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CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (the "Agreement") is
made and entered into by and between:

Fakultni nemocnice Brno (University Hospital
Brno)

Jihlavska 20, 625 00 Brno, Czech Republic, IN:
65269705, TIN: CZ65269705, represented by
Roman Kraus, MD, MBA, director, state-funded
organization established by the decision of the
Ministry of Health, without duty of registration in the
commercial register, registered in the trade register
kept by the municipal Trade Office in Brno (the
“Institution”)

and

Zdenék Kral, MD, PhD

(the
‘Investigator”)

and

PSI CRO Czech Republic s.r. 0.

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

PREAMBLE:

WHEREAS TRACON Pharmaceuticals, Inc., 8910
University Center Lane, Suite 700, San Diego, CA
92122, USA (the “Sponsor”) is conducting a clinical
study (the “Study”) of the product TRC105 (the
“Study Drug”);

WHEREAS the Study shall be conducted in full
compliance with the Sponsor's protocol 105RC101
‘A Randomized Phase 2 Trial of Axitinib and
TRC105 Versus Axitinib Alone (Including a Lead-In
Phase 1b Dose-Escalation Portion) in Patients with
Advanced or Metastatic Renal Cell Carcinoma” and
any amendments thereto (the “Protocol”);
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SMLOUVA O KLINICKEM HODNOCENI

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva‘) se sepisuje a uzavira mezi:

Fakultni nemocnice Brno

Jihlavska 20, 625 00 Brno, Ceska republika, IC:
65269705, DIC: CZ65269705, zastoupena MUDr.
Romanem Krausem, MBA, feditelem,
pfispévkova organizace rozhodnutim
Ministerstva zdravotnictvi, bez povinnosti zapisu do
obchodniho rejstfiku, zapsana do zivnostenského
rejstiiku vedeného Zivnostenskym ufadem mésta
Brna (dale jen ,Zdravotnické zarizeni”)

statni
zfizena

a

MUDr. Zdenék Kral, CSc.

(dale jen
,Hlavni zkousSejici)

a

PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, IC: 28196775, DIC: CZ28196775,
zapsanda v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 132148, zastoupena MUDr.
Petrem Vaculikem, Country Manager, a PhDr.
Petrem Sedlakem, na zakladé pIiné moci (“PSI”)

PREAMBULE:

VZHLEDEM K TOMU, Ze TRACON
Pharmaceuticals, Inc., 8910 University Center Lane,
Suite 700, San Diego, CA 92122, USA (dale jen
,Zadavatel) provadi klinické hodnoceni (dale jen
.Studie®) pfipravku TRC105 (dale jen ,Studijni
l1ek”);

VZHLEDEM K TOMU, Ze Studie bude provadéna
v plném
105RC101 ,Randomizované klinické hodnoceni faze
2 posuzujici axitinib a TRC105 v porovnani se
samotnym axitinibem (v€etné zavadéci faze 1b se
zvySovanim davky) u pacientl s pokroCilym nebo

souladu s Protokolem Zadavatele
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WHEREAS the Sponsor has engaged PSI as a
contract research organization to set up and
conduct the Study in the Czech Republic;

WHEREAS PSI desires to engage the Institution
and the Investigator to conduct the Study, and the
Institution and the Investigator wish to conduct the
Study;

WHEREAS the Investigator agrees to act as the
principal investigator for the Study at the Institution;

NOW, THEREFORE, in consideration of the terms
and conditions set forth herein, the parties agree as
follows:

1. SERVICES AND OBLIGATIONS

1.1 Conduct of Study

a) The Institution and the Investigator hereby
agree to conduct the Study in accordance with this
Agreement and the Protocol. The Institution and the
Investigator shall also follow PSI’s and/or the
Sponsor’s instructions as they relate to the
Institution’s and/or the Investigator's performance
under this Agreement.

b) The Study shall be conducted at the Clinic of
Internal Hematology and Oncology, University
Hospital Brno, Jihlavska 20, 625 00, Brno, Czech
Republic. The Institution and the Investigator shall
ensure that all individuals and entities that perform
any portion of the Study under the Investigator's
supervision (the “Study Personnel”) conduct the
Study in accordance with the Protocol and the terms
and conditions defined in this Agreement. Further,
the Institution and the Investigator shall ensure that
all Study Personnel are trained in and comply with
the Protocol and good clinical practices.

C) The Institution and the Investigator shall start
to conduct the Study as soon as all of the following
events have occurred: (i) the Protocol and the Study
have been approved by the responsible ethics
committee(s) and the competent authority(ies); (ii)
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metastatickym renalnim karcinomem® a vSemi jeho
dodatky (dale jen ,Protokol®);

VZHLEDEM K TOMU, Ze Zadavatel angazoval PSI
jako aby
zorganizovala a provedla Studii v Ceské republice;

smluvni  vyzkumnou  organizaci,

VZHLEDEM K TOMU, ze PSI si pfeje na provadéni
Studie angazovat Zdravotnické zafizeni a Hlavniho
zkousejiciho a Zdravotnické zafizeni a Hlavni
zkousejici si preji provadét Studii;

VZHLEDEM K TOMU, Ze Hlavni zkou$ejici souhlasi
s tim, Ze bude ve Zdravotnickém zafizeni v rdmci
Studie vykonavat ulohu hlavniho zkousejiciho;

NYNi SE PROTO pii zvazeni vzajemnych ujednani
a zavazkl uvedenych vtéto Smlouve,
dohodly nasledovné:

strany

1. SLUZBY A POVINNOSTI

1.1 Provadeéni Studie

a) Zdravotnické zafizeni a Hlavni zkouSejici
timto souhlasi, Ze provedou Studii v souladu s touto
Smlouvou a Protokolem. Zdravotnické zafizeni a
Hlavni zkouSejici se budou téz fidit pokyny PSI
a/nebo  Zadavatele tykajicimi se  pInéni
Zdravotnického a/nebo Hlavniho
zkousejiciho vyplyvajiciho pro né z této Smlouvy.

zarizeni

b) Studie bude provedena na Interni
hematologické a onkologické Kklinice, Fakultni
nemocnice Brno, Jihlavska 20, 625 00 Brno, Ceska
republika. Zdravotnické zafizeni a Hlavni zkouSejici
zajisti, aby vSechny fyzické i pravnické osoby
podilejici se na provadéni Studie pod dohledem
Hlavniho zkouSejiciho (dale jen ,Studijni personal®)

provadély Studii vsouladu s Protokolem a
podminkami  stanovenymi  touto = Smlouvou.
Zdravotnické zafizeni a Hlavni zkouSejici dale

zajisti, aby veskery Studijni personal byl vySkolen
ohledné Protokolu a spravné klinické praxe a fidil se
jimi.

C) Zdravotnické zafizeni a Hlavni zkouSejici
zahdji provadéni Studie, jakmile budou splnény
vSechny nasledujici podminky: (i) Protokol a Studie
byly schvéleny pfislusnymi etickymi komisemi a
pfislusnymi ufady, (ii) byla vykonana zahajovaci
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the site initiation visit at the Institution has been
performed; and (iii) Case Report Forms (as defined
below) and the Study Drug and axitinib have been

made available to the Institution and/or the
Investigator.
1.2 Regulatory Compliance of Study

a) Each party shall perform its obligations under
this Agreement with due diligence and in strict
compliance with: (i) all laws and regulations
applicable to the conduct of clinical trials including,
without limitation, Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, Act No. 372/2011
Coll., on Medical Services, as amended, and
Regulation No. 226/2008 Coll., Specifying the Good
Clinical Practice and Stipulating the Detailed
Conditions of the Clinical Trial; (ii) all generally
accepted standards of good clinical practice,
including without limitation the current Good Clinical
Practices Guidelines of the International
Conference on Harmonization and the ethical
principles of the World Medical Association
Declaration of Helsinki; (iii) the applicable laws
related to data protection and data privacy, including
without limitation, Act No. 101/2000 Coll., on
Personal Data  Protection, as amended
(implementing the EU Data Protection Directive
95/46/EC); and (iv) any other applicable laws and
regulations (collectively the “‘Applicable
Regulatory Requirements”, as amended from time
to time).

b) Any modifications to the Protocol must be
made in accordance with the Applicable Regulatory
Requirements and approved in writing by the
Sponsor.

