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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”),
effective as of the day of publication in the
Contracts Registry (the “Effective Date”), is
entered into by and among BioClin
Therapeutics, Inc., with its TAX ID number
27-3630029 and principal office and place of
business at 130 Market Place, PMB #295, San
Ramon, California 94583, USA ("Sponsor”) ;
and

Vseobecna fakultni nemocnice v Praze, with
its principal office at U Nemocnice 499/2, 128
08 Praha 2, Czech Republic, ID: 000 641 65,
represented by XXXXX ("Institution”).

Sponsor and Institution are referred to
individually herein as a “Party” and collectively
as parties (the “Parties”).

WHEREAS, Sponsor is sponsoring a clinical
study of its proprietary product referred to as B-
701 (the “Study Drug”), in accordance with
Protocol No. B-701-U21, titled “A Phase 1b/2,
Randomized, Double-Blind, Placebo-Controlled,
Multicenter, Parallel-Group Study of B-701 Plus
Docetaxel Versus Placebo Plus Docetaxel in the
Treatment of Locally Advanced or Metastatic
Urothelial Cell Carcinoma in Subjects who have
Relapsed After, or are Refractory to Standard
Therapy” (the “Protocol”), and Institution
possesses expertise in the conduct and
performance of clinical studies. The performance
of the Protocol shall be referred to herein as the
“Study”; and

WHEREAS, Sponsor and XXXXX having her
permanent address at XXXXX, (“Investigator™)
shall execute a separate agreement governing
Investigator’s obligations and responsibilities
with respect to the performance of the Study;

WHEREAS, Investigator is an employee of the
Institution and possesses expertise in the conduct
and performance of clinical studies;

WHEREAS, Medpace,, Inc., and its affiliates
(“Medpace”) is a contract research organization

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen
,smlouva®), kterd je uc¢inna ke dni uvetejnéni v
registru smluv (dale jen ,,datum uéinnosti*), se
uzavird mezi spole¢nosti BioClin Therapeutics,
Inc., danové identifikac¢ni ¢islo 27-3630029 s
hlavnim sidlem a provozovnou na adrese 130
Market Place, PMB #295, San Ramon,
Kalifornie 94583, USA (déle jen ,,zadavatel*); a

VSeobecnou fakultni nemocnici v Praze, s
hlavnim sidlem a provozovnou na adrese U
Nemocnice 499/2, 128 08 Praha 2, Ceska
republika, 1C: 000641 65, zastoupenou
XXXX (déle jen ,,zdravotnické zafizeni).

Zadavatel a zdravotnické zafizeni jsou dale
jednotlivé oznacovani jen jako ,,smluvni strana”
a spole¢né také ,,smluvni strany”.

VZHLEDEM K TOMU, ZE zadavatel
sponzoruje  klinické  hodnoceni  vlastniho
piipravku oznacovaného jako B-701 (déle jen
,hodnoceny pfipravek®), v souladu s protokolem
¢. B-701-U21, nazvaném ,Randomizované,
dvojit¢ zaslepené, placebem kontrolované,
multicentrické klinické hodnoceni faze 1b/2 v
paralelnich skupinach s pfipravkem B-701 a

Docetaxelem v porovnani s placebem a
Docetaxelem pii 1écbé pokrocilého nebo
metastazujiciho urotelidlniho karcinomu u

pacientd s relapsem po standardni 1é¢bé nebo na
standardni 1é¢bu neodpovidajicich“ (dale jen
,protokol“), a zdravotnické zafizeni ma
zkuSenosti s vykonem a provadénim klinickych
hodnoceni. Provadéni protokolu bude v této
smlouvé uvadéno jako ,,studie*; a

VZHLEDEM K TOMU, ZE zadavatel a
XXXXX, trvale bydlistém na adrese XXXXX
(dale jen ,,zkousSejici”) uzaviou samostatnou
smlouvu upravujici zavazky a povinnosti
zkouSejiciho s ohledem na vykonavani studie;

VZHLEDEM K TOMU, ZE zkousejici je
zaméstnancem zdravotnického zafizeni a ma
odborné znalosti v oblasti provadéni a vykonu
klinickych studif;

VZHLEDEM K TOMU, ZE spole¢nost
Medpace Inc., véetné jejich pobocek (dale jen

Clinical Study Agreement | Version # 1
BioClin Therapeutics, Inc. |B-701-U21 | Czech Republic

CONFIDENTIAL

XXXXX| 420-001
12 Feb 2108 | Page 2 of 32

FINAL
DOCUMENT

wea by: JLE
PACE



which has been contracted by Sponsor to manage
and administer the Study, including, but not
limited to, negotiation of this Agreement; and

WHEREAS, Sponsor is represented in the EU
by Medpace Finland OY, with its registered
office at Karjalankatu 2, 00520, Helsinki,
Finland; pursuant to Art. 19 of the EU Directive
2001/20/EC;

WHEREAS, Sponsor desires that Institution
participates in the conduct of the Study in
accordance with the Protocol and the terms and
conditions of this Agreement, and Institution
desires to participate in the conduct of the Study
in accordance with the Protocol and the terms
and conditions of this Agreement.

NOW THEREFORE, in consideration of the
foregoing and the mutual covenants and
promises set forth herein and other good and
valuable consideration, the receipt and adequacy
of which are hereby acknowledged, the Parties
agree as follows:

1 SCOPE OF WORK

1.1 Institution shall perform the Study in strict
compliance with (a) the terms and
conditions of this Agreement, (b) any
written instructions from Sponsor and/or
Medpace, (c) the 1996 version of the
Declaration of Helsinki or such other
version as is subsequently adopted by the
European Union, (d) the Protocol, (e) all
generally accepted standards of good
clinical practice (including the Guideline
for Good Clinical Practice of the
International Conference on
Harmonisation of Technical Requirements
for the Registration of Pharmaceuticals for
Human Use (“ICH-GCP”)), (f) all
applicable laws and regulations including,
without limitation, those governing the
performance of clinical investigations and
data protection and privacy, and
(subclauses (e) through (f), collectively,
“Applicable Law”). The Study will be
conducted solely at the facilities of
Institution. The Study location will not be

,Medpace*) je smluvni vyzkumnou organizaci,
kteréd byla zadavatelem najata pro fizeni a spravu
této studie, mimo jiné vcetné vyjednani této
smlouvy; a

VZHLEDEM K TOMU, ZE zadavatel je v EU
zastupovan spole¢nosti Medpace Finland OY, se
sidlem na adrese Karjalankatu 2, 00520,
Helsinky, Finsko; ato v souladu s ¢1. 19 smérnice
EU 2001/20/ES;

VZHLEDEM K TOMU, ZE si zadavatel pieje,
aby se zdravotnické zafizeni zh(castnilo
provadéni klinické studie v souladu s protokolem
a podminkami této smlouvy, a zdravotnické
zafizeni se chce zGcastnit provadéni klinické
studie v souladu s protokolem a podminkami této
smlouvy.

PROTO, s ohledem na vyse uvedené
skute¢nosti, vzajemna ujednani a piisliby
vyjadiené v této smlouvé a fadnou a hodnotnou
odménou, jejiz pfijeti a pfiméfenost se timto
potvrzuje, bylo smluvnimi stranami ujednano
nasledujici:

1 ROZSAHPRACI

1.1 Zdravotnicke zatizeni bude provadét studii
v piisném souladu s (a) podminkami této
smlouvy, (b) pisemnymi  pokyny

zadavatele a/nebo spolec¢nosti Medpace,
(c) verzi Helsinské deklarace z roku 1996
nebo jinou verzi, kterou Evropska unie
ptijme pozdé&ji, (d) protokolem, (e) vsemi
obecné uznavanymi standardy spravné
klinické praxe (v&etné pokyni pro
spravnou Klinickou praxi Mezinarodni
konference pro harmonizaci technickych
pozadavki  pro  registraci  1éc¢ivych
ptipravki pro humanni pouziti (déle jen
,ICH-GCP*)), (f) veskerymi platnymi
zékony a piedpisy, mimo jiné témi, které
upravuji provadéni klinickych hodnoceni a
ochrany udaji a soukromi, a (¢lanky () az
(f), spole¢né dale jen ,platné préavni
piedpisy”). Studie bude provadéna
vyhradné v prostorach zdravotnického
zafizeni. Misto provadéni studie nebude
ménéno bez predchoziho pisemného
souhlasu zadavatele nebo spole¢nosti
Medpace.
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1.2

1.3

changed without Sponsor or Medpace’s
prior written consent.

Sponsor may suspend the conduct of the
Study at Institution or the enrollment of
subjects in the Study at Institution upon
written notice to Institution and Principal
Investigator.

Site and Investigator may refuse to abide
by Sponsor’s or Medpace instructions
(Article 1.1. Letter b) and will not be
bound by the obligation to comply with
these instructions if the instructions are in
breach  of  regulations,
authorisation by the State Institute for
Drug Control or a favourable opinion of
the relevant Ethics Committees or Good
Clinical Practice or, if compliance with
these instructions can be justifiably
expected to unreasonably increase the
health risk for trial subjects or the risk of
damage to site’s property or, if compliance
with these instructions can be justifiably
expected to lead to additional costs for the
site not anticipated in this Agreement or, if
meeting these conditions by the site
requires disproportional effort.

Prior to the start of
Medpace/Sponsor will obtain any and all
necessary approvals of the applicable
regulatory authorities and central Ethics
Committee. Sponsor through Medpace is
responsible for fulfilling legal obligations
in relation to the State Institute for Drug
Control (SUKL) and Ethics committees,
eventually to other regulatory authorities,
including the Notification on Study
commencement and End
reporting adverse reactions, notification of
new facts and measures taken and other
reporting obligations, the approval of the
informed consent and its amendments, the
approval of the Protocol Amendments, as
well as acting towards the SUKL and Ethic
committees in connection with this Study.

1.2

Protocol,
1.3

Study,

of Study,
1.4

Zadavatel mize na zakladé pisemného

oznadmeni zdravotnickému zafizeni a
hlavhimu  zkouSejicimu  pozastavit
provadéni studie ve zdravotnickém

zafizeni nebo zafazovani subjektd do
studie ve zdravotnickém zafizeni.

Zdravotnické zatizeni a Zkousejici jsou
opravnéni odmitnout plnéni pokynt
zadavatele nebo spolecnosti Medpace (Cl.
1. 1. pism b) a nebudou vé&zéni povinnosti
tyto pokyny plnit, pokud jsou tyto v
rozporu s pravnimi predpisy, Protokolem,
povolenim Statniho Ustavu pro kontrolu
1é€iv  nebo souhlasnym stanoviskem
prislusnych etickych komisi, spravnou
klinickou praxi, nebo Ize odidvodnéné
predpokladat, ze jejich plnéni by

predstavovalo neumeérné zvySeni
zdravotniho rizika pro subjekty hodnoceni
nebo riziko Skody na  majetku
Zdravotnického  zafizeni, nebo Ilze

odtivodnéné predpokladat, Ze jejich plnéni
by znamenalo vznik nakladii na strané
Zdravotnického zatizeni
nepiedpokladanych touto Smlouvou nebo
je  plnéni  téchto  podminek  pro
Zdravotnické zafizeni proveditelné jen s
nepiimérenymi obtizemi.

Pied zahajenim studie zajisti spole¢nost
Medpace / zadavatel od pfislusnych
regulac¢nich organt a etické komise pro

multicentricka hodnoceni veskera
nezbytnd povoleni. Zadavatel skrze
spole¢nost Medpace  zajisti  plnéni

zakonnych povinnosti ve vztahu ke
Statnimu Gstavu pro  kontrolu  1é¢iv
(SUKL) a etickym komisim, piipadné k
jinym regula¢nim ufadim, a to vcetné
ohlaSeni zahajeni a wukonéeni studie,
podavani zprav a hlaseni neZzadoucich
uéinkd, oznadmeni novych skute¢nosti a
ptijatych opatfeni a dalSich informacnich
povinnosti,  schvaleni informovaného
souhlasu a jeho zmén, schvaleni dodatki k
Protokolu, a také za jednani vi¢i SUKL a
etickym komisim v souvislosti s touto
studii.

Zadavatel se  zavazuje
informovat  zdravotnické

neprodlené
zafizeni o
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1.4

1.5

1.6

The Sponsor undertakes to inform the site
through Medpace without delay of
terminating the Study (whether early or as
of the expected due date). The Sponsor is
also required to inform the site without
delay if SUKL suspends or bans the
conduct of the clinical study and if the
consent of Ethics Committees is
withdrawn (temporarily or permanently).
Furthermore, the Sponsor is required to
inform the site without delay of any
circumstances that may  adversely
influence the safety or health of trial
subjects or have impact on further conduct
of the clinical trial, including any
information arising from a clinical trial
conducted at other trial sites, and inform
the site about any suspected adverse
effects of the investigational medicinal
product reported to the Sponsor.

The Sponsor represents that any and all
information handed over for the purposes
of conducting the clinical study (including
the Protocol) is complete and accurate for
the purposes of conducting the study, and
furthermore the system for entering and
processing the clinical trial data meets all
applicable requirements for completeness,
accuracy, reliability and safe backup of the
data entered, and it is suitable for the
specified purpose; its access and use will
not violate any third party right, and the
site will not be responsible for any loss,
damage, destruction or abuse of the data
handed over.

Institution agrees to provide the
Investigator with free access to the
Institution’s applicable subject population
to recruit the number of subjects set forth
in the Investigator Responsibilities Section
below to participate in the Study, and will
facilitate the proper performance of the
Study.

Institution  represents  that  neither
Investigator nor Institution are a citizen or

1.5

1.6

ukonceni studie (pfedCasném nebo Vv
fadném predpoklddaném terminu). Déle je
zadavatel povinen Zdravotnické zafizeni
neprodlen¢ informovat, v piipadé, ze
SUKL pozastavi nebo zakdze provadéni
studie a dale bude-li souhlas etickych
komisi (doCasné¢ nebo trvale) odvolan.
Zadavatel je rovnéz povinen neprodlené
informovat zdravotnické zafizeni o
veskerych skuteCnostech, které mohou
nepfiznive ovlivnit bezpecnost nebo zdravi
subjekt hodnoceni nebo mit vliv na dalsi
provadéni studie, v¢etné informaci
vzeslych ze studie provadéné na jinych
mistech  hodnoceni a  informovat
zdravotnické zafizeni o jemu oznamenych
podezienich na  nezadouci  ucinky
hodnoceného 1écivého piipravku, které
mohou mit negativni nasledky pro zdravi a
bezpe¢i subjekti hodnoceni nebo pro
provadéni studie.

