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CLINICAL STUDY AGREEMENT

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

MasarykGv onkologicky ustav (Masaryk

Memorial Cancer Institute)

with offices at Zluty kopec 543/7, 656 53 Brno —
Staré Brno, Czech Republic, IN: 00209805, TIN:
CZ00209805, represented by Prof. Jan Zaloudik,
MD, PhD, Director (the “Institution”)

and

Alexandr Poprach, MD, PhD
Domicile:

(the

“Investigator”)

and

PSI CRO Czech Republic s.r.o.

with offices at V Parku 2343/24, 148 00 Praha 4 -
Chodov, Czech Republic, IN: 28196775, TIN:
CZ28196775, registered with Business Register,
Municipal Court in Prague, section C, folio
132148, represented by Petr Vaculik, MD,
Country Manager, and by Petr Sedlak, M.A., 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:

Masarykav onkologicky ustav

se sidlem Zluty kopec 543/7, 656 53 Brno — Staré
Brno, Ceska republika, IC: 00209805, DIC:
CZ00209805, zastoupeny prof. MUDr. Janem
Zaloudikem, CSc., feditelem (dale
.Poskytovatel zdravotnich sluzeb”)

jen

a

MUDr. Alexandr Poprach, Ph.D.

(dale jen
,Hlavni zkousejici“)

a

PSI CRO Czech Republic s.r.o0.,

se sidlem V Parku 2343/24, 148 00 Praha 4 -
Chodov, Ceska republika, 1C: 28196775, DIC:
CZ28196775, zapsana v obchodnim rejstfiku
u Méstského soudu v Praze, oddil C, vlozka
132148, zastoupena MUDr. Petrem Vaculikem,
Country Manager, a PhDr. Petrem Sedlakem, na
zakladé pIné 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 1€k”);

VZHLEDEM K TOMU, Ze Studie bude provadéna
v plném s Protokolem Zadavatele
105RC101 ,Randomizované klinické hodnoceni
faze 2 posuzujici axitinib a TRC105 v porovnani
se samotnym axitinibem (v&etné zavadéci faze 1b
se zvySovanim davky) u pacientld s pokrocilym
nebo metastatickym renalnim karcinomem®
a vSemi jeho dodatky (dale jen ,Protokol®);

souladu
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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 Clinic of
Complex Oncology Care, Masaryklv onkologicky
Ustav, Zluty kopec 7, 656 53 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

PSI Template, Czech Republic, 01-JAN-2015

Alexandr Poprach, MD, PhD

VZHLEDEM K TOMU, Ze Zadavatel angazoval
PSI jako smluvni vyzkumnou organizaci, aby

zorganizovala a provedla Studii v Ceské
republice;
VZHLEDEM K TOMU, 2ze PSI si preje

na provadéni Studie angazovat Poskytovatele
zdravotnich sluzeb a Hlavniho zkouS$ejiciho
a Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici si pfeji provadét Studii;

VZHLEDEM K TOMU, Ze Hlavni zkouSejici
souhlasi s tim, Ze bude ve zdravotnickém zafizeni
Poskytovatele zdravotnich sluzeb v ramci Studie
vykonavat ulohu hlavniho zkousejiciho;

NYNi SE PROTO pfi vzajemnych
ujednani a zavazku uvedenych v této Smlouveé,
strany dohodly nasledovné:

zvazeni

1. SLUZBY A POVINNOSTI

1.1 Provadéni Studie

a) Poskytovatel zdravotnich sluzeb a Hlavni
zkousSejici timto souhlasi, ze provedou Studii
vsouladu stouto Smlouvou a Protokolem.
Poskytovatel zdravotnich Hlavni
zkousSejici se budou téz Fidit pokyny PSI a/nebo
Zadavatele tykajicimi se pInéni Poskytovatele
zdravotnich sluzeb a/nebo Hlavniho zkousejiciho

sluzeb a

vyplyvajiciho pro né z této Smlouvy.

Klinika
Masarykav

b) Studie bude provedena v:
komplexni  onkologické  péce,
onkologicky ustav, Zluty kopec 7, 656 53 Brno,
Ceska republika. Poskytovatel zdravotnich sluzeb
a Hlavni zkousSejici zajisti, aby v3echny fyzické i
pravnické osoby podilejici se na provadéni Studie
pod dohledem Hlavniho zkouS$ejiciho (dale jen
~otudijni personal“) provadély Studii v souladu
s Protokolem a podminkami stanovenymi touto
Smlouvou. Poskytovatel zdravotnich
a Hlavni zkouSejici dale zajisti, aby veskery
Studijni personal byl vySkolen ohledné Protokolu
a spravné klinické praxe a fidil se jimi.

sluzeb

c) Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici zahaji provadéni Studie, jakmile budou
splnény vSechny nasledujici podminky: (i)
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and the Study have been approved by the
responsible ethics committee(s) and the
competent authority(ies); (ii) 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 Practice 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 the Applicable
Regulatory Requirements and approved in writing
by the Sponsor.

accordance with

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, PSlI and the Sponsor may
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Protokol a Studie byly schvaleny pfisluSnymi
etickymi komisemi a pfislusnymi dfady, (ii) byla
vykonana zahajovaci navstéva studijniho centra a
(i) Poskytovateli zdravotnich sluzeb a/nebo
Hlavnimu  zkouSejicimu  byly  zpfistupnény
Zaznamy subjektt hodnoceni (definovany nize) a
Studijni 1€k a axitinib.
1.2 Vyhovéni Studie
pozadavkim

regulac¢nim

a) Kazda ze stran bude vykonavat své
povinnosti vyplyvajici pro ni ztéto Smlouvy
s nalezitou svédomitosti a ve striktni shodé se: (i)
vSemi pravnimi predpisy platnymi pro provadéni
klinického hodnoceni v€etné zakona ¢. 378/2007
Sb., o IéCivech, v platném znéni, zakona ¢&.
372/2011 Sb., o zdravotnich sluzbach, v platném
znéni, a vyhlasky ¢. 226/2008 Sb., o spravné
klinické praxi a blizS8ich podminkach klinického
hodnoceni, (i) pfijimanymi
standardy spravné klinické praxe v€etné (mimo
jiné) aktualné Platnych postupl Spravné klinické
praxe z Mezinarodni konference pro harmonizaci
a etickymi zdsadami Helsinské deklarace Svétové
lekarské asociace, (iii) platnymi zakony tykajicimi
se ochrany udaju a dudvérnosti udaji vcetné
(mimo jiné) Zakona €. 101/2000 Sb., o ochrané
osobnich udaju v platném znéni (implementujici
Smeérnici o ochrané udaju 95/46/ES) a (iv) vSemi
dalSimi platnymi zakony a pfedpisy (souhrnné
,Platné regulaéni pozadavky* v platném znéni).

vSemi obecné

b) Veskere musi byt
provedeny v souladu s Platnymi regula&nimi

pozadavky a schvaleny pisemné Zadavatelem.

Upravy Protokolu

1.3 Subjekty hodnoceni

Predpokladany pocet pacientu, ktefi budou
Hlavnim zkouSejicim zarazeni do Studie, je -

. Podrobna kritéria pro zafazovani subjektu do
Studie jsou uvedena v Protokolu. Vzhledem
k tomu, Ze Studie je soucasti multicentrického

hodnoceni, PSI a Zadavatel mohou kdykoli
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request the Investigator to stop enrolment at any
time.

1.4  Study Drug and Study Supplies

a) PSI agrees to provide the Study Drug
(TRC105) and the drug product 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 (iii) 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 parties agreed that the drug product
containing the drug substance paracetamol, drug
products Dithiaden, Ranitidin, Solu-Medrol, and
Sumatriptan shall be supplied by the Institution.
The Sponsor undertakes to pay the drug product
purchase price to the Institution. The purchase
price must not exceed the sum of the maximum
price set by the manufacturer and the markups
set by the price regulations of the Ministry of
Healthcare. The drug product purchase price
shall be paid within the same period of time and
in the same manner as the compensation for the
clinical trial conduct.

c) The Study Drug and axitinib shall be
delivered exclusively to the Pharmacy of the
Institution on business days from 07:00 am to
03:30 pm. The Study Drug and axitinib shall be
clearly identified and addressed to the employee
of the Institution responsible for the
pharmaceutical part of the Study.
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pozadovat, aby Hlavni zkouSejici ukoncil nabor
pacientll do Studie.

