CLINICAL TRIAL AGREEMENT
(“Agreement”)

between

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11, 1121 Vienna,
Austria
VAT-ID-No.: ATU 64226215
("Sponsor”’)

and

Faculty Hospital Hradec Kralove,
Sokolska 581, 500 05, Hradec Kralove —
Novy Hradec Kralove,

Czech Republic
VAT-ID-No. resp. Taxpayer Ident. No.:
CZ00179906
("Institution")

and

2""Internal Medicine Department of
Gastroenterology
Faculty Hospital Hradec Kralove
(“Investigator™)

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator
Klinické hodnoceni BI ¢. 1293.10 / CZ / Misto vykonu klinického hodnoceni ¢. 42001 / Poskytovatel a Zkousejici Gl

BI Contract No. / Smlouva BI ¢.: 208060

SMLOUVA O KLINICKEM
HODNOCENI
(déle jen ,,Smlouva‘)

mezi

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11, 1121 Viden,
Rakousko
DIC: ATU 64226215
(déle jen ,,Zadavatel*)

a

Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 - Hradec Kralové —
Novy Hradec Kralové,

Ceska republika
DIC/IC: CZ00179906

(déle jen ,,Poskytovatel)
a
II. interni gastroenterologicka klinika
Fakultni nemocnice Hradec Kralové

(dale jen ,,ZkousSejici*)
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RECITALS

WHEREAS, Sponsor, a research-driven
pharmaceutical company, is sponsoring and
conducting a clinical trial of BI 655064
(“Investigational Product”) according to the
Clinical Trial Protocol for BI Trial No. 1293.10
including all documents attached thereto and
referenced therein (“Protocol”) entitled ““A double-
blind, randomised, placebo-controlled trial
evaluating the effect of BI 655064 administered
as sub-cutaneous injections, on renal response
after one year treatment in patients with lupus
nephritis“ as amended (“Trial”), incorporated
herein by reference and provided to Institution
and/or Investigator by the Sponsor under separate
cover in the regulatory document package; and

WHEREAS, Sponsor has engaged a
Contract Research Organisation Pharm-Olam
International s.r.o., Doudlebska 1699/5, 140 00
Prague 4 — Nusle, Czech Republic (“CRO”), to act
as an independent contractor, but not as a party to
this Agreement, to carry out on behalf of Sponsor
certain of Sponsor’s responsibilities with respect to
the Trial, which may include, but are not limited to,
contract negotiation and management, site payment,
site monitoring, and/or other Trial related activities;
and

WHEREAS, Sponsor seeks to engage the
services of Institution and Investigator to carry out
the Trial in accordance with the Protocol; and

WHEREAS, Institution operates a facility
engaged in research activities and services
including the creation, implementation and
documentation of clinical research, testing and
trials and desires to participate as a site for the
conduct of the Trial, as contemplated by this
Agreement; and

WHEREAS, Investigator and Institution
are engaged in medical research and Investigator
desires to participate in and serve as the principal
Investigator on behalf of Institution and to conduct
clinical investigations as part of the Trial, as
contemplated by this Agreement.
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UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE Zadavatel
jakozto vyzkumna farmaceutickd spolecnost je
zadavatelem a provadi klinické hodnoceni BI
655064 (dale jen ,,Hodnoceny léCivy piipravek™)
podle Protokolu o klinickém hodnoceni BI ¢.
1293.10 (dale jen ,Protokol”), vcetné¢ vSech
dokumentu, které jsou ptilozeny k Protokolu nebo
na néz se Protokol odvolava, s ndzvem ,,Dvojité
zaslepené, randomizované, placebem
kontrolované klinické hodnoceni u¢inku
pripravku BI 655064 na funkci ledvin po
jednom roce lécby, podavaného podkoZni
injekci u pacienti s aktivhim onemocnénim
lupus nefritis.“, vplatném znéni (dale jen
»Klinické hodnoceni*), zaclenénych do této
Smlouvy prostiednictvim odkazu a poskytnutych
Zadavatelem Poskytovateli a ZkouSejicimu
samostatné v balicku regulacnich dokumentt; a

VZHLEDEM K TOMU, ZE Zadavatel
najal smluvni vyzkumnou organizaci Pharm-Olam
International s.r.o., Doudlebska 1699/5, 140 00
Praha 4 — Nusle, Ceska republika (Contract
Research Organisation ,CRO%), aby jako
nezdvisly dodavatel, ale nikoli strana této
Smlouvy vykondvala v zastoupeni Zadavatele
nékteré jeho ukoly ve vztahu ke Klinickému
hodnoceni, které mohou =zahrnovat zejména
sjedndvdni a sprivu smluv, monitorovini mista
vykonu klinického hodnoceni a/nebo jiné ¢innosti
souvisejici s Klinickym hodnocenim; a

VZHLEDEM K TOMU, ZE Zadavatel
hodla ziskat sluzby Poskytovatele a Zkousejictho
k provadéni Klinického hodnoceni v souladu s
Protokolem; a

VZHLEDEM K TOMU, ZE
Poskytovatel provozuje objekt, ktery se zabyva
vyzkumem a poskytovanim sluzeb vcetné
zajiStovani, provozovani a dokumentovani
klinického vyzkumu, testd a hodnoceni a preje si
uCastnit se jako misto vykonu klinického
hodnoceni provadéni Klinického hodnoceni
zamySleného touto Smlouvou; a

VZHLEDEM K TOMU, ZE Zkousejici
a Poskytovatel se zabyvaji medicinskym
vyzkumem a ZkouSejici si preje UCastnit se a
pusobit v zastoupeni Poskytovatele jako hlavni
ZkouSejici a provadét klinickd hodnoceni jako
soucast Klinického hodnoceni zamysleného touto
Smlouvou.
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NOW, THEREFORE, Parties hereto agree

as follows:

1. OBLIGATIONS OF INSTITUTION AND

1.1

INVESTIGATOR
Conduct of the Trial.

Protocol. Investigator will conduct the
Trial at Institution’s facility/-ies located at
Faculty Hospital Hradec Kralove, nd
Internal  Medicine Department of
Gastroenterology, Sokolska 581, 500 05
Hradec Kralove — Novy Hradec Kralove
in accordance with the Protocol.

Trial Staff and Facilities. Institution
and/or Investigator will provide an
adequate number of qualified Trial Staff
(“Trial Staff”), and adequate facilities and
will require the Trial Staff and facilities to
conduct the Trial properly and safely and
in accordance with the Protocol and
Applicable Law (as defined below). Trial
Staff means any employees of Institution
or Investigator, and/or contractors
engaged by Institution or Investigator,
who are involved in performing the Trial,
including any sub-investigator(s), study
coordinator(s), and any other contractors,
agents and employees of Institution or
Investigator who assist Institution and
Investigator with the Trial. Institution and
Investigator ~ shall  inform  Sponsor
promptly in writing (including by email)
about all changes impacting the Trial
Staff and/or the facilities.

Performance and Delegation. Any and
all research and procedures pertaining to
the Trial will be performed only by the
Investigator or Trial Staff assigned
thereto by Institution and/or Investigator
and Investigator will personally supervise
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NYNI, ZTOHOTO DUVODU se

Smluvni strany dohodly takto:

1 POVINNOSTI POSKYTOVATELE A

1.1

1.1.2

1.1.3
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ZKOUSEJICIHO
Provadéni Klinického hodnoceni.

Protokol. Zkousejici bude provadet
Klinické hodnoceni v objektu/
objektech Poskytovatele na adrese
Fakultni nemocnice Hradec Kralové, II.
Interni  gastroenterologickd  klinika,
Sokolskd 581, 500 05 Hradec Krilové —
Novy Hradec Kralové vsouladu s
Protokolem.

Personal a objekty pro provadéni
Klinického hodnoceni. Poskytovatel
a/nebo ZkousSejici zajisti odpovidajici
pocet kvalifikovanych spolupracujicich
osob (déle jen ,,Persondlu®) Klinického
hodnoceni a odpovidajici objekty a
budou vyZadovat od  Persondlu
Klinického hodnoceni, aby v objektech
provadél Klinické hodnoceni tadné a
bezpecné¢ a vsouladu s Protokolem a
PrislusSnymi pravnimi pfedpisy (dle
definice nize). Persondlem Klinického
hodnoceni se rozumi zejména veskefi

zameéstnanci Poskytovatele nebo
Zkousejictho a/nebo spolupracovnici
najati Poskytovatelem nebo
Zkousejicim,  ktefi ~se  zabyvaji
provadénim  Klinického hodnoceni,

vCetn¢ vSech pomocnych zkousejicich,
koordinatorti studie a veSkerych jinych

spolupracovnikd, zastupcli a
zaméstnanci ~ Poskytovatele  nebo
Zkousejiciho, ktefti pomahaji
Poskytovateli a  ZkouSejicimu s

provadénim  Klinického  hodnoceni.
Poskytovatel a ZkouSejici jsou povinni
neprodlen¢  informovat  Zadavatele
pisemné (i e-mailem) o vSech zméndch,
které ovliviiuji  Personal Klinického
a/nebo objekty, v nichz se provadi.

Provadéni Klinického hodnoceni a
delegovani povinnosti. Veskery
vyzkum a procedury souvisejici s
Klinickym hodnocenim bude provadeét
pouze  ZkouSejici nebo  Persondl
Klinického hodnoceni pridéleny
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the work or all assigned Trial Staff, and
neither Institution nor Investigator may
delegate this duty to a third party.

Compliance. Institution and Investigator
specifically agree to (and warrant that the
Trial Staff will) conduct the Trial in a
diligent, efficient, and skillful manner,
consistent  with sound scientific
procedures and in strict accordance with

(i) this Agreement,

(ii) the Protocol including
amendments / modifications,

(iii) the investigator site file (ISF),

any

(iv) any specific Trial instructions, other
than the Protocol, issued by Sponsor
that specifically relates to and
references the Trial and which
provides  additional  information
and/or instructions on how the
Institution and/or Investigator shall
conduct the Trial;

(v) any applicable international,
national, or local government law,
especially Act No. 378/2007 Coll.,
on Pharmaceuticals, Act No.
372/2011 Coll., on Health Services,
Act No. 101/2000 Coll., on Data
Protection, Regulation No. 226/2008
Coll.,, on Good Clinical Practice
statute, rule, requirement, code,
regulation, ordinance, guideline,
decisions or official publication that
applies, directly or indirectly, to any
party or to the conduct of clinical
trials, this Trial, or this Agreement,
as amended from time to time, in
particular, without being limited to,
the International Conference on
Harmonisation Harmonised
Tripartite  Guideline for Good
Clinical Practice (“ICH GCP”), the
principles laid down in the
Declaration of the Helsinki, most
current version (as long as local laws

BI Contract No. / Smlouva BI ¢.: 208060
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Poskytovatelem a/nebo ZkouSejicim a
Zkousejici bude osobn¢ dohlizet na
praci veSkerého piidéleného Personalu
Klinického hodnoceni a Poskytovatel
ani ZkouSejici nesmi pfenést tuto
povinnost na tfeti osobu.

DodrzZovani predpisi. Poskytovatel a
Zkousejici se zvlast’ zavazuji (a zarucuji
se, ze se Personal Klinického hodnoceni
zvlast  zavaze) provadét Klinické
hodnoceni svédomité, efektivné a
kvalifikovang, v souladu se spravnymi
védeckymi postupy a v prisném souladu
(i) s touto Smlouvou,

(ii) s Protokolem, vcetn¢ veSkerych
dodatkii/zmén,
(iii) se spisem z mista provadéni

klinického hodnoceni zkousejiciho
(investigator site file - ISF),

(iv) s veskerymi konkrétnimi pokyny
pro Klinické hodnoceni, jinymi nez
Protokol, vydanymi Zadavatelem,
které konkrétn€ souviseji a vztahuji
se ke Klinickému hodnoceni a

poskytuji  dodateCné informace
a/nebo pokyny ohledné toho, jak
musi Poskytovatel a/nebo
Zkousejici  provadét  Klinické
hodnocenit;

(v) s veskerymi prislusnymi

mezinarodnimi, vnitrostatnimi nebo
mistnimi zdkony, zejména zdkonem
¢. 378/2007 Sb., o lécCivech,
zakonem ¢. 372/2011 Sb., o
zdravotnich sluzbach, zakonem ¢.
101/2000 Sb., o ochrané¢ osobnich
udajt, vyhlasky ¢. 226/2008 Sb., o
spravné klinické praxi, pravidly,

pozadavky, kodexy, piedpisy,
nafizenimi, smeérnicemi,
rozhodnutimi nebo afednimi

publikacemi, které¢ sem piimo nebo
nepiimo vztahuji ke kterékoli
smluvni stran¢ nebo k provadéni
klinickych ~ hodnocenti, tohoto
Klinického hodnoceni nebo této
Smlouvy, v platném znéni, zejména
(ale bez omezeni)
s Harmonizovanou trojstrannou
smérnici Mezinarodni konference o
harmonizaci o sprdvné klinické
praxi (International Conference on
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1.2

1.2.1

do not require to follow other
versions), and, where applicable, the
rules governing good manufacturing
practice and good laboratory
practice, and rules governing the
collection and storage of human
tissue samples and the performance
of DNA testing as well as related
governmental and regulatory
authorities’ regulations and
decisions, any conditions imposed by
a competent Institutional Review
Board/ Ethics Committee
(“IRB/EC”), as well as all applicable
drug, data protection/privacy, anti-
competitive, anti-corruption, anti-
bribery and anti-kickback law and all
industry  regulations on  the
cooperation of the pharmaceutical
industry with the medical profession,
including but not limited to, the
AIFP regulations the IFPMA Code
of Marketing Practices, the EFPIA
Code of practice on the promotion of
medicines, the PhRMA Code on
Interactions  with  Health Care
Professionals (in the following
collectively “Applicable Law”).

Qualification of Investigator and other
Trial Staff.