Zadavatel  prohlasuje, ze  vesSkeré
informace pfedané pro ucely provadéni
studie (vCetn¢ Protokolu) jsou uplné a
spravné pro ucely provadeéni studie
hodnoceni a dale, Ze systém pro zadavani
zpracovani udaju ze studie (CRF) splnuje
pozadavky na  tUplnost,  piesnost,
spolehlivost, bezpecné zalohovani
vlozenych dat, je vhodny pro dany ucel,
jejim zpfistupnénim a pouzivanim nebude
poruseni jakékoliv pravo tfeti strany a
zdravotnické zafizeni nebude odpovédné
za ztratu, poSkozeni, zni¢eni nebo zneuziti
predanych dat.

Zdravotnické zafizeni se zavazuje, ze
zkouSejicimu poskytne volny piistup k

prislusné populaci subjektt
zdravotnického zafizeni, mezi nimiz
provede ndbor stanoveného  poctu

subjektt, kteti se zucastni studie a jejichz
pocet je uveden v nize uvedeném oddilu
Povinnosti zkousejiciho, a umozni fadné
provedeni studie.

Zdravotnické zatizeni prohlaSuje, ze ani
zkouSejici, ani zdravotnické zafizeni
nejsou obcany ani rezidenty Spojenych
stati  americkych, ani korporaci nebo
partnerskym subjektem, které jsou a byly
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1.7

resident of the United States, or a
corporation or partnership that is and has
been treated as a U.S. corporation or U.S.
partnership, and that all payments
Institution received under this Agreement
will be for services rendered outside the
United States.

Institution acknowledges that, as required
by Applicable Law, Principal Investigator
will obtain a signed informed consent form
(“ICF”) for each subject screened for
participation in the Study. Principal
Investigator shall only use the most recent
version of the ICF prepared by Sponsor,
approved by the applicable ethics
committee for Institution (“EC”) SUKL
and/or other competent regulatory
authorities, as applicable. When required,
the approved ICF will be modified by
Sponsor to reflect amendments to the

1.7

povazovany za americkou korporaci nebo
partnersky subjekt, a Ze vSechny platby,
které zdravotnické zatizeni obdrzi na
zaklad¢ této smlouvy, budou za sluzby
poskytované mimo  Spojené  staty
americké.

Zdravotnické zafizeni bere na védomi, ze
hlavni zkousejici od kazdého subjektu, u
néhoz je provadén screening pro ucast ve
studii, zisk& podepsany  formulaf
informovaného souhlasu (dale jen ,,ICF*),
jak je vyzadovano platnymi pravnimi
predpisy. Hlavni zkousejici pouzije pouze
nejnovejsi  verzi  ICF  pfipravenou
zadavatelem,  schvélenou  pfislusnou
etickou komisi pro zdravotnické zatizeni
(déale jen ,EK*“), SUKL a/nebo jinymi
ptislusnymi regulacnimi organy. Bude-li
to pozadovano, bude schvéleny ICF
upraven zadavatelem tak, aby odrazel
zmény V protokolu. Dale hlavni zkousejici
v souladu se vSemi platnymi pravnimi

Protocol. In addition, Principal TR L . .
Investigator ~ will  obtain writ?en predpisy ziska od kazdého subjektu studie
authorization, complying with all pisemne - oprévnéni, ~ které  umoZni

hlavnimu  zkousSejicimu  poskytnout

Applicable Law, from each Study subject
which will enable Principal Investigator to
provide Sponsor, Mepdace, and other
persons and entities designated by Sponsor
with completed electronic case report
forms (“CRFs”), data from source
documents and all other individually
identifiable personal health information of
such subject (“Personal Information”)
required by the Protocol. Such
authorization may be included as part of
the ICF, the template of which shall be
prepared by Sponsor, if permitted by
Applicable Law. Each written
authorization obtained from a Study
subject will include such subject’s consent
for the collection, processing, use, holding
and transfer (including transfer to
countries outside of the European Union)
of his/her Personal Information disclosed
in accordance with this Agreement for the
following purposes: (a) the conduct of the
Study; (b) review by governmental or
regulatory bodies, Sponsor and Sponsor’s
designees (including Medpace); (c)
satisfying legal or regulatory

zadavateli, spole¢nosti Medpace a dal$im
0sobam a subjektim uréenym zadavatelem
vyplnéné elektronické formulafe piipadu
(dale jen ,,CRF®), Udaje ze zdrojové
dokumentace a vSechny ostatni osobni
zdravotni (daje subjektu, které tento
subjekt osobn& identifikuji (dale jen
,,osobni udaje), vyzadované protokolem.
Toto opravnéni muize byt soucasti ICF,
jehoz vzorovou podobu piipravi zadavatel,
pokud to umoziuji ptislusné pravni
predpisy. Kazdé pisemné opravnéni
ziskané od subjektu studie bude obsahovat
souhlas subjektu se shromazd’ovanim,
zpracovanim,  pouzitim, drzenim a
ptevodem (véetné pievodu do zemi mimo
Evropskou unii) jeho osobnich tdaja
oznamenych v souladu s touto smlouvou
pro nasledujici ucely: (a) provadéni studie;
(b) pfezkum vladnimi nebo regula¢nimi
orgény, zadavatelem a zastupci zadavatele
(v€etné spole¢nosti Medpace); (c) splnéni
pravnich nebo regula¢nich pozadavki; a
(d) zvetejnéni v databazi a na webovych
strankach  klinickych  hodnoceni v
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requirements; and (d) publication on
clinical trials databases and websites in
anonymized format. Sponsor recognizes
that, pursuant to this Agreement, it has the
responsibility to protect all Personal
Information it receives and to restrict the
disclosure of any such information it
receives to those persons and entities,
including consultants, contractors,
subcontractors and agents, who must have
access to such information in order to
fulfill their assigned duties with respect to
the Study, as well as those persons and
entities permitted in the Study subjects’
written  authorizations. In  addition,
Sponsor will restrict the uses that may be
made of Personal Information to those uses
permitted by Applicable Law or the
written authorizations of the Study
subjects. Neither Sponsor nor any party to
whom Sponsor may disclose Personal
Information may use such information to
recruit Study subjects to additional studies,
to advertise additional studies or products,
or to perform marketing or marketing
research. The responsibility for the ICF
accuracy and completeness lies with
Sponsor under this Agreement.

During the course of the Study,
Institution that the Principal Investigator
and the Study Personnel will collect and
record all data (including, without
limitation, by completing CRFs and
laboratory work sheets) generated as a
result of conducting the Study
(collectively, “Study Data”) in a timely,
accurate, complete and legible manner.
Institution agrees that all Study Data and
records, including any source documents
that identify or link a Study subject to a
CRF, are stored securely. Institution
acknowledges that Principal Investigator
will maintain a confidential list of all
Study subjects, together with their Study
subject number, to enable all data
collected in the Study to be linked back
to an identifiable Study subject in
compliance with  Applicable Law.
Sponsor will exclusively own all Study
Data, other than Study subject medical

anonymizovaném formatu. Zadavatel bere
na védomi, Ze podle této smlouvy ma
odpovédnost chrénit vSechny osobni
Udaje, Které obdrzi, a omezit zpiistupnéni
takovych udaja, které obdrzi, na ty osoby
a subjekty, véetné poradct, smluvnich
partnerti, subdodavateld a zastupct, kteii
musi mit piistup k témto udajum, aby
mohli  plnit pfidélené povinnosti v
souvislosti se studii, jakoz i osoby a
subjekty  povolené  prostiednictvim
pisemnych opravnéni subjektt studie.
Zadavatel navic omezi pouziti osobnich
udaji na takovd pouziti, kterd jsou
povolena podle platnych  préavnich
ptedpist nebo prostiednictvim pisemnych
opravnéni subjektt studie. Zadavatel ani
74dnd smluvni strana, které muzZe
zadavatel oznamit osobni Udaje, nesmi tyto
informace pouzit k tomu, aby nabirala
subjekty této studie do dalsich studii,
propagovala dalsi studie nebo produkty
nebo  provadéla  marketing  nebo
marketingovy vyzkum. Odpovédnost za
spravnost a Uplnost ICF dle této smlouvy
nese zadavatel.

Zdravotnické zafizeni souhlasi, ze v
pribéhu studie bude hlavni zkousejici a
pracovnici studie shromazd'ovat a
zaznamenavat vSechny udaje (mimo jiné
véetné vyplnénych CRF a laboratornich
pracovnich lista) vytvofené v dasledku
provadéni studie (spoleéné dale jen
,sudaje ze studie®), a to vcas, presné,
uplné a citelné. Zdravotnické zafizeni
souhlasi s tim, ze veskeré Udaje ze studie
a zéznamy, vcetné vsech zdrojovych
dokumentt, které identifikuji nebo
spojuji subjekt studie s CRF, budou
bezpelné uloZeny. Zdravotnické zafizeni
bere na védomi, Ze hlavni zkousejici
bude vést tajny seznam vsech subjektu
studie spole¢né s ¢islem subjektu studie,
aby bylo mozné vSechny Udaje
shromazdéné ve studii zpétné spojit s
identifikovatelnym subjektem studie v
souladu s platnymi pravnimi piedpisy.
Zadavatel bude vyhradnim vlastnikem
vSech udaju ze studie, s vyjimkou
zdravotnich zaznamt subjektu studie.
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2.1

records. Institution acknowledges that
Principal Investigator will, in accordance
with  Sponsor’s and  Medpace’s
instructions, complete CRFs for each
Study subject’s Study visit, review such
completed CRFs to ensure their accuracy
and completeness, electronically submit
such CRFs to Sponsor or Medpace in
accordance with their instructions, and
assist the Sponsor’s representatives and
Medpace upon their request to resolve
without undue delay any discrepancies or
errors contained in the CRFs and in
performing audits on source documents
underlying the data recorded on the
CRFs. Institution acknowledges that
Principal Investigator will enter all data
from the source documents for each
Study visit into a CRF and submit
through the electronic data capture
system within three (3) business days
after the applicable Study visit; provided,
however, that within four (4) weeks of
the anticipated locking of the database
for the Study, this time frame may be
reduced upon written notice from
Sponsor to twenty-four (24) hours. In
addition, Institution acknowledges that
Principal Investigator will resolve all
queries pertaining to a subject during the
Study within three (3) business days.

INVESTIGATOR

Investigator will be responsible for the
direction of the Study in accordance with
applicable Institution policies, which
Institution warrants and represents are not
inconsistent with the terms of this
Agreement. If, for any reason, he/she is
unable to continue to serve as Investigator
and a successor acceptable to Institution,
and Sponsor is not available, this
Agreement shall be terminated as provided
in the Term and Termination section.
Investigator shall continue to be bound by
all obligations and conditions of this

2.1

Zdravotnické zafizeni bere na védomi, ze
hlavni zkouSejici bude v souladu s
pokyny  zadavatele a spolecnosti
Medpace vypliovat CRF pro kazdou
navstévu subjektu studie, tyto vyplnéné
CRF zkontroluje, aby zajistil jejich
pfesnost a  Uplnost, tyto CRF
elektronicky odesle zadavateli nebo
spole¢nosti Medpace v souladu s jejich
pokyny a na zadost zastupct zadavatele
a spole¢nosti Medpace jim pomiize bez
zbyte¢ného odkladu s  vyfeSenim
jakychkoli nesrovnalosti nebo chyb
obsazenych v CRF a pfi provadéni auditi
zdrojovych  dokumentt, Kkteré jsou
zadkladem tdajia zaznamenanych v CRF.
Zdravotnické zafizeni bere na védomi, ze
hlavni zkousejici zada vsechny Udaje ze
zdrojovych dokumentd pro kazdou
studijni navstévu do CRF a odesle je
prostiednictvim elektronického systému
pro sbér dat do tii (3) pracovnich dnt po
ptislusné studijni navstéve; nicméné za
piedpokladu, ze do ¢ty (4) tydnd od
ptedpokladaného zamknuti databaze pro
studii maze byt tento casovy ramec
pisemnym oznadmenim zadavatele sniZzen
na dvacet ¢tyti (24) hodin. Zdravotnické
zafizeni dale bere na vé&domi, ze hlavni
zkousejici vyiesi vSechny dotazy tykajici
se subjektu béhem studie béhem tii (3)
pracovnich dnt.

ZKOUSEJICI LEKAR

Zkousejici ponese odpovédnost za fizeni
studie v souladu s ptisluSnymi piedpisy
zdravotnického zafizeni a zdravotnické
zafizeni zarucCuje a prohlasuje, ze tyto
nejsou v rozporu s podminkami této
smlouvy. Pokud zkousejici z jakéhokoli
dtivodu jiz dale nebude schopen vykonavat
funkci zkousejiciho a nebude k dispozici
nastupce piijatelny pro zdravotnické
zafizeni sluzeb a zadavatele, bude tato
smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a jeji ukonceni.
Zkousejici bude nadale vazan veskerymi
povinnostmi a podminkami této smlouvy,
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2.2

2.3

2.4

Agreement until a new investigator is
approved by Sponsor and any applicable
regulatory or ethics committee approvals
of the new investigator have been
obtained. Investigator shall not be entitled
to conduct the Study, in the situation that
she is no longer employed by Institution.
Sponsor acknowledges that Institution has
an exclusive right to terminate
employment with the Investigator and this
fact will not be considered as violation of
this Agreement, nor reason of termination.

Investigator confirms that he/she is fully
qualified to conduct the Study and to serve
in the capacity of principal investigator.

Investigator and all persons or entities who
perform any portion of the Study
(collectively, “Study Personnel”) shall be
qualified  physicians and  medical
personnel who have not been debarred
from working on clinical studies and who
are employees of Institution and Institution
shall be responsible for their compliance
with the terms of this Agreement.
Institution shall notify Medpace or
Sponsor in writing if it becomes aware of
any Study Personnel member has been
debarred or proceedings have been
initiated with respect to debarment.