1.3 Study Subjects

The estimated number of subjects to be enrolled by
the Investigator is - Detailed criteria of
subjects to be enrolled in the Study are provided in
the Protocol. As the Study is part of a multicenter
trial, PSI and the Sponsor may request the
Investigator to stop enrolment at any time.
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navstéva studijnino centra a (iii) Zdravotnickému

byly
hodnoceni

zafizeni a/nebo Hlavnimu
zpfistupnény  Zaznamy  subjektl
(definovany nize) a Studijni lIék a axitinib.

zkousSejicimu

1.2 Vyhovéni Studie regulaénim pozadavkim

a) Kazda ze stran bude vykonavat své povinnosti
vyplyvajici
svédomitosti a ve strikini shodé se: (i) vSemi
pravnimi pfedpisy platnymi pro provadeéni klinického
véetné zakona €. 378/2007 Sb., o
[éCivech, v platném znéni, zakona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, v platném znéni, a vyhlasky
€. 226/2008 Sb., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni, (ii) vSemi obecné
pfijimanymi standardy spravné klinické praxe v€etné
(mimo jiné) aktualné Platnych postupl Spravné
konference pro
zdsadami

pro ni ztéto Smlouvy s nalezitou

hodnoceni

klinické praxe z Mezinarodni
etickymi
deklarace Svétove lékaiské asociace, (iii) platnymi
zakony tykajicimi se ochrany udaju a ddavérnosti
udaja véetné (mimo jiné) Zakona ¢. 101/2000 Sb., o
ochrané v platném
(implementujici Smérnici o ochrané udaji 95/46/ES)
a (iv) vSemi dalSimi platnymi zakony a pfedpisy

harmonizaci a Helsinské

osobnich  udajl znéni

(souhrnné ,Platné regulaéni pozadavky“ v platném
znéni).

b) VeSkeré upravy Protokolu musi byt provedeny
v souladu s Platnymi regula&nimi
schvaleny pisemné Zadavatelem.

pozadavky a

1.3 Subjekty hodnoceni

Predpokladany pocet pacientd, ktefi budou Hlavnim
zkouSejicim zafazeni do Studie, je

Podrobna kritéria pro zafazovani subjektt do Studie
jsou uvedena v Protokolu. Vzhledem k tomu, ze
Studie je souc&asti multicentrického hodnoceni, PSI
a Zadavatel mohou kdykoli pozadovat, aby Hlavni
zkouSejici ukongil nabor pacientd do Studie.
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1.4  Study Drug and Study Supplies

a) PSI agrees to provide the Study Drug and
axitinib at no cost to the Institution or the Investigator
in amounts sufficient for the conduct of the Study.
PSI may also, at its sole discretion, provide
additional materials, supplies and equipment (the
“Study Supplies”). Immediately upon receipt of the
Study Drug, axitinib and/or any Study Supplies, the
Institution and/or the Investigator shall provide PSI
with an acknowledgement of receipt. The Institution
and the Investigator shall maintain control of the
Study Drug, axitinib and the Study Supplies in
accordance with: (i) Applicable Regulatory
Requirements; (ii) the manner outlined in the
Protocol; and (i) any additional documents
provided by PSI or the Sponsor related to the
technical aspects of storage (including temperature
monitoring, if applicable), preparation, handling
and/or dispensing of the Study Drug and axitinib.

b) The Institution and the Investigator shall
ensure that the Study Drug, axitinib and the Study
Supplies are solely used for the purpose of
conducting the Study in accordance with the
Protocol and for no other purpose. Furthermore, the
Institution and the Investigator shall ensure that the
Study Drug, axitinib and the Study Supplies are not
transferred to any third parties. Unless stated
otherwise in writing by PSI or the Sponsor, the Study
Drug, axitinib and the Study Supplies are and will
remain the sole property of PSI or the Sponsor (as
the case may be). The Institution and the
Investigator shall be responsible to PSI and the
Sponsor for the Study Drug, axitinib and the Study
Supplies entrusted to them and shall notify PSI
immediately if any Study Drug, axitinib or Study
Supplies are lost, damaged or destroyed.

c) Upon completion or termination of the Study
or at PSl's request, the Institution and/or the
Investigator shall deliver all unused Study Supplies
and/or all unused Study Drug and axitinib to the
address indicated by PSI or destroy itithem, as
instructed by PSI and in accordance with the
Applicable Regulatory Requirements. Neither the
Institution nor the Investigator shall destroy any
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1.4  Studijni lék a Studijni material

a) PSI souhlasi, Zze poskytne Zdravotnickému
zarizeni nebo Hlavnimu zkou$ejicimu zdarma
Studijni 1ék a axitinib v mnozZstvi dostateném
pro provedeni Studie. PSI m(ze téz dle svého
vyhradniho uvazeni poskytnout daldi materidly,
potfeby a vybaveni (dale jen ,Studijni material®).
Zdravotnické zafizeni a/nebo Hlavni zkouS$ejici po
obdrzeni Studijniho léku, axitinibu a/nebo Studijniho
materidlu  neprodlené  potvrdi PSI.
Zdravotnické zafizeni a Hlavni zkouSejici budou
uchovavat Studijni 1€k, axitinib a Studijni material
v souladu s: (i) Platnymi regulacnimi pozadavky, (ii)
zpGsobem uvedenym v Protokolu a (iii) dal§imi
dokumenty poskytnutymi PSI nebo Zadavatelem,
které se tykaji technickych aspektl skladovani
(v€etné pfipadného monitorovani teploty), pfipravy,
nakladani s a/nebo vydeje Studijniho léku a
axitinibu.

pfijem

b) Zdravotnické zafizeni a Hlavni zkouSejici
zajisti, aby byl Studijni 1€k, axitinib a Studijni material
pouzivan vyhradné pro ucely provadéni Studie
v souladu s Protokolem a za Zadnym jinym ucelem.
Zdravotnické =zafizeni a Hlavni zkouSejici dale
zajisti, aby Studijni 1€k, axitinib a Studijni material
nebyl pfedan tfetim stranam. Pokud nebude
pisemné stanoveno jinak PSI nebo Zadavatelem, je
a zustane Studijni lék, axitinib a Studijni material
vyhradnim majetkem PSI| nebo Zadavatele (dle
situace). Zdravotnické zafizeni a Hlavni zkouSejici
budou za jim svéfeny Studijni €k, axitinib a Studijni
material odpovidat PS| a Zadavateli a neprodlené
uvédomi PSI, pokud dojde ke ztrat&, poSkozeni nebo
zni¢eni Studijniho Iéku, axitinibu nebo Studijniho
materialu.

c) Pfi dokongeni nebo ukonéeni Studie nebo na
zadost PSI, Zdravotnické zafizeni a/nebo Hlavni
zkousejici doruci veSkery nepouzity Studijni material
a/nebo Studijni 1€k a axitinib na adresu uréenou PSI,
nebo jej zni€i dle instrukci PSl a v souladu s Platnymi
regulacnimi pozadavky. Ani Zdravotnické zafizeni
ani Hlavni zkousejici nebudou likvidovat Studijni Iék,
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Study Drug, axitinib or Study Supplies without PSI's
express consent.

1.5 Informed Consent

a) The Investigator shall obtain in compliance
with all Applicable Regulatory Requirements an
informed consent properly signed by or on behalf of
each Study subject prior to the subject's
participation in the Study.

b) The Investigator shall use the form of the
informed consent (the “Informed Consent Form”)
provided by PSI and approved in compliance with all
Applicable Regulatory Requirements. For the
avoidance of doubt such Informed Consent Form
shall include the Study subject’s consent for their
personal data to be provided to the Sponsor or a
third party designated by the Sponsor outside of the
European Union.

1.6 Case Report Forms and Study Data

a) PSI shall supply (or if electronic, provide
access to) the forms to be used and completed by
the Investigator to document a Study subject’s
participation in the Study (the “Case Report Forms”
or “CRFs”). The Investigator shall record all data
generated as a result of conducting the Study (the
“Study Data”) in a timely, accurate and complete
manner in the forms, and shall ensure that the Case
Report Forms for each Study subject are duly
signed and dated. To the extent the Study requires
completion of electronic Case Report Forms, the
Institution and the Investigator shall ensure that they
have implemented and maintain appropriate
computer security protect the
confidentiality, integrity and availability of such
Study Data in accordance with the Applicable
Regulatory Requirements. The Investigator shall not
grant unauthorized users access to the electronic
data capture (EDC) system used in the Study, and
in particular, shall not share or disclose his/her
username and/or passwords.

sufficient to

b) The Institution and the Investigator shall take
reasonable and customary precautions to prevent
the loss or alteration of any Study Data. The
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axitinib ani Studijni material bez vyslovného
souhlasu PSI.
1.5 Informovany souhlas

a) Hlavni zkousSejici v souladu se vdemi Platnymi
regulaénimi pozadavky ziska od vSech Subijektl
hodnoceni nebo jejich zastupcli Fadné podepsany
informovany souhlas, a to pfed zahajenim ucasti
subjektu ve studii.

b) Hlavni zkousejici bude pouzivat formulaf
(dale jen ,Formular
informovaného souhlasu®) poskytnuty PSI a
schvaleny v souladu se v8emi Platnymi regulacnimi

informovaného souhlasu

pozadavky. Za u€elem vyhnuti se pochybnostem
bude tento Informovany souhlas obsahovat souhlas
Subjektu hodnoceni s poskytnutim svych osobnich
Udaji Zadavateli nebo tfeti strané mimo Evropskou
unii uréené Zadavatelem.

1.6 Zaznamy subjektu hodnoceni a Studijni
udaje

a) PSI doda formulafe (pokud se jedna o
elektronickou formu, udé@li pfistup), které Hlavni
zkousejici pouzije a vyplni pro zdokumentovani
UCasti Subjektd hodnoceni ve Studii (dale jen
.Zaznamy subjektu hodnoceni nebo ,CRFs®).
Hlavni zkouSejici bude zaznamenavat veSkeré udaje
ziskané v pribéhu provadéni Studie (dale jen
~Studijni tdaje“) v€as, pfesné a upIné do formulare
a zajisti, aby veSkeré Zaznamy subjektu hodnoceni
byly néleZit¢ podepsany a datovany. V rozsahu,
v jakém Studie vyzaduje vyplfiovani elektronickych
ZaznamU subjektt hodnoceni, zajisti Zdravotnické
zafizeni a Hlavni zkouSejici pfiméfené zabezpeceni
poc&itate  postacujici
neporusenosti a dostupnosti téchto udajd v souladu
s Platnymi regulaénimi poZzadavky. Hlavni zkousejici
nebude udélovat pfistup do systému elektronického
zaznamenavani udaju (EDC) pouzivaného ve Studii
neopravnénym osobam a zejména pak nebude
sdélovat své uZivatelské jméno a/nebo heslo.

k ochrané davérnosti,

b) Zdravotnické zafizeni a Hlavni zkou3ejici
ucini odpovidajici opatfeni, aby nedoSlo ke ztraté
nebo zméné zadnych Studijnich udaji. Zdravotnické
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Institution and the Investigator acknowledge and
agree that the Sponsor shall own all Study Data as
set out in Section 4.