Qualification. Institution will ensure that
Investigator is, at all times during the
term of this Agreement, qualified by
training and experience with appropriate
expertise to conduct the Trial in
accordance with this Agreement and the
Protocol. If the Investigator is, at any
time, no longer qualified or unable to
perform any of the activities of the Trial,
Institution and Sponsor may mutually
agree to a substitute Investigator.
Institution will notify Sponsor, in writing,
immediately upon learning that the

BI Contract No. / Smlouva BI ¢.: 208060
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Harmonisation Harmonised
Tripartite Guideline for Good
Clinical Practice — ,JCH GCP*), se
zasadami stanovenymi v aktudln{
verzi Helsinské deklarace (pokud
mistn{ zakony nevyZzaduji
uplatiovani ~ jiné  verze), a
v ptislusnych ptipadech s pravidly
sprivné  vyrobni a  spridvni
laboratorni praxe a s pravidly, jimiz
se fidi sbér a skladovani vzorkt
lidskych tkani a provadéni testl
DNA, a rovnéz se souvisejicimi
ptedpisy a rozhodnutimi statnich a
regulacnich organti, s veskerymi
podminkami pfislusné Revizni /
Etické  komise  Poskytovatele
(Review Board/Ethics Committee —
LIRB/EC), a zaroven i se vSemi
prisluSnymi  pravnimi  piedpisy
upravujicimi oblast 1é¢iv, ochrany
udajic  a  soukromi, ochrany
hospodaiské soutéze, boje proti
korupci, uplatkatstvi a
neopravnénym platbam za
urychlené jednani a se vSemi
odvétvovymi piedpisy o spolupraci

farmaceutického pramyslu
s Iékatskou profesi, zejména s
predpisy AIFP, kodexu

marketingovych praktik IFPMA,
Kodexu EFPIA o postupech pfi
propagaci l1éciv, Kodexu PhARMA o
jednéni se zdravotnickymi
odborniky  (spolecné¢ dale jen
,,PTislusné pravni predpisy*).

Kvalifikace Zkousejicitho a jiného
Personalu Klinického hodnoceni.

Kvalifikace. Poskytovatel zajisti, aby
Zkousejici mél vzdy behem doby
platnosti této Smlouvy odpovidajici
odbornou kvalifikaci (vzdélani a praxi)
k provadéni  Klinického hodnoceni,
vsouladu stouto Smlouvou a s
Protokolem. JestliZze ZkouSejici nebude
kdykoli naddle kvalifikovdn nebo
schopen vykonavat kteroukoli ¢innost v
ramci Klinického hodnoceni,
Poskytovatel a Zadavatel se mohou

vzajemn¢ dohodnout na nahradnim

ZkouSejicim. Poskytovatel bude

Zadavatele pisemné informovat
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1.2.2

1.3

1.3.1

1.3.2

Investigator is or will be unable to
perform any of the activities of the Trial.
Institution will use its best efforts to
identify and obtain a  substitute
Investigator acceptable to Sponsor within
thirty (30) days following such notice to
Sponsor. If an acceptable Investigator
cannot be obtained within thirty (30)
days, Sponsor may, at its discretion,
immediately terminate this Agreement in
accordance with Section 15.3 below.
Prior to assuming the role of Investigator,
the substitute Investigator must agree in
writing to be bound by all obligations,
terms and conditions of this Agreement.

Curriculum Vitae. Investigator will
provide an up to date curriculum vitae for
Investigator, any sub-investigators and, as
requested, for any staff or third-parties
assigned to the Trial as well as other
relevant documentation requested by
Sponsor, the competent IRB/EC or
regulatory authorities.

Notifications and Submissions

Notification/Submission to Authorities
and IRB/EC. In accordance with
Applicable Law, before initiating and
during the conduct of the Trial, Sponsor
and Investigator will ensure that (i) all
necessary  submissions, notifications
and/or application(s) have been made, (ii)
all  necessary  documentation and
information is available, and (iii) all

required reviews and approvals (or
favourable opinions) by applicable
regulatory authorities and competent

IRB/EC have been obtained.

Agreement. Institution and Investigator
agree that this Agreement may be
forwarded to competent regulatory
authorities as well as the competent
IRB/EC, where requested by such
authorities, under the terms and
conditions laid down in this Agreement,

BI Contract No. / Smlouva BI ¢.: 208060
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1.3

1.3.1

1.3.2
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okamzit¢ poté, co se dozvi, ze
Zkousejici je nebo nebude schopen
vykondvat kteroukoli z ¢innosti v rdmci
Klinického hodnoceni. Poskytovatel
vynaloZi maximdlni dsili na nalezeni a
ziskani nahradniho ZkousSejiciho
ptijatelného pro Zadavatele do tficeti
(30) dnt po takovém oznameni
Zadavateli. Jestlize nebude moci byt
ptijatelny Zkousejici ziskdn do tficeti
(30) dna, Zadavatel mize dle svého
uvazeni okamzité ukoncit tuto Smlouvu
v souladu s ¢lankem 15.3 niZe. Ndhradni
Zkousejici musi pred pievzetim role
Zkousejiciho pisemné souhlasit s tim, Ze
bude vdzdn vSemi  povinnostmi,
ustanovenimi a  podminkami této
Smlouvy.

Strukturovany Zivotopis. ZkousSejici
predlozi aktualni strukturovany
Zivotopis  ZkouSejictho,  veSkerych
pomocnych  zkouSejicich a  podle
poZzadavki 1 vSeho persondlu nebo
tretich osob pfidélenych k provadéni
Klinického hodnoceni a dals$i ptislusnou
dokumentaci poZadovanou
Zadavatelem, pfislusnou IRB/EC nebo
regula¢nimi organy.

Oznameni a podani

Oznameni/podani u ufednich organi
a IRB/EC. Zadavatel a Zkousejici pred
zahdjenim Klinického hodnoceni a
béhem jeho provadéni v souladu
s PrisluSnymi pravnimi piedpisy zajisti,
aby (i) byla ucinéna vSechna potiebna
podani, ozndmeni a/nebo Zadosti, (ii)
byla kdispozici vSechna potifebna
dokumentace a informace a (iii) byly
obstarany vSechny pozadované provérky
a ziskany vSechny potiebné souhlasy
(nebo kladnad stanoviska) piisluSnych
regula¢nich organii a kompetentnich
IRB/EC.

Smlouva. Poskytovatel a ZkousSejici
souhlasi stim, Ze tato Smlouva muze
byt pfedana pfislusSnym regulacnim
organtim a prislusnym IRB/EC na jejich
zadost a to za podminek stanovenych v
této Smlouve, zejména dle ¢lanku 5.
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1.4.1

1.4.2

in particular in accordance with Section 5.

Recruitment and Enrollment of Trial
Participants.

Investigator will enroll subjects as
participants in the Trial (“Tral
Participants™) in accordance with the
terms and conditions of the Protocol, the
Applicable Law and Regulation and this
Agreement. Investigator will enroll Trial
Participants in strict compliance with the
exclusion and inclusion criteria set forth
in the Protocol without deviation or
exception.

Institution and Investigator acknowledge
and agree that the Trial will involve the
participation of multiple sites and
recruitment will be competitive and
closed when the desired number of
evaluable Trial Participants has been
accumulated. Should Investigator have
additional qualified Participants to
participate as Trial Participants which
would exceed the maximum enrollment
rate as noted in the Protocol or as
otherwise identified by Sponsor in
writing,  Investigator may  enroll
additional Trial Participants only after
Investigator  obtains  prior  written
approval from Sponsor.

Informed Consent, Data Protection/
Privacy.

Investigator must ensure that
(i) all requirements for obtaining
informed  consent and  data

protection/privacy-related documents
are satisfied,

he has obtained from each Tral
Participant prior to enrolling such
Participant in the Trial a valid, dated,
signed informed consent (“IC”)
covering (a) Trial Participant’s
participation in the Trial, and (b)
collection, storage and processing of
Trial Participant’s personal data in

(i1)
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1.4.1

1.4.2

1.5

1.5.1

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator

Klinické hodnoceni BI &. 1293.10 / CZ / Misto vykonu klinického hodnoceni . 42001 / Poskytovatel a Zkousejici bls

Niabor a zaiazovami  Subjekti
hodnoceni.
ZkouSejici  zaradi  subjekty  jako

ucastniky Klinického hodnoceni (dale
jen ,.Subjekty hodnoceni) v souladu
s ustanovenimi a podminkami
Protokolu, PiisluSnych pravnich
piedpisi a této Smlouvy. ZkouSejici
zaiadi Subjekty hodnoceni v piisném
souladu s vyfazovacimi a zarazovacimi
kritérii stanovenymi v Protokolu bez
odchylek nebo vyjimek.

Poskytovatel a ZkouSejici berou na
védomi a souhlasi stim, Ze se
Klinického hodnoceni bude ucastnit
vice mist provadéni klinického
hodnoceni a nabor bude konkurenéni a
bude ukoncen, jakmile bude
shroméazdeén pozadovany pocet
hodnotitelnych  Subjekti  hodnoceni.
Pokud ZkousSejici ziska dalsi
kvalifikované osoby jako Subjekty
hodnoceni v poctu vySSim nez
maximalni pocCet zaifazenych Subjekty
hodnoceni uvedeny v Protokolu nebo
jinak pisemné uréeny Zadavatelem,
Zkousejici mize zaradit dalsi Subjekty
hodnoceni az tehdy, kdyz obdrzi od
Zadavatele piedchozi pisemny souhlas.

Informovany souhlas, ochrana udaji/
soukromi.

Zkousejici musi zajistit, aby

(i) byly splnény vsechny pozadavky
pro ziskani informovaného
souhlasu a dokumenti o ochrané
udaji/soukromi,

obdrzel od kazdého Subjektu
hodnoceni pied jeho zafazenim do
Klinického  hodnoceni  platny,
datovany a podepsany informovany
souhlas (dale jen ,IS*) (a) s ucasti
Subjektu hodnoceni v Klinickém
hodnocenti, a (b) se
shromazdovanim, skladovanim a

(ii)
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1.6

1.7

1.7.1

relation with the Trial, in accordance
with the IC form provided by the
Sponsor and approved by the
competent IRB/EC

(ii1) he has the respective data collection
form on file before the Trial
Participant begins to participate in
the Trial.

Adverse Event Reporting. Investigator
will collect, document and report
information on all adverse events, serious
and non-serious, as defined in the
Protocol (“Adverse Events”), that occur
for each Trial Participant from the point
the Trial Participant signs the informed
consent until completion of the Trial,
including any post treatment period
specified in the Protocol, in accordance
with the instructions provided in the
Investigator Site File (“ISF”), Applicable
Law and any condition of approval
imposed by the EC/IRB, or any
(sub)investigators, or the competent
regulatory or governmental authority.
This includes provision of available
follow-up case data and detailed medical
information. The Investigator shall ensure
the receipt of confidential safety
information from Sponsor in a timely
manner by adhering to Sponsor’s
instructions and requirements.

Use of Investigational Product and
Other Materials

Definition Trial Drug. In addition to the
Investigational Product, Sponsor may
provide or arrange for provision of other
drug products, if applicable, to be used in
the Trial in accordance with the Protocol.
The Investigational Product and such
other drug products are collectively
referred to herein as “Trial Drug”.

BI Contract No. / Smlouva BI ¢.: 208060
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zpracovavanim osobnich udaja
Subjektu hodnoceni v souvislosti s
Klinickym hodnocenim, v souladu

s formulafem IS poskytnutym
Zadavatelem a schvilenym
ptislusnou IRB/EC,

(iii) mél ve spisu piislusny formulaf pro
sbér udajii jesté predtim, nez se
Subjekt hodnoceni zafne ucastnit
Klinického hodnoceni.

Hlaseni nezadoucich udalosti.
Zkousejici bude shromazd’ovat,
dokumentovat a hldsit informace o
vSech  zdvaznych i1 nezdvaZnych
nezadoucich udalostech definovanych
v Protokolu (ddle jen ,,Nezddouci
udalosti“), které nastanou u kazdého
Subjektu hodnoceni od okamziku, kdy
Subjekt hodnoceni podepise
informovany souhlas, do dokonceni
Klinického hodnoceni, véetné veskerého
obdobi po ukonceni 1éCby stanovené v
Protokolu, v souladu s pokyny
uvedenymi ve spisu z mista provadeéni
klinického  hodnoceni  zkousejiciho
(investigator ~ site  file - ISF),
s PrisluSnymi  pravnimi pfedpisy a
s jakoukoli podminkou nebo schvédlenim
ulozenym  EC/IRB, (pomocnymi)
zkousejicimi nebo ptislusnymi
regulacnimi nebo stitnimi orgdny. To
zahrnuje poskytnuti dostupnych Udaji
z néaslednych kontrol a podrobnych
zdravotnich informaci. Zkousejici zajisti
véasné obdrZeni divérnych
bezpecnostnich informaci od Zadavatele
tim, Ze bude dodrZovat Zadavatelovy
pokyny a pozadavky.
Pouziti Hodnoceného 1é¢ivého
pripravku a jinych materiali

Definice Klinicky hodnoceného lé¢iva.
Zadavatel muize vedle Hodnoceného
1é¢ivého piipravku také poskytnout
nebo zajistit pfipadné poskytnuti jinych
1é¢iv, ktera budou pouzita v Klinickém
hodnoceni v souladu s Protokolem.

Hodnocené 1€Civo a tato jind 1éCiva jsou
jako

spolen¢  dale  oznacovana
,,Klinicky hodnocené 1€¢ivo®.
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1.7.2 Use of Trial Drug.

1.7.3

2.1

Institution and
Investigator will ensure that any Trial
Drug is administered only to Trial
Participants in strict accordance with the
Protocol and only under the supervision
of Investigator. At no time will any Trial
Drug be employed for any purpose other
than as described in the Protocol.

Storage, Accounting, Return and
Destruction. Institution and Investigator
will be responsible for (i) storing the Trial
Drug (separately from other medicines) in
a secure, limited access area under
appropriate climate conditions specified
in the Protocol and (ii) accounting for all
Trial Drug whether or not such Trial Drug
is used which will be documented in the
Trial Drug accountability log. Upon
completion or termination of the Trial,
Institution and Investigator will account
for all quantities used of the Trial Drug
and shall return, retain or destroy, at
Sponsor’s option, all unused Trial Drug
in accordance with instructions to be
provided by Sponsor at Sponsor’s sole
expense.

2. OBLIGATIONS OF SPONSOR

Supply of Trial Drug. Sponsor will
supply the Investigational Product, if
applicable, for use in the Trial at no cost
to Pharmacy of Institution always
properly packed in containers stated for
Trial Drug and labeled in according to §
19, par. 1, letter e), Regulation No.
226/2008 Coll. Shipment delivery will
take place in business days and during
normal business hours in the building of
Institution”s Pharmacy. Sponsor may also
supply or arrange for the provision of any
other Trial Drug to be used in the Trial at
no cost to Institution or Investigator,
either through provision of such Trial
Drug by Sponsor or reimbursement to
Institution by a third party payor.
Institution and Investigator acknowledge
and declare that supply by the Trial Drug
at no cost is not intended to provide,
directly or indirectly, as a reward or

BI Contract No. / Smlouva BI ¢.: 208060
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Poskytovatel a ZkousSejici zajisti, aby
bylo jakékoli Klinicky hodnocené 1é¢ivo
podavano pouze Subjektim hodnoceni
v pfisném souladu s Protokolem a pouze
pod dohledem Zkousejictho. Zadné
Klinicky hodnocené IéCivo nebude
nikdy pouzito kjinému ucelu nez
k tomu, ktery je uveden v Protokolu.