Investigator shall enroll in the Study
approximately 4 evaluable subjects who
meet the inclusion criteria of the Protocol
during the enrollment period of
approximately January 2018 to April 2018.
The actual enrollment period may be
extended or shortened upon written notice
by Medpace or Sponsor. As enrollment
will be competitive across all sites
participating in the Study, Medpace
reserves the right to instruct the
Investigator to enroll fewer or more

2.2

2.3

2.4

dokud zadavatel neschvali nového
zkousejiciho a nedojde Kk  zajisténi
veskerych souhlasii regulacnich organt ¢i
etickych komisi s novym zkousejicim.
ZkouSejici nebude opravnén provadét
studii v pfipadé, Ze pfestane byt
zaméstnancem zdravotnického zafizeni.
Zaroven bere zadavatel na védomi, ze
moznost jednostranné ukoncit pracovni
pomér se zkouSejicim je vyhradnim
pravem zdravotnického zatizeni a nebude
povazovano za poruseni smluvnich
povinnosti zdravotnického zafizeni, resp.
za diivod k ukonceni této smlouvy.

Zkousejici  potvrzuje, Ze je plné
kvalifikovan k provadéni studie a vykonu
funkce hlavniho zkousejiciho.

Zkousejici a veskeré osoby &i subjekty
provad¢jici kteroukoli z ¢asti studie (dale
jen ,pracovnici studie®) budou
kvalifikovani 1ékafi a zdravotnicky
personal, kterym nikdy nebyla zaké&zana
prace na klinickych studiich, pticemz se
jednd o0 =zaméstnance zdravotnického
zafizeni, a zdravotnické zafizeni ponese
odpovédnost za dodrzovani podminek této
smlouvy  témito  subjekty.  Pokud
zdravotnické zatizeni dospé&je ke zjisténi,
ze kterémukoli z pracovnika studie byla
tato Cinnost zakdzéna, ptipadné bylo v
souvislosti se zakazem zahajeno fizeni,
bude zdravotnické =zafizeni pisemné
informovat zadavatele nebo spole¢nost
Medpace.

Zkousejici zafadi do studie pfiblizné¢ 4
hodnotitelné subjekty, ktefi v pribéhu
obdobi pro zafazovani, tj. ptiblizné od
ledna 2018 do dubna 2018, spliuji kritéria
protokolu pro zafazeni. Samotné obdobi
pro zatazovani mize byt na zakladé
pisemného oznameni spole¢nosti Medpace
¢i zadavatele prodlouzeno ¢i zkréceno.
Jelikoz bude zafazovani probihat v
konkuren¢nim duchu napfi¢ vSemi centry,
kterd se studie ucastni, vyhrazuje si
Spole¢nost Medpace prévo dat
vys§i pocet subjekti, nez bylo ujednéno v
okamziku podpisu této smlouvy.
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2.5

2.6

2.7

2.8.

subjects than the number agreed at the time
of the signature of this Agreement.

Institution agrees that Investigator shall
obtain the necessary written informed
consent of each subject prior to performing
any Study related procedures. Investigator
shall comply with all applicable ethical
principles and good clinical practice to
obtain each subject’s informed consent.

Institution agrees that Investigator will
assist Medpace upon Medpace’s request to
provide any required updates and/or
information related to the Study for
Medpace’s submission to the applicable
central Ethics Committee and regulatory
authorities. Medpace shall be responsible
for any dealings with and submission of
reports and information to the applicable
central Ethics Committee and regulatory
authorities.

Institution agrees that Investigator shall
notify Medpace or Sponsor of adverse
events and serious adverse events within
the timeframes and pursuant to the process
set forth in the Protocol and/or other
written instructions of Medpace and/or
Sponsor.

In order to enable Sponsor to comply
with FDA regulations, Investigator and
any Study Personnel listed on the FDA
Form 1572 for the Study shall complete
and sign a financial disclosure form
providing information required to be
disclosed to the FDA regarding any
financial interests that such individual or
his or her immediate family members
may have in Sponsor or the Study prior
to the initiation of the Study, and will
promptly update such information as
needed to maintain the accuracy and
completeness of such form during the
course of the Study and for one (1) year
following completion or termination of

2.5

2.6

2.7

2.8.

Zdravotnické zafizeni se zavazuje, Ze pred
provedenim jakychkoli ukont
souvisejicich se studii zajisti zkousejici od
kazdého ze subjektt nezbytny
informovany souhlas v pisemné podobé.
Pfi zajistovani informovaného souhlasu
kazdého ze subjektl se zkousSejici bude
fidit  veskerymi  platnymi  etickymi
zésadami a spravnou klinickou praxi.
Zdravotnické zafizeni se zavazuje, ze
zkouSejici na  vyzadani  poskytne
spole¢nosti Medpace jakékoli nezbytné
aktualizace a/nebo informace tykajici se
studie, a to pro tcely podani k piislusné
etické  komisi  pro  multicentricka
hodnoceni a regula¢nim organim ze strany
spole¢nosti Medpace. Spolecnost
Medpace ponese odpovédnost za jakakoli
jednéni  souvisejici se zprdvami a
informacemi a jejich podani ptislusné
etické  komisi  pro  multicentricka
hodnoceni a regula¢nim organtim.

Zdravotnické zafizeni se zavazuje, zZe
zkouSejici bude informovat spoleénost
Medpace nebo zadavatele 0 nezadoucich
ptihodach a zavaznych nezadoucich
ptihodach v ¢asovych lhatach a v souladu
S postupem stanovenym v protokolu
a/nebo v jinych pisemnych pokynech
spole¢nosti Medpace a/nebo zadavatele.

S cilem umoznit zadavateli dodrzeni
predpist FDA musi zkousejici a vSichni
pracovnici studie uvedeni ve formulaii
1572 FDA pro tuto studii vyplnit a
podepsat formulat pro zvefejnéni
finanénich informaci, ktery poskytuje
Udaje, které musi byt zvefejnény FDA,
pokud jde o jakékoli finan¢ni zajmy,
které muze mit tato osoba nebo jeji
nejbliz§i rodinni piislusnici u zadavatele
nebo v radmci studie pied zahajenim
studie, a tyto informace neprodlen¢ dle
potieby aktualizuji tak, aby byla
zachovana jejich ptesnost a Uplnost v
prabéhu studie a po jeden (1) rok po
dokon¢eni nebo ukonceni studie. Vyse
uvedeny pozadavek na zvetejnéni muze
vyzadovat zvetejnéni udaju tykajicich se
blizkych rodinnych ptislusnika hlavniho
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3.2

the Study. The foregoing disclosure
requirement may require disclosure of
information involving immediate family
members of the Principal Investigator or
other Study Personnel. The Institution
shall obtain all necessary consents from
the Study Personnel listed on the FDA
Form 1572 for the Study for, the
collection, processing, use, and holding
and transfer of his/her/their personal data
disclosed in accordance with this
paragraph (including the transfer of such
data to countries outside of the European
Union and the Czech Republic) for the
following purposes: (i) the conduct of the
Study; (ii) review by governmental or
regulatory agencies, Sponsor, and
Sponsor’s agents and contractors
(including Medpace); (iii) satisfying
legal or regulatory requirements; and (iv)
publication on clinical trials registration
databases and websites. The relevant
FDA form under this Article shall be
provided to Investigator by Sponsor.

CONFIDENTIAL INFORMATION

“Confidential Information” means all
information that is (a) provided by or on
behalf of Sponsor or Medpace to
Institution or Investigator in connection
with this Agreement or the Study, or (b)
developed, obtained, or generated by
Institution, Investigator, or other Study
Personnel as a result of performing the
Study under this Agreement (except for a
Study  subject’s medical records),
including, but not limited to, the Protocol,
Study data, results, and reports from all
sites conducting the Study. Confidential
Information and all tangible expressions,
in any media, of Confidential Information
are the sole property of Sponsor.

Institution agrees not to use Confidential
Information for any purposes other than to
conduct the Study. Institution agrees not to
disclose Confidential Information to third

3.1

3.2

zkousejiciho nebo jinych pracovnika
studie. Zdravotnické zafizeni ziska
veskeré potrebné souhlasy pracovnika
studie uvedenych ve formuldfi 1572
FDA pro tuto studii tykajici se
shromazd’ovani, zpracovani, pouzivani,
uchovavani a piedavani jejich osobnich
udaju zvefejnénych v souladu s timto
odstavcem (v&etné pievedeni takovych
udajiu do zemi mimo Evropskou unii a
Ceskou republiku), a to pro nasledujici
ucely: (i) provadéni studie; (ii) prezkum
vladnimi  nebo regula¢nimi orgéany,
zadavatelem a zastupci a smluvnimi
partnery zadavatele (véetné spolecnosti
Medpace); (iii) spInéni pravnich nebo
regulac¢nich pozadavki; a (iv) zvetejnéni
v registra¢ni databazi a na webovych
strankach klinickych hodnoceni.
Piislusny formulat FDA dle tohoto
¢lanku smlouvy ptfeda zkouSejicimu
zadavatel.

DUVERNE INFORMACE

,Duvérnymi informacemi® se rozumi
veSkeré informace, které jsou (a)
poskytnuty zdravotnickému zafizeni nebo
zkousejicimu zadavatelem nebo
spole¢nosti Medpace ¢i jejich jménem v
souvislosti s touto smlouvou nebo studii;
nebo (b) vyvinuté, ziskané ¢i vytvorené
zdravotnickym  zafizenim, zkouSejicim
nebo pracovniky studie jako vysledek
provadéni studie dle této smlouvy (vyjma
zdravotnich zaznamut subjektt studie); a
zahrnuji mimo jiné protokol, Udaje ze
studie, vysledky a zpravy ze vsech center,
kterd studii provadgji. Davérné informace
a vesSkera hmotnd vyjadieni duvérnych
informaci na jakémkoli druhu médii jsou
vyhradnim vlastnictvim zadavatele.

Zdravotnické zafizeni se zavazuje, ze
nebude duvérné informace pouzivat pro
jakékoli jiné ucely nez k provedeni studie.
Zdravotnické zatizeni souhlasi, Ze divérné
informace nesd¢€li zadné tieti strang, vyjma
ptipadi, kdy je to nezbytné pro provadéni
studie, a za predpokladu, ze se na né¢ bude
vztahovat zavazek diveérnosti.
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parties except as necessary to conduct the
Study and provided they are subject to
obligations of confidentiality with respect
thereto. Institution will be responsible for
ensuring that all such third parties comply
with the obligations of this Section 3.2.
Institution shall safeguard Confidential
Information with the same standard of care

Zdravotnickeé zafizeni ponese odpovédnost
za to, ze vSechny tyto tieti strany budou
dodrzovat povinnosti uvedené v tomto
oddilu 3.2,  Zdravotnické  zafizeni
zabezpe¢i davémé informace se stejnym
standardem péce jako v piipadé vlastnich
duvérnych  informaci  zdravotnického
zafizeni; standard péce vSak v Zadném

that is used with Institution’s own ptipadé nesmi byt niz§i nez pfiméteny.
nfidential information, but in no event . VP
\(;\(/)ith ;j:SS tzan re%soﬁat?le, cgtrje Oevent| 43 Vyraz  davérné informace  nebude
' zahrnovat informace, které:
. . . 3.3.1 jsou nebo se stanou veiejné
3.3 The term Confidential Information shall ] . o overgne
) . ; ) dostupnymi  bez  jakéhokoli
not be deemed to include information that: T

zavinéni ze strany

3.3.1 Is or becomes publicly available
through no fault of Institution;

3.3.2 Institution can demonstrate,
through written records, it
possessed without obligations of
confidentiality prior to
disclosure or development under
this Agreement; or

3.3.3 Institution can demonstrate it
received without obligations of
confidentiality from a third party
which is not legally prohibited

zdravotnického zafizeni;

3.3.2 zdravotnické  zafizeni muze
podle svych pisemnych zaznamii
dokazat, ze je wvlastnilo bez
zavazku duvérnosti pted jejich
zvefejnénim  nebo  vyvojem
podle této smlouvy; nebo

3.3.3 zdravotnické  zatizeni muze
prokazat, ze je bez zavazku
davérnosti obdrzelo od tieti
strany, které nebylo poskytnuti
takovych informaci z pravniho
hlediska zakazano.

from disclosing such
information. 3.3.4 Zdravotnické  zafizeni muze
davérné informace zvefejnit,
aniz by porusilo povinnosti
3.3.4 Institution may disclose vyplyvajici z této smlouvy,
Confidential Information pokud je toto zvefejnéni

without violating the obligations
of this Agreement to the extent
that such disclosure is required
by a valid order of a court or
other governmental body having
jurisdiction, or by applicable law
or regulation, provided that
Sponsor is notified of any such
requirement with sufficient time
to seek a protective order or
other modifications to the
requirement and Institution, at

vyzadovano platnym piikazem
soudu nebo jiného statniho
organu, ktery je prislusny, nebo
platnym  prdvnim piedpisem
nebo natizenim, pokud je o
takovych pozadavcich zadavatel
informovan s dostate¢nym
predstihem, aby mél ¢as pozadat
0 ochranny piikaz nebo jiné
Upravy pozadavku, a
zdravotnické zafizeni na zadost
zadavatele a za piiméfené

Sponsor’s request and néklady vynalozi pfimétené
reasonable  expense, uses Gsili, aby pomohlo zadavateli
reasonable efforts to assist ziskat takovy ochranny piikaz
Sponsor in  seeking such nebo jiné zmény.

Clinical Study Agreement | Version # 1
BioClin Therapeutics, Inc. |B-701-U21 | Czech Republic

XXXXX| 420-001
12 Feb 2108 | Page 12 of 32

FINAL
DOCUMENT

wea by: JLE
PACE

CONFIDENTIAL



3.4

protective order or other

modifications.