1.7 Adverse Events

The Investigator agrees to immediately inform the
Sponsor, PSI and, when applicable, the ethics
committee(s) and competent authorities, of any
significant risks, adverse events or unexpected
results related to the Study, according to the
Applicable Regulatory Requirements and applicable
Protocol provisions.

1.8 Financial Disclosure

The Investigator shall complete and return to PSI
the financial disclosure form provided by PSI
concerning financial interests and other conflicts of
interest which the Investigator and/or his/her family
members may have in the Sponsor and/or the Study
Drug. The Investigator shall also ensure that all sub-
investigators complete and provide PSI with such
financial disclosure form(s). The Investigator agrees
that she/he and any sub-investigators shall provide
PSI and the Sponsor with an updated financial
disclosure form or forms if the information originally
submitted changes during the course of the Study
or within one (1) year after the completion or
termination of the Study.

2 COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the Fee and
Payment Schedule enclosed as Attachment 1.
The amount(s) included in the Fee and Payment
Schedule represents the entire compensation to the
Institution under this Agreement and it includes
without limitation, all work and care anticipated by
the Protocol, the use of the facilities and equipment,
administrative costs, overhead, third party costs,
taxes (except VAT) and other expenses, etc. The
maximum amount per patient’s visits is € 3,040.

b) The Institution acknowledges that PSI may
refuse to make payment in case of a breach of this
Agreement, including but not limited to, a Protocol
violation or an incomplete CRF.
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zarizeni a Hlavni zkouS$ejici uznavaji a souhlasi, ze
podle Oddilu 4 je Zadavatel vlastnikem veskerych
Studijnich udaja.

1.7 Nezadouci pfihody
Hlavni zkouSejici souhlasi, Ze bude v souladu
s Platnymi regulaénimi pozadavky a ustanovenimi
Protokolu neprodlené informovat Zadavatele, PSI a
pfipadné etické komise a pfislusné ufady o
jakychkoli  vyznamnych
pfihodach nebo necekanych
souvisejicich se Studii.

nezadoucich
vysledcich

rizicich,

1.9 Majetkové priznani

Hlavni zkouSejici vypIni a odevzda PSI formulafr
majetkového pfiznani poskytnuty PSI tykajici se
finan¢nich zajm( a dale stfetu zajmu, které Hlavni
zkousejici a/nebo jeho rodina mohou uplatnit vuci
Zadavateli a/nebo v souvislosti se Studijnim l1ékem.
Hlavni zkouS$ejici také zajisti, aby tento vykaz vyplnili
i spolu-zkouSejici a odevzdali jej PSI. Hlavni
zkousejici souhlasi stim, Ze on i vSichni spolu-
poskytnou PSI a  Zadavateli
aktualizovany/é formulaf/e majetkového pfiznani,
pokud v prabéhu Studie nebo béhem jednoho (1)
roku od jejiho dokonéeni nebo ukon&eni dojde ke

zkousejici

zméné  skuteCnosti uvedenych v plvodnich
formulafrich.

2. KOMPENZACE

a) Kompenzace za provedeni Studie je

stanovena v Rozpisu plateb pfilozeném Kk této
Smiouvé jako Priloha 1. Tato Castka uvedena
v Rozpise plateb predstavuje celkovou kompenzaci
vyplacenou Zdravotnickému zafizeni na zakladé této
Smlouvy a zahrnuje veskeré ukony a péci uvedenou
v Protokolu, pouziti vybaveni,
administrativni  naklady, naklady spojené
s tfetimi stranami, dané (kromé& DPH) a jiné vydaje,
atd. Maximalni Castka za navstévy pacienta je
€ 3040.

zafizeni a
rezii,

b) Zdravotnické zafizeni bere na védomi, ze PSI
smi odmitnout provedeni platby v pfipadé poruseni
této Smlouvy v€etné (mimo jiné) poruseni Protokolu
nebo v pfipadé nevyplnénych CRFs.
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C) The Institution shall not, in connection with
the Study, charge a Study subject or any third-party
payer for any cost which PSI or the Sponsor is
obligated to pay.

3. CONFIDENTIALITY

a) “Confidential Information” means all
information or data, of any kind whatsoever and
however memorialized, that is: (i) disclosed by or on
behalf of PSI and/or the Sponsor to the Institution,
the Investigator or the Study Personnel in
connection with this Agreement; or (ii) obtained,
developed or generated by the Institution, the
Investigator and/or the Study Personnel as a result
of performing the Study. The Confidential

Information shall include, without limitation, the

Study, the Study Drug, the Protocol, the
Investigator's Brochure, the Study Data, the
Intellectual  Property (defined below) and

information regarding the Study Sponsor, PSI or
either of their affiliates. All Confidential Information
shall belong solely and exclusively to PSI or the
Sponsor, as the case may be.

b) Confidential Information does not include
information that (i) is in the public domain at the time
of its disclosure to the Institution and/or the
Investigator; (i) was, as evidenced by written
records or other competent proof, in the Institution’s
and/or the Investigator's possession on a non-
confidential basis prior to its disclosure; or (iii) enters
the public domain as a result of a third party’'s
activities, through no act or omission by the
Institution, the Investigator or any Study Personnel.

C) The Institution and the Investigator shall hold
all Confidential Information in strict confidence and
use all reasonable safeguards to prevent
unauthorized use or disclosure. The Institution and
the Investigator shall use the Confidential
Information only as required for the purpose of this
Agreement. The Institution and the Investigator shall
limit their disclosure of the Confidential Information
to those members of the Study Personnel who need
to know the Confidential Information for the conduct
of the Study and are subject to obligations of

PSI Template, Czech Republic, 01-JAN-2015
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c) Zdravotnické zafizeni nebude v souvislosti se
Studii uctovat Subjektim hodnoceni ani jiné treti
strané Zadné vydaje, za jejichZz zaplaceni je
zodpovédna PSI nebo Zadavatel.

3. DUVERNOST

a) Za ,Divérné informace” se povazuji veskeré
informace Udaje jakéhokoli
zaznamenané v jakékoli podobég, které jsou: (i)
zptistupnény PSI a/nebo Zadavatelem ¢&i jejich
jménem  Zdravotnickému Hlavnimu
zkouS$ejicimu Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkouS$ejicim a/nebo Studijnim personalem
v dusledku provadéni Studie. Dlvérné informace
zahrnuji  Studii, Studijni Iék, Protokol,
Hlavniho zkouS$ejiciho, Studijni Udaje, DuSevni
vlastnictvi (definovano nize) a informace tykajici se
Zadavatele Studie, PSI a jejich pobocek. Veskeré
Dlvérné informace jsou ve vyhradnim vlastnictvi
PSI, popfipadé Zadavatele.

nebo druhu a

zarfizeni,
nebo

Brozuru

b) Duvérné informace nezahrnuji informace,
které (i) jsou verejné dostupné v dobé jejich pfedani
Zdravotnickému  zafizeni a/nebo  Hlavnimu
zkouSejicimu, (ii) byly dle pisemnych zaznamu nebo
jinych dukazl ve vlastnictvi Zdravotnického zafizeni
a/nebo Hlavniho zkouSejiciho pfedtim, nez jim byly
poskytnuty, bez povinnosti jejich
divérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé &innosti tfeti strany, nikoli na
zakladé Zdravotnického

Hlavniho zkou3&ejiciho nebo Studijniho personalu.

zachovavat

opomenuti zarizeni,
C) Zdravotnické zafizeni a Hlavni zkouSejici
budou zachovavat striktni davérnost Duvérnych
informaci a pouziji vSechna pfiméfena bezpecnostni
opatfeni, aby pfedesli neopravnénému pouZiti nebo
predani Davérnych informaci. Zdravotnické zafizeni
a Hlavni zkousSejici budou Duvérné informace
pouze pro Ucely této
Zdravotnické zafizeni a Hlavni zkouSejici omezi
predavani D{vérnych informaci na Studijni personal,
ktery tyto informace potfebuje pro provadéni Studie
a ktery podléha povinnosti uchovavat tyto informace

pouzivat Smiouvy.
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confidentiality no less stringent than those
contained in this Agreement. The Institution and the
Investigator shall advise the Study Personnel of the
confidential nature of the Confidential Information
and remain liable for any breach by a Study
Personnel.

d) Should the Institution or the Investigator or
any Study Personnel receive a court order or other
legally binding request to disclose the Confidential
Information, the Institution or the Investigator shall
immediately inform PSI upon the discovery of such
request and before any Confidential Information is
disclosed. The Institution and the Investigator shall
cooperate with PSI and/or the Sponsor in any efforts
to seek limitation or protection from the order
demanding disclosure. In any case, the Institution
and the Investigator shall disclose only the minimum
amount of Confidential Information necessary to
comply with such request.

e) The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this Agreement
for a period of ten (10) years.