1.4  Studijni Iék a Studijni material

a) PSI souhlasi, Ze poskytne Poskytovateli
zdravotnich sluzeb nebo Hlavnimu zkous$ejicimu
zdarma Studijni 1ék (TRC105) a IéCivy pfipravek
s ucinnou latkou axitinib v mnozstvi dostate€ném
pro provedeni Studie. PSI muze téz dle svého
vyhradniho uvazZeni poskytnout dalSi materialy,
potfeby a vybaveni (dale jen ,Studijni material®).
Poskytovatel zdravotnich sluzeb a/nebo Hlavni
zkouSejici po obdrzeni Studijniho Iéku, axitinibu
a/nebo Studijniho materialu neprodlené potvrdi
pfijem PSI. Poskytovatel zdravotnich sluzeb a
Hlavni zkouSejici budou uchovavat Studijni 1€k,
axitinib a Studijni material v souladu s: (i) Platnymi
regulacnimi pozadavky, (ii) zpsobem uvedenym
v Protokolu a (iii) dalSimi dokumenty poskytnutymi

PSI nebo Zadavatelem, které se tykaji
technickych  aspektd  skladovani  (v€etné
pfipadného monitorovani teploty), pFipravy,

nakladani s a/nebo vydeje Studijniho Iéku a
axitinibu.

b) Smluvni strany se dohodly, Zze
pfipravek s uc€innou latkou paracetamol, lécivé
pripravky Dithiaden, Ranitidin, Solu-Medrol a
Sumatriptan dodéd poskytovatel zdravotnich
sluzeb. Zadavatel se uhradit
poskytovateli zdravotnich sluzeb za dodani
léCivych pfipravku jejich kupni cenu. Kupni cena
|éCivého pfipravku nesmi byt vy38i nez soucet
maximalni ceny vyrobce a obchodnich pfirazek
stanovenych cenovym pfedpisem Ministerstva
zdravotnictvi. Kupni cena léCivého pfipravku bude
hrazena ve stejnych Ihdtach a stejnym zplsobem
jako odména za provadeéni klinického hodnoceni.

l&&ivy

zavazuje

C) Studijni 1€k a axitinib bude dodavan
vyhradné do Ustavni Iékarny Poskytovatele
zdravotnich sluZeb, a to v pracovni dny v dobé od
7:00 do 15:30 hod. Studijni lék a axitinib bude
jednoznacné adresovan
zaméstnanci Poskytovatele zdravotnich sluzeb
odpovédnému za farmaceutickou ¢ast Studie.

identifikovan a
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The Institution shall dispose of all the open and
not fully used Study Drug and axitinib. Prior to the
destruction, unused axitinib will be returned to the
pharmacy for accountability of tablets returned.

Upon completion or termination of the Study or at
PSl's/Sponsor's request, the Institution shall
deliver all unused Study Supplies to the address
indicated by PSI/Sponsor or will be required to
ensure their disposal.

d) 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.

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
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Likvidaci naCatého a  nespotfebovaného
Studijniho léku a axitinibu zajisti Poskytovatel
zdravotnich sluzeb. Pfed destrukci bude Axitinib
vracen do lékarny, kde bude provedena evidence

vracenych tablet.

Studie nebo
Poskytovatel
veSkery nepouzity

nebo ukonceni
PSl/Zadavatele,
zdravotnich sluzeb vrati
Studijni
PSl/zadavatelem nebo bude vyzvan k zajisténi
jeho destrukce.

Pfi dokonceni
na zadost
uréenou

material na adresu

d) Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici zajisti, aby byl Studijni 1€k, axitinib
a Studijni material pouzivan vyhradné pro ucely
provadéni  Studie s Protokolem
azazadnym  jinym Poskytovatel
zdravotnich sluzeb a Hlavni zkouSejici dale
zajisti, aby Studijni Iék, 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). Poskytovatel
zdravotnich sluzeb a Hlavni zkou$ejici budou
za jim svéfeny Studijni 1ék, axitinib a Studijni
material odpovidat PS| a Zadavateli a neprodlené
uvédomi PSI, pokud dojde ke ztraté, poSkozeni
nebo zni€eni Studijniho 1éku, axitinibu nebo
Studijniho materialu.

v souladu
ucelem.

1.5 Informovany souhlas

a) Hlavni zkou$ejici v souladu se vSemi
Platnymi regulacnimi pozadavky ziska od vSech
Subjektt hodnoceni nebo jejich zastupcl fadné
podepsany souhlas, a to

pfed zahajenim ucasti subjektu ve studii.

informovany

b) Hlavni zkouSejici bude pouzivat formular
informovaného souhlasu (dale jen ,Formular
informovaného souhlasu®) poskytnuty PSI a
schvaleny Platnymi
regulaénimi pozadavky. Za ucelem vyhnuti se
pochybnostem bude tento Informovany souhlas
obsahovat souhlas  Subjektu hodnoceni
s poskytnutim svych osobnich Udaju Zadavateli

vsouladu se vSemi
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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 sufficient
to 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.

b) The Institution and the Investigator shall
take reasonable and customary precautions to
prevent the loss or alteration of any Study Data.
The 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 and fully
inform the Sponsor, PSI and, when applicable, the
ethics committee(s) and competent authorities, of
any significant  risks,
unexpected results related to the Study, according
to the Applicable Regulatory Requirements and
applicable Protocol provisions.

adverse events or
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nebo treti strané mimo Evropskou unii uréené
Zadavatelem.

1.6 Zaznamy subjektu hodnoceni a Studijni
udaje
a) PSI doda formulafe (pokud se jedna
o elektronickou formu, udéli pfistup), které Hlavni
zkouSejici pouzije a vypini pro zdokumentovani
UCasti Subjektd hodnoceni ve Studii (dale jen
-Zaznamy subjektu hodnoceni“ nebo ,CRFs").
Hlavni zkou$ejici bude zaznamenavat veskeré
Udaje ziskané v pribéhu provadéni Studie (dale
jen ,Studijni udaje“) vcas, pfesné a uplné
do formulafe a zajisti, aby veskeré Zaznamy
subjektu hodnoceni byly nalezit¢ podepsany
a datovany. V rozsahu, v jakém Studie vyzZaduje
elektronickych Zaznamu subjektl
zajisti  Poskytovatel
sluzeb a Hlavni  zkouSejici
zabezpeCeni pocitaCe postacujici
davérnosti, neporusenosti a dostupnosti téchto
udajl s Platnymi regulaénimi
pozadavky. Hlavni zkous$ejici nebude udélovat
pfistup do systému
zaznamenavani udajid  (EDC)
ve Studii neopravnénym osobdm a zejména pak
nebude sdélovat své uzivatelské jméno a/nebo
heslo.

vyplfiovani
hodnoceni, zdravotnich
pfiméfrené
k ochrané

v souladu

elektronického
pouzivaného

b) Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici odpovidajici opatfeni, aby
nedoslo ke ztraté nebo zméné zadnych Studijnich
udaju. Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici uznavaji a souhlasi, ze podle Oddilu 4
je Zadavatel vlastnikem veSkerych Studijnich
udaja.

ucini

1.7 Nezadouci pfihody

Hlavni zkouSejici souhlasi, ze bude v souladu
s Platnymi regulaénimi poZadavky a
ustanovenimi Protokolu neprodlené informovat
Zadavatele, PS| a pfipadné etické komise a
prisluSné urady o jakychkoli vyznamnych rizicich,
nezadoucich pfihodach nebo nefekanych
vysledcich souvisejicich se Studii.
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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) PSI undertakes to pay to the Institution for
the conduct of the Study, for visits,
examinations and other services provided under
this Agreement, a compensation 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 under this Agreement and it
includes without limitation, all work and care
anticipated by the Protocol, the use of the facilities
and equipment, staff costs, administrative costs,
overhead, third party costs, and other expenses,
etc.

i.e.

b) The Institution and the Investigator
acknowledge that PSI may refuse to make
payment for services provided in case of a breach
of this Agreement, including but not limited to, a
Protocol violation or any service whose provision

was not required by the CRFs.

c) The Institution and the Investigator 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.

d) The contracting parties agreed that the
recipient of the remuneration for the Study
conduct shall be exclusively the Institution. The
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1.8 Majetkové priznani

Hlavni zkouS$ejici vyplni a odevzda PSI formulaf
majetkového pfiznani poskytnuty PSI tykajici se
finanénich zajmu( a dale stfetu zajm, které Hlavni
zkousejici a/nebo jeho rodina mohou uplatnit vaci
Zadavateli a/nebo v souvislosti se Studijnim
Iékem. Hlavni zkouSejici také zajisti, aby tento
vykaz vyplnili i spolu-zkousejici a odevzdali jej
PSI. Hlavni zkousSejici souhlasi stim, Zze on i
poskytnou PSI a
aktualizovany/é formulaf/e
majetkového pfiznani, pokud v pridbéhu Studie
nebo béhem jednoho (1) roku od jejiho dokonceni
nebo ukonceni dojde ke zméné skuteCnosti
uvedenych v puvodnich formulafich.