Skladovani, sledovani uzivani, vraceni
a zniceni. Poskytovatel a Zkousejici
budou odpovédni (i) za skladovani
Klinicky hodnoceného lé€iva (oddélené
od ostatnich 1é¢iv) na bezpe¢ném misté
s omezenym piistupem, za nalezitych
klimatickych podminek uvedenych v
Protokolu a (ii) za vyactovani veskerého
Klinicky hodnoceného 1éCiva bez zietele
na to, zda je ¢i bylo uzivano, coz bude
doloZeno v zdznamu o jeho uZivéani. Po
dokonceni nebo ukonceni Klinického
hodnoceni provede Poskytovatel soupis
veSkerého mnozZstvi pouzitého Klinicky
hodnoceného 1éciva a podle rozhodnuti
Zadavatele vrati, ponecha si nebo znici
vSechno nepouzité Klinicky hodnocené
1é¢ivo v souladu s pokyny Zadavatelem
a na naklady Zadavatele.

2 POVINNOSTI ZADAVATELE

Dodavka  Klinicky  hodnoceného
lé¢iva.  Zadavatel doda piipadny
Hodnoceny 1éCivy ptipravek k pouziti v
Klinickém hodnoceni bezplatné do
nemocni¢ni lékarny Poskytovatele vzdy
v tadné zabalenych obalech urcéenych
pro hodnoceny IéCivy ptipravek a
oznaceny v souladu s ustanovenim § 19,
odst. 1, pism. e), vyhlasky ¢. 226/2008
Sb. Dodavky se budou uskutecnovat
v pracovni dny a b&hem bézné pracovni
doby do budovy nemocni¢ni lékarny.
Zadavatel muize rovnéZz Poskytovateli
nebo ZkousSejicimu bezplatné dodat
nebo zajistit poskytnuti jiného Klinicky
hodnoceného 1éCiva  k pouziti  pri
Klinickém hodnoceni, a to bud’ piimo,
nebo poskytnutim néhrady tieti osob¢ za
jeho poskytnuti Poskytovateli.
Poskytovatel a ZkouSejici berou na
védomi a prohlasuji, Ze bezplatné
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compensation  for  Institution and
Investigator, and not a condition of
ordering, prescribing or recommending
products or services and the Sponsor.

Information of Investigator. Sponsor
will provide Investigator with the current
Investigator Brochure containing
information about the chemical,
pharmaceutical, toxicological,
pharmacological and clinical data
concerning the Trial Drug.

Notification/Submission to Authorities
and IRB/IC. In accordance with
applicable law, before initiating and
during the conduct of the Trial, Sponsor
will ensure that (i) all necessary
submissions, notifications and/or
application(s) have been made, (ii) all
necessary documentation and information
is available, and (iii) all required reviews
and approvals (or favourable opinions) by
applicable regulatory authorities and
competentEC have been obtained. Before,
during and by the end of the conduct of
the Trial, Sponsor/CRO will be
responsible for the communication with
regulatory authorities and competent EC.

Compensation

BI Contract No. / Smlouva BI ¢.: 208060

2.2

2.3

24

dodani Klinicky hodnoceného IécCiva
neni zamySleno jako piimé nebo
nepiimé poskytnuti odmény nebo
ndhrady Poskytovateli a ZkouSejicimu,
ani jako podminka pro objednani,
predepisovani  nebo  doporuCovani
vyrobki nebo sluzeb a Zadavatele.

Informace pro Zkousejiciho.
Zadavatel  poskytne  ZkouSejicimu
aktudlni Brozuru ZkouSejictho, kterd
obsahuje informace o chemickych,
farmaceutickych, toxikologickych,
farmakologickych a klinickych udaji o
Klinicky hodnoceném lé¢ivu.

Oznameni/podani u ufednich organi
a IRB/IC. Zadavatel pred zahajenim
Klinického hodnoceni a b&hem jeho
provadéni  vsouladu s PfisluSnymi
pravnimi predpisy zajisti, aby (i) byla
ucinéna vSechna potfebna podani,
oznameni a/nebo Zadosti, (ii) byla
k dispozici vSechna potfebna
dokumentace a informace a (iii) byly
obstarany vSechny pozadované provérky
a ziskany vSechny potiebné souhlasy
(nebo kladna stanoviska) piisluSnych
regulacnich organti a kompetentnich
IRB/EC. Zadavatel/CRO budou pted
zahdjenim Klinického hodnoceni, v jeho
prabéhu a pii jeho ukonceni odpovidat
za komunikaci s regulatnimi organy a
ptisluSnymi EK.

Odména
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Overpayments during the Trial.
during the course of the Trial Sponsor
compensates Institution any funds in
excess of the amount due under the
Payment Schedule, Institution will return
such excess funds to Sponsor within sixty
(60) days of written notification by
Sponsor to Institution/Investigator or
Institution’s/Investigator’s discovery of
such overpayment, whichever first
occurs.

Final Accounting and Payment. Final
payment hereunder will be expressly
conditioned upon receipt by Sponsor of
any and all required data or other
information  from  Institution  and
Investigator in a timely manner and as
required by this Agreement and the
Protocol, in a form satisfactory to
Sponsor. The final payment will be
processed before Sponsor’s close-out visit
to Institution/Investigator, when all
(original paper and electronic) case report
forms (“CRFs/eCRFs”) have been
completed and logged for all Trial
Participants enrolled/entered at
Institution/Investigator, all queries to
Institution/Investigator have been
resolved, and Institution’s/Investigator’s
data, including the  Trial data
accountability log, has been reviewed and
accepted by the Sponsor clinical monitor.
The final payment will include any
remaining  approved interim  Trial
Participant ~ visit fees and/or any
remaining approved invoiceable items
noted on the Payment Schedule.

Taxes.

(i) General. All payments under or in
connection with this Agreement shall
be inclusive of any taxes and each
party shall be responsible for its own
taxes assessed by a tax or other
authority except as otherwise set
forth in this Agreement. “Taxes”
mean all present and future taxes,
import deposits assessments, and
other governmental charges and any
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If 2.4.2 Preplatky vzniklé béhem Klinického

hodnoceni. Jestlize Zadavatel poskytne
Poskytovateli béhem Klinického
hodnoceni odménu v ¢astce vyssi nez
castka splatnd dle Platebniho rozvrhu,
vrati mu Poskytovatel tyto preplatky do
Sedesati  (60) dnd po pisemném
upozornéni ze strany Zadavatele nebo
poté, co Poskytovatel nebo Zkousejici
zjisti takovy pteplatek, podle toho, co
nastane diive.

Zavérecné vyuctovani a platba.
Zavérecna platba dle této Smlouvy bude
vyslovné podminéna tim, ze Zadavatel
véas obdrzi od Poskytovatele a
Zkousejiciho ve formé, ktera bude pro
Zadavatele uspokojiva, veskeré
poZadované ddaje nebo jiné informace
dle pozadavkii této Smlouvy a
Protokolu. Zavére¢na platba bude
zpracovana pied zavére€nou navstévou
Zadavatele u Poskytovatele
Zkousejiciho, kdy vSechny zdznamy o
pacientech zpracované v papirové i
v elektronické form¢ (case report forms
— ,,CRFs/eCRFs*) budou dokonceny a
ulozeny ve vztahu ke vSem Subjektim
hodnoceni zafazenym/registrovanym u
Poskytovatele/Zkousejiciho,  vyfeseny
vSechny dotazy adresované
Poskytovateli/ZkouSejicimu a klinicky
monitor  Zadavatele  provéfil  a
akceptoval udaje Poskytovatele/
Zkous$ejictho, vfetné zdznamu o
odpovédnosti za 1udaje Klinického
hodnoceni. Zavérecna platba bude
zahrnovat veSkeré zbyvajici schvélené

prozatimni odmény za  navstévy
Subjektd  hodnoceni a/nebo veskeré
zbyvajici  schvalené¢  vyuctovatelné

polozky uvedené v Platebnim rozvrhu.

Dané
(i) Obecna wustanoveni. Vsechny
platby hrazené dle této Smlouvy
nebo v souvislosti sni zahrnuji
veskeré dané a kazda Smluvni
strana odpovida za své vlastni dané
vymétené daniovym nebo jinym
organem, neni-li vtéto Smlouve
stanoveno jinak. ,,Dané* znamenaji
vSechny stavajici a budouci dang,
vyméteni dovozni depozita a jiné
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3.1

related penalties and interest not
attributable to the fault or delay of a

party.

VAT or similar Taxes. All
payments due to the terms of this
Agreement are expressed to be
exclusive of value added tax (VAT)
or similar indirect taxes (e.g. Goods
and Service tax). VAT/indirect taxes
shall be added to the payments due to
the terms if legally applicable.

(ii)

Reporting of Payments Pursuant to
Applicable Law, in some countries drug
and device manufacturers are required to
report data on any and all items of value
including, but not limited to fees, meals,
educational  items,  gifts, expense
reimbursement and other payments or
items of value provided to healthcare
professionals. These reports may be made
public consistent with the applicable
statutory requirements. The Investigator
and Institution agree to such disclosure
and/or publication. The Investigator and
Institution give their express consent that
Sponsor may use, collect, process, record,
commit and transmit their personal data
for the purpose of this Agreement.

3. TRIAL DOCUMENTS

Collection, Storage, Retention and
Destruction. Institution and Investigator
will accurately maintain, organize, keep
current, complete and preserve all
essential documents, including, but not
limited to, written or electronic records,
copies of paper original and electronic
CRFs, accounts, notes, reports, materials
and data collected or performed as part of
the Trial under this Agreement, including
clinical data and patient medical care
records and progress reports for each
Trial Participant (including, without
limitation, treatment entries, X-rays,
biopsy reports, ultrasound photographs
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stitem uloZené poplatky a veskera
souvisejici pendle a uroky, které
nelze pfipsat na vrub zavinéni nebo
prodleni nékteré¢ Smluvni strany.

DPH nebo podobné dané.
Vyslovné se stanovi, ze vSechny
platby splatné dle ustanoveni této
Smlouvy neobsahuji dan z pridané
hodnoty (DPH) nebo podobné
nepiimé dané. DPH/neptimé dané
budou pfipocteny k platbam dle

(i)

ustanoveni Smlouvy, jsou-li ze
zdkona aplikovatelné.
Hlaseni plateb. Pfislusné pravni

pfedpisy v nckterych zemich vyzaduji
od vyrobcii 1é¢iv a zdravotnickych

prosttedkti  hlaSeni o udajich o
veSkerych  hodnotich, zejména o
odmeénach, pohosténi, vzdélavacich

predmétech, darcich, nahradach vydaji
a o jinych platbich nebo hodnotich
poskytnutych zdravotnickym
odbornikiim. Tato  hlaSeni  Ize
zvetejiovat v souladu s pfisluSnymi
zdkonnymi poZadavky. ZkouSejici a
Poskytovatel souhlas{ s timto
zptistupniovanim a/nebo zvetejiiovanim.
ZkouSejici a  Poskytovatel ddvaji
vyslovny souhlas stim, Ze Zadavatel
muze pouzivat, shromazd’ovat,
zpracovavat, zaznamenavat, svéfovat a
pfendset jejich osobni udaje pro Ucely
této Smlouvy.

DOKUMENTY KLIN[CKEHO
HODNOCENI
Sbér, skladovani, uchovavani a

znifeni. Poskytovatel a Zkousejici
budou ptesné¢ udrzovat, uspotadavat,
aktualizovat, dopracovavat a uchovavat
vSechny podstatné dokumenty, zejména
pisemné nebo elektronické zdznamy,
kopie papirovych originali a
elektronické CRF, UcCty, poznamky,
zpravy, materidly a ddaje shromazdéné
nebo  zpracované  jako  soucast
Klinického hodnoceni dle této Smlouvy,
vcetn¢ klinickych udajii a zaznami o
zdravotni péci o pacienty souvisejicich s
kazdym Subjektem hodnoceni (zejména
zaznamy o léCbé, rentgeny, zpravy o
biopsii, ultrazvukové snimky a jind

Page/Str,_a_,_r\lz}l{qu f/z 51



3.2

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator
Klinické hodnoceni BI &. 1293.10 / CZ / Misto vykonu klinického hodnoceni €. 42001 / Poskytovatel a Zkousejici ‘4l ing

and other diagnostic images), and any
other records, data or reports related to or
generated as part of the Trial (e.g.,
Protocol, informed consent form, source
data, documents facilitating identification
of Trial Participants) required by
Applicable Law, in full compliance with
the Protocol. Institution and Investigator
shall (i) maintain and store such
documents in a secure manner appropriate
to the applicable data type and in
accordance with Applicable Law, and (i)
protect the documents from unauthorized
use, access, duplication, disclosure, loss
and damage. Without limiting the
foregoing, Institution and Investigator
will archive the clinical trial master file
containing all essential documents which
allow the verification of the conduct of
the Trial and the quality of the data
generated in their original format for a
minimum of fifteen (15) years following
the date of completion of the Trial.
Institution shall provide free archiving for
the period of 5 years, in compliance with
the Act No. 378/2007 Coll.; for the period
of subsequent 10 years thereafter, the
archiving shall be subject to a charge of

shall be billed after execution of the
Agreement. At least six (6) months prior
to the end of this archiving period totaling
to fifteen (15) years, Sponsor shall notify
Institution in case further archiving is
required. Related costs shall be settled by
Sponsor accordingly.

In case no Trial Participant is enrolled the
archiving fee will be returned to Sponsor.