4, INTELLECTUAL PROPERTY

The Institution and the Investigator acknowledge
and agree that the Sponsor shall be the exclusive
owner of all rights in and to all patents, trademarks
or trading names (whether or not registered), rights
in know-how, design rights (whether or
registered), copyright, database rights, rights in
inventions, all applications for the same and all
rights having equivalent or similar effect, in each
case subsisting at anytime, anywhere in the world

not

(“Intellectual Property”) in all Study Data,
improvements, developments, discoveries,
inventions, work, know-how and other rights

(whether or not patentable), created, developed,
and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or the
use of the Study Drug or the Confidential
Information along with intellectual property rights
related to them (“Arising Intellectual Property”).

PSI Template, Czech Republic, 01-JAN-2015
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jako duveérné stejné prisné, jako je povinnost
stanovena touto Smlouvou. Zdravotnické zafizeni a
Hlavni zkouSejici pou¢i Studijni personal o davérné
Dlvérnych  informaci a  ponesou
zodpovédnost za jakékoli poruseni této povinnosti
Studijnim personalem.

povaze

d) V pfipadé, ze Zdravotnické zafizeni, Hlavni
zkouSejici nebo kterykoli ¢len Studijniho personalu
obdrzi soudni pfikaz nebo jiny pravné zavazny
pozadavek predat Divérné informace nebo jejich
Cast, jsou Zdravotnické zafizeni nebo Hlavni
zkousejici neprodlené informovat PSI,
jakmile se o takovém pfikazu/pozadavku dozvédi, a
predtim, nez budou Dlvérné informace predany.
Zdravotnické zafizeni a Hlavni zkouSejici budou
spolupracovat s PSI a/nebo Zadavatelem v usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim pfedani informaci. V kazdém
pfipadé Zdravotnické zafizeni a Hlavni zkousejici
pfedaji informaci
nutnych k vyhovéni pozadavku.

povinni

pouze minimum Davérnych

e) Povinnost zachovavat duavérnost je platna po
celou dobu platnosti této Smlouvy a dale po dobu
deseti (10) let od skon&eni platnosti nebo dfivejsiho
vypovézeni této Smiouvy.

4. DUSEVNI VLASTNICTVi

Zdravotnické zafizeni a Hlavni zkouSejici uznavaji a
souhlasi, ze Zadavatel bude mit vyhradni viastnicka
prava ke vSem patentim, obchodnim znackam ¢i
nazvim nikoli), know-how,
designim (registrovanym ¢i nikoli), autorska prava,
prava tykajici se databazi, vynalezu, prava na
Zadost ve stejné véci a vSechna odpovidajici prava
nebo s podobnym u&inkem, vzdy vSak pretrvavajici
kdykoli a kdekoli na svété (dale jen ,DuSevni
vlastnictvi) a tykajici se Studijnich udaju,
vylep$eni, vyvoje, objevl, vynalezl, dél, know-how
a dalSich prav (at uz patentovatelnych ¢&i nikoli),
vytvofenych, vyvinutych, a/nebo uvedenych do
praxe v disledku nebo v souvislosti s provadénim
Studie, a/nebo pouzivanim Studijniho 1éku nebo
Duavérnych informaci spole¢né s pravy dusevniho
vlastnictvi s nimi souvisejicimi (dale jen ,Vysledné
duSevni vlastnictvi“). Zdravotnické zafizeni a

(registrovanym i
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The Institution and the Investigator shall promptly
disclose in writing to PSI and the Sponsor all Arising
Intellectual Property made by the Institution, the
Investigator and/or the Study Personnel. The
Institution and the Investigator assign all rights, titles
and interests in and to any such Arising Intellectual
Property to the Sponsor without additional
compensation and shall provide reasonable
assistance to obtain any patents, including causing
the execution of any invention assignment or other
documents. At the request of the Sponsor, the
Institution and the Investigator shall execute all such
documents and do all such other acts as the
Sponsor may reasonably require in order to vest
fully and effectively all Arising Intellectual Property
in the Sponsor or its nominee. For the avoidance of
doubt, the parties agree that any Intellectual
Property owned by or licensed to a party prior to the
Effective Date of this Agreement is and shall remain
the property of that party (“Background
Intellectual Property”).

The Institution and the Investigator hereby grant an
irrevocable, non-exclusive, sub-licensable,
transferable, royalty free, worldwide license to the
Sponsor to use the Institution and Investigator
Background Intellectual Property for the use,
development and commercialization of the Arising
Intellectual Property.

5. PUBLICATION AND PUBLICITY

5.1 Publication

a) The Institution and the Investigator agree that
the Sponsor shall have the sole and exclusive right
to the first publication of the results of the Study.
Such Sponsor publication is intended to be a multi-
center publication of the Study results, collected
from all investigators and institutions participating in
the Study (the “Multi-Center Publication”). If the
Investigator is interested in contributing to or
participating in the Multi-Center Publication, he or
she must contact the Sponsor. Selection of
authors/participants  will be governed by the

PSI Template, Czech Republic, 01-JAN-2015
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Hlavni zkouSejici budou neprodlené pisemné
informovat PS| a Zadavatele o veSkerém Vysledném
dusSevnim vlastnictvi vytvofeném Zdravotnickym
zafizenim, Hlavnim zkouSejicim a/nebo Studijnim
personalem.
zkousejici timto prevadi veSkera prava a zajmy
tykajici se Vysledného duSevniho vlastnictvi
na Zadavatele bez dalSi odmény a poskytnou
pfiméfenou soucinnost k ziskani patentu vcéetné
zajisténi podpisu dokumentl k pfevodu objevu nebo
jinych Na
Zdravotnické zafizeni a Hlavni zkouSejici podepisi
vesSkeré tyto dokumenty a vykonaji vesSkeré tyto
kroky dle odpovidajicich pozadavku Zadavatele
za uCelem uplného a pravomocného
Vysledného duSevniho vlastnictvi Zadavateli nebo
jim povéfenému zastupci. Za ucCelem vyhnuti se
pochybnostem se strany dohodly, ze jakékoli
Dusevni vlastnictvi, které je vlastnictvim jedné
strany, nebo ke kterému ma jedna strana opravnéni
pfed Datem nabyti platnosti této Smlouvy, je a
zUstane vlastnictvim dané strany (dale jen ,Pavodni
dusevni vlastnictvi).

Zdravotnické zafizeni a Hlavni

dokumentd. zadost Zadavatele

svéreni

Zdravotnické zafizeni a Hlavni zkousejici timto
udéluji
sublicencovatelné pfenosné celosvétové opravnéni
bez licenéniho poplatku pouzivat Pavodni dusevni
vlastnictvi Zdravotnického zafizeni a Hlavniho
zkouSejiciho pro ucely pouzivani, vyvoje a
komercializace Vysledného duSevniho vlastnictvi.

Zadavateli neodvolatelné neexkluzivni

5. PUBLIKACE A PROPAGACE

5.1 Publikace

a) Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi stim, ze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledka Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkd multicentrického hodnoceni
ziskanych od vSech zkouSejicich a zdravotnickych
zafizenich podilejicich se na Studii (dale jen

.Publikace vysledkt multicentrického
hodnoceni®). V pfipadé, ze bude mit Hlavni
zkousejici zajem pfispét k Publikaci vysledku

multicentrického hodnoceni nebo se na ni podilet, je
treba, aby kontaktoval Zadavatele. Vybér autor(l/
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Sponsor, considering individuals’ contribution to the
Study.

b) The Institution and the Investigator may
publish or otherwise present the results of the Study
obtained by the Institution and/or the Investigator
(the “Independent Submission”) provided that all
of the following conditions have been satisfied: (i)
the Multi-Center Publication has been published; or,
if no such publication has occurred, at least eighteen
(18) months have passed since the completion, or
earlier termination, of the Study at all participating
sites (including the final database lock); (ii) before
submitting the Independent Submission to a
publisher, reviewer or other outside party, the
Institution and/or the Investigator must submit the
proposed Independent Submission to the Sponsor
and allow the Sponsor at least sixty (60) days to
review and provide comments; (iii) the Institution
and/or the Investigator shall, as requested by the
Sponsor, delete all references to Confidential
Information (excepting the results of the Study
obtained by the Institution and the Investigator); (iv)
the Institution and the Investigator shall consider the
Sponsor's comments and proposed revisions in
good faith; and (v) if at any point during the initial
sixty (60) day review the Sponsor so requests, the
Institution and/or the Investigator shall delay the
publication or presentation of the Independent
Submission for up to forty-five (45) additional days
in order to permit the Sponsor time to obtain
Intellectual Property protections.

5.2 Publicity

The Institution and the Investigator shall not use
PSI’s or the Sponsor’'s name, the names of any of
their employees, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of PSI
or the Sponsor, as applicable.