Institution agrees that Medpace and
Sponsor may compile a database of
information from Institution and its
personnel (including Investigator), and
Study Personnel for use in connection with
the Study (including but not limited to
feasibility questionnaires, CVs, licenses,
medical specialties, participation in
clinical trials, financial disclosure forms).
Institution through Investigator shall have
secured any necessary consents from
Study personnel to allow for this sharing of
information. Such information will be used
solely in connection with the initiation of
the Study and is accessible only to the
Medpace, Sponsor and personnel assigned
to Study management and for whom the
information is needed in the performance
of their duties (further described as
"Authorized Personnel™). As the Study is
being conducted worldwide, the personal
information collected is available to
Authorized Personnel who may be located
in countries outside the European Union.
In order to provide for the protection of
personal data, Sponsor and Medpace will
take appropriate measures to protect the
security of and to limit access to this data
and comply with the standards of personal
data protection applicable within the
European Union. In accordance with the
laws pertaining to the protection of
personal data, the individuals' whose data
is collected have a right to access, to
modify, to rectify, and to suppress their
personal data,by sending a written request
to the attention of (a) the Medpace Privacy
Officer at privacy@Medpace.com, or to
the following address: Medpace Privacy
Officer, Medpace, Inc., 5375 Medpace
Way, Cincinnati, Ohio, 45227, and (b)
BioClin Therapeutics, Inc., Attn: Senior
Director, Clinical Operations & Project
Management, 130 Market Place, PMB
295, San Ramon, CA 94583 USA. The
appropriate template of informed consent

3.4

Zdravotnické zafizeni souhlasi stim, ze
spole¢nost Medpace a zadavatel mohou
sestavit databazi informaci od
zdravotnického zafizeni ajeho pracovniki
(v€etné zkouSejiciho) a pracovniki studie
pro ucely pouziti v souvislosti se studii
(mimo jiné v¢etné dotaznikd proveditelnosti,
zivotopist, licenci, 1ékaiskych odbornosti,
ucasti na klinickych hodnocenich, formulait
0 finanénich Udajich). Zdravotnické zafizeni
prostiednictvim zkouSejiciho zajisti veskeré
nezbytné souhlasy od pracovnika studie, aby
bylo umozZnéno sdileni téchto informaci.
Tyto informace se pouzivaji vyhradné
v souvislosti se zahajenim studie a jsou
ptistupné pouze spoleénosti Medpace,
zadavateli a pracovnikiim pfifazenym do
vedeni studie a tém, kdo tyto informace
potiebuji pfi plnéni svych povinnosti (dale
popisovani jako ,,opravnéni pracovnici®).
Jelikoz se tato studie provadi celosvétove,
jsou shromazdéné osobni Gdaje k dispozici
opravnénym pracovnikim, ktefi mohou
sidlit v zemich mimo Evropskou unii. Aby
bylo mozZné zajistit ochranu osobnich Gdaju,
zavedou zadavatel a spole¢nost Medpace
zasady a postupy upravujici zabezpeeni
aomezeny pristup k t€mto udajim, které
spliuji standardy ochrany osobnich udaji
platné v Evropské unii. V souladu se zakony
upravujicimi ochranu osobnich tdajd maji
osoby, jejichz Udaje jsou shromazdovany,
pravo piistupu k nim, k jejich Upravam,
opravam nebo jejich vymazu na zakladé
pisemné Zadosti zaslané (a) pracovnikovi
spole¢nosti Medpace pro ochranu tdaju na
adresu privacy@Medpace.com, piipadné na
nasledujici  adresu: Medpace Privacy
Officer, Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227 a (b) BioClin
Therapeutics, Inc., k rukdm: Senior Director,
Clinical Operations & Project Management,
130 Market Place, PMB 295, San Ramon,
CA 94583, USA. Piislusny vzor
informovaného souhlasu pro zpracovani
osobnich udaji dle tohoto ¢élanku doda
zadavatel nebo Medpace.
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3.5

for the processing of personal data under
this article shall be provided by Sponsor or
Medpace.

The Parties agree to adhere to the
principles of medical confidentiality in
relation to Study subjects involved in the
Study. Personal data shall not be disclosed
to the Sponsor or Medpace by the
Institution or the Investigator save where
this is required to satisfy the requirements
of the Protocol or for the purpose of
monitoring or serious adverse reactions
reporting, or in relation to a claim or
proceeding brought by the Study subject in
connection with the Study and in
accordance with the informed consent of
the subject. Neither the Sponsor nor
Medpace shall disclose the identity of
Study subjects to third parties without
prior written consent of the Study subject,
except in accordance with the provisions
of the relevant data protection and privacy
laws, unless in relation to a claim or
proceeding brought by the Study subject in
connection with the Study. The Parties
hereby acknowledge and agree that any
personal data collected in connection with
the Study will be transferred outside the
European Union. When applicable, data
processing agreements are implemented
between the Parties for the transfer of such
data and these agreements include
protections for the Study subjects’ data as
required by the European Union. Study
subjects also consent to having their data
transferred outside the European Union.

STUDY MATERIALS

Sponsor agrees to provide at no cost to
Institution and Principal Investigator the
Study Drug (B-701) and placebo, and
docetaxel (the “Study Materials”) in
amounts and at time intervals sufficient for
the conduct of the Study. Institution and

3.5

Smluvni strany se zavazuji, ze budou ve
vztahu k subjektim hodnoceni, ktefi se
studie  ucastni, dodrzovat  z&sady
Iékaiského tajemstvi. Zadavateli ani
spole¢nosti  Medpace nebudou osobni
Udaje  zdravotnickym zafizenim ani
zkousejicim poskytnuty vyjma piipadu,
kdy je to nezbytné za ucelem splnéni
pozadavkii  protokolu, pro potieby
monitorovani nebo hlaseni zavaznych
nezadoucich G¢inka nebo ve vztahu k
uplatnéni naroku ¢&i fizeni iniciovaného
subjektem hodnoceni v souvislosti se
studii, a to vsouladu s informovanym
souhlasem subjektu tdajt. Zadavatel ani
spole¢nost Medpace nesdéli totoznost
subjekti hodnoceni tfetim strandm bez
ptedchoziho pisemného souhlasu subjektu
hodnoceni vyjma ptipada, kdy je tato
skute¢nost v souladu s ustanovenimi
ptislusnych zakont na ochranu osobnich
udaji, a pokud k této skuteCnosti
nedochazi ve vztahu K uplatnéni naroku ¢i
fizeni iniciovaného subjektem hodnoceni v
souvislosti se studii. Smluvni strany timto
berou na védomi a souhlasi s tim, ze
jakékoli osobni (daje shromazdéné v
souvislosti se studii budou pievedeny
mimo Uzemi Evropské unie. Je-li to
zapotiebi, zavadéji se mezi smluvnimi
stranami smlouvy o zpracovani udajua pro
prenos takovych tudaju atyto smlouvy
zahrnuji ochranu tidajt subjektt studie, jak
vyZaduje Evropska unie. Subjekty studie
také souhlasi stim, ze nechaji své Udaje
ptrenaset mimo Evropskou unii.

MATERIALY STUDIE

Zadavatel souhlasi s tim, ze
zdravotnickému zafizeni a hlavnimu
zkousejicimu bezplatné poskytne

hodnoceny ptipravek (B-701) a placebo a
docetaxel (dale jen ,,materialy studie*) v
mnozstvi a Vv casovych intervalech
dostate¢nych  pro  provedeni  studie.
Zdravotnické zafizeni a hlavni zkousejici
budou v souladu s platnymi pravnimi
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4.1

4.2

4.3

Principal  Investigator will maintain
control of the Study Materials at Institution
in accordance with Applicable Law and in
the manner outlined in the Protocol.
Institution, Principal Investigator and all
other Study Personnel will use the Study
Materials solely for the purpose of
conducting the Study in accordance with
the Protocol and for no other purpose, and
will not transfer the Study Materials to any
third parties.

Study Material will be delivered to the
pharmacy of the Institution (“Pharmacy”),
where a responsible pharmacist shall take
over, check and confirm the receipt of
supply (i.e. check if the supplies are not
damaged; in the case of the special
requirements for transportation if those
requirements have been met, the
pharmacist will confirm receipt of the
shipment). Investigator shall receive the
Study Material from the Pharmacy, based
on a request form and transmit it to the
Investigator’s site, where Investigator is
fully responsible for it. Sponsor shall notify
the Institution within three (3) working
days prior to delivery of the Study Drug
about the shipment date by email at
XXxxx@vfn.cz or by phone.

Sponsor shall ensure to deliver the supply
at the following address: OPC, Karlovo
nam. 32, Praha 2, Czech Republic
responsible pharmacist ~ XXXXX and
XXXXX, tel. +420 224 966 288, +420 224
966 290.

Sponsor declares that all the conditions
laid down by the applicable laws for
production (import) of the delivered Study
Material and its distribution to the
Institution are met.

Sponsor undertakes to ensure on its own
reasonable expense, both during and after
the Study, returning of the unusable and
unused Study Material to an authorized
person in accordance with the applicable
Czech legislation.

4.1

4.2

4.3

predpisy a zpisobem popsanym v
protokolu udrzovat kontrolu nad materialy
studie ve zdravotnickém  zafizeni.
Zdravotnické zatizeni, hlavni zkousejici a
vSichni dalsi pracovnici studie budou
pouzivat materidly studie vyhradné za
ucelem provadéni studie v souladu s
protokolem a pro zadné jiné ucely a
nebudou ptevadét materidly studie na
zadné treti strany.

Material studie bude dodan do lékarny
zdravotnického  zafizeni (dale jen
»lékarna®), kde je odpovédny farmaceut
pfevezme, zkontroluje a potvrdi piijeti
hodnoceného piipravku (tj. zkontroluje
neni-li poskozena, v piipad¢ zvlastnich
pozadavki na transport, byly-li tyto
pozadavky dodrzeny, piijem zasilky
potvrdi). Zkousejici obdrzi materidl studie
z 1ékarny na zaklad¢ zadanky a pieda ho na
centrum, kde je za ng&j plné zodpovédny.
Zadavatel oznami do tfi (3) pracovnich
dnt pted dodanim, kdy bude zasilka do
lékarny pfedana budto emailem na
xxxxx@vfn.cz nebo telefonicky.

Zadavatel zajisti dodavku na adresu OPC,
Karlovo nam. 32, Praha 2, Ceska republika
odpovédny  farmaceut XXXXX a
XXXXX, tel. +420 224 966 288, +420 224
966 290.

Zadavatel prohlaSuje, ze jsou splnény
veskeré podminky stanovené piislusnymi
pravnimi piedpisy pro vyrobu (dovoz)
dodavaného hodnoceného ptipravku a jeho
distribuci do zdravotnického zatizeni.

Zadavatel se zavazuje, Ze zajisti na vlastni
priméfené naklady, jak v prib&hu, tak i po
skonceni studie, vraceni nepouzitelného a
nepouzitého materidlu studie opravnéné
osobé v souladu s platnymi pravnimi
predpisy Ceské republiky.
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5.2

53

RECORDKEEPING

Institution shall maintain all records, data,
documents, or information related to the
performance of the Study until the later of
(a) the period of time required by
Applicable Law and (b) fifteen (15) years
after the completion or termination of the
Study.

If Sponsor needs further archiving of the
documentation, a written request to be
submitted to the Institution at least two
months before the expiry of the agreed
archiving period, and the Institution shall
ensure the further archiving at the Sponsor’s
expense, or Institution eventually will return
the documentation.

Subject to the requirements of the
Confidential Information section,
following the end of the required retention
period, Institution may retain in its
possession an archival copy of
Confidential Information that consists of
any and all data, documents or information
related to the performance of this
Agreement solely as required for
regulatory, legal, or insurance purposes.

ACCESS TORECORDS AND AUDITS

Sponsor and its designees, including
Medpace, shall have the right to inspect
progress of the Study on the premises of
Institution at reasonable times during the
term of this Agreement with condition that
time and place of such inspection will be
arranged along with Investigator, and the
Sponsor’s written authorisation for each
Sponsor’s/Medpace representative will be
presented at the time of the control as the
latest. Person responsible for
monitoring/controlling ~ shall  respect
internal procedures of the Institution to the
extent they are provided by the Institution.
Medpace and/or Sponsor will notify

5.2

5.3

6.1

VEDENI ZAZNAMU

Zdravotnické zatfizeni bude vSechny
zaznamy, Udaje, dokumenty nebo
informace tykajici se provadéni studie
uchovavat az do té doby, nez nastane
pozdgjsi z téchto situaci: (a) doba
pozadovana platnymi pravnimi piedpisy a
(b) patnact (15) let po dokon¢eni nebo
ukondCeni studie.

V piipadé, Ze zadavatel bude mit zajem na
dalsi archivaci dokumentace, je povinen
svij pozadavek uplatnit pisemné u
zdravotnického zatizeni nejméné dva
mésice pred uplynutim sjednané doby
archivace a zdravotnické zatizeni dalsi
archivaci na néklady zadavatele zajisti,
popi. dokumentaci vyda.

S vyhradou pozadavka oddilu tykajiciho
se duvérnych informaci si zdravotnické
zatizeni a zkousSejici mohou po skonceni
pozadované doby uchovavani ponechat
vdrzeni archivni  kopii  davérnych
informaci, ktera sestava z veskerych udaju,
dokumenttt nebo informaci souvisejicich
S plnénim této smlouvy, a to pouze v
rozsahu nezbytném pro regula¢ni, pravni
¢i pojistné ucely.

PRISTUP K ZAZNAMUM A AUDITY

Zadavatel a jeho zastupci, vdetné
spole¢nosti Medpace, budou mit pravo
kontrolovat prubéh studie, a to v areélu
zdravotnického zatizeni a Vv pfiméfenych
terminech po dobu platnosti této smlouvy
s tim, ze konkrétni misto a cas bude
pfedem domluven se zkousejicim, a
nejpozd€ji v case kontroly dolozi
opravnéni/zmocnéni jednotlivych
zastupci  Medpace/zadavatele.  Osoby
provad&jici monitorovani/kontrolu jsou
povinny respektovat provozni podminky
zdravotnického zafizeni pouze v rozsahu
zptistupnéném zdravotnickym zafizenim.
Pted jakoukoli inspekci bude zdravotnické
zafizeni informovano spole¢nosti
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Institution prior to any inspection of the
date and time of the inspection. The
representatives of Medpace and/or
Sponsor may review, verify and/or request
copies of all Study Data and source
documents underlying the Study Data or
other documents related to the Study
(except the documents containing personal
data such as medical records etc.) , and
Institution shall promptly provide such
data and source documents. Institution will
notify Medpace and/or Sponsor by
telephone and subsequently in written
form, of any significant changes,
including, but not limited to, changes in
Study Personnel, Investigator, or physical
location, that occur during the Study.