Database. Institution and Investigator
shall be responsible to prepare and
maintain an accurate and complete
database for all Trial Participants
according to the Protocol and Applicable
Law (“Database™). Institution and
Investigator may use the Database for
their own purposes, subject to the
confidentiality obligations under this
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diagnostickd zobrazeni), a veSkeré
ostatni zaznamy, udaje nebo zpravy
souvisejici nebo vyprodukované v ramci
Klinického hodnoceni (napi. Protokol,
formulair  informovaného  souhlasu,
zdrojova data, dokumenty umoziujici

identifikaci Subjekti. hodnoceni)
pozadované  PiislusSnymi  pravnimi

piedpisy v plném souladu s Protokolem.
Poskytovatel a Zkousejici jsou povinni
(i) uchovavat a skladovat takové
dokumenty  bezpe¢nym = zptisobem
odpovidajicim piislusnému typu udaju
vsouladu s Piislusnymi  pravnimi
piedpisy a (ii) chranit tyto dokumenty
pied neopravnénym uzivanim,
piistupem, zpiistupnénim, ztratou a
poskozenim. Bez omezeni vyse
uvedenych ustanoveni budou
Poskytovatel a ZkouSejici archivovat
zakladni spis klinického hodnoceni,
ktery obsahuje vSechny podstatné
dokumenty, jez umozni oveéfit provadeéni
Klinického hodnoceni a kvalitu udaji
vyprodukovanych v puvodnim formatu
po dobu nejméné patnact (15) let po
datu dokonceni Klinického hodnoceni.
Poskytovatel = provede  bezplatnou
archivaci 5 let v souladu se zakonem ¢.
378/2007 Sb. a na dalsich 10 let provede
oplatnénou archivaci
fakturovana po podp&mlouvy.
V piipadé, 7e Zadavatel trva na dalsi
archivaci ozndmi nejméné Sest (6)
mésici pied ukoncenim patnactiletého
(15)  archivacniho  obdobi  tuto
skutecnost Poskytovateli. Néklady s tim
spojené budou podle toho uhrazeny
Zadavatelem.
V piipadé, ze nebude zarazen zadny
subjekt hodnoceni, bude archivacni
poplatek Zadavateli vracen.

bude

Databaze. Poskytovatel a ZkouSejici
odpovidaji za zpracovani a udrzovani
piesné a uplné databaze vsech Subjekti
hodnoceni dle Protokolu a Piislusnych
pravnich piedpisa (dale jen
,Databaze™). Poskytovatel a ZkouSejici
mohou pouzivat Databazi pro své

vlastni ucely s vyhradou povinnosti
mlicenlivosti dle této  Smlouvy.
Poskytovatel a ZkouSejici nesmi
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Agreement. Institution and Investigator
shall not transfer or make in any other
way accessible to Sponsor any personal
data of Trial Participants, unless such data
has been pseudonomized (de-identified)
or if such disclosure is required under
Applicable Law or requested by the
competent state authorities. Sponsor may
assign certain of its employees or external
vendors (clinical research associates,
“CRASs”) to review and control accuracy
and completeness of the Database in
order to comply with Applicable Law;
however, such CRAs are restricted from
disclosing any personal data of Trial
Participants to the Sponsor.

Information Delivery to Sponsor.
Institution and/or Investigator  will
provide to Sponsor completed
CRFs/eCRFs, as applicable, for each
Trial Participant and other such reports
when and as required by the Protocol and
Applicable  Law.  Institution  and
Investigator warrant that all eCRFs or
CRFs submitted to Sponsor are true,
complete, correct and accurately reflect
the results of the Trial. Within sixty (60)
days following the completion of the
Trial by Institution and Investigator or the
earlier termination of this Agreement,
Institution and Investigator will provide
to Sponsor any and all data required
pursuant to the terms of this Agreement
and the Protocol.

4. MONITORING, AUDITS AND

INSPECTIONS

Access. Sponsor, its agents and, when
applicable, IRB/EC and regulatory
authorities, including foreign regulatory
authorities, may, at any time during
normal business hours, (i) inspect any
facilities used for the conduct of the Trial,
(ii) monitor and/or audit the conduct of
the Trial, (iii) inspect, audit and/or copy
any and all Trial documents, source
data/documents, medical records, work
product, and required licenses, certificates
and accreditations, or (iv) interview any

BI Contract No. / Smlouva BI ¢.: 208060

3.3

4.1

prevadét ani  jinak  zpfistupiiovat
Zadavateli  jakékoli osobni udaje
Subjekti hodnoceni, ledaze byly tyto
udaje pseudonymizovany (byly znich
odstranény identifikacni znaky) nebo
ledaze  je takove zptistupnéni
vyzadovano dle PiisluSnych pravnich
predpisi  nebo pfislusSnymi statnimi
organy. Zadavatel muze ustanovit
nékteré své zaméstnance nebo externi
prodejce (monitory klinickych studii
(clinical research associates — CRA))
k provéfovani a kontrole ptesnosti a
uplnosti Databaze tak, aby byla
vsouladu  sPfisluSnymi  pravnimi
ptedpisy; tito CRA vSak nesmi sd¢lovat
Zadavateli zadné osobni udaje Subjektt
hodnoceni.

Dorucovani informaci Zadavateli.
Poskytovatel a/nebo ZkouSejici budou
predavat Zadavateli vyplnéné
CRFs/eCRF  jednotlivych  Subjekt
hodnoceni a jinych takovych zprdv ve
lhiatdch a zplsobem vyZzadovanym
Protokolem a PfislusSnymi pravnimi
predpisy. Poskytovatel a Zkousejici
zarucuji, ze eCRF nebo CRF predlozené
Zadavateli jsou pravdivé, uplné, spravné
a ze presn¢ zachycuji vysledky
Klinického hodnoceni. Poskytovatel a
ZkouSejici  pfedaji  Zadavateli do
Sedesati (60) dnti poté, co dokonci
Klinické hodnoceni nebo po ukonceni
této Smlouvy, nastane-li diive, veskeré
udaje vyZadované dle ustanoveni této
Smlouvy a Protokolu.

MONITOROVANI, AUDITY A
KONTROLY

Pristup. Zadavatel, jeho zastupci a
v ptislusnych ptipadech 1 IRB/EC a
regulacni organy, vcetné zahrani¢nich
regulacnich organit. mohou kdykoli
v béZzené pracovni dobé (i) provést
prohlidku jakychkoli objektt uzivanych
k provadéni Klinické hodnoceni, (ii)
monitorovat a/nebo provadét audit
Klinického hodnoceni, (iii) nahliZet do
vSech dokumenti Klinického
hodnoceni, zdrojovych dat/dokumenti,
zdravotnich zdznamd, vysledkd prace a
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4.3.1

person  involved in  the  Trial
Additionally, during the term of this
Agreement and for a period of twenty-
four (24) months after completion of the
Trial, Sponsor shall be entitled to inspect
Institution’s financial accounts directly
related to the Trial. Institution and
Investigator will, and will cause its Trial
Staff to, cooperate with any of the
foregoing activities and will provide
timely access to requested documentation
and facilities.

Electronic Records System. Without
limiting the foregoing, if Institution stores
and retains its records in an electronic
records system, Institution will promptly
upon request allow access to Trial
documents and other required documents
and information through such electronic
records system. Upon request of Sponsor,
Institution will print and provide to the
requestor certified hardcopies of all
relevant documents and information.
Institution will maintain, create, modify,
archive, retrieve and transmit, and make
available for inspection by regulatory
authorities, all electronic records in
compliance with any Applicable Law.

Regulatory Authority Inspections.

Notification. Institution and/or
Investigator ~ will  notify  Sponsor
immediately by telephone or facsimile if,
in connection with the Trial or in
connection with any matter that may
affect Institution’s or Investigator’s
performance of the Trial, a governmental
or regulatory  authority  requests
permission to or does inspect Institution’s
and/or Investigator’s facilities or research
records.

BI Contract No. / Smlouva BI ¢.: 208060
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pozadovanych licenci, osvédCeni a
akreditaci, provadét jejich audit a/nebo
potizovat jejich kopie nebo (iv) provadét
pohovory s jakymikoli osobami
zapojenymi do Klinického hodnoceni.
Zadavatel bude mit navic béhem doby
platnosti této Smlouvy a po dvacet Ctyfi
(24) mesict po Klinickém hodnoceni
pravo nahlizet do finan¢nich 1cta
Poskytovatele, které piimo souviseji s
Klinickym hodnocenim. Poskytovatel a
ZkouSejici budou spolupracovat a
zajisti, aby jejich Persondl Klinického
hodnoceni spolupracoval pfi vykonavani
veskerych vySe uvedenych cCinnosti, a
zajisti v€as pristup k poZadované
dokumentaci a objekttim.

Systém elektronickych zaznamu. Aniz
jsou dotCena vySe uvedend ustanoveni,
plati, Ze pokud Poskytovatel uklddd a
uchovdvd své zdznamy v jakémkoliv
systtmu  elektronickych  zdznami,
umozni neprodlené na pozadani piistup
k dokumentiim Klinického hodnoceni a
k dal§im pozadovanym dokumentim a

informacim  prostfednictvim  tohoto
systtmu  elektronickych  zdznam.
Poskytovatel na Ziadost Zadavatele

vytiskne a poskytne zadajici strané
ovéfené  papirové  kopie  vSech
pfisluSnych dokumentii a informaci.
Poskytovatel bude udrzovat, vytvaret,

modifikovat, archivovat, dohledavat,
pfenaset a davat  k nahlédnuti
regulacnim organtim vSechny
elektronické zdznamy v souladu

s PiisluSnymi pravnimi predpisy.

Kontroly ze strany regulacnich
organi
Oznameni. Poskytovatel a/nebo

Zkousejici budou Zadavatele okamzité¢
informovat telefonicky nebo podobnym
zpusobem, jakmile néjaky statni nebo
regulacni organ pozada v souvislosti s

Klinickym hodnocenim nebo
s jakoukoli zélezitosti, ktera muze
ovlivnit provadéni Klinického

hodnoceni ze strany Poskytovatele nebo
ZkouSejictho o povoleni k prohlidce
nebo provede prohlidku objektli nebo

vyzkumnych zaznaml Poskytovatele
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4.3.2 Copies. In accordance with Applicable 4.3.2
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5.1

Law, Institution and/or Investigator will
provide in writing to Sponsor copies of
all materials, reports, correspondence,
statements, forms and records which
Institution and/or Investigator receives,
obtains or generates pursuant to any such
inspection in connection with the Trial, or
in connection with any matter that may
affect Institution’s or Investigator’s
performance of the Trial.

Sponsor Attendance. Institution and
Investigator shall permit Sponsor to
attend any such inspection unless
prohibited by Applicable Law or the
competent governmental or regulatory
authority. If any proposed correspondence
from Institution and/or Investigator to a
governmental or regulatory authority
relates  directly or indirectly to
Institution’s and/or Investigator’s
activities under this Agreement, Sponsor
will have the right to review such
correspondence and request reasonable
revisions thereto.

S. CONFIDENTIALITY

Non-Disclosure and Non-Use
Obligation. Institution and Investigator
shall keep any and all data, know-how,
substances and all other information
(including, but not limited to, documents,
descriptions, data, (e)CRFs, photographs,
videos and instructions), and material
(including, but not limited to, the
Investigational Product and comparator
products), provided to or made available
to Institution or Investigator by Sponsor,
its Affiliates, or its agents, and/or
generated under this Agreement and/or
relating to the Trial (collectively referred
to as "Sponsor Confidential Information")
confidential and shall not (i) disclose the
Sponsor Confidential Information to any
third party without the prior written
approval of Sponsor, or (ii) use the

433
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a/nebo Zkousejiciho.

Kopie. Poskytovatel a/nebo Zkousejici
budou Zadavateli poskytovat pisemné
vsouladu  sPfisluSnymi  pravnimi
ptedpisy kopie vSech materidlli, zprav,
korespondence, vykazl, formuldii a
zaznamu, které Poskytovatel a/nebo
Zkousejici obdrZi, ziskd nebo zpracuje
na zaklad¢ jakékoli takové prohlidky
souvisejici s Klinickym hodnocenim
nebo s jakoukoli zalezitosti, ktera muaze
ovlivnit provadéni Klinického
hodnoceni ze strany Poskytovatele nebo
Zkousejiciho.

Ulast Zadavatele. Poskytovatel a
ZkouSejici  jsou  povinni  dovolit
Zadavateli ucastnit se takové prohlidky,
nebude-li to zakdzano PiisluSnymi
pravnimi predpisy nebo piislusnymi
statnimi  nebo regulacnimi  organy.
Jestlize  se  n&aka  navrhovana
korespondence ze strany Poskytovatele
a/nebo ZkouSejictho ur¢end statnimu
nebo regulaCnimu organu piimo nebo
nepiimo tyka cinnosti Poskytovatele
a/nebo Zkousejiciho dle této Smlouvy,
bude mit Zadavatel pravo provéfit tuto
korespondenci a pozadovat jeji divodné
upravy.

5 MLCENLIVOST

Povinnost mlcenlivosti a zakaz
uzivani. Poskytovatel a Zkousejici jsou
povinni  zachovavat mlcenlivost o
veSkerych ddajich, know-how, latkéach a
vSech ostatnich informacich (zejména o
dokumentech, popisech, udajich,
(e)CRF, fotografiich, videozdznamech a
pokynech) a materidlech (zejména o
Hodnoceném 1é¢ivém ptipravku a
komparatorech), které Zadavatel, jeho
Sptiznéné osoby nebo jeho zastupci
poskytnou nebo daji k dispozici
Poskytovateli nebo ZkouSejicimu a/nebo
které se wvztahuji ke Klinickému
hodnoceni (spolecné dale jen ,,Davérné
informace Zadavatele®) a (i) nesmi

zptistupnovat ~ Davérné  informace
Zadavatele  tfetim  osobam  bez
pfedchoziho  pisemného souhlasu
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Sponsor Confidential Information for any
purpose other than for the conduct of the
Trial and its obligations under this
Agreement.

For the purpose of this Agreement,
"Affiliate" or "Affiliates" shall mean any
person or entity controlled by,
controlling, or under common control
with either Sponsor or Institution. For this
purpose, '"control" means direct or
indirect beneficial ownership of at least
fifty percent (50%) interest in the voting
stock (or the equivalent) of such person or
entity or having the right to direct,
appoint or remove a majority or more of
the members of its board of directors (or
their equivalent), or having the power to
control the general management of such
person or entity, by contract, law or
otherwise.

Dissemination to Others. Institution and
Investigator will restrict the dissemination
of Sponsor Confidential Information to
those persons participating in the Trial on
behalf of Institution and/or Investigator
who have a need to know and will ensure
that each such person is contractually
bound by confidentiality and non-use
obligations at least as onerous as those set
forth in this Agreement before being
engaged or involved in the Trial.

Non-Written Information. If Sponsor
Confidential Information is disclosed by
Sponsor or its Affiliates to Institution
and/or Investigator other than in written
or electronic form, then Institution and/or
Investigator's obligations of
confidentiality and non-use shall only
apply if the respective  Sponsor
Confidential Information is indicated
upon disclosure as being confidential and
is then summarised electronically or in
writing and provided to Institution and/or
Investigator within thirty (30) days after
initial disclosure.

BI Contract No. / Smlouva BI ¢.: 208060

5.2

5.3

Zadavatel nebo (ii) nesmi uzivat
Dlvérné informace Zadavatele za jinym
ucelem nez k provadéni Klinického
hodnoceni a k plnéni jejich povinnosti
dle této Smlouvy.