vSichni  spolu-zkouS$ejici

Zadavateli

2. KOMPENZACE

a) PSI
zdravotnich

se zavazuje uhradit poskytovateli
provadéni  Studie,
tj. za navstévy, dalsi  sluzby
poskytnuté na zakladé této smlouvy, odménu
v souladu s Rozpisem plateb pfilozenym k této
Smlouvé jako PFiloha 1. Odména uvedena

sluzeb za
vysSetfeni a

v Rozpise plateb pfedstavuje celkovou
kompenzaci vyplacenou na zakladé této Smlouvy
a zahrnuje veSkeré ukony a péci uvedenou

v Protokolu, pouZiti zafizeni a vybaveni, naklady
na persondl, administrativni naklady,
naklady spojené s tfetimi stranami, a jiné vydaje,
atd.

rezii,

b) Poskytovatel zdravotnich sluZzeb a Hlavni
zkousejici berou na védomi, ze PSI neuhradi
takovou sluzbu, ktera byla poskytnuta v rozporu s
touto Smlouvou v&etné (mimo jiné) Protokolu,
nebo sluzbu, jejiz poskytnuti nevyplyva z CRFs.

C) Poskytovatel zdravotnich sluzeb a Hlavni
zkousSejici nebudou v souvislosti se Studii G¢tovat
Subjektim hodnoceni ani jiné tfeti strané zadné
vydaje, za jejichz zaplaceni je zodpovédna PSI
nebo Zadavatel.

d) Smluvni strany se dohodly, Ze pfijemcem
odmény za provadéni Studie je vyluéné
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Investigator’s remuneration for the conduct of the
Study shall be paid to the Investigator by the
Institution in compliance with its internal
regulations.

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 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 marked as “Confidential”. 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; (ii) 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
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

Confidential Information in strict
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Poskytovatel zdravotnich sluzeb. Odména
Hlavniho zkouSejiciho za provadéni Studie bude
Hlavnimu zkouSejicimu
Poskytovatelem zdravotnich sluzeb v souladu

s jeho vnitfnimi pfedpisy.

uhrazena

3. DUVERNOST

a) Za ,DGvérné informace”
veSkeré informace nebo udaje jakéhokoli druhu a
zaznamenané v jakékoli podobé, které jsou: (i)
zpfistupnény PSI a/nebo Zadavatelem ¢&i jejich
jménem  Poskytovateli zdravotnich
Hlavnimu nebo  Studijnimu
personalu v souvislosti s touto Smlouvou, nebo
(i)  ziskany, vyvinuty nebo  vytvofeny
Poskytovatelem zdravotnich sluzeb, HIlavnim
zkouSejicim  a/nebo  Studijnim  personalem
v dusledku provadéni Studie. Davérné informace
zahrnuji informace o Studijnim Iéku, Protokol,
Brozuru Hlavniho zkousSejiciho, Studijni Udaje,
DuSevni vlastnictvi (definovano nize) a dalSi
informace tykajici se Zadavatele Studie, PSI a
jejich pobocek oznacené jako ,Davérné”. Veskeré
Dlvérné informace jsou ve vyhradnim vlastnictvi
PSI, popfipadé Zadavatele.

se povazuji

sluzeb,
zkousejicimu

b) Dlvérné informace nezahrnuji informace,
které (i) jsou vefejné dostupné v dobé jejich
pfedani Poskytovateli zdravotnich sluzeb a/nebo
Hlavnimu zkousejicimu, (ii) byly dle pisemnych
zaznaml nebo jinych ddkazG ve vlastnictvi
Poskytovatele  zdravotnich a/nebo
Hlavniho zkouSejiciho pfedtim, nez jim byly
poskytnuty, bez povinnosti zachovavat jejich
davérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti tfeti strany, nikoli
na zakladé opomenuti Poskytovatele zdravotnich
sluzeb, Hlavniho zkou$ejiciho nebo Studijniho

sluzeb

personalu.

c) Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici budou zachovavat striktni divérnost
Davérnych informaci a pouziji vSechna pfiméfena
bezpec€nostni opatfeni, aby predesli
neopravnénému pouziti nebo predani Davérnych
informaci. Poskytovatel zdravotnich sluzeb a
Hlavni zkouSejici budou Dlvérné informace
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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
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
the 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 if possible 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.

f) However, no provision of this Agreement
shall affect the Institution’s right to provide
information in a manner stipulated by the Act No.
106/1999 Coll., On Free Access to Information, as
amended. The Institution is further entitled to
disclose this Agreement including its appendices
with the exception of the Protocol in compliance
with the Act No. 340/2015 Coll., On Agreement
Register, as amended.
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pouzivat pouze pro UucCely této Smlouvy.
Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici omezi predavani Davérnych informaci
na Studijni personal, ktery tyto informace

potfebuje pro provadéni Studie a ktery podléha
povinnosti uchovavat tyto informace jako divérné
stejné pfisné, jako je povinnost stanovena touto

Smlouvou. Poskytovatel zdravotnich sluzeb
a Hlavni zkouS$ejici pouci Studijni personal
odivérné povaze Duvérnych informaci

a ponesou zodpovédnost za jakékoli poruSeni
této povinnosti Studijnim personalem.

d) V pfipadé, Ze Poskytovatel zdravotnich
sluzeb, Hlavni zkouSejici nebo kterykoli ¢len
Studijniho personalu obdrzi soudni pfikaz nebo
jiny pravné zavazny pozadavek predat Divérné
informace nebo jejich &ast, jsou Poskytovatel
zdravotnich sluzeb nebo Hlavni zkouS$ejici povinni
neprodlené informovat PSI, jakmile se o takovém
pfikazu/pozadavku dozvédi, a, je-li to mozné,
predtim, nez budou D0vérné informace predany.
Poskytovatel zdravotnich Hlavni
zkousSejici budou spolupracovat s PSI a/nebo
Zadavatelem v usili ziskat omezeni nebo ochranu
pfed takovymto pfikazem poZadujicim pfedani
informaci. V kazdém pfipadé Poskytovatel
zdravotnich sluzeb a Hlavni zkou$ejici pfedaji
pouze minimum Duavérnych informaci nutnych
k vyhovéni poZadavku.

sluzeb a

e) Povinnost zachovavat divérnost je platna
po celou dobu platnosti této Smlouvy a déle po
dobu deseti (10) let od skonc&eni platnosti nebo

f) Zadné ustanoveni této smlouvy se vdak
nedotyka opravnéni poskytovatele zdravotnich
sluzeb poskytnout informace postupem dle
zakona ¢&. 106/1999 Sb., o svobodném pfistupu
pozdéjSich predpisu.
Poskytovatel zdravotnich sluZeb je dale opravnén
uverejnit tuto smlouvu vc€etné jejich pfiloh,
s vyjimkou Protokolu, a to na z&kladé zakona

€. 340/2015 Sb., o registru smluv, ve znéni
pozdéjSich predpisu.

k informacim, ve znéni
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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 not
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
(“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”).
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”).
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4. DUSEVNI VLASTNICTVi

Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici uznavaji a souhlasi, Zze Zadavatel bude
mit vyhradni vlastnicka prava ke véem patentim,
obchodnim znac¢kam &i nazvam (registrovanym ¢i
nikoli), know-how, designdm (registrovanym Cci
nikoli), autorska prava, prava tykajici se databazi,
vynalezl, prava na Zzadost ve stejné véci a
vSechna odpovidajici prava nebo s podobnym
ucinkem, vzdy vSak pretrvavajici kdykoli a kdekoli
na svété (dale jen ,DuSevni vlastnictvi‘) a
tykajici se Studijnich adaju, vylep$eni, vyvoje,
objevu, vynalezl, dél, know-how a dalSich prav
(at uz patentovatelnych ¢&i nikoli), vytvorenych,
vyvinutych, uvedenych do praxe
v disledku nebo v souvislosti s provadénim
Studie, a/nebo pouzivanim Studijniho Iéku nebo
Davérnych informaci spole¢né s pravy dusevniho
souvisejicimi  (dale jen
,Vysledné dusevni vlastnictvi“). Poskytovatel

a/nebo

vlastnictvi s nimi
zdravotnich sluZzeb a Hlavni zkou$ejici budou
neprodlené pisemné informovat PS| a Zadavatele
o vedkerém Vysledném dusevnim vlastnictvi
vytvofeném Poskytovatelem zdravotnich sluzeb,
Hlavnim zkousejicim Studijnim
personalem. Poskytovatel zdravotnich sluzeb a
Hlavni zkousSejici timto pfevadi veskera prava a
tykajici se Vysledného dus$evniho
vlastnictvi na Zadavatele bez dalSi odmény a
poskytnou soucinnost  k ziskani
patentu vcetné zajisténi podpisu dokumentd
k pfevodu objevu nebo jinych dokumentd. Na
Zadost Zadavatele Poskytovatel
sluzeb a Hlavni zkousSejici podepiSi veSkeré tyto
dokumenty a vykonaji vedkeré tyto kroky dle
odpovidajicich pozadavkl Zadavatele za ucelem
Uplného a pravomocného svéfeni Vysledného
dusevniho Zadavateli nebo
povéfenému zastupci. Za u&elem 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®).