PSI Template, Czech Republic, 01-JAN-2015
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participujicich bude fidit Zadavatel pfi zvazeni
prispéni jednotlivych zkouSejicich ke Studii.

b) Zdravotnické zafizeni a Hlavni zkouSejici
smeji publikovat nebo prezentovat vysledky Studie
ziskané Zdravotnickym zafizenim a/nebo Hlavnim
zkousejicim (dale jen ,Nezavisla publikace®) za
prfedpokladu, Ze byly splnény vSechny nasledujici
podminky: (i) vysledky multicentrického hodnoceni
byly publikovany, nebo pokud nebyly, uplynulo od
dokonc&eni nebo pred€asného ukonéeni Studie ve
vSech participujicich centrech (v€etné finalniho
uzamdceni databaze) alespon osmnact (18) mésica,
(i) Zdravotnické zafizeni a/nebo Hlavni zkouSejici
jsou povinni pfed zaslanim Nezavislé publikace
vydavateli, recenzentovi ¢i jiné tfeti strané odevzdat
publikaci podobé
Zadavateli a ponechat Zadavateli Ihdtu v délce
alespon Sedesati (60) dnli na kontrolu a komentar,
(iii) Zdravotnické zafizeni a/nebo Hlavni zkousejici
na zadost Zadavatele odstrani veSkeré odkazy na
Duvérné informace (s vyjimkou vysledkd Studie
ziskanych Zdravotnickym zafizenim a Hlavnim
zkousejicim), (iv) Zdravotnické zafizeni a Hlavni
zkousejici zvazi komentar Zadavatele a navrhované
revize v dobré vife a (v) Zdravotnické zafizeni
a/nebo Hlavni zkousSejici na zadost Zadavatele
(60) kontroly
odlozi publikaci nebo prezentaci Nezavislé publikace
az o dalSich Cctyficet pét (45) dnG za ucelem
umoznéni Zadavateli ziskat ochranu DuSevniho
vlastnictvi.

Nezavislou v navrhované

vyjadienou béhem 3edesatidenni

5.2 Propagace

Zdravotnické zafizeni a Hlavni zkouSejici nebudou
pouzivat nazev spolecnosti PSI ani Zadavatele,
jména jejich zaméstnancl, symboly ani ochranné
v zadnych reklamnich, prodejné
propagacnich materialech ani tiskovych zpravach
bez predchoziho pisemného souhlasu PSI nebo
Zadavatele.

znamky
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6. INDEMNIFICATION, NOTIFICATION OF
CLAIMS AND INSURANCE

6.1 PSI's Indemnity Obligations and

Disclaimer

a) PSI undertakes to defend, indemnify and hold
harmless the Institution and the Investigator against
any and all claims, damages, losses and costs
arising out of (i) any breach of this Agreement by
PSI; or (ii) any negligent or willful act or omission by
PSI, including by its officers, employees, contractors
or other staff.

b) PSI expressly disclaims any and all liability
whatsoever in connection with the Study Drug,
axitinib and the Protocol, except to the extent that
such liability arises from (i) any negligent or willful
act or omission of PSI; or (ii) any breach of this
Agreement by PSI.

6.2 The Institution’s and the Investigator’s

Indemnity Obligations

The Institution and the Investigator undertake to
defend, indemnify and hold harmless the Sponsor
and PSI against any and all claims, damages,
losses and costs arising out of (i) any breach of this
Agreement by the Institution and/or the Investigator;
or (ii) any negligence or willful act or omission of the
Institution, the Investigator, Study Personnel or any
of their officers, employees, contractors or staff.

PSI Template, Czech Republic, 01-JAN-2015
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6. ZPROSTENi ODPOVEDOSTI, OZNAMENi
NAROKU A POJISTENI

6.1 Zavazky PSI o odSkodnéni a odmitnuti

odpovédnosti

a) PSI se zavazuje hajit Zdravotnické zafizeni a
Hlavniho zkousejiciho proti, zprostit je odpovédnosti
za a nahradit jim Ujmy zplsobené v dusledku
naroku, nahrad Skody, ztrat a vydaja vyplyvajicich z
(i) poruseni této Smlouvy; nebo (ii) nedbalosti,
umysiného jednani nebo opomenuti ze strany PSI
vcetné jejich
kontrahent( nebo jiného personalu.

funkcionar, zaméstnancu,

b) PSI vyslovné odmita jakoukoli odpovédnost
jakkoli spojenou se Studijnim Iékem, axitinibem
a Protokolem s vyjimkou toho, ze
odpovédnost vznikne (i) nedbalym chovanim,
umysinym jednanim nebo opomenutim ¢&i (i)
porusenim této Smlouvy ze strany PSI.

takova

6.2 Zavazky Zdravotnického zarizeni
a Hlavniho zkousSejiciho o zprosténi
odpovédnosti

Zdravotnické zafizeni a Hlavni zkousejici se
zavazuji hdjit Zadavatele a PSI proti, zprostit je
odpovédnosti za a nahradit jim Skody zplsobené
v disledku narokl, nahrad Skody, ztrat a vydajl
vyplyvajicich z (i) této
Zdravotnickym zafizenim a/nebo
zkousejicim nebo (ii) nedbalosti nebo umysiného
jednani & opomenuti ze strany Zdravotnického
zafizeni, Hlavniho  zkouSejiciho,  Studijniho
personalu nebo kteréhokoli jejich funkcionafe,
zaméstnance, kontrahenta nebo personalu.

poruseni Smlouvy

Hlavnim
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6.3 Limitation of Liability

No party shall be liable in contract (including under
any indemnity), tort (including negligence), breach
of statutory duty or otherwise howsoever for:

a) any loss of profits, loss of business, loss of
loss of goodwill, lost or wasted
management time or the lost time of employees, loss
of use, loss of opportunity, loss or spoiling of data,
or loss of contracts (in each case whether direct or
indirect losses);

savings,

b) anyincreased costs or expenses; or

c) any indirect, consequential or punitive
damages of any kind, including, in particular, but
without limitation, any indirect loss arising from
negligence, or breach of contract, or in any other
way, even if the relevant party had been advised of,
or knew of, the likelihood of that loss or type of loss
arising.

Nothing in this Agreement shall limit or exclude any
party’s liability for death or personal injury caused by
its negligence, for fraud or for any other liability
which by law cannot be excluded.

6.4 Notification of Claims

The Institution and the Investigator shall
immediately serve a notice in writing to PSI and the
Sponsor about any claim or legal proceedings
against the Institution, the Investigator, the Study
Personnel or other staff in connection with the
Study. The Institution and the Investigator shall fully
cooperate in all reasonable aspects upon request
and on behalf of PSI and/or the Sponsor in the
investigation and/or defense of these claims or
lawsuits.

6.5 Insurance

a) PSI shall ensure that the Sponsor executes
the clinical trial insurance in compliance with Section
52 (3f) of the Act No. 378/2007 Coll., on

PSI Template, Czech Republic, 01-JAN-2015
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6.3 Omezeni odpovédnosti

Zadna strana nebude odpovédna smluvné (véetné
na zakladé zadného zprosténi odpovédnosti),
za Skodu (v€etné nedbalosti), poruSeni statutarnich
povinnosti ani jinym zpUsobem za:

a) usly zisk & obchod, ztratu uspor, ztratu
dobrého jména firmy, ztratu ¢asu nebo plytvani
¢asem vedeni nebo ztratu ¢asu zaméstnancd, ztratu
prava uzivani, prilezitosti, ztratu nebo znehodnoceni
kontraktd (at jiz se bude
v jednotlivych pfipadech jednat o pfimé nebo
nepfimeé ztraty);

Gdaju & ztratu

b)  zvySeni nakladl &i vydaju; nebo

C) nepfimé, nasledné nebo penalni Skody
jakéhokoli druhu véetné zejména mimo jiné
jakychkoli nepfimych ztrat v dusledku nedbalosti Ci
poruseni smlouvy nebo vzniklych jinym zpUsobem,
a to i kdyz odpovédna strana byla upozornéna
na pravdépodobnost této nasledné ztraty nebo
tohoto typu nasledné ztraty, nebo o ni védéla.

Zadna &ast této Smlouvy neomezuje ani nevyluduje
odpovédnost kterékoli strany za smrt nebo osobni
ujmu zplsobenou nedbalosti této strany, za podvod
¢i jakoukoli jinou odpovédnost, jez ze zakona
nem(ize byt vyloucena.

6.4 Oznameni naroku

Zdravotnické  zafizeni a Hlavni

neprodlené =zaSlou PSI a Zadavateli
oznameni o kazdém naroku nebo soudnim fizeni
vzneseném nebo vedeném proti Zdravotnickému
zafizeni, zkouSejicimu,  Studijnimu
personalu nebo jinym zaméstnancim v souvislosti

zkousejici
pisemné

Hlavnimu

se Studii. Zdravotnické zafizeni a Hlavni zkouSejici
budou plné spolupracovat ve vSech pfislusnych
aspektech na pozadani a jménem PSI a/nebo
Zadavatele pfi vySetfovani a/nebo obhajobé proti
témto narokdm a pfi soudnich pfich.

6.5 Pojisténi

a) PSI zajisti, aby Zadavatel uzaviel pojisténi
klinického hodnoceni v souladu s § 52 odst. 3 (f)
zakona €. 378/2007 Sb., o IéCivech v plathém znéni,
dle Platnych regulac¢nich pozadavku.
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Pharmaceuticals, as amended, as required by the
Applicable Regulatory Requirements.

b) The Institution and the Investigator shall
subscribe to and maintain all insurances required by
the Applicable Regulatory Requirements, including
without limitation, liability insurance in compliance
with Section 45 (2) of the Act No. 372/2011 Coll., on
Health Care Services, as amended. They shall
provide evidence of such insurance(s) upon request
by PSI or the Sponsor.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

7.1 Regulatory Inspections

The Institution and the Investigator shall promptly
notify PSI of any regulatory inspection or
investigation relating to the Study by any regulatory
or governmental agency (including without limitation
the EMA and the US FDA) of which they become
PSI, the Sponsor and/or their
representatives shall have the right to be present at
and/or participate in any such inspection or
investigation. Before the Institution or the
Investigator submit any materials or information to a
regulatory agency in connection with an inspection
or investigation, PSI and the Sponsor shall have the
right to review, provide and/or comment on any such
materials and/or information.

aware.