Vyraz ,,Sptiznéna osoba nebo osoby*
znamena pro ucely této Smlouvy
jakoukoli fyzickou nebo pravnickou
osobu, kterou Zadavatel nebo
Poskytovatel ovlada, je ji nebo spole¢né
s ni ovladan. Vyraz ,,ovladani“ za timto
ucelem znamend pifimé nebo nepiimé
opravnéné vlastnictvi nejméné padesati
procent (50 %) akcii s hlasovacim
pravem (nebo ekvivalentni podil) v
takové fyzické nebo pravnické osobé
nebo priavo déavat pokyny, jmenovat
nebo odvolavat vétSinu nebo vice ¢lent
jejiho predstavenstva (nebo ekvivalentni
pravo) nebo pravomoc kontrolovat chod
podnikiani  takové  fyzické  nebo
pravnické osoby, at jiz na zaklad¢
smlouvy, ze zdkona nebo jinak.

Sifeni Divérnych informaci
Zadavatele. Poskytovatel a ZkouSejici
omezi S$ifeni Duvérnych informaci

Zadavatele na ty osoby, které se ucastni
Klinického hodnoceni v zastoupeni
Poskytovatele a/nebo  ZkousSejiciho,
které je pottebuji znat ke své Cinnosti, a
zajisti, aby byly takové osoby smluvné
vazany alesponn takovou povinnosti
mlcenlivosti a zakazem uzivani, jaky je
stanoven v této Smlouve, jesté predtim,
neZ budou najaty nebo nez se zapoji do
Klinického hodnoceni.

Jiné nez pisemné informace. Budou-li

Duavérné informace Zadavatele
zptistupnény Zadavatelem nebo jeho
Sptiznénymi  osobami  Poskytovatle
a/nebo  ZkouSejicimu  jinak  neZ

pisemnou nebo elektronickou formou,
budou povinnosti ml¢enlivosti a zakaz
uzivani vztahujici se na Poskytovatele
a/nebo Zkousejiciho platit pouze tehdy,
kdyz jsou pfislusné Divérné informace
Zadavatele oznaCeny pii zpfistupnéni
jako davémé a jsou poté shrnuty
elektronicky nebo pisemn¢
Poskytovateli a/nebo ZkouSejicimu do
titicett (30) dnl po pocateCnim
zptistupnéni.
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5.5

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator

Return of Sponsor Confidential
Information. Institution and Investigator
agree and bind themselves, -either
immediately upon request of Sponsor or
upon expiry or termination of this
Agreement, to return all Sponsor
Confidential Information to Sponsor,
except for those documents generated by
Institution or Investigator necessary to
comply with applicable record retention
requirements or procedures, but only to
the extent required by Applicable Law,
and all such retained documents will
continue to be subject to the
confidentiality = provisions  of  this
Agreement.

Exemption. These confidentiality and
non-use obligations do not apply to: (i)
information already in the possession of
Institution and/or Investigator prior to its
disclosure by Sponsor or its Affiliates as
evidenced by written records, (i)
information which comes into the public
domain by publication or otherwise
through no breach by Institution and/or
Investigator and/or Trial Staff or others
involved in the Trial, (iii) information
which has been disclosed to Institution
and/or Investigator from another source
free from any obligation of confidentiality
and which was not directly or indirectly
obtained from Sponsor or its Affiliates, or
(iv) information required to be disclosed
under Applicable Law or for making
applications or submissions to or
otherwise dealing with an IRB/IEC or
competent regulatory authority in
connection with the Trial provided,
however, that such information shall be
disclosed only to the extent reasonably
necessary, (v) information required to be
disclosed under the order of a court of
competent jurisdiction, provided that
Institution and/or Investigator promptly
notifies Sponsor of such obligation
beforehand and the information to be
disclosed and fully cooperates with
Sponsor, if so requested, in maintaining
the confidentiality of such information by
applying for a protective order or any
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Vraceni Divérnych informaci
Zadavatele. Poskytovatel a ZkouSejici
souhlasi a zavazuji se, Ze vrati
Zadavateli bud’ okamzit€ na jeho zadost,
nebo po uplynuti platnosti nebo
ukonceni  této  Smlouvy  vSechny
Duvérné informace Zadavatele
s vyjimkou dokumentu zpracovanych
Poskytovatelem nebo  ZkouSejicim,
které  jsou  zapotiebi  k dodrzeni
ptisluSnych poZzadavki nebo postupil
uchovavani dokumentli, ale pouze
vrozsahu vyzadovaném PfisluSnymi
pravnimi predpisy, a vSechny takové
uchovavané dokumenty budou nadile
podléhat ustanovenim této Smlouvy o
mlcenlivosti.

Vyjimky. Tyto povinnosti ml¢enlivosti
a zdkaz uzivini se nevztahuji: (i) na
informace, které m¢l Poskytovatel
a/nebo Zkousejici k dispozici pfed jejich
pfeddnim ze strany Zadavatele nebo
jeho Sptiznénych osob, jak je dolozeno
pisemnymi zdznamy, (ii) na informace,
které jsou zvefejnény publikovanim
nebo jinak bez zavinéni Poskytovatele
a/nebo Zkousejictho a/nebo Persondlu
Klinického hodnoceni nebo jinych osob
ucastnicich se Klinického hodnoceni,
(iii) na informace, které byly sdéleny
Poskytovateli  a/nebo  ZkouSejicimu
zjiného zdroje, ktery neni vdizin
povinnosti ml¢enlivosti, a které nebyly
pfimo ani nepiimo obdrzeny od
Zadavatele nebo jeho Sptiznénych osob
nebo (iv) na informace, které musi byt
zptistupnény dle Ptislusnych pravnich
predpistt  k piedkladani zadosti nebo
podani u IRB/IEC nebo u pfislusného
regulacniho  orgdnu nebo k jinym
jedndnim s IRB/IEC nebo s piislusSnymi
regulacnimi  orgdny v souvislosti s
Klinickym hodnocenim, avsak s tim, Ze
tyto informace budou sdéleny pouze
v divodné pottebném rozsahu, (v) na
informace, jejichz zpfistupnéni je
pozadovano  nafizenim  pfislusného
soudu, pokud Poskytovatel a/nebo
Zkousejici neprodlené pfedem upozorni
Zadavatele na tuto povinnost a na
informace, které maji byt sdéleny, a zZe
budou na pozddani plné spolupracovat
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similar legal instrument.

Encryption Technology. Institution and
Investigator undertake to protect Sponsor
Confidential Information (including but
not limited to patent-relevant, scientific or
technical information) against
unauthorized access by third parties. If
Sponsor Confidential Information is
communicated via Internet Mail, use of
Internet Mail Encryption Technology is
compulsory (for direct communication
between the Parties, Sponsor provides for
a suitable technology at
http://guides.boehringer-ingelheim.com
free of charge).

Breach Notification. Institution and/or
Investigator ~ will  notify  Sponsor
immediately of any loss, compromise, or
unauthorized use or disclosure of any part
or all of Sponsor Confidential
Information.

6. BUSINESS SECRET

Designation of Business Secret. Sponsor

notes that information concerning
compensation (Section 2.4 of the
Agreement), Payment Schedule

(Appendix 1), Investigator’s Brochure,
Insurance Contract on Clinical Trial
Insurance and Clinical Trial Protocol
deems such information significant within
the meaning of statutory definition of
business secret (Section 504 of Act No.
89/2012 Coll.,, the Civil Code), as
universal access to such information may
have a substantial impact on economic
results and market position of Sponsor
and members of the Sponsor’s group in
other EU Member States. Institution and
Investigator confirm that they also deem
the information about compensation
(Section 2.4 of the Agreement), Payment
Schedule (Appendix 1), Investigator’s
Brochure, Insurance Contract on Clinical
Trial Insurance and Clinical Trial

BI Contract No. / Smlouva BI ¢.: 208060
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se Zadavatelem pii zachovani duvérné
povahy takovych informaci
prostfednictvim  podani ndvrhu na
vydani ochranného nafizeni nebo na
podobny pravni néstroj.

Sifrovaci technologie. Poskytovatel a
Zkousejici se zavazuji chranit Daveérné
informace Zadavatele (zejména
informace souvisejici s patenty, védecké
nebo technické informace) pred
neopravnénym pristupem tfetich osob.
Budou-li Dvérné informace Zadavatele
sd€leny internetovou postou, je ulozena
povinnost pouZzivat Sifrovaci technologii
internetové posty (technologii vhodnou
k pfimé komunikaci Smluvnich stran
poskytuje  Zadavatel bezplatné¢ na
http://guides.boehringer-

ingelheim.com).

Oznameni o poruseni. Poskytovatel
a/nebo ZkouSejici budou Zadavatele
okamzit¢ informovat o veSkerych
ztratach, poSkozeni nebo neopravnéném
pouziti nebo zptistupnéni jakékoli ¢asti
nebo vSech Duvérmnych informaci
Zadavatele.

6 OBCHODNI TAJEMSTVI

Oznaceni  obchodniho  tajemstvi.
Zadavatel uvadi, ze informace o odméné
(¢lanek 2.4 Smlouvy), Platebni rozvrh
(Ptiloha ¢. 1), Brozura Zkousejiciho,
Pojistna smlouva o pojisténi klinického
hodnoceni a  Protokol klinického
hodnoceni povaZzuje za informace
vyznamné ve smyslu zdkonné definice
obchodniho tajemstvi (§ 504 zékona ¢.
89/2012 Sb., obcansky zakonik), nebot
vSeobecny pristup k t€émto informacim
mize mit podstatny dopad na
ekonomické vysledky a trzni postaveni
Zadavatele a ¢lenti koncernu Zadavatele
v jinych ¢lenskych zemich EU.
Poskytovatel a ZkouSejici potvrzuji, Ze i
pro n¢ jsou informace o odméné (¢lanek
2.4 Smlouvy), Platebni rozvrh (Ptiloha
¢. 1), Brozura ZkouSejiciho, Pojistna
smlouva o  pojisténi  klinického
hodnoceni a Protokol klinického
hodnoceni informace vyznamné ve

Page/Str,_a_,_l\la}l{ﬁl f/z 5




BI Contract No. / Smlouva BI ¢.: 208060

Protocol significant within the meaning
of statutory definition of business secret
(Section 504 of Act No. 89/2012 Coll.,
the Civil Code) and undertake to keep
such  information  confidential in
accordance with Section 5 hereof.

The Parties acknowledge that the Trial
will not be initiated until the final
document is published in the Register.

6.2  Disclosure. The Parties hereby agree that 6.2
in case Agreement must be disclosed
pursuant to Act. No. 340/2015 Coll. on
Special Conditions of Effectiveness of
Certain Contracts, Publication thereof and
the Contracts Register (,,Contract
Registry Act®) or pursuant to other
related legal regulations, they shall act as
following:

a. Institution shall disclose Agreement
with respect to procedure indicated in
the Clause 6.2 herein;

b. Trial Specific Confidential Information
and other confidential information
according to the Article 5 of this
Agreement shall not be disclosed;

c. For the purposes of disclosure,
Institution shall provide to the
Administrator of the Contract’s
Register a copy of the signed
Agreement in a format required by the
Contract Registry Act;

d. Institution shall disclose Agreement
within 2 months as of signing of the
Agreement; if the disclosure is not
performed by the Institution within the
term indicated in this clause, Sponsor
will disclose the Agreement in
accordance with this Agreement and
the Contract Registry Act.

e. In case the Agreement will be
disclosed in breach with the Contract
Registry Act and / or this Agreement,
the Institution shall immediately but
not later than within 5 days as of
becoming aware of such breach or as
of receipt of the written request from
the Sponsor / Sponsor’s representative
eliminate the breach and ensure that
the disclosure meets Contract Registry
Act as well as this Agreement;

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator

smyslu zdkonné definice obchodniho
tajemstvi (§ 504 zdkona €. 89/2012 Sb.,
obcansky zékonik) a zavazuji se o

téchto informacich zachovavat
mléenlivost v souladu s ¢lankem 5 této
Smlouvy.

Strany berou na védomi ze nedojde
k zahdjeni klinického hodnoceni do
okamziku uverejnéni kone¢ného
dokumentu v registru smluv.

Zverejnéni. Smluvni strany souhlasi, Ze
v piipadé, kdy Smlouva musi byt
zvetejnéna dle zdkona ¢. 340/2015 Sb.,
o zvlastnich podminkach tUcinnosti
nékterych smluv, uvefejniovani téchto
smluv a o registru smluv, ¢i dle jinych
souvisejicich pravnich predpist budou
postupovat nasledovne:

a. Poskytovatel zvefejni Smlouvu dle
pozadavkl v souladu s bodem 6.2
této Smlouvy.

b. Duvémé informace tykajici se
klinického hodnoceni a dalsi
divérné informace dle ¢asti 5 této
Smlouvy nebudou zvetejnény.

c. Za ucelem zveiejnéni Poskytovatel
zaSle spravci registru smluv kopii
podepsané Smlouvy ve formdatu
poZadovaném Zikonem o registru
smluv.

d. Poskytovatel zvetejni Smlouvu do
2 meésici od jejiho podepsani;
pokud k tomuto nedojde v daném
terminu zde uvedeném, Smlouvu
zvetejni  Zadavatel dle  této
Smlouvy a Zikona o registru

smluv.
e. Vpfipadé, ze smlouva bude
uvefejnéna v registru smluv

v rozporu se Zikonem o registru
smluv a / nebo s touto Smlouvou,
Poskytovatel je povinen neprodlené
tento rozpor odstranit a zajistit, Ze
zpusob zvetejnéni odpovida
Zakonu o registru smluv stejné
jako pozadavkiim této Smlouvy, a
to nejpozdéji do 5 dnl poté, co
takové pochybeni zjisti nebo od
pisemné vyzvy Zadavatele.
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7.1

7.1.1

7.2

7.2.1

7. INTELLECTUAL PROPERTY

Background IP

Ownership. Each Party and/or its
Affiliates shall be and shall remain the
owner of any data, documents, know-
how, information, material, substances,
including but not limited to the
Investigational Product, and any other
intellectual property, which are provided
to the other party for use in the Trial
(“Background Intellectual Property”) and
this Agreement shall not affect the
ownership of any Background Intellectual
Property.

License Grant. Each party grants the
other party a royalty free, non-exclusive
license to use its or its Affiliates’
Background Intellectual Property only for
the purpose of carrying out the Trial.
Neither Party may grant any sublicense to
use the other Party’s Background
Intellectual Property, except that Sponsor
may allow its Affiliates or any third party
working for or on behalf of Sponsor or its
Affiliates to use the Institution and/or
Investigator’s Background Intellectual
Property for the purpose of carrying out
the Trial. Additionally, Institution and
Investigator shall and hereby grant
Sponsor and its Affiliates a worldwide,
perpetual, irrevocable, sub-licensable,
fully paid-up, non-exclusive license to
use its Background Intellectual Property
as may be necessary for Sponsor and/or
its Affiliates to fully exploit Sponsor’s
and/or its Affiliates rights in and to any
Intellectual Property and the Results as
defined below.