Subject-related personal data or any other
information potentially identifying the
subjects will only be made available to the
Sponsor and  Sponsor’s  authorised
individuals (incl. Medpace representatives)
based on a prior written consent of the
relevant subject (and provided that this
consent is not withdrawn) and exclusively
to the extent stipulated by the informed
consent.

6.1.1 Within twenty-four (24) hours
after learning of any
governmental or regulatory body
(e.g., Ethics Committee, Drug
Enforcement Agency)
regulatory inspections relating to
the  Study, Institution or
Investigator ~ shall  provide
written notification to Medpace
or Sponsor. Institution and
Principal Investigator shall fully
cooperate with any inspections
by the FDA or other
governmental or regulatory
body. Medpace and Sponsor
shall have the right to be present
at any such inspections and shall
have the opportunity to provide,

Medpace a/nebo zadavatelem o datu a ase
inspekce.  Predstavitelé  spole¢nosti
Medpace a/nebo zadavatele mohou
kontrolovat Udaje odvozené z této studie,
zdrojovou dokumentaci, na niz jsou
zalozeny Udaje ze studie, nebo jiné
dokumenty souvisejici se studii, proveéfit
tyto dokumenty a/nebo vyzadovat jejich
kopie (vyjma dokumentti obsahujicich
osobni  Gdaje  jako  zdravotnicka
dokumentace apod.), a zdravotnické
zafizeni takové U(daje a zdrojovou
dokumentaci okamzité poskytne.
Zdravotnické zafizeni bude spole¢nost
Medpace a/nebo zadavatele telefonicky a
nasledné¢ i pisemné informovat o
jakychkoli  vyznamnych zménach, ke
kterym v pribéhu studie dojde, a to mimo
jiné 0 zménach pracovniki studie a
zkousejiciho nebo ve skutetném misté
provadéni studie. Zadavateli, a jinym
povéfenym 0sobam (véetné zaméstnanct
Medpace), budou zpiistupnény osobni
Udaje tykajici se pacientd nebo jiné
informace, na zakladé kterych by bylo
mozné identifikovat pacienta, pouze na
zéklad¢é predchoziho pisemného souhlasu
ptislusného pacienta (a nebude-li tento
souhlas odvolan) a pouze v rozsahu
stanoveném informovanym souhlasem.

6.1.1 Zdravotnické  zatizeni nebo
zkousejici musi do dvaceti ¢tyf
(24) hodin  od  obdrZzeni
informace 0 jakychkoli
inspekcich statnich éi
regulaénich  organi  (jako
napiiklad etické komise nebo
protidrogové agentury), 0 nichz
se v souvislosti se studii dozvi,
poskytnout spole¢nosti Medpace
nebo zadavateli pisemné
ozn&meni. Zdravotnicke zafizeni
a hlavni zkousejici budou pln¢
spolupracovat pii inspekcich
provadénych FDA nebo jinym
vlddnim  nebo  regula¢nim
organem. Spole¢nost Medpace a
zadavatel maji pravo zucastnit se
jakychkoli takovych inspekci a
dostanou ptilezitost poskytnout,
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review, and comment on any
responses that may be required.
Further, Institution or
Investigator will provide in
writing to Medpace or Sponsor

copies of all  materials,
correspondence, statements,
forms and records which

Institution and/or Investigator
receives or obtains pursuant to
such inspection or audit.

6.2 Individuals conducting inspections are
authorised to view and inspect the source
documentation including subjects’ medical
documentation and compare these against
each other; however, they are not
authorised to make any records/copies or
extracts from the aforementioned
documents. Furthermore, these individuals
may not request to borrow these
documents. An authorised physician for
the site will always be present during the
monitoring, inspection, or audit.

Access for any inspection purposes (Audit)
will only be available in the rooms where
the Study is conducted. Upon completion
of the Study, authorized persons will only
be allowed to enter the rooms designated
by the Institution in order to check the
documentation relating to the Study but
they will not be entitled to request entry
into the rooms designated for the Study
documentation archiving.

7 COSTSAND PAYMENT SCHEDULE

In consideration of the proper performance of the
Study by the Institution and the Investigator
under the terms of this Agreement payment will
be made by Medpace or its designee on behalf of
Sponsor to the payee (“Payee”) designated in
Schedule A appended hereto and incorporated
herein by reference. Payee will accept payment
from Medpace, or its designee, to the Payee as
full consideration for services rendered.

posoudit a  pfipominkovat
jakékoli odpovédi, které mohou
byt nezbytné. Zdravotnické
zatizeni nebo zkousejici déle
spole¢nosti  Medpace  nebo
zadavateli  poskytnou  kopie
vSech materialt, korespondence,
prohlasent, formulari a
zaznamu, které zdravotnické
zatizeni a/nebo zkousejici v
souvislosti s takovou inspekci
nebo auditem obdrzi nebo
ziskaji.

6.2 Povétené osoby maji pravo nahlizet do
zdrojové dokumentace, véetné ale ne
vyluéné do zdravotni dokumentace
pacientli, a tyto navzajem porovnavat,
nejsou opravnény pofizovat si jakékoli
zaznamy/kopie, vypisy z uvedenych
dokumentti. Rovnéz neni pfipustné, aby
monitofi Medpace nebo zadavatele zadali
0 zapdjceni dokumentti. Zkousejici nebo
jim povéfena osoba bude vzdy pfitomna
pfi provadéni monitoringu, kontroly C¢i
auditu.

Pristup pro ucely kontroly (auditu) bude
umoznén pouze do mistnosti, ve kterych se
studie provadi. Po ukonceni Studie budou
povétené osoby opravnéné vstupovat
pouze do mistnosti urc¢enych
zdravotnickym  zafizenim za 1UcCelem
kontroly dokumentace tykajici se studie,
nebudou ovSem opravnéné pozadovat
vstup do mistnosti uréenych k archivaci
dokumentace studie.

7 NAKLADY AROZVRHPLATEB

Jako odména v souvislosti s fadnym provadénim
studie ze strany zdravotnického zatizeni a
zkousSejiciho podle podminek této smlouvy bude
spole¢nosti ~ Medpace  nebo  povéfenym
zastupcem zadavatele provedena Uhrada ptijemci
platby (dale jen ,,pfijemce platby“) 0znacenému
v ptiloze A pfipojené K této smlouvé a zaclenéné
do ni odkazem. Piijemce platby od spole¢nosti
Medpace ¢i ji povétené osoby piijme Uhradu ve
prospéch ptijemce platby jako plnou kompenzaci
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Investigator and the study team will be rewarded
for performance of this Study based on the
separate Agreement between Sponsor and
Investigator. All costs outlined on Schedule A
are inclusive of all direct, indirect, overhead and
other costs, including laboratory and ancillary
service charges, and shall remain firm for the
duration of the Study, unless otherwise agreed to
in writing by the Parties. It is understood and
agreed that no reimbursement will be provided
by Medpace or Sponsor for subjects who are
randomized into the Study in violation of the
Protocol, or who do not conform to the
Protocol’s inclusion and exclusion criteria or for
whom serious deviations from the Protocol are
made. The budget contained in Schedule A (the
“Budget”) is inclusive of all applicable taxes.
VAT is not applicable because Medpace is a U.S.
based company. Should any changes to VAT law
occur during the term of this Agreement, or other
tax laws requiring withholding, the party legally
responsible shall be liable for VAT or
withholdings. The Parties agree that the amount
of compensation payable under the Budget for
the conduct of the Study reflects the fair market
value of the services being performed. The
Institution acknowledges and confirm that the
Institution and the Principal Investigator have
been selected to participate in this Study because
of their experience in the relevant subject matter
and not, in any way, as an inducement to, or in
return for prescribing, purchasing, using,
recommending preferential formulary status, or
dispensing any of the Sponsor’s products. The
Parties agree that the payments provided under
this Agreement are consistent with arm’s length
transactions, and are not in exchange for any
agreement by the Institution or the Principal
Investigator, whether express or implied, to
prescribe, use or recommend the prescription or
use of any Sponsor product.

za poskytnuté sluzby. Zkousejici a studijni tym
bude za provedeni této studie odménén dle
samostatné smlouvy mezi zkousejicim a
zadavatelem. VSechny ¢astky uvedené v piiloze
A zahrnuji veskeré ptimé, nepfimé, rezijni a jiné
néklady, vcetné poplatki laboratofi a za
dodate¢né sluzby, a po dobu trvani studie
zastanou fixni, pokud se strany pisemné
nedohodnou jinak. Smluvni strany jsou si
védomy a souhlasi s tim, ze za subjekty, které
byly randomizovany do studie v rozporu s
protokolem, které nespliuji Kritéria protokolu
pro zatazeni a vytazeni nebo u nich dojde v jejich
piipadé k zavaznym odchylkdm od protokolu,
nebude spole¢nosti Medpace ani zadavatelem
poskytnuta zadna Uhrada. Rozpocet uvedeny v
piiloze A (dale jen ,,rozpocet®) zahrnuje vSechny
platné dané. DPH se neuplatiiuje, protoze
spole¢nost Medpace méa sidlo v USA. V piipadé,
7ze béhem platnosti této smlouvy dojde k
jakymkoli zménam v zdkoné o DPH nebo budou
vyzadovany srazky podle jinych zakond, DPH
nebo tyto srazky budou hrazeny stranou, ktera za
to ze z&kona nese odpovédnost. Smluvni strany
souhlasi, ze vyse kompenzace splatné v ramci
rozpo¢tu za provedeni studie odrazi trzni
hodnotu poskytovanych sluzeb. Zdravotnické
zafizeni bere na védomi a potvrzuje, Zze
zdravotnické zafizeni a hlavni zkousejici byli
vybrani k ucasti na této studii kvali jejich
zkuSenostem V piislusné problematice a Ze se v
zadném ptipadé nejednd o pobidku k nebo za
ucelem predepisovani, nadkupu, pouzivani,
doporuceni piednostni pozice na Iékopisu nebo
vydavani jakychkoli produktt zadavatele.
Smluvni strany se dohodly, ze platby
poskytované podle této smlouvy odpovidaji
transakcim za obvyklych trznich podminek a
nejsou poskytovany vymeénou za dohodu se
zdravotnickym  zafizenim  nebo  hlavnim
zkousejicim, at’  jiz  vyslovnhou  nebo
pfedpokladanou, piedepisovat, pouzivat nebo
doporucovat  piedepisovani nebo  uzivani
jakékoli produktu zadavatele.
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8.1

8.2

8.3

TERMAND TERMINATION

This Agreement will enter into force on the
date of the last Party’s signature and,
unless terminated earlier as provided for in
this section, shall continue until the
completion or termination of the Study.

Any Party may terminate this Agreement
if:

(i) another Party materially breaches this
Agreement and the breaching Party fails to
cure the breach within thirty (30) days after
receipt of written notice from another
Party specifying in detail the nature of the
breach;

(ii) or at any time if necessary to protect the
safety and welfare of Study subjects;

(iii) a decision is made that either of the
parties is bankrupt pursuant to Act
N0.182/2006 Coll., on Bankruptcy and
Means of its Settlement (the Insolvency
Act), as amended, or any other similar
foreign law;

(iv) Either of the parties ceases to be
authorised to conduct the activities
required for the due and timely
performance of the obligations arising
under this Agreement;

(v) any authorisation, approval, consent or
exception required are withdrawn, their
validity is suspended, or the period for
which these have been issued expires
without being duly extended.

Sponsor may also terminate this
Agreement at any time by sending written
notice with (30) thirty days notice period
to Institution and Investigator. In addition,
Sponsor may terminate this Agreement
upon written notice to Institution and
Principal Investigator due to safety
concerns. Except in the event of
termination for Institution’s material
breach, Sponsor through Medpace shall be
obligated to pay Payee solely for those
items set forth in the Schedule A that have

8.1

8.2

8.3

PLATNOST SMLOUVY A JEJi UKONCENI

Tato smlouva vstoupi v platnost dnem
podpisu posledni smluvni stranou, a pokud
nedojde k jejimu pied¢asnému ukonceni
dle tohoto oddilu, bude v platnosti az do
dokonceni nebo ukonceni studie.

Kterakoli ze smluvnich stran muZze tuto
smlouvu piedc¢asné ukonéit v pripadé, Ze

(i) ji druha strana zavaznym zpGsobem
poru$i a nezajisti napravu do tiiceti (30)
dnii po obdrzeni pisemného ozndmeni
dané strany, v némz tato podrobné uvede
povahu porusenti;

(if) ptipadné kdykoliv, kdy je ukonéeni
nezbytné za uc¢elem ochrany bezpecnosti a
zdravi subjekta studie;

(ii1) pokud bude rozhodnuto, Ze je ncktera
strana v upadku podle zdkona €. 182/2006
Sb., o upadku a zpasobech jeho feSeni
(insolven¢ni zdkon), v platném znéni, nebo
v Upadku ve smyslu pravniho piedpisu dle
jiného pravniho radu;

(iv) pokud néktera smluvni strana pozbude
opravnéni, které je pro fadné a vcasné
plnéni povinnosti vyplyvajicich z této
Smlouvy nezbytné;

(v) pokud potfebné opravnéni, povoleni,
souhlas nebo vyjimka je odvolano,
odlozena jeho platnost, nebo uplyne-li
doba, na kterou bylo vydano.

Zadavatel mize tuto smlouvu kdykoli
ukonlit zaslanim pisemné vypovédi
s tficetidenni (30denni) vypovédni lhitou
zdravotnickému zatizeni a zkouSejicimu.
Kromé toho mize zadavatel tuto smlouvu
vypovédét na  zakladé  pisemného
oznameni zdravotnickému zafizeni a
hlavnimu zkou$ejicimu kvali obavam
ohledné¢ bezpecnosti. Kromé piipadu
ukonceni z diivodu zadvazného poruseni ze
strany zdravotnického zatizeni bude
zadavatel prostfednictvim  spole¢nosti
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8.4

8.5

9.1

been incurred prior to the date of
termination. Institution shall refund to
Sponsor within thirty (30) days all
unearned advance payments made by
Medpace on behalf of Sponsor under the
Schedule A.

Upon the expiration or termination of this
Agreement, in no event shall Medpace or
Sponsor be obligated to pay any invoices
submitted after the time period for
submitting final invoices set forth in the
Budget has expired.