a/nebo

zajmy

pfiméfenou

zdravotnich

vlastnictvi jim
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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 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); (i) 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
the Investigator shall, as
requested by the Sponsor, delete all references to
Confidential Information (excepting the results of

Institution and/or

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)
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5. PUBLIKACE A PROPAGACE

5.1 Publikace

a) Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici souhlasi s tim, ze Zadavatel bude mit
vyhradni pravo na prvni publikaci vysledk( Studie.
Tato publikace Zadavatelem bude provedena
jako  publikace  vysledk
hodnoceni ziskanych od v8ech zkou$ejicich a
Poskytovatelll zdravotnich sluzeb podilejicich se
na Studii (dale jen ,Publikace vysledku
multicentrického hodnoceni®). V pfipade, ze
bude mit Hlavni zajem prispét
k Publikaci vysledkd multicentrického hodnoceni
nebo se na ni podilet, je tfeba, aby kontaktoval
Zadavatele. Vybér autorll/ participujicich bude
fidit Zadavatel pfi zvazeni pfispéni jednotlivych
zkousejicich ke Studii.

multicentrického

zkousejici

b) Poskytovatel zdravotnich sluzeb a Hlavni
zkousSejici sméji publikovat nebo prezentovat
vysledky  Studie ziskané Poskytovatelem
zdravotnich sluZzeb a/nebo Hlavnim zkouSejicim
(déle jen ,Nezavisla publikace®) za pfedpokladu,
Ze byly splnény vSechny nasledujici podminky: (i)
vysledky  multicentrického  hodnoceni  byly
publikovany, nebo pokud nebyly, uplynulo od
dokonceni nebo pfed¢asného ukonceni Studie ve
vSech participujicich centrech (v€etné finalniho
databaze) alespon osmnact (18)
mésicl, (i) Poskytovatel zdravotnich sluzeb
a/nebo Hlavni zkouSejici jsou povinni pfed
zaslanim publikace  vydavateli,
recenzentovi Ci tfeti strané odevzdat
publikaci v navrhované podobé
Zadavateli a ponechat Zadavateli lhutu v délce
alespon Sedesati (60) dnli na kontrolu a komentar,
(i) Poskytovatel zdravotnich sluzeb a/nebo
Hlavni zkouSejici na Zadost Zadavatele odstrani
veSkeré odkazy na Duavérné informace
(s vyjimkou vysledki Studie ziskanych
Poskytovatelem zdravotnich sluzeb a Hlavnim

uzamdeni

Nezavislé
jiné
Nezavislou

zkou8ejicim), (iv) Poskytovatel zdravotnich
sluzeb a Hlavni zkouSejici zvazi komentar
11/29
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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. This provision does
not exclude disclosure of basic Study information
on the Institution’s websites.

6. INDEMNIFICATION, NOTIFICATION OF
CLAIMS AND INSURANCE

6.1 Indemnity Obligations and PSI's
Disclaimer

a) In case that any contracting party causes

damage to another contracting party, it

undertakes to compensate the damage to the
extent and in the manner specified by the
applicable legislation.

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.

C) Indemnification of the Institution and the
Investigator by the Sponsor is specified in detail in

a separate indemnification agreement.
6.2 Notification of Claims

The Institution and the Investigator shall without
undue delay serve a notice in writing to PSI and

PSI Template, Czech Republic, 01-JAN-2015

Alexandr Poprach, MD, PhD

Zadavatele a navrhované revize v dobré vife
a (v) Poskytovatel zdravotnich sluzeb a/nebo
Hlavni  zkouSejici na
vyjadfenou béhem Sedesatidenni (60) kontroly
odlozi publikaci nebo prezentaci
publikace az o dalSich Cctyficet pét (45) dnl
za UCelem umoznéni Zadavateli ziskat ochranu
DuSevniho vlastnictvi.

zadost Zadavatele

Nezavislé

5.2 Propagace

Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici nebudou pouzivat nazev spole¢nosti
PSI ani Zadavatele, jména jejich zaméstnancu,
symboly ani znamky v Zadnych
reklamnich, prodejné propagacnich materialech
ani  tiskovych zpravach predchoziho
pisemného souhlasu PSI nebo Zadavatele. Toto
ustanoveni nevyluCuje
informaci o Studii na webovych strankach

poskytovatele zdravotnich sluzeb.

ochranné
bez

uvedeni zakladnich

6. ZPROSTENI ODPOVEDNOST],
OZNAMENi NAROKU A POJISTENI

6.1 Zavazky o odskodnéni a odmitnuti

odpovédnosti PSI

a) V pfipadé, ze jakakoli smluvni strana
zplsobi jiné smluvni strané Ujmu, zavazuje se ji
nahradit vrozsahu a zpusobem stanovenymi
pfisludnymi pravnimi pfedpisy.

b) PSI vyslovné odmita jakoukoli
odpovédnost jakkoli spojenou se Studijnim
Iékem, axitinibem a Protokolem s vyjimkou toho,
ze takova odpovédnost vznikne (i) nedbalym
chovanim, umyslnym jednanim
(i) porusenim této Smlouvy

nebo
opomenutim Ci
ze strany PSI.

c) OdSskodnéni Poskytovatele zdravotnich
sluzeb a Hlavniho zkou$ejiciho Zadavatelem je
blize upraveno ve zvlastni smlouvé o odskodnéni.

6.2 Oznameni naroku

Poskytovatel zdravotnich sluzeb a Hlavni

zkouSejici bez zbyte€ného odkladu zaslou PSI a
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the Sponsor about any claim raised in writing 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.

6.3 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 Caoll., on
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 -
liability insurance in compliance with Section 45
(2n) 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 aware. 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 unless the Institution and the
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Zadavateli pisemné oznameni o kazdém pisemné
vzneseném ndroku nebo soudnim
vedeném proti Poskytovateli zdravotnich sluzeb,
Hlavnimu zkou$ejicimu, Studijnimu personalu
nebo jinym zaméstnancim v souvislosti se Studii.
Poskytovatel zdravotnich Hlavni
zkouSejici budou pIné spolupracovat ve vSech
pfislusnych aspektech na pozadani a jménem PSI
a/nebo Zadavatele pfi vySetfovani
obhajobé proti témto narokim a pfi soudnich
pfich.

fizeni

sluzeb a

a/nebo

6.3 Pojisténi

a) PSI zajisti, aby Zadavatel uzavrel pojisténi
klinického hodnoceni v souladu s § 52 odst. 3 (f)
zakona €. 378/2007 Sb., o lécivech v platném
znéni, dle Platnych regula¢nich pozadavku.

b) Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici uzaviou a budou udrzovat v platnosti
adekvatni  pojisténi Platnymi
regulaénimi pozadavky - pojisténi odpovédnosti
za Skodu v souladu s § 45 odst. 2 pism. n) zakona
¢. 372/2011 Sb,,
v platném znéni. Na zadost PSI nebo Zadavatele
poskytnou potvrzeni o uzavieném pojisténi.

vyzadovana

o zdravotnich sluzbach,

7. KONTROLY, AUDITY, MONITOROVANI

A ZAZNAMY
7.1 Regulaéni kontroly
Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici neprodlené oznami PSI kazdou

regulacni kontrolu nebo Setfeni tykajici se Studie,
kterou provadi statni nebo kterykoli jiny regulaéni
ufad (v€etné EMA a americké FDA) a o niz se
dozvédi. PSI, Zadavatel a/nebo jejich zastupci
budou mit pravo byt pfitomni u takovych kontrol
a/nebo se na nich podilet. PSI
a Zadavatel budou mit revidovat,
poskytovat a komentovat veskeré odpovédi
ke vSem materialim a/nebo informacim predtim,
nez je Poskytovatel zdravotnich sluzeb nebo
Hlavni zkousejici poskytnou regulacnimu ufadu
v souvislosti s inspekci nebo Setfenim, nebude-li

a Setreni
pravo
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Investigator are obliged to provide the materials or
information without any delay.