Foreground IP

Definition “Intellectual Property”. As
used herein, “Intellectual Property” shall

BI Contract No. / Smlouva BI ¢.: 208060
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7 DUSEVNI VLASTNICTVI
DFivéjsi DV

Vlastnictvi. Kazdd Smluvni strana
a/nebo jeji Spfiznéné osoby budou a
zustanou vlastniky veskerych udaji,
dokumenta, know-how, informaci,
materiald a latek, zejména Hodnoceného
1écivého piipravku, a veskerého jiného
dusevniho vlastnictvi, které¢  je
poskytovano druhé Smluvni strané
k uzivani v Klinickém hodnoceni (dale
jen ,,Diivéjsi dusevni vlastnictvi®) a tato
Smlouva nebude mit vliv na vlastnictvi

jakéhokoli Diivéjsiho duSevniho
vlastnictvi.

Udéleni licence. Smluvni strany si
navzajem udéluji bezplatnou,
nevyhradni licenci kuzivdni jejich

Diivéjsiho duSevniho vlastnictvi nebo
Ditivéjsiho dusevniho vlastnictvi jejich
Sptiznénych osob pouze za ucelem
provadéni Klinického hodnoceni. Zadna

Smluvni strana nesmi udé€lit zadnou
podlicenci k uzivani Drivéjsiho

duSevniho vlastnictvi druhé Smluvni
strany, pouze Zadavatel mize dovolit
svym Spiiznénym osobam nebo jiné
tieti osobé, kterd pracuje pro Zadavatele
nebo pro jeho Spifiznéné osoby nebo
v jejich zastoupeni, uZzivat Diivéjsi
duSevni vlastnictvi Poskytovatele a/nebo
ZkouSejictho za ucelem provadéni
Klinického hodnoceni. Kromé toho
Poskytovatel a Zkousejici udé€li a timto
udéluji Zadavateli a jeho Spfiznénym

osobam celosvétovou, trvalou,
neodvolatelnou, pln¢ splacenou
nevyhradni licenci kuzivdni jejich
Drivéjsiho dusevniho vlastnictvi

s moznosti ud¢lovat podlicence tak, jak
muze byt zapotiebi pro Zadavatele
a/nebo jeho Spiiznéné osoby k plnému
vyuzivani jejich prav k jakémukoli
DuSevnimu vlastnictvi a k Vysledkim
dle definice niZe.

Budouci DV

Definice vyrazu ,,DusSevni vlastnictvi‘.
Vyraz ,DuSevni vlastnictvi“ uZivany
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7.2.2

mean all rights, title and interest in and to
the intellectual property and materials that
are the subject of the Trial or the
Protocol, including, without limitation, all

intellectual property rights in the
Investigational Product and all data,
technical information, inventions,
discoveries, developments,
improvements, enhancements, software,
know-how, methods, techniques,
formulae, data, processes and other
proprietary ideas (whether or not

patentable or registrable under any patent,
copyright or similar laws) and materials
related to any product (including, without
limitation, the Investigational Product or
its uses), the Trial or the Protocol, or
otherwise derived, conceived, discovered,
developed or reduced to practice as a
direct or indirect result of the Institution
or Investigator’s performance of any
services under or pursuant to this
Agreement or during the course of or in
connection with the Trial, including but
not limited to any intellectual property
generated upon any review or other use of
Trial data, and any intellectual property
incorporating or derived from Sponsor
Confidential Information, whether
generated or developed by Institution,
Investigator or Sponsor or their respective
agents, employees or contractors, either
solely or jointly with others.

Ownership. Institution and Investigator
acknowledge and agree that all
Intellectual Property is the sole and
exclusive property of Sponsor. Institution
and Investigator shall assign and hereby
assign to Sponsor all Intellectual Property
and any other rights resulting from the
Trial and the work under this Agreement
to give full effect of the foregoing.

BI Contract No. / Smlouva BI ¢.: 208060

7.2.2

7.2.3  Filings. Sponsor may file any patents in 7.2.3

the name and at the cost of Sponsor. If
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v této Smlouveé znamena vsechna préva,
titul a podil na dusevnim vlastnictvi a
materialech, které jsou predmétem
Klinického hodnoceni nebo Protokolu,
zejména vSechna prdva k duSevnimu
vlastnictvi vztahujici se k Hodnocenému
lécivému ptipravku a vSechny udaje,
technické informace, vyndlezy, objevy,
vyvoj, technickd =zlepSeni, vylepSeni,
software, know-how, metody, techniky,
vzorce, data, procesy a jiné népady
majetkové povahy (bez zfetele na to,
zda jsou nebo nejsou patentovatelné
nebo zda je lze nebo nelze zapsat podle
jakéhokoli patentového zakona, zdkona
o autorském pravu nebo podobnych
zakoni) a  materidly  souvisejici
s jakymkoli produktem (zejména s
Hodnocenym lé¢ivym ptipravkem nebo
jeho uzivanim), s Klinickym
hodnocenim nebo s Protokolem, nebo
jinak odvozené, koncipované, objevené,
vyvinuté nebo pouZziti v praxi jako
pfimy  nebo  nepfimy  vysledek
poskytovani jakychkoli sluzeb ze strany
Poskytovatele nebo ZkouSejictho dle

této  Smlouvy  nebo v pribéhu
Klinického hodnoceni nebo
v souvislosti s nim, zejména
k veskerému  duSevnimu  vlastnictvi

vytvoienému na zaklad¢ jakékoli revize
nebo jiného pouziti udaji z Klinického

hodnoceni a k veSkerym Informaci
zpracovanym nebo vyvinutym
Poskytovatelem, ZkouSejicim  nebo

Zadavatelem nebo jejich pfisluSnymi
zastupci, zaméstnanci nebo dodavateli
at’ jiz samostatn¢ nebo spolecn¢ s jinymi
osobami.

Vlastnictvi. Poskytovatel a ZkousSejici
berou na védomi a souhlasi stim, Ze
vSechno DusSevni vlastnictvi je jedinym
a vyhradnim majetkem Zadavatele.
Poskytovatel a ZkousSejici postoupi a
timto postupuji Zadavateli vSechno
DuSevni vlastnictvi a veSkerd ostatni
prava  vyplyvajici z  Klinického
hodnoceni a z price dle této Smlouvy k
zajisténi plné ucinnosti vyse uvedenych
ustanoveni.

Prihlasky. Zadavatel mize podat svym
jménem a na své ndklady veskeré
Page/Str,_a_,_r\lz}l{ﬁZZ f/z 51



7.2.4

7.3

7.4

required, Institution and Investigator will
provide Sponsor with all necessary
assistance, even after expiration or
termination of this Agreement, in order to
enable Sponsor to apply for, obtain,
maintain in force, enforce, and defend
such patents, without any further payment
from Sponsor.

Use by Institution and Investigator.
Institution and Investigator shall be
permitted to use any Intellectual Property
made or developed by Institution and/or
Investigator, subject to the obligations set
forth in Section 5 (Confidentiality), for
internal, non-commercial research and for
educational purposes and the preparation
of publications in accordance with
Section 8 (Publication and Publicity).

Results. Any and all information,
documents, reports, data, results, know-
how, discoveries, information, substances
and other materials generated or
developed as a result of or in connection
with the Trial, and all copies thereof
(“Results”) shall be the sole and exclusive
property of Sponsor and may be used by
Sponsor for any purpose.

Exclusive Rights and License. In the
event that Sponsor, according to
Applicable Law, cannot obtain or secure
ownership for any Intellectual Property or
Results, Institution and Investigator
hereby grant Sponsor and obligate any
Trial Staff to grant Sponsor, as
applicable, worldwide, exclusive,
unlimited and royalty-free rights of use,
exploitation and utilization and/or
licenses regarding such Intellectual
Property and Results. Institution and
Investigator warrant by the execution of
this Agreement, that neither they nor any
Trial Staff involved in the Trial have
entered, and that none of them will enter,
into any contractual agreement or
relationship which would in any way
conflict with or compromise Sponsor’s
proprietary interest in, or rights to, any
Intellectual Property or Results existing at
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patentové piihlasky. Poskytovatel a
ZkouSejici poskytnou Zadavateli i po
uplynuti platnosti nebo ukonceni této
Smlouvy na pozadani a bez dalsi dhrady
ze  strany  Zadavatele  veSkerou
soucinnost, aby mu umoznili pfihlésit a
ziskat tyto patenty, uchovdvat je
v platnosti, vyméhat a obhajovat je.

Uzivani ze strany Poskytovatele a

Zkousejiciho. Poskytovateli a
ZkouSejicimu bude povoleno uZivat
jakékoli DuSevni vlastnictvi, které
vytvofi nebo vyvinou, s vyhradou
povinnosti stanovenych v ¢lanku 5
(Ml¢enlivost), k internimu
nekomercnimu vyzkumu, ke

vzdelavacim ucelim a ke zpracovavani
publikaci  vsouladu s c¢lankem 8
(Publikovani a publicita).

Vysledky. Veskeré informace,
dokumenty, zpravy, udaje, vysledky,
know-how, objevy, informace, latky a
jiné materialy vytvorené nebo vyvinuté
jako vysledek Klinického hodnocené
nebo v souvislosti snim a vSechny
jejich  kopie (ddle jen ,,Vysledky*)
budou vyhradnim majetkem Zadavatele,
ktery je muze pouzit k jakymkoli
ucelim.

Vyhradni pravo a licence. Jestlize

Zadavatel nemuze dle Ptislusnych
pravnich ptedpisi ziskat nebo si zajistit
vlastnictvi  jakéhokoli Dusevniho

vlastnictvi nebo Vysledkti, Poskytovatel
a Zkousejici mu timto ud€luji a ptipadné
zavazuji veSkery Persondl Klinického
hodnoceni, aby mu udélil celosvétova,
vyhradni, neomezend a bezplatna prava
k uzivani, vyuZiti a pouZivani takového
Dusevniho vlastnictvi a  Vysledka
a/nebo licence k nim. Poskytovatel a
ZkouSejici uzavienim této Smlouvy
zaruCuji, Ze ani oni, ani zddny Personal
Klinického hodnoceni, ktery se ucastni
Klinického hodnoceni, neuzaviel a ani
neuzavie zadné smluvni ujednani nebo
vztah, ktery by byl jakkoli v rozporu
nebo ohrozil majetkovy podil nebo
prava Zadavatele k jakémukoli
DuSevnimu vlastnictvi nebo Vysledcich,

které existuji v okamziku uzavieni této
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the time of the execution of this
Agreement or arising out of or related to
its performance thereunder.

Specimens and Genetic Data. Any and
all biological materials and samples, such
as blood or tissue, from a Trial Participant
collected pursuant to the Protocol
(“Specimens”) as well as RNA, DNA,
and protein sequence, restriction fragment
length polymorphism (RFLP), and similar
data collected pursuant to the Protocol
(“Genetic Data”) shall be solely owned
by Sponsor. Any use of Genetic Data
and/or Specimens, whether such use
occurs as part of or outside of the Trial
will be in accordance with the Protocol,
other written instruction, the informed
consent form, and Applicable Law.
Sponsor grants Institution access to
Specimens and Genetic Data only for
purposes of the Trial. Institution and
Investigator shall deliver all Specimens
and Genetic Data to Sponsor or its
respective designee in a timely manner
throughout the performance of the Trial,
as provided in the Protocol, in no event
later than sixty (60) days following the
completion of the Trial by Institution and
Investigator or the earlier termination of
this Agreement.

Third Party Engagement. Where any
third party (including but not limited to a
research assistant or contractor) is
involved in the Trial, Institution and
Investigator shall ensure that such third
party assigns any Intellectual Property
and Results that he/she/it may have in any
Intellectual Property and/or the Results to
Institution in order to be able to give full
effect to the provisions of Sections 7.2
above. Institution is solely responsible to
compensate its employees in case of
commercial exploitation of inventions.

Disclosure. Institution and Investigator
shall disclose promptly and in writing to
Sponsor any Intellectual Property and
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7.5

7.6

7.7

Smlouvy nebo vyplyvajicimu nebo které
vzniknou zjejich plnéni dle této
Smlouvy nebo v souvislosti s nim.

Vzorky a geneticka data. Veskeré
biologické materidly a vzorky Subjektii
hodnoceni, naptiklad krev nebo tkané¢,
shromazdéné dle Protokolu (ddle jen
»Vzorky®), jakoZz i RNA, DNA a
proteinové sekvence, polymorfismus
délky restrikénich fragmentii (RFLP) a
podobné udaje shromazdéné dle
Protokolu (dédle jen ,,Geneticka data‘)
vlastni vyhradné Zadavatel. Veskeré
uzivani Genetickych dat a/nebo Vzorkl
vramci nebo mimo rdmec Klinické
hodnoceni musi byt vZdy v souladu
s Protokolem, jinymi pisemnymi
pokyny, s formuldfem informovaného
souhlasu a s PfislusSnymi pravnimi
predpisy. Zadavatel povoluje
Poskytovateli piistup ke Vzorkim a
Genetickym datidm pouze pro ucely
Klinického hodnoceni. Poskytovatel a
Zkousejici budou piedavat Zadavateli
nebo jim ustanovené osob&é vSechny
Vzorky a Genetickd data béhem celé
doby provadéni Klinického hodnoceni
v€as, jak je stanoveno v Protokolu, ale
v kazdém piipadé nejpozdéji Sedesat
(60) dni po datu, kdy Poskytovatel a
Zkousejici dokonci Klinické hodnoceni,
nebo po datu ukonceni této Smlouvy,
nastane-li dfive.

Utkast tietich osob. V piipadg, Ze se
jakakoli treti osoba (zejména klinicky
monitor nebo dodavatel) ucastni
Klinického hodnoceni, Poskytovatel a
Zkousejici zajisti, aby takova tieti osoba
postoupila Poskytovateli veskeré
DuSevni vlastnictvi a Vysledky, které
muze mit v rdmci DuSevniho vlastnictvi
nebo Vysledkil tak, aby mu umoznila
zajistit plnou UCinnost ustanoveni
¢lanku 7.2 vySe. Poskytovatel nese
vyhradni odpovédnost za poskytnuti
odmény svym zaméstnancim v piipadé
komer¢niho vyuziti vynaleza.

Zpristupnéni. Poskytovatel a
Zkousejici neprodlené pisemné
zptistupni Zadavateli veskeré DuSevni

vlastnictvi a Vysledky vzniklé dle této
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Results arising under this Agreement.

PUBLICATION, PUBLICITY AND
TRANSPARENCY

Publication.

