinickém hodnoceni

Subjektim hodnoceni v pfi¢inné souvislosti
s podanim  Hodnoceného  lécivého
piipravku v souladu s Protokolem studie a
Informovanym souhlasem za predpokladu,
ze (i) takové vydaje nebudou pokryty
ze zdravotniho pojisténi Subjektu
hodnoceni, (ii) 4jma nevznikla na zakladé

nedbalého nebo nespravného jednani
ze strany Zdravotnického zatizeni,
Zkousejictho nebo kteréhokoli jejich

zastupce ¢i zaméstnance podilejiciho se na
Studii a (iii) Ze Uyma nevznikla v souvislosti
sjinym onemocnénim, kterym Subjekt
hodnoceni trpél, at jiz bylo toto
onemocnéni pfedem diagnostikovano ¢i
nikoli.

5) Tato Smlouva byla vyhotovena ve
dvojjazy¢né verzi, anglické a ceské.
V pfipadé rozpori a (nebo) nesrovnalosti
mezi anglickou a ¢eskou verzi ma prednost
verze Ceska.

S pozdravem,

Asahi Kasei Pharma America

Corporation
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