7.2 Audit and Monitoring by PSI and the

Sponsor

a) PSI, the Sponsor and their representatives
may audit, monitor and/or meet with the Investigator
and the Study Personnel at the Institution during
normal business hours and with reasonable
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 Institution and the
Investigator shall assist PSI, the Sponsor and their

representative(s) in scheduling such visits.

b) PSI, the Sponsor and their representative(s)
shall be entitled to: (i) examine and inspect the
facilities required for the performance of the Study;
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b) Zdravotnické zafizeni a Hlavni zkouSejici
uzaviou a budou udrzovat v platnosti adekvatni
pojisténi  vyzadovana Platnymi  regulaénimi
pozadavky v&etné& pojisténi odpovédnosti za Skodu
v souladu s § 45 odst. 2 zakona €. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni. Na Zadost
PSI nebo Zadavatele poskytnou potvrzeni o
uzavieném pojisténi.

7. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

7.1 Regulaéni kontroly

Hlavni
neprodlené oznami PSI kazdou regulaéni kontrolu
nebo Setfeni tykajici se Studie, kterou provadi statni
nebo kterykoli jiny regulacni ufad (v€éetné EMA a
americké FDA) a o niz se dozvédi. PSI, Zadavatel
a/nebo jejich zastupci budou mit pravo byt pfitomni
u takovych kontrol a Setfeni a/nebo se na nich
podilet. PSI a Zadavatel budou mit pravo revidovat,
poskytovat a komentovat veskeré odpovédi ke vSem
materialim a/nebo informacim pfedtim, nez je
Zdravotnické zafizeni nebo Hlavni
poskytnou  regulaénimu
s inspekci nebo Setfenim.

Zdravotnické  zafizeni a zkousejici

zkousejici

uradu v souvislosti

7.2 Audit a monitorovani provadéné PSI a
Zadavatelem
a) PSI, Zadavatel a jejich zastupci mohou

provadét audit u Hlavniho zkou$ejiciho a Studijniho
personalu, monitorovat je a/nebo se s nimi setkavat
ve Zdravotnickém zafizeni béhem bézné pracovni
doby a s pfiméfenou Cetnosti auditd a navstév za
Ucelem monitorovani pribéhu Studie a kontroly
zaznamu, dokumentd, informaci, Udajl a materiall
Studie (v€etné Studijnich udajl).
zafizeni a Hlavni zkousSejici bude PSI, Zadavateli a
jejich zastupcim napomahat pfi Casovém planovani

Zdravotnické

téchto navstév.

b) PSI, Zadavatel a jejich zastupci budou mit
pravo (i) provéfit a zkontrolovat zafizeni pozadovana
pro vykon Studie; (ii) zkontrolovat zdrojové
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(ii) inspect source documents; and (iii) inspect,
request correction of and copy all Study Data
(including, without limitation, Case Report Forms,
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
are authorized to access by the signed Informed
Consent Form, and/or the Applicable Regulatory
Requirements. The Investigator shall cooperate
with PSI and the Sponsor during audits and
monitoring visits and in the resolution of any
questions regarding the Study Data. The Institution
and/or Investigator shall be available for a planned
audit within thirty (30) business days unless
otherwise requested by PSI and/or the Sponsor.
PSI and/or the Sponsor shall notify the Institution of
any planned audit well in advance.

7.3 Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including the Case Report Forms (or
equivalent electronic data), relevant source
documents and any other essential documents or
materials as required by the Protocol, the Applicable
Regulatory Requirements and PSI's and the
Sponsor’s instructions (collectively the "Records").
The Institution and the Investigator shall keep all the
Records in a safe and secure location for the period
required by the Applicable Regulatory
Requirements, or for a period of fifteen (15) years
following the completion of the Study, whichever is
longer. The Institution and/or the Investigator may
destroy the Records at the end of the Records
keeping period unless the Sponsor instructs
differently.

8. TERMINATION AND SUSPENSION

8.1 Term

The term of this Agreement shall commence on the
date of the last named party signature. Unless
terminated earlier in accordance with this Section 8,
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dokumenty a (iii) kontrolovat a kopirovat v§echny
Studijni udaje a pozadovat jejich opravu (v€etné -
mimo jiné - subjektll  hodnoceni,
plavodnich zprav o laboratornich testech a nalezech
vySetfeni a vSech ostatnich poznamek, grafli, zprav
nebo zaznamu tykajicich se Subjektl hodnoceni
nebo provadéni Studie), které PSI a Zadavatel maji
dle podepsaného Informovaného
souhlasu a/nebo Platnych regulaénich pozadavk.
Hlavni zkouS$ejici bude spolupracovat s PSI a
Zadavatelem béhem auditi a monitorovacich
navstév a pfi feSeni vSech otazek tykajicich se
Studijnich udajl. a/nebo
Hlavni zkouSejici budou k dispozici pro pfipad
planovaného auditu do fficeti (30) pracovnich dni,
pokud PSI a/nebo Zadavatel neuri jinak. PSI
a/nebo Zadavatel jsou povinni Zdravotnické zafizeni
o kazdém planovaném auditu s dostateCnym
predstihem informovat.

Zaznamu

pravo znat

Zdravotnické zafizeni

7.3 Zaznamy

Zdravotnické zafizeni a Hlavni zkouS$ejici povedou
pfesné, uplné a aktualni zaznamy o vSech Studijnich
udajich, které budou zahrnovat Zaznamy subjektl
hodnoceni (nebo odpovidajici udaje v elektronické
podobé), pfisludné zdrojové dokumenty a jakékoli
dalsi nezbytné dokumenty nebo materialy dle
pozadavkd  Protokolu, Platnych regulacnich
pozadavkl a pokynt PSI a Zadavatele (dale jen
.Zaznamy“). Zdravotnické Hlavni
budou
bezpetném a zabezpeCenim misté po dobu
pozadovanou Platnymi regulaénimi pozadavky nebo
po dobu patnacti (15) let od dokonleni Studie
(kterakoli doba bude delSi). Zdravotnické zafizeni
a/nebo Hlavni zkou3ejici
uplynuti lhdty pro uchovavani Zaznamu zlikvidovat
za podminky, Ze Zadavatel neur¢i jinak.

zafizeni a

zkousejici Zaznamy uchovavat na

mohou Zaznamy po

8. UKONCENIi A POZASTAVENI

8.1 Doba trvani

Tato Smlouva zacina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukoncena pfedc¢asné dle Oddilu 8, bude

14/27

CONFIDENTIAL | DUVERNE



105RC101

this Agreement shall remain in effect until the final
Study documentation required to be provided under
the Protocol is received and accepted by PSI and
the Sponsor, and PSI has performed a closeout visit
at the Institution. Expected Duration of Study is
approximately until July 2017.

8.2 Termination by PSI

PSI, in consultation with the Sponsor, may terminate
this Agreement with immediate effect (i) if the
Institution and/or the Investigator breaches this
Agreement and fails to cure such breach within thirty
(30) calendar days from the receipt of written notice;
(ii) if PSI or the Sponsor in good faith believe the
Study Drug or continuation of the Study presents an
unreasonable medical risk to the Study subjects or
if there are efficacy or safety concerns; (iii) if the
Study is suspended or not initiated at the Institution
for any reason; or (iv) if the agreement between the
Sponsor and PSI regarding the Study is terminated.

8.3 Termination by the Institution or the
Investigator
Either the Institution or the Investigator may

terminate this Agreement with immediate effect: (i)
if PSI breaches this Agreement and fails to cure
such breach within thirty (30) calendar days from the
receipt of written notice; or (ii) if the Institution and/or
the Investigator in good faith believe that the
continuation of the Study presents an unreasonable
medical risk to the Study subjects.

8.4 Surviving Clauses

The termination or expiration of this Agreement shall
not relieve either party of its obligation to the other
with respect to the following provisions: Section 1.4
b) and c) [Study Drug and Study Supplies], Section
1.8 [Financial Disclosure], Section 3
[Confidentiality], Section 4 [Intellectual Property],
Section 5 [Publication and Publicity], Section 6
[Indemnification,
Insurance], Section 7

Claims and
Audits,

Notification of
[Inspections,
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platna, dokud PSI a Zadavatel neobdrzi finalni
Studijni dokumentaci vyzadovanou Protokolem a
dokud PSI nevykona zavére¢nou navstévu ve
Zdravotnickém zafizeni. Dokonleni Studie je
predpokladano do ¢ervence 2017.

8.2 Ukonéeni ze strany PSI

PSI smi po dohodé se Zadavatelem ukongit tuto
Smlouvu platnosti, (i) pokud
Zdravotnické zafizeni a/nebo Hlavni zkouSejici
porusi tuto Smlouvu a nezjedna napravu do tficeti
(30) kalendafnich dnG od obdrzeni pisemného
upozornéni, (ii) pokud se PSI nebo Zadavatel budou
vdobré vife domnivat, ze Studijni lék nebo
pokracovani ve Studii predstavuje nepfimérené
zdravotni riziko pro Subjekty hodnoceni, nebo pokud
budou mit obavy ohledné uc&innosti €i bezpec€nosti
Studijniho Iéku, (iii) pokud bude Studie z jakéhokoli
dlvodu ve Zdravotnickém zafizeni pferusena, nebo
nebude zahajena, nebo (iv) pokud dojde k ukon&eni
Smlouvy tykajici se Studie uzaviené mezi PSI a
Zadavatelem.

s okamzitou

8.3 Ukoncéeni ze strany Zdravotnického
zarizeni nebo Hlavniho zkousejiciho
Zdravotnické zafizeni nebo Hlavni zkouSejici mohou

ukongit tuto Smlouvu s okamzitou platnosti: (i) pokud
PSI podstatné porusuje tuto Smlouvu a toto poruseni
nenapravi do fficeti (30) kalendafnich dn( od
obdrZeni pisemného oznameni; nebo (ii) pokud je
Zdravotnické zafizeni nebo Hlavni zkouSejici
v dobré vife presvédCen, Ze pokraCovani Studie
predstavuje pro Subjekty hodnoceni nepfimérené
zdravotni riziko.