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) To the extent allowed by applicable legal
regulations, PSI, the Sponsor and their
representative(s) shall be entitled to: (i) examine
and inspect the facilities required for the
performance of the Study; (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
guestions regarding the Study Data.

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
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mit Poskytovatel zdravotnich sluzeb anebo Hlavni
zkouSejici povinnost poskytnout je bezodkladné.

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
Poskytovatele zdravotnich sluzeb béhem bézné
pracovni doby a s pfiméfenou cCetnosti auditd
anavstév za Ucelem monitorovani prabéhu
Studie a kontroly dokument,
informaci, udajd a materiald Studie (v€etné
Studijnich  adaju). Poskytovatel zdravotnich
sluzeb a Hlavni zkousejici bude PSI, Zadavateli a
jejich  zastupcim napomahat pfi
planovani téchto navstév.

zafizeni

zaznamd,

¢asovém

b) PSI, Zadavatel a jejich zastupci budou mit
v rozsahu, v jakém to umoznuji pravni pfedpisy
pravo (i) a zkontrolovat
pozadovana pro vykon Studie; (ii) zkontrolovat
zdrojové dokumenty a (iii) kontrolovat a kopirovat
vSechny Studijni udaje a pozadovat jejich opravu
(v€etné - mimo Zaznaml subjektl
hodnoceni, puavodnich zprav o
testech a nalezech vySetfeni a vSech ostatnich
poznamek, grafli, zprav nebo zaznam tykajicich
se Subjektd hodnoceni nebo provadéni Studie),
které PSI a Zadavatel maji pravo znat dle
podepsaného Informovaného souhlasu a/nebo
Platnych  regulaénich  pozadavk(. Hlavni
zkousejici bude spolupracovat s PSI a
Zadavatelem béhem auditt a monitorovacich
navstév a pfi feSeni vSech otazek tykajicich se
Studijnich udaju.

provefit zafizeni

jiné —
laboratornich

7.3 Zaznamy

Poskytovatel zdravotnich sluzeb a Hlavni
zkousejici povedou pfesné, uplné a aktualni
zdznamy o v8ech Studijnich udajich, které budou
zahrnovat Zaznamy subjektll hodnoceni (nebo
odpovidajici udaje v elektronické podobé),

pfislusné zdrojové dokumenty a jakékoli dalSi

nezbytné dokumenty nebo materidly dle
pozadavku Protokolu, Platnych regulacnich
14129
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"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.

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, 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. In case of
termination of this Agreement, the contracting
parties are obliged to proceed so that no injury is
caused to the Study Subjects and the reputation
of the other contracting parties is not harmed.

8.2 Termination by PSI

PSI, in consultation with the Sponsor, may
terminate this Agreement with a 30-day notice
period starting on the first day of the month
following the delivery of the notice to the Institution
in these cases (i) if the Institution and/or the
Investigator breaches this Agreement and fails to
cure such breach within additional thirty (30)
calendar days from the receipt of written notice;
(i) 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 PSl regarding the Study
is terminated.
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pozadavku a pokynu PSI a Zadavatele (dale jen
.Zaznamy“). Poskytovatel zdravotnich sluzeb a
Hlavni zkousejici budou Zaznamy uchovavat na
bezpetném a zabezpecenim misté po dobu
pozadovanou Platnymi regulacnimi pozadavky
nebo po dobu patnacti (15) let od dokon&eni
Studie (kterakoli doba bude delsi).

8. UKONCENIi A POZASTAVENI

8.1 Doba trvani

Tato Smlouva zacina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukonéena pred¢asné dle Oddilu 8, bude
platna, dokud PSI a Zadavatel neobdrzi finalni
Studijni dokumentaci vyzadovanou Protokolem a
dokud PSI nevykona zavérecnou navstévu u
Poskytovatele zdravotnich sluzeb. V pfipadé
ukonéeni této Smlouvy jsou vSechny smluvni
strany povinny postupovat tak, aby nebyla
zpusobena jakakoli jma Subjektim Studie a aby
nebylo poskozeno dobré jméno ostatnich
smluvnich stran.

8.2 Ukoncéeni ze strany PSI

PSI smi po dohodé se Zadavatelem rozvazat
smlouvu vypovédi s vypovédni Ihdtou v délce 30
dni, kterd pocina bézet prvnim dnem mésice
nasledujiciho po doruéeni vypovédi Poskytovateli
zdravotnich  sluzeb, a to v nasledujicich
pfipadech: (i) pokud Poskytovatel zdravotnich
sluzeb a/nebo Hlavni zkouSejici porusi tuto
Smlouvu a nezjedna dodatecné napravu do tficeti
(30) kalendarnich dnli od obdrzeni pisemného
upozornéni, (ii) pokud se PSI nebo Zadavatel
budou v dobré vife domnivat, ze Studijni 1€k nebo
pokraCovani ve Studii pfedstavuje nepfiméfené
zdravotni riziko pro Subjekty hodnoceni, nebo
pokud budou mit obavy ohledné& ucinnosti Ci
bezpecnosti Studijniho léku, (iii) pokud bude
Studie z jakéhokoli dlvodu u Poskytovatele
zdravotnich sluzeb pferusena, nebo nebude
zahajena, nebo (iv) pokud dojde k ukon&eni
Smlouvy tykajici se Studie uzaviené mezi PSI a
Zadavatelem.

15/29

CONFIDENTIAL | DUVERNE



105RC101

8.3 Termination by the Institution or the
Investigator

The Institution may terminate this Agreement with
a 30-day notice starting on the first day of the
month following the date of delivery of the notice
to PSl in these cases:

(i) if PSI breaches this Agreement and fails to
cure such breach within additional 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, Notification of Claims
and Insurance], Section 7 [Inspections, Audits,
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 declare,
provided that they can be aware of these facts
when exercising reasonable effort, that neither
they nor any of the Study Personnel is or ever has

been debarred, disqualified, excluded or
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8.3 Ukonéeni ze strany Poskytovatele
zdravotnich sluzeb

zkousejiciho

nebo Hlavniho

Poskytovatel zdravotnich sluzeb mlze ukongit
tuto Smlouvu vypovédi s vypovédni
v délce 30 dni, ktera poCina bézet prvnim dnem
mésice nasledujiciho po doruceni vypovédi PSI,
a to v nasledujicich pfipadech:

Ihatou

(i) pokud PSI podstatné porusuje tuto Smlouvu a
toto poruseni dodate&né nenapravi do ftficeti (30)
kalendarnich dnu pisemného
nebo (i) pokud je Poskytovatel
sluzeb nebo Hlavni zkouSejici
v dobré vife pfesvédcen, ze pokraCovani Studie
predstavuje pro Subjekty hodnoceni nepfiméfené
zdravotni riziko.

od obdrzeni
oznameni;
zdravotnich

8.4 Platnost po ukonéeni

Ukonc&eni 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 1ék 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 narokl a
pojisténi], Oddil 7 [Kontroly, audity, monitorovani
a zaznamy], Oddil 8.4 [Platnost po ukongeni],
Oddil 10 [Protiuplatkovda a protikorupéni
ustanoveni], Oddil 11 [Pfedavani udaja], Oddil 12
[Rizné] a Oddil 13 [Platné zakony a soudni
pfislusnost].

8.5 Pozastaveni Studie

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

0. NEVYLOUCENI

Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici  prohlasuji, pokud jim takové
skute€nosti  mohou byt pfi  vynaloZeni

pfiméfeného Usili znamé, Ze jim ani Personalu
Studie nebyla zakazana ani pozastavena ucast
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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) 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
declare that they have not or shall not pay or
promise to pay a Bribe to any Government Official
or business counterpart in connection with the
Study and shall also instruct other employees
involved in 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
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v klinickém vyzkumu Zadnymi cCeskymi ani
zahrani¢nimi regulacnimi a kontrolnimi ufady
(vetné zejména americké FDA) a Zze nevyuziji ani
do této Studie nezapoji zZadnou osobu ani
organizaci, které je nebo byla nékterym
regulaénim organem zakazana nebo
pozastavena uc¢ast na klinickém vyzkumu, nebo
ktera byla prohlasena nezplsobilou k uc¢asti na
klinickém vyzkumu. V pfipadé, ze by Poskytovatel
zdravotnich sluzeb nebo Hlavni zkou$ejici Ci
jakakoli osoba nebo organizace ucastnici se
Studie méla byt nebo byla vylou¢ena béhem
Studie, Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici oznami tuto skuteCnost PSI, a to
pisemné do péti (5) dnd poté, co se o této
skute€nosti dozvi.