Publication by Sponsor. Sponsor shall
have unrestricted publication rights for
the Results and may give the data at its
sole discretion to third parties for
publication.

Publication by Institution or
Investigator. Sponsor acknowledges that
Institution and Investigator have the right
to publish the results that Institution and
Investigator contribute and generate as a
result of the Trial for non-commercial
purposes with due regard to the protection
of Sponsor Confidential Information and
consistent with the below paragraph
regarding joint multi-center publications.

Good Publication Practice. For all
publications relating to the Trial or
including any Trial data, Sponsor,
Institution and Investigator agree to
comply with the Good Publication
Practice (“GPP”) Guidelines (found at:
http://www.ismpp.org) and all ethical
standards concerning publications and
authorship, including Section II of the
Uniform Requirements for Manuscripts
Submitted to Biomedical Journals titled
“Ethical Considerations in the Conduct
and Reporting of Research” (found at
http://www.icmje.org), as established by
the International Committee of Medical
Journal Editors (“ICMIJE”).

Submission of Publications. Prior to
submission for any written, electronic,
oral or audio-visual  publication,
Institution and/or Investigator shall first

BI Contract No. / Smlouva BI ¢.: 208060

Smlouvy.

8 PUBLIKOVANI, PUBLICITA A

8.1

8.1.1

8.1.2

8.1.3

8.14

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator

Klinické hodnoceni BI €. 1293.10 / CZ / Misto vykonu klinického hodnoceni ¢. 42001 / Poskytovatel a Zkousejici G

TRANSPARENTNOST
Publikovani.

Publikovani ze strany Zadavatele.
Zadavatel ma neomezené  pravo
publikovat Vysledky a mize zadat k
publikaci tfetim osobam dle svého
uvazeni jakékoli ddaje.

Publikovani ze strany Poskytovatele
nebo ZkousSejiciho. Zadavatel bere na
védomi, Ze Poskytovatel a ZkouSejici
maji pravo publikovat k nekomerénim
ucelim vysledky, kterymi prispéji a
které vytvori v dusledku provadéni
Klinického  hodnoceni, s ndlezitym
zietelem na  ochranu  Diavérnych
informaci Zadavatele a v souladu s niZe
uvedenym odstavcem ohledné
spoleénych multicentrickych lidskych
publikaci.

Spravna publikacni praxe. Zadavatel,
Poskytovatel a Zkousejici se ve vztahu
ke vSem publikacim, které se tykaji
Klinického hodnoceni, v¢etné vSech
udaji z Klinického hodnoceni, zavazuji
dodrzovat smérnici pro  spravnou
publikacni praxi (Good Publication
Practice — ,,GPP*) (kterd je k dispozici
na: http://www.ismpp.org) a veskeré
etické normy, které se tykaji publikaci a
autorstvi, v€etn€ clanku II Jednotnych
pozadavkii na prispévky zvefejnéné
v biomedicinskych ¢asopisech s ndzvem
Etické uvahy o provadéni vyzkumu a
vykazovani jeho vysledkt (Ethical
Considerations in the Conduct and
Reporting of Research) (které jsou
k dispozici na http://www.icmje.org),
stanovenych Mezindrodnim vyborem
redaktort 1ékarskych casopisil
(International Committee of Medical
Journal Editors — , ICMJE®).

Predkladani publikaci. Poskytovatel
a/nebo Zkousejici predlozi Zadavateli
k revizi jesté pred predlozenim jakékoli
pisemné, elektronické, ustni nebo
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submit to Sponsor a copy of (i) any
proposed abstract, poster and presentation
slides at least fifteen (15) days, and (ii)
any proposed manuscript or any other
material at least sixty (60) days in
advance of such proposed date of
submission for publication for review by
Sponsor.  Unless  Sponsor informs
Institution and/or Investigator in writing
during the sixty (60) and fifteen (15) days
period, respectively, that the proposed
publication must be (i) delayed in order to
protect potentially patentable invention or
(ii) changed to avoid the potential
disclosure of Sponsor Confidential
Information, Institution and/or
Investigator shall be free to proceed with
the proposed publication after
modification in a manner acceptable to
Sponsor in order to protect the Sponsor
Confidential Information and any
Intellectual Property which Sponsor
owns. In the event that a delay of the
proposed  publication is  required,
Institution and Investigator shall withhold
such submission for publication for an
additional period agreed upon in good
faith by the Parties, however no longer
than eighteen (18) months after the filing
of the patent application covering the
respective invention.

Multi-Center Publication. Institution
and Investigator acknowledge that if the
Trial is part of a multi-center trial,
Sponsor anticipates a joint multi-center
primary full publication. Therefore,
Institution and Investigator agree not to
publish, present or otherwise disclose any
results of or information pertaining to
Institution’s and Investigator’s activities
conducted under this Agreement before
publication has been published. Without
limiting the foregoing, if there is no joint
multi-center publication within eighteen
(18) months after completion of the Trial
at all sites, Institution and Investigator
shall have the right to publish and present

the results of Institution’s and
Investigator’s activities conducted under
this  Agreement, including Results

BI Contract No. / Smlouva BI ¢.: 208060
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audiovizudlni  publikace kopii (i)
jakéhokoli  abstraktu, plakdtu a
prezentacnich diapozitivl, a to nejméné
patnact (15) dni pfed navrhovanym
datem pro ptredloZeni k publikovani a
(ii) jakéhokoli navrhovaného rukopisu
nebo jiného materialu nejméné Sedesat
(60) dni pred takovym datem. Jestlize
Zadavatel nebude informovat
Poskytovatele  a/nebo  ZkouSejiciho
pisemné béhem dané lhiity Sedesati (60)
respektive  patnacti  (15) dnd, Ze
navrhované publikovani musi byt (i)
odloZeno za U¢elem ochrany potencidlné
patentovatelného vyndlezu nebo (ii)
musi byt provedena zména, aby nedoslo
k potencidlnimu zptistupnéni
Dutvérnych informaci Zadavatele, budou
Poskytovatel a/nebo ZkouSejici moci
bez dalSiho pfistoupit k navrhovanému
publikovani po udpravdch provedenych
zpusobem pfijatelnym pro Zadavatele za
ucelem ochrany Duvérnych informaci
Zadavatele a veSkerého DuSevniho
vlastnictvi,  jehoZz je  Zadavatel
majitelem. Je-li vyZadovano odloZeni
navrhovaného  publikovani, odlozi
Poskytovatel a ZkouSejici predani
daného materidlu k publikaci o dalsi
dobu sjednanou v dobré vife Smluvnimi
stranami, ktera vSak nebude delSi nez
osmnact (18) mésici po podani
patentové piihlasky ohledné¢ daného
vyndlezu.

Multicentricka publikace.
Poskytovatel a ZkouSejici berou na
védomi, ze pokud je Klinické hodnoceni
soucasti multicentrického klinického
hodnoceni, Zadavatel predpoklada, ze
bude primarné v plném rozsahu vydéana
spoleéna  multicentrickd  publikace.
Proto se Poskytovatel a ZkouSejici
zavazuji, ze pied vydadnim takové
publikace nebudou publikovat,
prezentovat nebo jinak zpfistuptiovat
zadné vysledky své ¢innosti vykonavané
dle této Smlouvy ani informace
souvisejici  stouto  Cinnosti. Bez
omezeni vySe uvedeného ustanoveni
plati, ze pokud nebude spole¢na
multicentrickd publikace vyddna do
osmnacti (18) mesicih po dokonceni

Klinického hodnoceni ve vSech mistech
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8.2

8.2.1

8.2.2

generated and contributed by them,
subject to review and comment as set
forth in the preceding paragraph.

Authorship.  Authorship  of  any
publications relating to the Trial should
be determined by mutual agreement.
Sponsor has the right to name co-authors.

Publicity.

Use of Trial Information. Neither
Institution nor Investigator will use any
information  regarding the  Trial,
including, but not limited to, the existence
of the Trial or other publicly available
information in any publicity, advertising
or Participant recruitment materials
without Sponsor’s prior written consent.

Use of Name, Logo and Trademarks.
No party hereto shall use the other
party’s/parties’ or its Affiliates’ name(s),
logo(s), trademark(s), physical likeness,
employee name, owner symbol, or other
image in any press release, advertising or
other form of publicity without prior
written consent of the other party/parties,
except as otherwise required by
Applicable Law. Sponsor may use the
Institution’s and/or Investigator’s name
and other information in  Trial
publications and communications,
including clinical trial websites and Trial
newsletters, applications or forms, or
other materials submitted to any
regulatory  authority  and/or  other
disclosures required by Applicable Law
such as disclosures in clinical trial
registries.

BI Contract No. / Smlouva BI ¢.: 208060
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provadéni klinického hodnoceni, budou
mit Poskytovatel a Zkousejici pravo
publikovat a prezentovat vysledky své
¢innosti vykondvané dle této Smlouvy,
véetné Vysledkd, které vytvofili a jimiz
ptispéli, s vyhradou revize a ptipominek
dle pfedchoziho odstavce.

Autorstvi. Autorstvi jakékoli publikace
souvisejici s Klinickym hodnocenim
musi byt uréeno vzajemnou dohodou.

Zadavatel md  prdvo  jmenovat
spoluautory.
Publicita
Uzivani informaci o Klinickém

hodnoceni. Poskytovatel ani Zkousejici
nepouziji bez ptedchoziho pisemného
souhlasu Zadavatele Zddné informace o
Klinickém hodnoceni, zejména o
existenci Klinického hodnoceni, ani jiné
vefejn¢ dostupné informace v Zadnych
propagacnich nebo reklamnich
materidlech nebo materidlech ur¢enych
pro nabor Subjekti hodnoceni.

Pouziti jména, loga a ochrannych
znamek. Zadna ze stran této Smlouvy
nesmi pouZit jména, loga, ochranné

znamky, podobenky, jména
zameéstnancl, symboly vlastnictvi nebo
jind  vyobrazeni  ostatnich  stran

v zadném tiskovém oznameni, reklamé
nebo jiné form¢ publicity bez
pfedchoziho  pisemného souhlasu
takovych jinych stran, pokud Pfislusné
pravni  pfedpisy nestanovi jinak.
Zadavatel mize uzivat  nazev
Poskytovatele a/nebo ZkouSejictho a
informace o nich v publikacich a
sd€lenich o Klinickém hodnoceni,
véetné webovych stranek o klinickych
hodnocenich, bulletinu o Klinickém
hodnoceni, v zadostech, formulaiich a
vjinych materidlech pfedkladanych
jakémukoli regulacnimu organu a/nebo
v jinych materialech zvetejnovanych dle
Prislusnych pravnich predpist,
naptiklad pfi zvefejnovani v registrech
klinickych hodnoceni.
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8.3

8.3.1

832

9.1

Transparency.

Registry and Reporting. Sponsor will
adhere to the ICMIJE requirements on
clinical trial registration and represents
that the Trial will be registered according
to ICMIJE applicable requirements and all
applicable laws regarding clinical trial
registration prior to the recruitment of the
first Trial Participant and will report the
results of the Trial publicly when and to
the extent legally required.

Data and Document Sharing. Institution
and Investigator acknowledge that,
Sponsor may, in accordance with the joint
‘Principles for Responsible Clinical Trial
Data Sharing’” by EFPIA and PhRMA
(found at: www.efpia.eu or
www.phrma.org), share the clinical study
report, related clinical documents, and
patient-level clinical study data with third
party requestors (more information to be
found at http://trials.boehringer-
ingelheim.com/transparency policy.html)

DATA PROTECTION & PRIVACY

Institution and/or Investigator hereby

represent and warrant that they shall

obtain, in accordance with Applicable

Law, all necessary consents in writing

from:

(i) all Trial Participants as per the
informed consent form; and

(ii) the Investigator and key members of
the Trial Staff participating in the
Trial for  administering and
conducting the Trial pursuant to the
Protocol, related monitoring, audits,
pharmacovigilance and related risk
management, inspection, source data/
documents verification, investigator/
site selection for future trials, and any
other purpose required by law as well

as registration and transparency
requirements resulting from
legislation or publicly accessible
commitments of the industry

BI Contract No. / Smlouva BI ¢.: 208060

8.3

8.3.1

832

Transparentnost

Registrace a vykazovani. Zadavatel
bude dodrZovat pozadavky ICMIJE o
registraci  klinickych  hodnoceni a
prohlasuje, Ze Klinické hodnoceni bude
registrovano podle ptislusnych
pozadavkt ICMIJE a vSech pfislusnych
pravnich pfedpist jesté pred naborem
prvniho  Subjektu  hodnoceni a
v zékonem vyzadované dob€ a rozsahu
vefejn¢ vyhléasi vysledky Klinického
hodnoceni.

Sdileni wadaji a  dokumenti.
Poskytovatel a ZkouSejici berou na
védomi, ze Zadavatel muze v souladu se

spoleénymi ,.Zasadami odpovédného
sdileni klinickych udaji o Klinickém
hodnoceni* EFPIA a PhRMA (k

dispozici na: www.efpia.eu nebo
www.phrma.org) sdilet s nezdvislymi
zadateli zpravu o Klinickém hodnocenti,
souvisejici klinické dokumenty a udaje
o klinické studii na urovni pacientil
(dalsi informace lze nalézt na
http://trials.boehringer-ingelheim.com/

transparency policy.html).

9 OCHRANA UDAJU A SOUKROMI

9.1

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator
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Poskytovatel a/nebo ZkousSejici timto
prohlasuji a zarucuji se, ze obdrzi

pisemné v souladu s Prislusnymi

pravnimi piedpisy vSechny potiebné

souhlasy:

(i) od vsSech Subjektlii hodnoceni dle
pisemného informovaného
souhlasu; a

(ii) od Zkousejicitho a klicovych ¢lent
Personalu Klinického hodnoceni,
ktefi ~se  ucastni  Klinického
hodnoceni, se spravou a provadénim

Klinického hodnoceni dle
Protokolu, se souvisejicim
monitorovanim, audity,
farmakovigilanci a  souvisejicim
fizenim rizik, s kontrolou,
oveéfovanim  zdrojovych  udaji/
dokumentti, s vybérem zkousejicich/
mist provadéni klinického
hodnoceni pro budouci klinickd

hodnoceni a za jinymi zdkonem
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applicable to Sponsor’s (Boehringer
Ingelheim) group of companies
whereas such data may in part be
processed by such authorities or
organizations and published on
relevant  public  websites  and
databases (e.g.,
www.clinicaltrials.gov, and/or
databases relating to payments of the
pharmaceutical industry to healthcare
professionals)

so that such Trial Participants and Trial
Staff’s personal data, respectively, can be,
whether or not by automatic means,
collected, stored, organized, modified,
communicated (i.e. disclosed by
transmission or by inspection or
retrieval), blocked, deleted or otherwise
used (in the following collectively
“Process(ed)”) by (including transferred
to) Sponsor or any of its Affiliates, CRO
or any of its Affiliates, other third party
vendors involved in the Trial such as ePro
(electronic  patient-reported outcomes)
provider, laboratories, ECG provider,
IVRS (interactive voice response system)
provider, help desk provider, Endpoint
Adjudication Committees, Data (Safety)
Monitoring Committees / Data Safety
Monitoring Boards (DSMB), competent
IRB/ECs and governmental or regulatory
authorities, such as the State Institute for
Drug Control and the European
Medicines Agency (EMA), in each case
within or outside the country where such
data originates in accordance with
Applicable Law.