8.4 Platnost po ukon¢eni

Ukonceni nebo vyprSeni této Smlouvy nezbavuje
Zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.4 b) a c¢) [Studijni Iék a Studijni
material], Oddil 1.8 [Majetkové pfiznani], Oddil 3
[Davérnost], Oddil 4 [Dusevni vlastnictvi], Oddil 5
[Publikace a propagace], Oddil 6 [Zprosténi
odpovédnosti, oznameni narok( a pojisténi], Oddil 7
[Kontroly, audity, monitorovani a zaznamy], Oddil
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Monitoring and Record Keeping], Section 8.4
[Surviving Clauses], Section 10 [Anti-Bribery and
Anti-Corruption], Section 11 [Data Transfer],
Section 12 [Miscellaneous] and Section 13
[Applicable Law and Place of Jurisdiction].

8.5 Suspension of the Study

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

9. NON-DEBARMENT

The Institution and the Investigator represent and
warrant, provided that they can be aware of these
facts when exercising reasonable effort, that neither
they nor any of the Study Personnel have been
debarred, disqualified, excluded or suspended from
participation in clinical research by any competent
authority or agency in any country (including in
particular but without limitation the US FDA), and
that they shall not make use of, nor involve in this
Study, any person or organization which is or has
been debarred, suspended, excluded or disqualified
by any competent authority to participate in clinical
research. In the event the Institution or the
Investigator or any person or organization involved
in the Study is or becomes threatened with or
becomes debarred, disqualified, suspended or
excluded during the Study, the Institution and the
Investigator shall notify PSI in writing about this fact
within five (5) days of its discovery.

10. ANTI-BRIBERY AND ANTI-CORRUPTION

a) PSI and the Sponsor are subject to anti-
bribery and anti-corruption laws which make it a
criminal offence for PSI or the Sponsor to directly or
indirectly offer, give or promise a Bribe to a
Government Official or other business counterpart.
A “Bribe” is an offer, delivery or promise of a
payment or anything of value to any Government
Official or other business counterpart for the
purpose of (i) unduly inducing or influencing that
person to do or refrain from any official act; (ii)
attempting to gain or maintain business; or (iii)
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8.4 [Platnost po ukonceni], Oddil 10 [Protiuplatkova
a protikorup¢ni ustanoveni], Oddil 11 [Pfedavani
udaju], Oddil 12 [Rdzné] a Oddil 13 [Platné zakony
a soudni pfislusnost].

8.5 Pozastaveni Studie

Zadavatel smi po pisemném oznameni Studii kdykoli
pozastavit bez udani davodu, toto
pozastaveni nebude povazovano za poruseni této
Smiouvy.

pficemz

9. NEVYLOUCENI

Zdravotnické zafizeni a Hlavni zkouSejici ru¢i a
zarucuji, pokud jim takové skute¢nosti mohou byt pfi
vynalozeni pfiméfeného usili znamé, ze jim ani
Personalu Studie nebyla zakazana ani pozastavena
UCast v klinickém vyzkumu zadnymi Ceskymi ani
regulaénimi Urady
(v€etné zejména americké FDA) a ze nevyuziji ani
do této Studie nezapoji
organizaci, které je nebo byla nékterym regulaénim
orgdnem zakazana nebo pozastavena u€ast na
klinickém vyzkumu, nebo ktera byla prohlasena
nezpusobilou na klinickém vyzkumu.
V pfipadé, ze by Zdravotnické zafizeni nebo Hlavni
zkousejici €& jakakoli osoba nebo organizace
UCastnici se Studie méla byt nebo byla vyloucena
béhem Studie, Zdravotnické zafizeni
zkouSejici oznami tuto skutecnost PSI, a to pisemné
do péti (5) dnu poté, co se o této skutecnosti dozvi.

zahraniénimi a kontrolnimi

zadnou osobu ani

k ucCasti

a Hlavni

10. PROTIUPLATKOVA A PROTIKORUPCNI
USTANOVENI

a) PSI a Zadavatel jsou povinni jednat v souladu
s platnymi zakony proti uUplatkim a korupci, podle
kterych je nabizeni, poskytnuti &i slibeni Uplatku, at
jiz pfimo ¢&i nepfimo, Statnimu organu nebo jiné
obchodni protistrané trestnym &inem. ,Uplatek” je
nabizeni, poskytnuti nebo slibeni platby nebo jiné
cenné véci Statnimu organu nebo jiné obchodni
protistrané za ucelem (i) pfesvédceni Ci ovlivnéni
této osoby, aby jednala nebo naopak nejednala
uréitym zpusobem, (ii) pokusu o ziskani nebo
udrZzeni obchodni pfileZitosti, nebo (iii) zajisténi
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securing an improper advantage. A "Government
Official" is any person acting in an official capacity
for or on behalf of any government, including for its
public agencies, departments and/or international
organizations.

b) Acknowledging PSI's and the Sponsor’s
obligation, the Institution and the Investigator
represent and warrant that neither they nor any of
their officers, directors, employees, staff or agents
(including all Study Personnel) have or shall pay or
promise to pay a Bribe to any Government Official
or business counterpart in connection with the
Study. The Institution and the Investigator shall
promptly notify PSI if either learns of or has reason
to know of any activities in connection with the Study
which may constitute a violation of this Anti-Bribery
and Anti-Corruption section of this Agreement or the
anti-bribery, anti-corruption laws that apply to the
Institution and the Investigator.

11. DATA TRANSFER

a) The Institution and the Investigator undertake
to protect the personal data of the Study subjects
and to process them in accordance with the
applicable data protection laws and regulations.

b) Both prior to and during the course of the
Study, the Investigator and the Study Personnel
may provide PSI and/or the Sponsor with their
personal data. Such data may include names,
contact information, work experience, qualifications,
publications, background,
performance information, facilities, staff capabilities,
and other information relevant to the Study (the
“Personal Data”). The Investigator hereby consents
to the processing (including use, disclosure or
transfer) of his/her Personal Data as required for the
following purposes (the “Purposes”): (i) the conduct
of clinical trials; (ii) review by governmental or
regulatory agencies, PSI, the Sponsor and their
agents, and affiliates; (iii) compliance with legal or
regulatory requirements; and (iv) storage in
databases for use in selecting investigators and
institutions for future clinical trials. The Investigator
also agrees that for the Purposes, his/her Personal

résumés, educational

PSI Template, Czech Republic, 01-JAN-2015

Zdenék Kral, MD, PhD

necestné vyhody. ,Statni organ“ je jakakoli osoba
oficidlné jednajici za a jménem statu v€etné jeho
vefejnych ufadu, ministerstev a/nebo mezinarodnich
organizaci.

b) Zdravotnické zafizeni a Hlavni zkouS3ejici
berou na védomi povinnost PSI| a Zadavatele a ruci
a zarucuji se, ze v souvislosti se Studii nebudou ani
oni ani jejich funkcionafi, feditelé, zaméstnanci,
zastupci ¢i zmocnénci (v€etné Studijniho personalu)
platit nebo slibovat Uplatek Statnimu organu &i jiné
obchodni protistrané a ani tak neucinili. Zdravotnické
zarizeni a Hlavni zkou$ejici neprodlené uvédomi
PSI, pokud se dozvédi o, nebo pokud budou mit
dlvodné podezfeni na jakoukoli ¢innost souvisejici
se Studii, ktera muze byt v rozporu s timto oddilem
Protiuplatkova a protikorupéni
Smlouvy nebo v rozporu s platnymi protikorup&nimi
zakony vztahujicimi se na Zdravotnické zafizeni a
Hlavniho zkouSejiciho.

ustanoveni této

11. PREDAVANi OSOBNiCH UDAJU

a) Hlavni zkouSejici a Zdravotnické zafizeni se
zavazuji chranit osobni udaje Subjektt hodnoceni a
zpracovavat je v souladu
na ochranu osobnich udaju.

s platnymi  zakony

b) Pfed i vpribéhu Studie mohou Hlavni
zkousejici a Studijni personal poskytnout své osobni
Udaje PSI a/nebo Zadavateli. Tyto udaje mohou
zahrnovat jména, udaje, pracovni
zkuSenosti a profesni kvalifikaci, publikace,
Zivotopisy a informace o vzdélani, pusobnosti a
zafizenich, zpUsobilost personalu a jiné informace
souvisejici se Studii (dale jen ,Osobni udaje).

kontaktni

Hlavni zkouSejici timto souhlasi se zpracovanim
(v€etné pouZiti, poskytnuti a predani) svych
Osobnich udaju dle pozadavkl pro nasledujici ucely

(dale jen ,Ugely*): (i) provadéni klinickych
hodnoceni, (ii) kontrola statnimi nebo regulaénimi
Urady, PSI, Zadavatelem, jejich zastupci a

pobockami, (iii) splnéni zakonnych nebo regulaénich
pozadavkd a (iv) uchovani v databazi za ucelem
vybéru zkouS$ejicich a zdravotnickych zafizeni pro
budouci klinickd hodnoceni. Hlavni zkouSejici dale
souhlasi s pfedanim svych Osobnich udaji do
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Data may be transferred abroad, even if such
Personal Data is transferred to countries that do not
ensure an equivalent level of protection as that
provided in the Czech Republic. The Institution and
the Investigator represent that all Study Personnel
will provide express consent to the processing and
transfer of their Personal Data for the Purposes and
shall notify PSI immediately if such consent has
been withdrawn.