10. PROTIUPLATKOVA
A PROTIKORUPCNIi USTANOVENI

a) PSI a Zadavatel jsou povinni jednat
v souladu s platnymi zakony proti Uplatkim a
korupci, podle kterych je nabizeni, poskytnuti &i
slibeni Uplatku, at jiz pfimo &i nepfimo, Statnimu
organu nebo jiné obchodni protistrané trestnym
ginem. ,Uplatek® je nabizeni, poskytnuti nebo
slibeni platby nebo jiné cenné véci Statnimu
organu nebo jiné obchodni protistrané za ucelem
(i) pfesvédCeni ¢&i ovlivnéni této osoby, aby
jednala nebo naopak nejednala
zplsobem, (ii) pokusu o ziskani nebo udrzeni
obchodni pfilezitosti, nebo (iii) zajisténi neCestné
vyhody. ,Statni organ* je jakakoli osoba oficialné

urcitym

jednajici za a jménem statu v€etné jeho verfejnych

uradd, ministerstev a/nebo mezinarodnich

organizaci.

b) Poskytovatel zdravotnich sluZzeb a Hlavni
zkouSejici berou na védomi povinnost PSI a
Zadavatele a prohla$uji, Ze v souvislosti se Studii
nebudou, a pouc¢i o tom i dalSi zaméstnance
participujici na Studii, platit nebo slibovat Uplatek
Statnimu organu &i jiné obchodni protistrané a ani
tak neucinili. Poskytovatel zdravotnich sluzeb a
Hlavni zkousejici neprodlené uvédomi PSI, pokud
se dozvédi o, nebo pokud budou mit dlvodné
podezifeni na jakoukoli €innost souvisejici se
Studii, ktera maze byt v rozporu s timto oddilem
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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 personal
data. Such data may include names, contact
information, work experience, qualifications,
publications, résumés, educational 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;
(i) 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 Data may
be transferred abroad. The Institution and the
Investigator shall make any effort to obtain from
all Study Personnel 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.
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Protiuplatkova a protikorupCni ustanoveni této
Smiouvy nebo V rozporu
protikorupénimi  zakony vztahujicimi se na
Poskytovatele zdravotnich sluzeb a Hlavniho
zkousejiciho.

s platnymi

11. PREDAVANi OSOBNICH UDAJU

a) Hlavni  zkouSejici a Poskytovatel
zdravotnich sluzeb se zavazuji chranit osobni
Udaje Subjektll hodnoceni a zpracovavat je
v souladu s platnymi na ochranu
osobnich udajl.

zakony

b) Pfed i v prabéhu Studie mohou Hlavni
zkousejici a Studijni personal poskytnout své
osobni udaje PSI a/nebo Zadavateli. Tyto udaje
zahrnovat jména, kontakini udaje,
pracovni zkuSenosti a profesni kvalifikaci,
publikace, Zivotopisy a informace o vzdélani,
pusobnosti a zafizenich, zplUsobilost personalu a
jiné informace souvisejici se Studii (dale jen
,Osobni udaje“). Hlavni zkousejici timto souhlasi
se zpracovanim (v&etné pouZiti, poskytnuti a
predani) svych Osobnich udaju dle pozadavku
pro nasledujici ugely (dale jen ,Uéely*): (i)
provadéni klinickych hodnoceni, (ii) kontrola
statnimi regulaénimi  dfady, PSI,
Zadavatelem, jejich zastupci a pobockami, (iii)
splnéni zakonnych nebo regula¢nich pozadavku
a (iv) uchovani v databazi za ucelem vybéru
zkouSejicich a zdravotnickych zafizeni pro
budouci klinickd hodnoceni. Hlavni zkouSejici
dale souhlasi s pfedanim svych Osobnich udaju
do zahraniéi pro Ugely. Poskytovatel zdravotnich
sluzeb a Hlavni zkouSejici se vynasnaZzi, aby
vSichni ¢lenové Studijniho personalu poskytli
vyslovny souhlas se zpracovanim a pFfedanim
svych Osobnich udajd pro Ugely, a budou
neprodlené informovat PSI, pokud bude tento
souhlas zruSen.

mohou

nebo

12. RUZNE

a)  Zadné dopinéni této Smlouvy &i jejich
Pfiloh nenabude platnosti, pokud takové doplnéni
nebude ucinéno pisemné a podepsano smluvnimi
stranami.
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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 Czech version shall prevail and as
such be decisive in terms of the Agreement
interpretation.

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 the Sponsor such rights, obligations
and duties, and the Institution shall be deemed to
have consented to such assignment.

PSI Template, Czech Republic, 01-JAN-2015

Alexandr Poprach, MD, PhD

b) Pokud bude nékteré ustanoveni této
Smlouvy prohlaseno za neplatné soudem
pfislusné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
zbyvajici ustanoveni zlstavaji v plné platnosti.
Smluvni vSak pokusi nahradit
ustanoveni prohlaSené za neplatné ustanovenim
platnym, které plni stejny ucel jako neplatné
ustanoveni v co nejvétSim mozném rozsahu.

strany se

c) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé
zadné skutecnosti obsazené v této Smlouvé neni
mozné interpretovat vztah mezi Poskytovatelem
zdravotnich sluzeb/Hlavnim zkou$ejicim a PSI
nebo Zadavatelem jako spoleCny podnik, vztah
zaméstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven
zadné ze Smluvnich stran nezaklada tato
Smlouva pravo,
vykonavat nebo vytvaret jménem ostatnich stran
jakékoli povinnosti, at' jiz vyslovné &i nepfimo.

pravomoc nebo opravnéni

d) V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy pfevazuje a je tak rozhodna
pro jeji vyklad verze &eska.

e) Ani Poskytovatel zdravotnich sluzeb ani
Hlavni zkou$ejici nesmi postoupit sva prava nebo

angazovat subkontrahenty na pInéni svych
povinnosti  vyplyvajicich ztéto Smlouvy bez
predchoziho pisemného  souhlasu PSI.
| v pfipadé, Ze PSI schvali delegovani ¢&i
angazovani  subkontrahent v plném Ci
Caste€ném rozsahu, zUstavaji Poskytovatel

zdravotnich sluzeb 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
a Zdravotnickému zafizeni bude s takovym
postoupenim souhlasit.
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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 may be executed in any
number of counterparts and by the parties in
different counterparts, each of which when
executed and delivered is an original but all such
counterparts shall be deemed to constitute one
and the same instrument.

13. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. Legal relations resulting from this
Agreement, as well as, legal relations connected
to the Agreement including the matter of its
validity and consequences of its invalidity shall be
governed by the Czech law.

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 in the Czech Republic.

C) The Parties have agreed that the
Agreement may only be changed, with the
exception described below, by means of written
amendments numbered in ascending order and
signed by all the Parties. In case of so called non-
substantial changes made to the Protocol, the
Parties do not have to make an amendment
hereto. A non-substantial change to the Protocol
is any change to the Protocol which pursuant to
applicable legal regulations does not have to be

PSI Template, Czech Republic, 01-JAN-2015
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f) Zadné zpozdéni, opomenuti & odklad
kterékoli strany uplatnit ¢i vymahat jakékoli pravo,
pravomoc nebo napravu nebude pusobit jako
zieknuti se tohoto prava, pravomoci &i napravy
a jakékoli jednorazové nebo Castecné uplatnéni Ci
vymahani tohoto prava, pravomoci €i napravy
nebude vylucovat jejich dalSi uplatfiovani ¢i
nebo
jakéhokoli jiného prava, pravomoci i napravy.

vymahani uplathovani & vymahani
0) Osoba, ktera neni smluvni stranou této
Smlouvy, nebude mit pravo vymahat jakékoli
ustanoveni této Smlouvy, avSak toto ustanoveni
nebude mit vliv na existujici nebo dostupna prava

dle platnych zakonu.

h) Tato Smlouva smi byt vypracovana
v libovolném poctu vyhotoveni liSicich se dle
smluvnich stran, pfi¢emz kazda podepsana
a doru€ena smlouva bude povazovana za original
a vSechna tato vyhotoveni budou spole¢né tvorit

jeden a tentyz dokument.