Upon the expiration or termination of this
Agreement, Institution and Investigator
shall, upon Sponsor’s request, return all
documents, information, and/or supplies,
including, but not limited to, Study
Materials, Study data, equipment, and any
biological samples or other materials
provided by Medpace or Sponsor for the
conduct of the Study, to Sponsor or
Medpace within thirty (30) days. The
Confidential Information, Recordkeeping,
Access to Records, Costs and Payment
Schedule, Term and Termination,
Intellectual Property, Publications and
Publicity, Indemnification and Insurance,
Anti-Bribery/Anti-Corruption and
Miscellaneous sections shall survive the
termination or expiration of this
Agreement.

INTELLECTUAL PROPERTY

It is agreed that none of Sponsor,
Investigator, or Institution transfers to any
other by operation of this Agreement any
patent right, copyright, trademark right, or
other proprietary right of Sponsor,
Investigator, or Institution, except as
expressly set forth herein.

8.4

8.5

9.1

Medpace povinen uhradit piijemci platby
vyhradné ty polozky, které jsou stanoveny
v priloze A a které vznikly pted datem
ukonéeni. Veskeré nevydélané zalohy,
které  spole¢nost Medpace jménem
zadavatele dle prilohy A uhradila, budou
zdravotnickym zafizenim do tficeti (30)
dnt vraceny.

Po splnéni ¢i ukonceni této smlouvy
nebudou spole¢nost Medpace nebo
zadavatel v zadném ptipadé povinni
uhradit jakékoli faktury piedlozené po
uplynuti ~ obdobi  pro  ptedlozeni
zavéreénych faktur, jak je stanoveno v
rozpoctu.

Po splnéni ¢i ukonceni smlouvy
zdravotnické zafizeni a zkousSejici na
zadost zadavatele vrati zadavateli nebo
spole¢nosti Medpace veskeré dokumenty,
informace a/nebo materidly, mezi néz
mimo jiné patii materialy studie, Gdaje ze
studie, vybaveni a jakékoli biologické
vzorky ¢&i  jiné materidly poskytnuté
spole¢nosti Medpace nebo zadavatelem
pro provadéni studie, a to do tiiceti (30)
dnd. Oddily tykajici se davérnych
informaci, uchovavani zaznamu, ptistupu
k zdznamum, nakladt a rozvrhu plateb,
platnosti a  ukonleni,  duSevniho
vlastnictvi, zvefejnéni a propagace,
odskodnéni a pojisténi, ustanoveni proti
uplatkim a korupci a rizna ustanoveni
zustanou Vv platnosti i po ukonéeni ¢i
uplynuti doby platnosti této smlouvy.

DUSEVNI VLASTNICTVI

Smluvni strany se dohodly, Ze s vyjimkou
ptipadi vyslovné stanovenych v této
smlouvé  zadavatel, zkousejici  ani
zdravotnické zatizeni v rdmci provadéni
této smlouvy nepievedou jakakoli
patentova ¢i autorskd prava, prava k
ochrannym zndmkam ani jina vlastnicka

prava zadavatele, zkouSejiciho nebo
zdravotnického zafizeni na kohokoli
jiného.

Clinical Study Agreement | Version # 1
BioClin Therapeutics, Inc. |B-701-U21 | Czech Republic

CONFIDENTIAL

XXXXX| 420-001
12 Feb 2108 | Page 21 of 32

FINAL
DOCUMENT

wea by: JLE
PACE



9.1.1 ,»Vynalezy*“ se rozumi jakékoli

9.1.1 “Invention” means any obie wwnalezv. technologie
discovery, invention, v'!slc\a/gf( Y t]da'):a’ materigl ’
technology, result, data, Y Y, €, Ys

material, improvement, or idea,
whether or not patentable, made,
conceived or reduced to practice
as a result of conducting the
Study, or made using the Study

vylepSeni ¢i navrhy, at’ jiz jsou
patentovatelné ¢i nikoliv, které
vznikly, byly vymysleny nebo
upraveny pro praxi jako
disledek provadéni této studie,

Drug or Confidential pfipadné  byly vytvofeny s

Information. vyuzitim hodnoceného
pfipravku  nebo  davérnych
informaci.

72 Institution will notn_‘y Spqqsor, without 9.2 Zdravotnickeé zafizeni bude zadavatele bez
undue delay and in writing, of any byte¢ného odkladu pisemné informovat o
Invention made by Institution, 'Zalzl:[chkoli néFezech Sinénveh
Investigator, and/or other Study Personnel. Jakychkoll =~ Vynalezet ucinenye

zdravotnickym  zafizenim, zkousejicim
a/nebo jinymi pracovniky studie.

9.3 Institution agrees and acknowledges that i, .

9.3 Zdravotnickeé zafizeni souhlasi a bere na

Sponsor shall own all right, title, and
interest in and to any Invention and shall
have the sole and exclusive right to obtain,
at its option, patent protection in the United
States and other countries on any such
Invention. Institution and Principal
Investigator hereby in accordance with
applicable laws assign to Sponsor all right,
title and interest in and to all Inventions,
together with all intellectual property
rights therein. If Sponsor requests,
Institution and Investigator will execute
and will cause Study Personnel to execute
any application, assignment, or instrument
or to testify as Sponsor deems necessary
for Sponsor to obtain patent or other
intellectual property rights or otherwise to
protect Sponsor’s interest in an Invention.
Sponsor  will reasonably compensate
Institution  and/or  Investigator, as
applicable, for the time devoted to such
activities and will reimburse Institution
and/or Investigator, as applicable, for
reasonable and necessary expenses
incurred.

védomi, ze zadavatel bude drzitelem
veskerych prav, tituld a naroki na jakékoli
vynalezy a bude mit jako jediny subjekt
vyluéné pravo obstarat si — dle vlastni
volby — pro kterykoli takovy vynélez
patentovou ochranu ve Spojenych statech
americkych a jinych zemich. Zdravotnické
zafizeni a hlavni zkousejici timto v mezich
stanovenych pravnimi ptedpisy udéluji
zadavateli veskera prava, naroky a zajmy
na vSech vynalezech, spolu se vSemi pravy
k dusevnimu vlastnictvi v rdmci smlouvy.
Na vyzadani zadavatele zdravotnické
zatizeni a zkousejici vyhotovi nebo zajisti,
ze pracovnici studie vyhotovi jakoukoli
zadost, prevod ¢i nastroj nebo podaji
svédectvi, jak zadavatel povazuje za
nezbytné, aby zadavatel mohl ziskat
patenty nebo jind prava dusevniho
vlastnictvi ¢i jinou ochranu pro sviij narok
na vynalez.  Zadavatel  poskytne
zdravotnickému zafizeni a/nebo piipadné i
zkou$ejicimu pfiméfenou kompenzaci za
¢as vénovany takovym aktivitdm a nahradi
zdravotnickému zatizeni a/nebo piipadné i
zkouSejicimu  pfiméfené a nezbytné
vydaje, které jim vznikly.
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10

10.1

10.2

PUBLICATIONS AND PUBLICITY

It is understood that the Study is part of a
multicenter trial, and Institution may
publish the results of its part of the Study
in  collaboration with  the other
investigators, but in complete compliance
with this section and with the Confidential
Information section. After the issuance of
a multicenter publication or eighteen (18)
months after completion or termination of
the Study if no multicenter publication has
been submitted for publication within such
18 month period, whichever occurs first,
Institution may itself publish the results of
the Study generated by it under this
Agreement. Institution shall provide
Sponsor with an advance copy of any
proposed publication or oral presentation
at least sixty (60) days prior to the planned
date of submission or presentation and
Sponsor shall have sixty (60) days to
review the proposed publication for the
purposes described below. Sponsor may
request in writing, and Institution shall
agree to, (a) the deletion of any
Confidential Information contained in
such publication (other than the results of
the Study generated by Institution and
Principal Investigator), (b) any reasonable
changes requested by Sponsor, or (c) a
delay of such proposed submission for an
additional period, not to exceed ninety (90)
days, in order to protect the potential
patentability of any technology described
therein. Sponsor, at its election, shall be
entitled to receive in any such publication
an acknowledgement of its sponsorship of
the Study.

No Party shall use another Party’s name,
nor issue any public statement about this
Agreement, or publish any information
about the Study, without the prior written
permission of the other Parties except as
required by law. Such prior permission
shall not be unreasonably withheld.

10

10.1

10.2

ZVEREJNENI A PROPAGACE

Smluvni strany jsou si védomy, Ze je studie
soucasti multicentrického hodnoceni a
zdravotnické zafizeni smi publikovat
vysledky své ¢asti studie ve spolupréci s
ostatnimi zkousejicimi, musi tak ale ucinit
v UpIném souladu s timto oddilem a
oddilem Duvérné informace. Po vydani
multicentrické publikace nebo po osmnécti
(18) mésicich od dokonéeni nebo ukonéeni
studie, pokud nebyla v ramci této
18mési¢ni lhity predlozena k publikaci
multicentrickd publikace, podle toho, co
nastane dfive, maze zdravotnické zafizeni
samo zveftejnit vysledky studie vytvorené
v ramci této smlouvy. Zdravotnické
zafizeni poskytne zadavateli signalni
vytisk navrhované publikace ¢&i dstni
prezentace, a to nejméné Sedesat (60) dni
pted planovanym datem odevzdani ¢&i
prezentace, a pro tcely popsané nize bude

mit zadavatel Sedesat (60) dni na
posouzeni navrhované publikace.
Zadavatel muze pisemné vyzadat a

zdravotnické zatizeni bude souhlasit s (a)
odstranénim  jakychkoli  davérnych
informaci obsazenych v takové publikaci
(jinych nez vysledkid studie vytvotrenych
zdravotnickym  zafizenim a hlavnim
zkousejicim), (b) jakymikoli ptiméfenymi
zménami  pozadovanymi zadavatelem
nebo (©) odloZenim takového
navrhovaného odevzdani za tcelem
ochrany mozné patentovatelnosti
jakychkoli technologii v nich popsanych, a
to po dodate¢né obdobi v maximalni délce
devadesati (90) dni. Zadavatel je dle své
volby opravnén zadat, aby jeho
financovani studie bylo zminéno Vv
jakychkoli takovych publikacich.

Zadna ze stran nebude bez predchoziho
pisemného svoleni druhé strany pouzivat
jméno druhé strany, vydavat jakakoli
vefejna prohlaseni 0 této smlouvé ani
zvetejiiovat jakékoli informace o této
studii vyjma ptipadu, kdy je to vyzadovano
zdkonem. Takové piedem poskytnuté
svoleni nesmi byt z neptfiméfenych divoda
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10.3

Sponsor takes into account that the Parties
are obliged to publish the Agreement in
accordance with the Act n0.340/2015 Coll.
on the registry of the contracts (“Contracts
Registry”). Registry to the contracts is
located at the website
https://smlouvy.gov.cz/. Parties agree that
the Institution shall publish a version of
this Agreement which Sponsor or
Medpace shall prepare and provide to the
Institution for this purpose promptly after
the Agreement is fully executed by all
Parties and Sponsor has received a copy of
the fully executed Agreement. Version of
this Agreement intended for publication
shall be in machine-readable format in
electronic form sent to the e-mail address
XXX@vfn.cz. Notification about
publication of the Agreement shall be sent
by the registry administrator to the e-mail
address XXXXX@medpace.com. In the
event that Institution should fail to publish
the Agreement within 20 days of its being
fully executed, Sponsor or Medpace, shall
have the right to publish the Agreement.
Schedule A  constitutes proprietary
information of Medpace and it will not be
published in the Contracts Registry.
Estimated total possible amount to be paid
under the Agreement is CZK 366.180, 00
assuming the Study patient enrollment
goal is achieved. Institution shall not
publish any non-redacted versions on any
websites or other media without obtaining
Sponsor’s or Medpace’s prior written
consent.

Notwithstanding the foregoing, nothing
contained in this Agreement shall prevent
the Study from being registered with
www.clinicaltrials.gov, or any equivalent
registry, including all information required
by the Uniform Requirements for
Manuscripts Submitted to Biomedical
Journals of the International Committee of
Medical Journal Editors in effect as of the
date of initiation of the Study (see

WWWw.icmje.org).

10.3

odepieno. Zadavatel bere na védomi, Ze
smluvni strany jsou povinny uvetejnit tuto
smlouvu vsouladu se zakonem ¢.
340/2015 Sh., o registru smluv (dale jen
Hregistr smluv). Registr smluv se nachazi
na internetovych strankéch
https://smlouvy.gov.cz/. Smluvni strany
se dohodly, Ze =zdravotnické zatizeni
uvetfejni verzi této smlouvy, kterou mu
zatim Ucelem pfipravi a poskytne
zadavatel nebo spole¢nost Medpace ihned
poté, co bude smlouva podepsana vSemi
smluvnimi stranami a zadavatel obdrzi
exemplai této zcela podepsané smlouvy.
Verze této smlouvy urcend k uvetejnéni
bude vstrojové ¢itelném formatu v
elektronické podob¢ zaslana na emailovou
adresu  XXX@vfn.cz. Oznameni o
uvefejnéni smlouvy bude spravcem
registru zaslano na e-mailovou adresu
XXXXX@medpace.com. V ptipad€, ze by
zdravotnické zafizeni neuvetejnilo
smlouvu do 20 dnt od jejiho uzavieni,
zadavatel nebo spole¢nost Medpace bude
mit pravo tuto smlouvu uvetejnit. Ptiloha
A predstavuje chranéné informace
spole¢nosti Medpace a nebude v registru
smluv uvefejnéna. Piedpokladana celkova
moznd ¢astka k vyplaceni v ramci smlouvy
je 366.180,00 K¢, a to za predpokladu, Ze
bude dosazen cil zatazovani pacientti do
studie. Zdravotnické zafizeni nesmi
uveiejnit jakékoli nerevidované verze na
jakychkoli webovych strankach nebo
jinych  médiich  bez  pfedchoziho
pisemného souhlasu zadavatele nebo
spole¢nosti Medpace.