12. MISCELLANEOUS

a) No amendment to this Agreement (including
its attachments) shall be effective unless such
amendment is made in writing and signed by the
parties hereto.

b) If any provision(s) of this Agreement shall be
declared invalid by a court of competent jurisdiction,
such determination shall not affect the remaining
provisions of this Agreement which shall remain in
full force and effect. The parties hereto shall,
however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
provision(s) which reflect(s) the same purpose of the
invalid provision(s) to the greatest extent possible.

c) This Agreement is entered into between the
parties hereto on principal to principal basis. Nothing
contained in this Agreement shall be construed to
imply a joint venture, employment, partnership, or
superior-subordinate relationship between the
Institution/Investigator and PSI or the Sponsor; and
neither party hereto by virtue of this Agreement shall
have the right, power or authority to act or create
any obligation, express or implied, on behalf of the
other party.

d) If there is a discrepancy between the English
and the Czech versions of this Agreement, the
actual intention of the parties shall be established by
a good faith interpretation considering both
versions. In case a discrepancy cannot be resolved
by such interpretation, the Czech version shall
prevail.
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zahraniéi pro Ugely, i kdyZ budou tyto Osobni tdaje
predany do zemi, které na svém uUzemi nezajistuji
stejnou Uroveri ochrany osobnich Gdaijtl jako Ceska
republika. Zdravotnické zafizeni a Hlavni zkouSejici
ruéi za to, ze vSichni ¢lenové Studijniho personalu
poskytnou vyslovny souhlas se zpracovanim a
predanim svych Osobnich udajt pro Ugely, a budou
neprodlené informovat PSI, pokud bude tento
souhlas zruSen.

12. RUZNE

a) Zadné doplnéni této Smlouvy &i jejich Priloh
nenabude platnosti, pokud takové doplnéni nebude
ucinéno pisemné a podepsano smluvnimi stranami.

b) Pokud bude nékteré ustanoveni této Smlouvy
prohlaSeno za neplatné soudem pfislusné jurisdikce,
nebude mit toto vliv na zbyvajici
ustanoveni této Smlouvy a tato zbyvajici ustanoveni
zUstavaji v plné platnosti. Smluvni strany se vSak
pokusi nahradit ustanoveni prohlasené za neplatné
ustanovenim platnym, které pini stejny ucel jako
neplatné
rozsahu.

rozhodnuti

ustanoveni vco nejvétSim mozném
c) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé zadné

skuteénosti obsazené v této Smlouvé neni mozné

interpretovat vztah mezi Zdravotnickym
zafizenim/Hlavnim  zkouSejicim a PSI nebo
Zadavatelem jako spoleény podnik, vztah

zameéstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven zadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo vytvaret
jménem ostatnich stran jakékoli povinnosti, at jiz
vyslovné ¢&i nepfimo.

d) V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skute&ny umysl smluvnich
stran stanoven vykladem obou verzi v dobré vire.
V pfipadé, Ze rozpor nebude mozZné vyreSit
takovymto vykladem, pfevazuje verze Ceska.

18/27

CONFIDENTIAL | DUVERNE



105RC101

e) The Institution and/or the Investigator may
not assign any of their rights or subcontract
obligations hereunder without the prior written
consent of PSI. Even if PSI authorizes delegation or
subcontracting in full or in part, the Institution and
the Investigator remain fully responsible and liable
for the performance of all delegated duties. The
parties agree that upon written notice to the
Institution, the Sponsor may assume all of the rights,
obligations and duties of PSI under this Agreement,
and PSI shall be deemed to have assigned to
Sponsor such rights, obligations and duties, and the
Institution shall be deemed to have consented to
such assignment.

f) No delay, omission or forbearance by either
party to exercise or enforce any right, power or
remedy shall operate as a waiver thereof, and any
single or partial exercise or enforcement thereof
shall not preclude any other or further exercise or
enforcement thereof or the exercise or enforcement
of any other right, power or other remedy.

9) A person who is not a party to this Agreement
shall have no right to enforce any provision of this
Agreement but this shall not affect any right that
exists or is available as provided by applicable law.

h) This Agreement has been executed in four
originals, one for each party and one for the
Sponsor.

i) PSI shall conclude a separate Investigator
Agreement with the Investigator, related to the
performance of tasks connected with the Study
other than those ensured by the Institution and
stipulated by this Agreement. Among other things,
the separate Investigator Agreement shall define
the Investigator’s remuneration for the performance
of the mentioned tasks.

13. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the Czech
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e) Ani  Zdravotnické zafizeni ani  Hlavni
zkouSejici nesmi postoupit sva prava nebo
angazovat subkontrahenty na pInéni svych
povinnosti  vyplyvajicich ztéto Smlouvy bez

predchoziho pisemného souhlasu PSI. | v pfipadé,
Z2e PSI schvali delegovani i
subkontrahentl v plném ¢&i ¢aste¢ném rozsahu,
zUstavaji Zdravotnické zafizeni a Hlavni zkouSejici
piné odpovédni za plnéni veSkerych delegovanych
povinnosti. Strany souhlasi, Ze na zakladé
pisemného oznameni Zdravotnickému zafizeni
muze Zadavatel prevzit vSechna prava, zavazky
a povinnosti PSI dle této Smlouvy, a PSI postoupi
Zadavateli uvedena prava, povinnosti a zavazky

angazovani

a Zdravotnickému  zafizeni bude s takovym
postoupenim souhlasit.
f) Zadné zpozdéni, opomenuti & odklad

kterékoli strany uplatnit ¢i vymahat jakékoli pravo,
pravomoc nebo napravu nebude pusobit jako
zfeknuti se tohoto prava, pravomoci &i napravy
a jakékoli jednorazové nebo CasteCné uplatnéni Ci
vymahani tohoto prava, pravomoci ¢i napravy
nebude vyluGovat jejich dalSi uplatfiovani C&i
vymahani nebo uplathovani ¢i vymahani jakéhokoli
jiného prava, pravomoci &i napravy.

0) Osoba, ktera neni smluvni stranou této
Smlouvy, nebude mit pradvo vymahat jakékoli
ustanoveni této Smlouvy, avSak toto ustanoveni
nebude mit vliv na existujici nebo dostupna prava dle

platnych zakona.

h) Tato Smlouva je vypracovana ve Ctyfech

vyhotovenich, znichz kazda smluvni strana a
Zadavatel obdrzi po jednom.
i) PSI uzavfe s Hlavnim zkouSejicim smlouvu

na ¢innosti ve véci klinického hodnoceni nad ramec
¢innosti, za které odpovida Zdravotnické zafizeni
podle této Smlouvy. Smlouva mj. stanovi odménu
Hlavniho zkousejiciho za provadéni téchto Cinnosti.

PLATNE ZAKONY A SOUDNI

PRISLUSNOST

13.

a) Tato Smlouva se Fidi a vyklada podle platnych
zakonu Ceské republiky bez ohledu na rozpor se
zadkonnymi ustanovenimi.
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Republic, without regard to its conflict with laws
provisions.

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof shall
be submitted to the exclusive jurisdiction of the
competent courts located in the location of the
defendant. Notwithstanding the foregoing, either
party may seek injunctive or other preliminary relief
in any court of competent jurisdiction.

[SIGNATURE PAGE TO FOLLOW]
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b) Jakékoli naroky ¢&i spory vzniklé v souvislosti
s touto Smlouvou ¢i jeji poruseni budou pfedlozeny
soudlm pfislusné jurisdikce v misté
Zalované strany. Bez ohledu na vySe uvedené, smi
kterakoli strana pozadovat soudni napravné nafizeni
nebo jiné pfedb&zné opatfeni u kteréhokoli soudu
pfislusné jurisdikce.

k feseni

[INASLEDUJE PODPISOVA STRANA]
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This Agreement has been executed in four originals, | Tato Smlouva byla vypracovana ve c¢tyfech
one for each party and the Sponsor. vyhotovenich, kdy kazda ze smluvnich stran a
Zadavatel obdrzi jedno.

The Institution | Zdravotnické zafizeni: Fakultni nemocnice Brno (University
Hospital Brno)

Name | Jméno: MUDr. Roman Kraus, MBA
Title | Pozice: Hospital Director/feditel

Dated | Datum:

The Investigator | Hlavni zkousejici:

Name | Jméno: Zdenék Kral, MD, PhD

Dated | Datum:

PSI: PSI CRO Czech Republic s.r.o.

Name | Jméno: MUDr. Petr Vaculik
Title | Pozice: Country Manager, by Power of Attorney/na zakladé pIiné moci

Name | Jméno: PhDr. Petr Sedlak
Title | Pozice: by Power of Attorney/na zakladé piné moci

Dated | Datum:

The Sponsor | Zadavatel: TRACON Pharmaceuticals, Inc.

Name | [Jméno]:

Dated | [Datum]:
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Attachment 1

Fee and Payment Schedule

Priloha 1

Rozpis plateb

| .
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L4
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