13. PLATNE ZAKONY A SOUDNI

PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle
platnych zakont Ceské republiky. Pravni vztahy
vznikajici z této smlouvy, jakoZ i pravni vztahy se
smlouvou souvisejici, v€etné otazek platnosti a
nasledkd neplatnosti se Fidi ¢eskym pravem.

b) Jakékoli naroky ¢i spory vzniklé
v souvislosti s touto Smlouvou &i z jejiho poruseni
budou predlozeny kifeSeni a budou tak

rozhodovany vyhradné soudy Ceské republiky.

c) Smluvni strany se dohodly, Ze tato smlouva
mlze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostfednictvim
Cislovanych  dodatkd  podepsanych
stranami. Smluvni strany nemusi
uzavirat dodatek k této smlouvé v pfipadé tzv.
nepodstatnych zmén Protokolu. Nepodstatnou
zménou Protokolu se pfitom rozumi takova
zména Protokolu, ktera se v souladu s pravnimi
pfedpisy nemusi ohladovat Statnimu ustavu pro

vzestupné
vSemi
smluvnimi
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reported to the State Institute for Drug Control and
the ethics committees and which does not modify
the extent or manner of procedures (especially
examinations) conducted by the Institution or the
Investigator within the clinical trial, and therefore
it does not have any impact on the amount of
compensation paid for conducting the clinical trial
or other fees mentioned herein. Non-substantial
changes to the Protocol become effective on the
day of delivery to the Investigator and the
Institution.

[SIGNATURE PAGE TO FOLLOW]
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kontrolu IéCiv a etickym komisim a ktera neméni
rozsah ¢&i zpuUsob provadéni ukonu (zejména
vysSetreni) Poskytovatelem
zdravotnich sluzeb ¢&i hlavnim zkouSejicim v rdmci
klinického hodnoceni a nema tedy jakykoli vliv na
vySi odmény za provadéni klinického hodnoceni
Ci jiné ceny uvedené v této smlouvé. Nepodstatné
zmény Protokolu jejich
doruceni hlavnimu zkous$ejicimu a Poskytovateli
zdravotnich sluzeb.

provadénych

jsou uc€inné dnem

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

The Institution | Poskytovatel zdravotnich sluzeb: Masarykav onkologicky
ustav (Masaryk Memorial Cancer Institute)

Name | Jméno: prof. MUDr. Jan Zaloudik, CSc.
Title | Pozice: Director/feditel

Dated | Datum: 23.9. 2016

The Investigator | Hlavni zkousejici:

Name | Jméno: MUDr. Alexandr Poprach, Ph.D.

Dated | Datum: 23.9. 2016

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: 14.9. 2016

The Sponsor | Zadavatel: TRACON Pharmaceuticals, Inc.

Patricia L. Bitar

Name | [Jméno]:

Dated | [Datum]: _9. 9. 2016
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Attachment 1
Fee and Payment Schedule

. Fees

The compensation shall be based on the number of
Study subjects included into the Study in compliance
with the Protocol and the number of visits performed
with respect to these Study subjects in accordance
with the following payments table:

Alexandr Poprach, MD, PhD

Priloha 1
Rozpis plateb

. Odmeéna

Odmeéna bude hrazena na zakladé poc¢tu Subjektu
hodnoceni  zahrnutych do Studie v souladu
s Protokolem a poctu uskute€nénych navstév
s ohledem na tyto Subjekty hodnoceni v souladu
S nize uvedenou tabulkou plateb:

Fl—hl—hh— '

[T
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Phhhh

Invoiceable / Fakturovatelné Cost / Cena

MRI (Chest) / MRI (hrudnik) € 396
MRI (Abdomen) / MRI (bficho) € 396
MRI (Pelvis) / MRI (panev) € 396
Brain MRI / MRI mozku € 396
CT (Chest) w/ contrast / CT (hrudnik) s kontrastem € 363
CT (Abdomen) w/ contrast / CT (bficho) s kontrastem € 363
CT (Pelvis) w/ contrast / CT (panev) s kontrastem € 363
CT (brain) w/contrast / CT mozku s kontrastem € 363
CT (Chest) w/o contrast / CT (hrudnik) bez kontrastu € 300
CT (Abdomen) w/o contrast / CT (bficho) bez kontrastu € 300
CT (Pelvis) w/o contrast / CT (panev) bez kontrastu € 300
Bone scans / Scintigrafie skeletu € 297

il
|
)
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Alexandr Poprach, MD, PhD

The cost of scheduled premedication in Arm B is
included in the per visit fee. In the case of dose
delays or in case of infusion reactions, unscheduled
premedication will be given in accordance with

protocol section 6.1.6, and the cost of this
unscheduled premedication (as listed in the
invoiceable fees) will be added to the per Arm B visit
fees.

Screening Failure: For the purposes of this
Agreement a “Screening Failure” shall be any Study
Subject from whom a written informed consent was
obtained in compliance with the Protocol and the
ICH GCP and who does not meet the inclusion
criteria  based on the screening procedures
undergone and who on the contrary meets the
exclusion criteria stipulated by the Protocol. PSI
shall pay for one (1) Screening Failure per every two
(2) randomized Study Subjects a sum at the same
amount as for the screening visit.

Patient Travel Reimbursement:

As part of this Study PSI undertakes to pay the
Institution a flat fee in the amount of CZK 30,000 for
reimbursement of travel costs of the Subjects to the
Institution and back (hereinafter referred to as
"Travel Costs"). The flat fee for reimbursement of
travel costs (hereinafter referred to as "Flat Fee")
shall be paid by PSI based on an invoice issued by
the Institution. In accordance with provisions of
Section 36 (11) of the Act number 235/2004 Coll. on
Value Added Tax (VAT), as amended, VAT shall not
be charged extra for this Flat Fee amount.

The Institution shall reimburse the Study Subjects
for travel expenses a fixed sum of ﬂ per

visit immediately after the visit.

The Institution shall account to PSI for paid travel

PSI Template, Czech Republic, 01-JAN-2015

Naklady na planovanou premedikaci v Rameni B
jsou zahrnuty do odmén za navstévy. V pfipadé
zpozdéni mezi planovanymi davkami nebo v pfipadé
reakci na infuzi bude neplanovana premedikace
podana vsouladu s oddilem 6.1.6 protokolu.
Odmény za navstévu v Rameni B budou o naklady
na neplanovanou premedikaci navyseny (dle tabulky
Fakturovatelné).

NeUspésny screening: Pro Ucely této Smlouvy

bude za ,Neuspé3né screenovany subjekt*
povazovan Subjekt hodnoceni, od kterého byl ziskan
pisemny informovany souhlas v  souladu

s Protokolem a ICH GCP a ktery na zakladé
podstoupenych screeningovych procedur nesplnil
kritéria pro zafazeni do Studie a naopak splinil kritéria
pro nezafrazeni do Studie dle Protokolu. PSI zaplati
jeden (1) Neuspésné screenovany subjekt za kazdé
dva (2) randomizované Subjekty hodnoceni, a to
v Castce odpovidajici Castce za navstévu v ramci
studijniho obdobi ,Screening".

Uhrada cestovnich vydaja pacientam:

V ramci Studie se PSI zavazuje vyplatit poskytovateli
zdravotnich sluzeb pausalni ¢astku ve vysi 30.000,-
K¢ na uhradu nakladi subjektd hodnoceni spojenych
s cestou k poskytovateli zdravotnich sluzeb a zpét
(dale jen ,cestovni naklady®).
na uhradu cestovnich nakladu (dale jen ,pausal)
bude ze strany PSI vyplacena na zakladé faktury
vystavené poskytovatelem zdravotnich
Pausal se v souladu s § 36 odst. 11 zakona ¢&.
235/2004 Sbh., o dani z pfidané hodnoty, ve znéni
pozdéjSich predpist, nezahrnuje do zakladu dané
z pfidané hodnoty.

Pausalni c&astka

sluzeb.

Poskytovatel zdravotnich sluzeb se zavazuje
proplacet subjektim hodnoceni cestovni naklady
bezprostfedné po uskuteénéni navstévy, a to
pausalni ¢astkou ve vysi za navstévu.

Poskytovatel zdravotnich sluzeb vyuctuje PSI
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costs at the end of each calendar quarter, based on
PSI's request.

After three quarters of the flat fee have been used,
the Institution may issue another invoice for the
same amount as the previous one. PSI undertakes
to pay such invoice without undue delay.

If the flat fee paid by PSl is not spent (both, at all or
partially) the Institution undertakes to repay the
unused portion of this amount to PSI.

I Invoicing and Payments

The fees for performance of the Clinical Study shall
be paid quarterly, for visits, procedures and other
services performed in the appropriate calendar
quarter.