Bez ohledu na vyse uvedené skute¢nosti
nebude zadna z ¢asti obsahu této smlouvy
branit v registraci studie na portélu
www.clinicaltrials.gov ani v jiném
obdobném  registru,  vcetné  vSech
informaci  vyzadovanych  jednotnymi
pozadavky ~ Mezindrodniho  vyboru
Séfredaktorti 1ékatskych casopisit na
pfispévky wurCené pro zvetejnéni V
biomedicinskych ¢&asopisech platnymi v
den zahgjeni studie (viz www.icmje.org).
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11 NOTICES

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given one (1) day after
sending, if sent by express courier service or
facsimile/electronic transmission, as evidenced
by confirmation generated by the transmitting
machine. In addition, the Institution will
communicate to Medpace and Sponsor in writing
(email is considered a writing for the purposes of
this section), any changes to the Institution’s
respective payee name, payee address, tax
identification number, corporate address, or
corporate name, as applicable. Any such
notification shall originate from an Institution
official and/or Investigator, as applicable, having
the same or greater authority as the Institution
official who signs this Agreement on behalf of
the Institution. All notices must be addressed to
the contact set forth below:

1 OZNAMENI

Jakékoli oznameni vyzadované ¢&i dovolené dle
této smlouvy musi byt uéinéno pisemné a v
piipadé, ze bude odeslano expresni kuryrni
sluzbou ¢i faxem / elektronickym pienosem,
bude povazovano za u¢inéné a dorucené jeden
(1) den po odeslani, coz bude dolozeno
potvrzenim  vygenerovanym odesilajicim
pfistrojem. Krom¢ toho bude zdravotnicke
zafizeni pisemné (email je pro ucely tohoto
oddilu povazovan za pisemnou formu)
informovat spolecnost Medpace a zadavatele o
jakychkoli ptipadnych zménach jména piijemce
platby na strané zdravotnického zaiizeni, adresy,
DIC, firemnich adres & nazvi spolednosti.
Jakékoli takové oznameni bude udinéno
piedstavitelem zdravotnického zatizeni a/nebo
piipadné zkouSejicim, ktery ma stejnou ¢i vétsi
pravomoc neZz piedstavitel zdravotnického
zafizeni, ktery jménem zdravotnického zafizeni
tuto smlouvu podepisuje. Veskera oznameni
musi byt adresovdna kontaktnim osobam
uvedenym nize:

IF TO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227, U.S.A.
Fax:

Praze

Attn: XXXXX

PRO SPOLECNOST MEDPACE:
Medpace Clinical Research LLC

K rukam vedouciho pravniho
oddéleni (General Counsel)

5375 Medpace Way,

Cincinnati, OH 45227, USA

Fax:

Praze

K rukam: XXXXX
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IF TO INSTITUTION:
Vseobecna fakultni nemocnice v BioClin Therapeutics, Inc.

U Nemocnice 499/2
128 08 Praha 2, Czech Republic

PRO ZDRAVOTNICKE ZARIZENi:
VSeobecna fakultni nemocnice v BioClin Therapeutics, Inc.

U Nemocnice 499/2
128 08 Praha 2, Ceska republika

IF TO SPONSOR:

130 Market Place, PMB #295
San Ramon, CA 94583, U.S.A.
Attn: XXXXX

Fax: 866-810-8689

PRO ZADAVATELE:

130 Market Place, PMB #295
San Ramon, CA 94583, USA
K rukdam: XXXXX

Fax: 866 810 8689
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12 ELECTRONIC SIGNATURES

Institution consents to electronic communication and
electronic signatures being equal to signatures inked
on paper. Institution acknowledges and agree that
electronic communication is an acceptable method of
communicating information from Medpace or
Sponsor to Institution, or from other wvendor
companies contracted by Medpace or Sponsor that are
providing electronic materials specific for the Study
to Institution, without having to communicate the
same subject matter on paper. Therefore, any
communication and subsequent electronic signature
that has been sent or signed in the past, present, or
future between the Parties will hold the same force
and effect as a document signed and inked on paper.
Electronic signature includes without limitation a
scanned copy of a signature, a typed signature, or the
click of a mouse on an “T agree” icon or button. It does
not apply for execution of this Agreement and its
eventual Amendments.

13 INDEMNIFICATION AND INSURANCE

13.1 Sponsor agrees to indemnify, defend, and
hold harmless the Institution, Principal
Investigator, and Institution’s agents,

employees and representatives (collectively,
the “Institution Indemnitees”) from any and
all liabilities, losses, damages, costs, and
expenses, including reasonable attorneys’
fees and costs (collectively, “Losses”) they
may suffer in connection with any claim or
lawsuit brought by a third party: (a) for
bodily injury, including death, arising out of
the administration of the Study Drug in
accordance with the Protocol and the
Agreement or performance of any procedure
or assessment under the Protocol, or (b) that
arises out of the negligence, recklessness, or
willful misconduct or any breach of legal
obligations or any violation of statements or
warranties by Sponsor or its directors,
officers, employees, or agents.
Notwithstanding the foregoing, Sponsor will
not be obligated to indemnify the Institution

ELEKTRONICKE PODPISY

Zdravotnické zatizeni souhlasi s tim, ze elektronicka
komunikace a elektronicky podpis maji stejnou
platnost jako vlastnoru¢ni podpisy na dokumentech v
tisténé podobé&. Zdravotnické zatizeni bere na védomi
a souhlasi s tim, ze elektronickd komunikace je
pfijatelnym zplsobem, kterym muize spole¢nost
Medpace nebo zadavatel nebo jini smluvni
dodavatelé spole¢nosti Medpace nebo zadavatele,
ktei{ poskytuji elektronické materidly pro potieby
studie zdravotnickému zafizeni, sdélovat informace
zdravotnickému zafizeni, aniz by bylo nutné o obsahu
sdéleni informovat v tisténé podobé. Jakakoli sdéleni
a nésledny elektronicky podpis, ke kterym mezi
smluvnimi stranami doslo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit
stejnou platnost a ucinnost jako dokumenty
vlastnoru¢né  podepsané v  tist€né  podobé.
Elektronicky  podpis mimo  jiné  zahrnuje
naskenovanou Kkopii podpisu, podpis strojopisem
nebo pozadavek Kliknuti mysi na ikonu ¢&i tlacitko
,,Souhlasim“. Neplati pro podpisy této smlouvy a
jejich ptipadné dodatky.

12

ODSKODNENI A POJISTENI

Zadavatel souhlasi s tim, Ze odskodni, bude
hajit a zbavi odpovédnosti zdravotnické
zatizeni, hlavniho zkousejiciho a zastupce,
zaméstnance a predstavitele zdravotnického
zatizeni (spole¢né dale jen ,,odskodiované
osoby na stran¢ zdravotnického zatizeni*) za
veSkeré zdvazky, ztraty, Skody, naklady a
vydaje, véetné piiméfenych poplatki a
vydajii za pravni zastoupeni (spole¢né dale
jen ztraty), které mohou utrpét v
souvislosti s jakymkoli narokem nebo
zalobou podanou tieti osobou: (a) za Ujmu na
zdravi, v¢etné Umrti, vyplyvajici z podani
hodnoceného ptipravku v souladu s
protokolem a touto smlouvou nebo
provedeni jakéhokoliv postup nebo vySetteni
dle protokolu, nebo (b) wvzniklou z
nedbalosti, lehkomyslnosti nebo Gmysiného
pochybeni nebo jakékoliv poruseni pravni
povinnosti nebo poruseni prohlaseni nebo
zaruk ze strany zadavatele nebo jeho
feditelt, ufedniki, zaméstnanci nebo
zastupci. Navzdory vySe uvedenému

13

13.1
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13.2

Indemnitees to the extent that such Losses
arise from (i) negligence, recklessness, or
willful misconduct on the part of any of the
Institution  Indemnitees or the Study
Personnel, or (ii) a breach of the Institution’s
or Principal Investigator’s obligations,
representations, or warranties under this
Agreement.

Sponsor undertakes to pay Institution
particularly all costs incurred as a result of
the compensation claim for actual bodily
harm (and non-material damage) applied by
Subjects or their successors in title, and any
costs of judicial or other related proceedings,
as well as actual costs of the diagnostic
procedures and treatment necessary to treat
the actual bodily harm.

Institution agrees to indemnify, defend, and
hold harmless Sponsor and Sponsor’s
directors, officers, employees, agents, and
subcontractors (including Mepdace) (the
“Sponsor Indemnitees”) from any and all
Losses they may suffer in connection with
any claim or lawsuit brought by a third party
arising out of: (a) the negligence, , or willful
breach of legal obligations on the part of the
Institution,  Principal  Investigator, or
Institution’s officers, employees, agents, and
subcontractors (including Study Personnel),
or (b) a breach of the Institution’s or
Principal Investigator’s obligations,
representations, or warranties under this
Agreement. Notwithstanding the foregoing,
Institution will not be obligated to indemnify
the Sponsor Indemnitees to the extent that
such Losses arise from (i) the negligence,
recklessness, or willful misconduct on the
part of any of the Sponsor Indemnitees, or
(i) a breach of any Sponsor’s legal
obligations, or breach of representations, or
warranties under this Agreement.

13.2

13.3

nebude zadavatel povinen odSkodnit
odskodniované 0soby na strané
zdravotnického zatizeni v rozsahu, v némz
takové ztraty vyplyvaji z (i) nedbalosti,
lehkomyslnosti nebo Umysiného pochybeni
ze strany kterékoli odskodnéné osoby na

strané  zdravotnického  zafizeni nebo
pracovnikti studie nebo (ii) poruSeni
povinnosti,  prohlaseni nebo  zaruk

zdravotnického zafizeni nebo hlavniho
zkousSejiciho podle této smlouvy.

Zadavatel se zavazuje, ze zdravotnickému
zafizeni uhradi zejména veskeré naklady
vzniklé z divodu uplatiiovani nahrady Gjmy
na zdravi (a nahrady nemajetkové ujmy) ze
strany subjektu hodnoceni nebo jejich
pravnich nastupci, a veskeré naklady
soudniho nebo jiného fizeni s tim
souvisejiciho, a dale skute¢né naklady na
diagnostické zakroky a 1é¢bu nezbytnou k
1é¢eni Gjmy na zdravi.

Zdravotnické zafizeni souhlasi s tim, zZe
odskodni, bude hdjit a zbavi odpovédnosti
zadavatele a feditele, ufedniky,
zaméstnance, zastupce a subdodavatele
(vCetné spolecnosti Medpace) zadavatele
(spole¢né dale jen ,,odskodfiované osoby na
strané zadavatele®) za veSkeré ztraty, které
mohou utrpét v souvislosti s jakymkoli
narokem nebo zalobou podanou tieti osobou
vyplyvajici z: (a) nedbalostniho, nebo
umysIného poruseni pravni povinnosti ze
strany zdravotnického zafizeni, hlavniho
zkouSejiciho nebo ufednikl, zaméstnanct,

zéstupct &  subdodavateli  (vCetn¢
pracovnikti studie) nebo (b) poruseni
povinnosti,  prohlaSeni  nebo  zaruk

zdravotnického zatizeni nebo hlavniho
zkousejiciho podle této smlouvy. Navzdory
vySe uvedenému nebude zdravotnické
zatizeni povinno odSkodnit odskodiované
0soby na strané zadavatele v rozsahu, v
némyz takové ztraty vyplyvaji z (i) nedbalosti,
lehkomyslnosti nebo umysiného pochybeni
ze strany kterékoli odskodnéné osoby na
strané¢ zadavatele, nebo (ii) poruSeni
jakékoliv pravni povinnosti, nebo poruseni
prohlaseni nebo zaruk zadavatele podle této
smlouvy.

Souhlas kazdé smluvni strany odskodnit,
hjit a zbavit odpovédnosti druhou smluvni
stranu a jeji ptislusné odskodiované osoby
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13.3 Each Party’s agreement to indemnify, je podminén tim, Zze odSkodiiovana strana:
defend, and hold the other Party and its (@) pisemné ozndmi odskodiujici strané
respective  indemnitees  harmless s jakykoli nérok, pozadavek nebo zalobu
conditioned upon the indemnified party: (a) vyplyvajici z odskodinovanych innosti do
providing written notice to the indemnifying téiceti (30) dnd poté, co se odskodiiovana
Party of any claim, demand, or action arising strana dozvi o takovém naroku, pozadavku
out of the indemnified activities within thirty nebo Zzalobé, za piedpokladu, Ze pokud
(30) days after the indemnified party has odskodnovana strana neoznami
knowledge of such claim, demand, or action, odskodiujici strané pfijeti 0znameni o
provided that any failure on the part of an takovém naroku, bude odskodtiujici strana
indemnified party to notify the indemnifying zbavena  své  povinnosti  odskodnit
Party of receipt of notice of a claim will odSkodniovanou stranu za takovy narok
relieve the indemnifying Party of its podle této smlouvy pouze v rozsahu, v jakém
obligation to indemnify the indemnified byla  odSkodnovana  strana  dotéena
party for such claim under this Agreement nepfijetim  v€asného a pfiméfeného
only to the extent that the indemnifying Party ozndmeni; (b) umozni odSkodnujici strané
has been prejudiced by the lack of timely and pfevzit plnou odpovédnost a pravomoc
adequate notice; (b) permitting the vySetfovat, pfipravovat, obhajovat a
indemnifying Party to assume full vyporadat jakykoli takovy narok nebo
responsibility and authority to investigate, pozadavek za piedpokladu, Ze odskodnujici
prepare for, defend against, and settle any strana nevypotfada narok, ktery nezahrnuje
such claim or demand, provided that the bezvyhradné  zprosténi  odpovédnosti
indemnifying Party shall not settle any claim odSkodnované strany bez piedchoziho
that does not contain an unconditional pisemného souhlasu odskodiované strany; a
release of the indemnified party without the (c) pomuize odskodiujici stran€ na pfimétené
indemnified party’s prior written consent; naklady odskodnujici strany pii vySetfovani,
and (c) assisting the indemnifying Party, at pfipravé a obhajobé takového naroku nebo
the indemnifying Party’s reasonable pozadavku. Pokud odskodnujici strana
expense, in the investigation of, preparation pfevezme obhajobu naroku treti strany,
for, and defense of any such claim or odSkodnujici  strana neponese  Zadnou
demand. If the indemnifying Party assumes odpovédnost za jakékoli vypotadani tohoto
the defense of a third party claim, the naroku odskodiovanou stranou bez souhlasu
indemnifying Party will not be subject to any odskodnujici strany, ktery nesmi byt
liability for any settlement of such claim bezdiivodné odepten nebo pozdrzen.
made by the indemnified party without the
indemnifying Party’s consent, which consent
may not be unreasonably withheld or
delayed. 13.4  Zadavatel prohlasuje, ze pro zkousejiciho,

pracovniky studie a sebe sama uzaviel

13.4  Sponsor represents it has taken out third pojisténi odpovédnosti za Skodu vzniklou v
party liability insurance for the Investigator, souvislosti s provadénim dotcené studie v
the Study Personnel and for itself against souladu s prislusnymi zakony, pficemz
damage incurred in connection with the takove pojisténi bude kryt zejmena naklady
conduct of the Study concerned, in na léébu_ supjektﬁ studie, kterd souvisi s
accordance with applicable law, which jakoukoli Ujmou na zdravi zpisobenou
insurance shall in particular cover any Study subjektiim studie v souvislosti s jejich acasti
subject's treatment costs relating to any Ve.§tudll. Zadavate_l bude udrio/va,t zminéné
health injury caused to the Study subject in pojisténi v platnosti po dobu trvani smlouvy,
connection with his/her participation in the a je-li to pozadovano piislusnymi zakony,
Study. Sponsor will maintain said insurance pak i v pribehu pfislusn¢ho obdobi
for the duration of the Study and for any nasledujiciho  po  dokonéeni ?’FUd'e;
applicable  time period after  Study Zadavatel  prohlasSuje, Zze  pojisténi
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conclusion if required by applicable law.