PSI shall provide the Institution data necessary for
calculation of fees by the end of each calendar
quarter. Based on this data the Institution shall issue
an invoice.

Data for calculation of fees shall include itemized
fees for all visits, procedures and other services
performed within the given calendar quarter. The
settlement must be made separately for each Study
Subject, who shall be designated by its reference
number. For each Study Subject the following
information shall be provided: visits and/or
procedures the Subject completed, date when these
were completed and the price (fee) for these visits
and procedures in accordance with the Budget. If
other services were provided, these services shall
be specified in the itemized invoice with the date on
which they were provided and the price (fee)
specified in the Budget.

If PSI fails to provide the Institution with data
necessary for fee calculation within 14 days
following the end of the respective calendar quarter,
the Institution may issue an invoice for all visits,
procedures and other services provided as part of
the Clinical Study during this particular calendar
quarter.

PSI Template, Czech Republic, 01-JAN-2015
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vyplacené cestovni naklady, a to vzdy ke konci
pfislusného kalendainiho d&tvrtleti na zakladé
pozadavku PSI.

Po vyc€erpani tfi Ctvrtin pausalu je poskytovatel
zdravotnich sluzeb opravnén vystavit dalsi fakturu, a
to ve stejné vysi jako pfedchozi. PSI je poté povinen
fakturu bezodkladné uhradit.

V pfipadé, Ze nedojde k Cerpani ze strany PSI
uhrazeného pausalu vibec nebo v pfipadé, ze
pausal nebude beze zbytku vy&erpan, poskytovatel
zdravotnich sluzeb vrati nevyCerpanou &astku zpét
PSI.

Il. Faktury a platby

Odmeéna za provadéni Studie bude hrazena
Ctvrtletnég, vzdy za navstévy, vySetfeni a dalsi sluzby
poskytnuté v pfisluSném kalendarnim Ctvrtleti.

PSI je povinen zaslat Poskytovateli zdravotnich
sluzeb po ukonéeni kalendafniho ¢Etvrtleti podklady
pro vypocet odmeény. V navaznosti na tyto podklady
vystavi poskytovatel zdravotnich sluzeb fakturu.

Podklady pro vypoCet odmény musi zahrnovat
polozkové vyuctovani v8ech navstév, vysSetfeni a
dalSich provedenych v pfislusném
kalendafnim  Ctvrtleti.  Vyud&tovani byt
provedeno zvlast pro kazdy subjekt hodnoceni, ktery
musi byt oznagen svym €&islem. U kazdého subjektu
hodnoceni musi byt uvedeno, jaké navstévy Ci
vySetfeni absolvoval a kdy je absolvoval a rovnéz
ocenéni téchto navstév a vySetfeni v souladu s
rozpisem plateb. Byly-li poskytnuty néjaké dalsi
sluzby, museji byt tyto v polozkovém vyuctovani
rovnéz uvedeny spolu s datem jejich poskytnuti a
ocenénim dle rozpisu plateb.

sluzeb
musi

V pfipadé, ze PSI nezasle poskytovateli zdravotnich
sluzeb podklady pro vypocet odmény ve Ihité 14 dnu
ode dne ukonceni kalendarniho Cctvrileti, je
poskytovatel zdravotnich sluzeb opravnén vystavit
fakturu za vSechny navstévy, vysetfeni a dalSi sluzby
provedené v ramci Studie v pfislusném kalendafnim
Ctvrtleti.
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If the Institution identifies any discrepancies in the
data necessary for calculation of the fees, it shall
notify PSI of these discrepancies without undue
delay. PSI undertakes to remedy these
discrepancies without undue delay. If PSI thinks that
there are no discrepancies in the provided data, it
shall notify the Institution of this standpoint. The
Contractual Parties undertake to reasonably co-
operate in dealing with potential disputes. Failure to
provide reasonable co-operation is considered to be
a fundamental breach of this Agreement.

If PSI fails to remedy the discrepancies identified in
data necessary for calculation of fees within 5 days
following receipt of notification in accordance with
the above mentioned section or if PSI fails to notify
the Institution - within the same time period - of the
fact that PSI has not identified any discrepancies in
the data provided, the Institution may issue the
invoice for all visits, procedures and other services
provided by the Institution within the appropriate
calendar quarter.

The Contractual Parties further agree that PSI shall
pay the Institution a fee of € 1,150 for Study start-up
phase activities. This fee shall be paid based on an
invoice, issued by the Institution after the execution
of this Agreement, within 30 days following delivery
of the invoice to PSI.

The contractual parties have agreed that the final
payment to which the Institution shall be entitled
under this Agreement shall be made after the Close-
out Visit has been performed by PSI and any
potential data clarification requests have been
resolved.

The fee shall always be payable within 30 (thirty)
days following delivery of invoice to the Sponsor.

The Institution shall issue an invoice for an amount
in CZK using the exchange rate of CNB (Czech
National Bank) as of the date of the invoice
issuance.

The Contractual Parties agree that all fees stipulated
in this Agreement are less VAT, which shall be
charged extra, at the date of taxable supply, in
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V pfipadé, Zze Poskytovatel zdravotnich sluzeb zjisti,
Ze jsou v podkladech pro vypocet odmény jakékoli
nedostatky, tyto oznami bez zbyteéného odkladu
PSI, ktery je povinen je bezodkladné odstranit. Ma-li
PSI zato, ze v podkladech zadné nedostatky nejsou,
je povinen toto sdélit poskytovateli zdravotnich
sluzeb. Smluvni strany jsou nasledné povinny si
navzajem poskytnout soucinnost nezbytnou k
odstranéni  pfipadnych rozporl. Neposkytnuti
soucinnosti se povazuje za podstatné poruseni této
smiouvy.

Neodstrani-li PSI nedostatky v podkladech pro
vypocet odmény ani ve [hité 5 dnd ode dne
oznameni dle pfedchoziho odstavce, nebo v téze
Ih(ité nesdéli poskytovateli zdravotnich sluzeb, ze v
podkladech zadné nedostatky nespatfuje, je
poskytovatel zdravotnich sluzeb opravnén vystavit
fakturu za vSechny navstévy, vysetfeni a dalSi sluzby
provedené dle poskytovatele zdravotnich sluzeb
v pfislusném kalendafnim Ctvrtleti.

Smluvni strany se dale dohodly, Zze PSI uhradi
poskytovateli zdravotnich sluZzeb cenu ve vySi
€ 1.150 za ukony souvisejici se zahajenim Studie
(start-up faze). Tato cena je splatna na zakladé
faktury vystavené poskytovatelem zdravotnich
sluzeb po uzavfeni této smlouvy, a to ve Ihité 30 dna
ode dne doruceni faktury PSI.

Smluvni strany se dohodly, Ze posledni platba, na
kterou vznikne poskytovateli zdravotnich sluzeb
narok na zakladé této smlouvy, bude uhrazena po
provedeni Zavére€né navstévy a pfipadném
objasnéni Gdajt pozadovaném PSI.

Odména je splatna vzdy ve Ihaté 30 dnG ode dne
doruceni faktury zadavateli.

Poskytovatel zdravotnich sluZzeb vystavi fakturu na
gastku prevedenou na CZK za pouziti kurzu CNB ke
dni vystaveni faktury.

Smluvni strany se dohodly, Ze k cendm uvedenych v
této smlouvé bude pfipo€itana dan z pridané
hodnoty ve vysi dle pravnich pfedpist ucinnych ke
dni uskuteénéni zdanitelného pinéni, ktera bude
spole¢né s témito cenami rovnéz zaplacena.
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accordance with applicable legal regulations. The
fees shall be paid including VAT.

1. Account Details

The Institution and the Investigator hereby instruct
PSI to pay the entire compensation under this
Agreement to the following bank account (or any
other bank account subsequently notified to PSI):

Alexandr Poprach, MD, PhD

1. Informace k uctu

Poskytovatel zdravotnich sluZzeb a Hlavni zkouSejici
timto uréuji, aby PSI zaplatila celou odménu dle této
Smlouvy na nize uvedeny bankovni ucet (Ci jiny
bankovni uCet sdéleny PSI pozdéji):

Tax ID Number | DIC

CZ00209805

Method of Payment | Zpusob platby

Bank Transfer/Bankovnim pfevodem

Beneficiary Name | Jméno pfijemce

Masaryk(v onkologicky Ustav

Bank Name | Nazev banky

Komeréni banka, a. s.

Bank Account Number | Cislo uétu

43-8253830287/0100
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29/29

CONFIDENTIAL | DUVERNE