Sponsor  represents that the liability
insurance has been taken out in a sufficient
amount.,

13.5 Institution represents that it has taken out
insurance in accordance with paragraph 45
section 2 letter n of Act 372/2011 Coll. as
amended. Proof of said insurance shall be

supplied to Medpace upon request.

14 DEBARMENT

Institution represents and warrants that neither it,
nor any of its Study Personnel, have been debarred
by any regulatory authority. Institution shall
immediately notify Medpace and Sponsor in
writing upon becoming aware of any such
debarment, threat of debarment, or conviction or
other matter that could result in any such
debarment. Sponsor may, upon its receipt of such
notice or otherwise becoming aware of any
debarment, threat of debarment or other matter that
could result in any such debarment, terminate this
Agreement in accordance with the Term and
Termination Section.

15 ANTI-BRIBERY/ANTI-CORRUPTION

Neither Institution, nor any of its respective
personnel or representatives will pay, offer or
promise to pay, or authorize the payment of, any
money, or give or promise to give, or authorize the
giving of, any services or anything else of value,
either directly or through a third party, to any
official or employee of any governmental authority
or instrumentality, or of a public international
organization, or of any agency or subdivision
thereof for the purpose of improperly (i)
influencing any act or decision of that person in his
official capacity, including a decision to fail to
perform his functions with such governmental
agency or instrumentality or such public
international organization or such political party,
(i) inducing such person to use his influence with
such governmental agency or instrumentality or
such public international organization or such

odpovédnosti bylo uzavieno na dostate¢nou
castku.

13.5  Zdravotnické zafizeni prohlaSuje, Ze ma
sjednano pojisténi dle 8 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sh., o zdravotnich
sluzbach, ve znéni pozd¢jSich predpisi.
Doklad 0 zminéném pojisténi je tieba na
vyzadani predlozit spole¢nosti Medpace.

14  ZAKAZ CINNOST

Zdravotnické zatizeni prohlaSuje a zaruluje, Ze
zdravotnickému zafizeni ani zadnému
pracovnikovi studie nebyla Zzadnym regula¢nim
organem zakazana ¢innost. Zdravotnické zatizeni
okamzité pisemné 0zndmi spole¢nosti Medpace a
zadavateli, pokud se dozvi o jakémkoli takovém
zakazu c¢innosti, hrozb& zadkazu <innosti nebo
0 odsouzeni ¢&i jiné zalezitosti, jejichz disledkem
by mohl byt jakykoli takovyto zékaz ¢innosti.
Zadavatel miZe po piijeti takovéhoto oznadmeni,
nebo pokud se jinak dozvi o jakémkoli zakazu
¢innosti, hrozbé zakazu ¢innosti nebo o odsouzeni
Ci jiné zalezitosti, jejichz dtsledkem by mohl byt
jakykoli takovyto zdkaz cinnosti, ukoncit tuto
smlouvu v souladu s oddilem Platnost smlouvy
a jeji ukonéeni.

USTANOVENI PROTI UPLATKUM A
KORUPCI

Pii plnéni svych povinnosti podle této smlouvy
zdravotnické zatizeni ani zadny z jeho pracovnik
nebo zastupct nezaplati, nenabidne ani neslibi, Ze
zaplati, ani nepovoli zaplaceni jakékoli penézni
Castky ani neposkytne nebo neslibi, ze poskytne,
ani nepovoli poskytnuti jakékoli sluzby nebo
¢ehokoli jiného hodnotného, a to ani piimo, ani
prostfednictvim tfeti strany, zddnému zastupci
nebo zaméstnanci jakéhokoli organu statni spravy
nebo vykonného organu nebo vetejné mezindrodni
organizace nebo jakéhokoli uradu ¢&i jejich
oddéleni za tucelem uplaceni a nemistného (i)
ovlivilovani jednani nebo rozhodovéani takové
osoby v jeji uredni funkci, véetné rozhodnuti, Ze
bude chybné vykonavat své funkce pro takovy
vladni trad nebo vykonny orgén nebo veifejnou
mezinarodni organizaci nebo politickou stranu, (ii)
zpusobeni, ze tato osoba vyuzije svého vlivu ve

15
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political party to affect or influence any act or
decision thereof or (iii) securing any improper
advantage.

16 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors
and permitted assigns. This Agreement, and all
rights, duties and obligations hereunder, may not
be assigned or delegated by Institution without the
prior express written consent of Sponsor. Any
attempt made by Institution to assign or delegate
this Agreement in violation of this section shall be
of no force or effect. Institution acknowledges that
Sponsor shall have the right to assign or delegate
this Agreement or any portion thereof within its
company holding without the consent of
Institution- Medpace or Sponsor will provide
written notice to Institution of any such
assignment.

17 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of
independent contractors, and no employment or
agency relationship shall be construed to exist
between the Parties. Neither Medpace nor Sponsor
shall be responsible for any employee benefits,
pensions, workers’ compensation, withholding or
employment-related taxes relating to Institution,
Investigator or Study Personnel, except provisions
stated in the separate Investigator’s Agreement.

18 CHANGES TO THE PROTOCOL

The Protocol may be amended only at the direction
of Sponsor, subject to subsequent approval of the
Ethics Committee and any applicable regulatory
authorities. No financial adjustments shall be made
because of such modifications unless the Parties
hereto amend this Agreement accordingly.

vladnim ufadu nebo vykonném organu nebo ve
vetfejné mezindrodni organizaci nebo v politické
strané K ovlivnéni jejich jednani nebo rozhodovani,
nebo (iii) zajisténi jakékoli nepatii¢né vyhody.

POSTOUPENI A PREVEDENI

Tato smlouva bude zavazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a viechna prava,
povinnosti a zavazky z ni vyplyvajici nesmi byt
zdravotnickym  zafizenim  postoupeny  ani
ptevedeny bez pfedchoziho vyslovného pisemného
souhlasu zadavatele. Jakykoli pokus
zdravotnického zatizeni postoupit nebo delegovat
tuto smlouvu v rozporu s timto oddilem nebude
platny ani ucinny. Zdravotnické zafizeni bere na
védomi, Ze zadavatel je opravnén postoupit nebo
pievést tuto smlouvu nebo jakoukoli jeji cast
vramci  svého  holdingu bez  souhlasu
zdravotnického zafizeni. Medpace nebo zadavatel
poskytnou Zdravotnickému zafizeni pisemné
oznameni o takovém postoupeni.

16

17  NEZAVISLY SMLUVNI PARTNER

Vztah smluvnich stran je vztahem nezavislych
smluvnich partnert a nebude vykladan jako
jakykoli zaméstnanecky ¢&i zastupitelsky vztah
mezi smluvnimi stranami. Spole¢nost Medpace ani
zadavatel neponesou odpovédnost za jakékoli
zaméstnanecké vyhody, penze, odmény
pracovniku, srazky z platu ¢i zaméstnanecké dané
tykajici se zdravotnického zafizeni, zkousejiciho ¢i
pracovnikt studie, vyjma ustanoveni v samostatné
smlouvé se zkouSejicim.

18 ZMENY PROTOKOLU

Protokol miize byt doplnén pouze z nafizeni
zadavatele a zména podléha naslednému schvaleni
etické komise a jakychkoli ptislusnych regula¢nich
organil. Finanéni podminky se z divodu takovych
Uprav ménit nebudou, pokud smluvni strany tuto
smlouvu pfislusnym zpiisobem nedoplni.
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19
19.1

19.2

19.3

MISCELLANEOUS

This Agreement represents the entire
understanding of the Parties and supersedes
all prior negotiations, understandings or
agreements (oral or written) between the
Parties concerning the subject matter hereof.
In the event of any inconsistency between
this Agreement and the Protocol, the terms of
the Protocol shall govern with respect to
clinical matters and the terms of this
Agreement shall govern with respect to all
other matters. If a provision of this
Agreement is or becomes (i) illegal under
any applicable law or regulation, (ii) invalid
or (iii) otherwise unenforceable, such
provision shall be deemed stricken from this
Agreement and its illegality, invalidity or
unenforceability shall not affect the validity
or enforceability of any other term or
provision of this Agreement. All waivers of
the terms of this Agreement shall be in a
writing signed by the waiving party. Failure
to insist upon compliance with any of the
terms and conditions of this Agreement shall
not constitute a general waiver or
relinquishment of any such terms or
conditions, but the same shall remain at all
times in full force and effect.

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. In the event of a conflict
between the Czech and English language
versions, then the Czech version shall
control. Any disputes arising under or
relating to this Agreement shall be
resolved exclusively by the relevant courts
of the Czech Republic. The local
jurisdiction shall be determined by the
residence of Institution.

This Agreement, and any subsequent

amendment(s), may be executed in
counterparts and the counterparts,
together, shall constitute a single

agreement and shall become binding when
any one or more counterparts hereof,
individually or taken together, bears the
signature of each of the Parties hereto.

19

19.1

19.2

19.3

DALSI USTANOVENI

Tato smlouva ptedstavuje Uplnou dohodu
smluvnich stran a nahrazuje veskera
predchozi jednani mezi smluvnimi stranami,
dohody nebo Umluvy (Gstni ¢i pisemné)
tykajici se predmétu této smlouvy. V piipadé
jakéhokoli nesouladu mezi touto smlouvou a
protokolem maji ustanoveni protokolu
pfednost v klinickych zalezitostech a
podminky této smlouvy maji piednost ve
vSech ostatnich  zaleZitostech. Jestlize
nékteré ustanoveni této smlouvy je nebo se
stane (i) nelegadlnim podle jakéhokoli
platného z&kona ¢i piedpisu, (ii) neplatnym
nebo (iii) jinak nevymahatelnym, bude
takové ustanoveni povazovano za vySkrtnuté
z této smlouvy a jeho nelegélnost, neplatnost
nebo nevymahatelnost nebude mit vliv na
platnost ¢i vymahatelnost kterékoli jiné z
podminek ¢i ustanoveni této smlouvy.
Veskera upusténi od podminek této smlouvy
musi byt ucinéna pisemné a podepsana
ziikajici se stranou. Nevymahani dodrzovani
kterékoli z podminek této smlouvy
nepiedstavuje vSeobecné upusténi od nebo
zieknuti se jakychkoli takovych podminek;
tyto naopak vzdy zlstavaji plné platné a
ucinné.

Tato smlouva se bude fidit a vykladat v
souladu s pravnimi predpisy Ceské
republiky. V piipadé rozporu mezi ¢eskou a
anglickou jazykovou verzi rozhoduje ¢eska
verze. Veskeré spory vyplyvajici z této
smlouvy nebo souvisejici s touto smlouvou
budou feSeny vyluéné prislusnymi soudy
Ceské republiky. Mistni p¥islusnost soudu je
urCena sidlem zdravotnického zatizeni.

Tato smlouva a jakékoli jeji nasledné
dodatky mohou byt vyhotoveny ve
stejnopisech a tyto stejnopisy spole¢né tvoii
jedinou smlouvu a stanou se zavaznymi v
okamziku, kdy kterykoli nebo vice z téchto
stejnopisti této smlouvy, jednotlivé nebo
dohromady, budou opatfeny podpisem
kazdé ze smluvnich stran.
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IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement by proper persons
thereunto duly authorized and that this Agreement
shall be effective as of the Effective Date.

NA DUKAZ CEHOZ smluvni strany
prostfednictvim k tomu fadné opravnénych osob
uzaviely tuto smlouvu, kterd vstoupi v Géinnost k
datu Géinnosti.

Sponsor / Zadavatel Institution / Zdravotnické zafizeni
By (signature) / (podpis) By (signature) / (podpis)

Name (print or type) / Jméno Name (print or type) / Jméno

(hUlkovym pismem nebo strojopisem) (hdlkovym pismem nebo strojopisem)

Title / Funkce Title / Funkce

Date / Datum Date / Datum

[, XXXXX, the Investigator of this Study hereby certify that | am familiarized with the Protocol and all the
documents transmitted by Sponsor for the performance of the Study. | was familiarized

with this Agreement between Sponsor and Institution and | shall comply with the obligations provided for
therein or resulting from the GCP to the Principal Investigator.

J4, XXXXX, zkousejici této studie, timto potvrzuji, Ze jsem se seznamila s Protokolem a viemi dokumenty
predanymi Zadavatelem k provedeni studie. Byla jsem seznamena s touto smlouvu mezi Zadavatelem a
Zdravotnickym zafizenim a budu dodrZovat povinnosti v ni stanovené &i vyplyvajici ze Spravné klinické

praxe hlavnimu zkousSejicimu.

XXXXX

Clinical Study Agreement | Version # 1
BioClin Therapeutics, Inc. |B-701-U21 | Czech Republic

XXXXX| 420-001
12 Feb 2108 | Page 32 of 32

FINAL

CONFIDENTIAL DOCUMENT

wea by: JLE
PACE