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator _
Klinické hodnoceni BI €. 1293.10 / CZ / Misto vykonu klinického hodnoceni ¢. 42001 / Poskytovatel a Zkousejici G
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vyzadovanymi ucely a rovnéz
spozadavky na  registraci a
transparentnost vyplyvajicimi
z legislativy nebo z vefejné
dostupnych zavazka v odvétvi, které
plati pro skupinu spole¢nosti
Zadavatele (Boehringer Ingelheim),
pficemz takové udaje mohou byt
z€asti  zpracovavany  takovymi
orgény nebo organizacemi a mohou
byt publikovany na pfiislusSnych
webovych strankach a v databazich
(napf. www.clinicaltrials.gov,
a/nebo v databdzich souvisejicich
s platbami farmaceutického
prumyslu zdravotnickym
odborniktim),
tak aby osobni udaje takovych Subjektt
hodnoceni a Persondlu Klinického
hodnoceni mohly byt automaticky i
jinak  shromazd’'ovany, skladovany,
organizovany, ménény, sdélovany (tj.
zptistupniovany pomoci pienosu,
nahliZeni nebo vyhledavani),
Blokovany, smazany nebo jinak
pouzivany (spolecné dile  jen
»Zpracovat/zpracované®) véetné
pfevodu) Zadavatelem nebo kteroukoli
zjeho Spiiznénych osob, CRO nebo
kteroukoli z jejich Sptiznénych osob,
jinych nezavislych prodejct, kteti se
ucastni Klinického hodnoceni, napiiklad
poskytovatelem ePro (elektronickych
vystupti z hlaSeni pacientli — electronic
patient-reported outcomes),
laboratofemi, poskytovatelem EKG,
poskytovatelem  IVRS  interaktivni
hlasovy systém (interactive voice
response system), poskytovatelem help
desk, Vybory pro konec¢né posouzeni
(Endpoint Adjudication Committees),
Vybory /komisemi pro monitorovani
bezpe€nosti  udajii  (Data  (Safety)
Monitoring Committees / Data Safety
Monitoring Boards (DSMB),
pfisluSnymi IRB/EC a statnimi nebo
regulacnimi organy, naptiklad Statnim
ustavem pro kontrolu 1é¢iv a Evropskou
agenturou pro lé¢iva  (European
Medicines Agency — EMA), v kazdém
takovém piipadé¢ vramci zemé, odkud
tato data dle PiisluSnych pravnich
ptedpisti pochazeji, nebo mimo ni.
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9.2

9.3

Institution and Investigator shall notify
Sponsor immediately in writing (but in no
event later than five (5) days from the
date) of any (i) loss or misuse (by any
means) of personal data; (ii) inadvertent,
unauthorized, and/or unlawful Processing,
disclosure, access, alteration, corruption,
transfer, or sale or rental, destruction, or
use of personal data; or (iii) any other act
or omission that compromises the
security, confidentiality, or integrity of
personal data. In such case Institution and
Investigator shall assist and cooperate
with Sponsor concerning any disclosures
to affected parties and other remedial
measures as requested by Sponsor or
required under any Applicable Law.

If requested by Sponsor in order to enable
Sponsor to comply with any Applicable
Law and to Process any personal data,
Institution and Investigator will work
with Sponsor in good faith to address any
issue relating to the Processing of
personal data.

10. PROVISION OF EQUIPMENT AND

10.1

10.2

REMOTE DATA CAPTURE

Use of Computer and Remote Data
Capture. If computer systems are used
for Remote Data Capture (“RDC”) by
Institution and/or Investigator for the
Trial (own computer or notebook
computer  supplied by  Sponsor),
Institution and Investigator will ensure
that all requirements for RDC are in place
and comply with the RDC terms and
conditions set forth in Appendix 2
“Remote Data Capture (RDC) — Terms
and Conditions” and the RDC User Guide
provided by Sponsor.

Use of other Equipment. If Sponsor
provides Institution and/or Investigator
with any other equipment (“Equipment”)
for use in connection with performance of
services in the Trial, Institution and/or
Investigator will document the Equipment

BI Contract No. / Smlouva BI ¢.: 208060
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Poskytovatel a Zkousejici okamzité (ale
nejpozdéji do péti (5) dni od daného
data) pisemné upozorni Zadavatele na
veSkerou (i) ztrdtu nebo zneuziti
osobnich udajii (jakymkoli prostredky);
(ii) netmyslné, neopravnéné a/nebo
nezakonné Zpracovani, zpfistupnéni,
pfistup, pozménéni, poskozeni, prevod,
prodej nebo pronajem, zniceni nebo
pouziti osobnich tdaji nebo (iii) na jiné
jednani nebo opomenuti, které ohrozuje
bezpecnost, davérnou povahu nebo
celistvost osobnich udajii. Poskytovatel
a ZkouSejici poskytnou Zadavateli
v takovém pfipadé soucinnost a budou
s nim spolupracovat ohledné jakéhokoli
zptistupnéni dotéenym strandm a jinych

ndpravnich  opatieni  pozadovanych
Zadavatelem nebo vyZadovanych dle
kteréhokoli ~ Pfislusného  pravniho
predpisu.

Pokud o to Zadavatel pozada, aby mohl
dodrzet jakykoli PfislusSny pravni
pfedpis a Zpracovavat jakékoli osobni
udaje, budou s nim Poskytovatel a
Zkousejici v dobré vife spolupracovat
na feSeni jakékoli otdzky tykajici se
Zpracovani osobnich udajt.

10 POSKYTNUTI ZARIZENI A

DALKOVE ZACHYCOVANI UDAJU

Pouzivani  pocitace a  dalkové
zaznamenavani udaju. Jestlize
Poskytovatel a/nebo Zkousejici pouziva
ke Klinickému hodnoceni systémy pro
dalkové zaznamenavani tidaji (Remote
Data Capture — RDC) (vlastni pocitac
nebo notebook dodany Zadavatelem),
zajisti splnéni vSech pozadavki pro
RDC a dodrzi podminky pro RDC
uvedené v Priloze 2 ,Dalkové
zaznamenavani  udajt =~ (RDC) -
Podminky* a wuZivatelského manudlu
RDC poskytnutého Zadavatelem.

Pouzivani jinych zatizeni. Jestlize
Zadavatel  poskytne  Poskytovateli
a/nebo Zkousejicimu jiné zafizeni (dale
jen ,,Zatizeni*) k pouZivani v souvislosti

s poskytovinim  sluZzeb v  rdmci
Klinického hodnoceni, Poskytovatel
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11.1

11.2

11.3

in the “Equipment Loaned Log” which is
part of the ISF. The terms and conditions
for provision of Equipment are set forth
in in_a separate loan agreement (the
“Loan Agreement”).

11. TRIAL PARTICIPANT INJURY,

INSURANCE

Trial Participant Injury. Institution
and/or Investigator shall promptly notify
Sponsor in writing of any claim of illness,
injury or death of Trial Participants
actually or allegedly due to their
participation in the Trial and allow
Sponsor to handle such claim (including
settlement  negotiations), and  shall
cooperate fully with Sponsor in its
handling of the claim. Institution will
provide to Sponsor sufficient
documentation to review and process any
Trial Participant injury reimbursements,
provided, however, that any and all
patient identifiers will be removed from
any documentation submitted to Sponsor.
In case of any claim of illness, injury or
death actually or allegedly due to their
participation in the Trial, the Sponsor is
responsible to notify the Insurance
company.

Medical Liability Insurance. Institution
will secure and maintain in full force and
effect throughout the performance of the
Trial, at their own expense, insurance that
provides appropriate coverage for claims
for damages arising out of acts or

omissions of Institution, Institution’s
employees and/or  agents, and/or
Investigator, Investigator’s employees

and/or agents in the Trial and in their
performance  of  this  Agreement.
Institution and Investigator shall promptly
provide evidence of its insurance upon
request by Sponsor.

Clinical Trial Insurance. Sponsor has
effected insurance to compensate

BI Contract No. / Smlouva BI ¢.: 208060
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a/nebo Zkousejici zdokumentuji zatizeni
v ,,Soupisu zapujcenych zafizeni®, ktery
je soulasti ISF. Podminky pro
poskytnuti Zatizeni jsou uvedeny v
separdtni ~ Smlouvé o  vypljcce
(,,Smlouva o vyptijcce®).

SKODA NA ZDR,AVi SUBJEKTU
HODNOCENI, POJISTENI

Skoda na zdravi Subjektu hodnoceni.
Poskytovatel a/nebo ZkousSejici jsou
povinni neprodlené pisemn¢ informovat
Zadavatele o jakémkoli ndroku na
zakladé onemocnéni, tirazu nebo Umrti
Subjekti hodnoceni, jehoZ skute¢nym
nebo udajnym diivodem je jejich ucast v
Klinickém hodnoceni, umoznit
Zadavateli vyridit takovy narok (véetné
jednani o mimosoudnim narovnéni) a
pln¢ s nim spolupracovat pii vytizovani
takového naroku. Poskytovatel poskytne
Zadavateli dostatecnou dokumentaci k
provéteni a zpracovani veSkerych
nahrad za Skodu na zdravi Subjektu
hodnoceni, avSak stim, Ze z veskeré
dokumentace ptedlozené Zadavateli
budou odstranény vSechny identifika¢ni
znaky pacienta. Zadavatel je v pripadé
naroku na zakladé onemocnéni, Grazu
nebo umrti zptsobeného skutecné nebo
udajn¢  ucasti  daného  Subjektu
hodnoceni v Klinickém hodnoceni
odpovédny za informovani pojistovny.

Pojisténi odpovédnosti pri vykonu
zdravotnického povolani. Poskytovatel
si na své ndklady zajisti a bude udrZovat
v plné platnosti a ucinnosti po celou
dobu provadéni Klinického hodnoceni
pojisténi s nalezitym krytim narokd na
nihradu Skody vyplyvajici z jednani
nebo opomenuti Poskytovatele, jeho
zaméstnancll a/nebo zastupcll a/nebo
Zkousejiciho, jeho zaméstnancli a/nebo
zastupctl v ramcei Klinického hodnoceni

a jejich plnéni této  Smlouvy.
Poskytovatel a Zkousejici predlozi
Zadavateli neprodlen¢ na pozadani

doklad o svém pojisteni.

Pojisténi  Klinického  hodnoceni.
Zadavatel wuzaviel pojisténi nahrady
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12.2

damages in the event of the death of the
Trial Participant or in the event of an
injury to the health of Trial Participants as
a direct result of their participation in the
Trial in accordance with provision § 52
article 3, letter f) of Act No. 378/2007
Coll, on Pharmaceuticals, as amended.
The insurance covers also the treatment in
case of an injury. To that extent, such
clinical trial insurance may also cover the
relevant liability of Institution or
Investigator. However, the Parties
understand that the clinical trial insurance
is not intended as nor is a substitute for
full and complete malpractice and other
forms of liability insurance.

12. FINANCIAL DISCLOSURE

Cooperation. Institution and Investigator
agree to cooperate with the Sponsor in
providing information as may be required
by Sponsor to comply with the
requirements of Title 21 U.S. Code of
Federal Regulations, Part 54 “Financial
Disclosure by Clinical Investigators”.

Financial Disclosure Questionnaire.
Institution and Investigator will ensure
that all investigators listed on the Trial
staff list (i.e., the delegation log) at the
time of Trial initiation as well as all
investigators joining after Trial initiation,
will provide sufficient and accurate
financial information in English on the
Financial = Disclosure = Questionnaire
(“FDQ”) provided by the Sponsor. This
certification / disclosure must include
disclosure interest from their spouse
and/or children. Changes to reportable
financial information must be promptly
communicated to the Sponsor during the
course of the Trial and for one (1) year
following completion of the Trial. If
Investigator or any sub-investigators
refuse to disclose their interests, such
individuals will not be allowed to
participate in the Trial.

BI Contract No. / Smlouva BI ¢.: 208060

Skody v pfipadé umrti, urazu nebo
Skody na zdravi Subjektli hodnoceni
pfimo zplsobené jejich ucasti v
Klinickém hodnoceni v souladu s ust. §
52 odst. 3, pism. f) zdkona ¢. 378/2007
Sb., o 1écivech, v platném znéni. Toto
pojisténi  klinického hodnoceni se
rovn¢z vztahuje na 1écbu urazu a
v tomto rozsahu muze i kryt pfisluSnou
odpovédnost ~ Poskytovatele nebo
Zkousejictho. Smluvni strany jsou vSak
srozumeény s tim, Ze pojiSténi klinického
hodnoceni neni urceno jako ndhrada a
neni ndhradou za plnohodnotné a tplné
pojisténi odpovédnosti za chyby a
omyly v povolidni, ani jinych forem
pojisténi odpovednosti.

12 ZPRISTUPNENI FINANCNICH UDAJU
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Spoluprace. Poskytovatel a Zkousejici
se zavazuji spolupracovat se
Zadavatelem pii poskytovani informaci
pozadovanych Zadavatelem za ucelem
plnéni pozadavkii Hlavy 21 Kodexu
federalnich ptredpistt USA (U.S. Code of

Federal Regulations), cast 54
LSZpristupiiovani  financénich ~ udaja
klinickymi zkouSejicimi‘.

Dotaznik o financnich tdajich.
Poskytovatel a ZkouSejici zajisti, aby
zkouSejici uvedeni v dobé zahdjeni
Klinického hodnoceni na seznamu

persondlu Klinického hodnoceni (tj.
v soupisu delegovanych pravomoci), i ti,
ktefi se zapoji do Klinického hodnoceni
po jeho zahdjeni, uvedli v angliCtiné
dostatecné a vCasné financni udaje
vdotazniku o finan¢nich dajich
(Financial Disclosure Questionnaire —
FDQ”), poskytnutém Zadavatelem. Toto
potvrzeni/zptistupnéni musi obsahovat i
finan¢ni udaje o jejich manZelskych

partnerech a/nebo  détech. Zmény
finan¢nich  0dajt, kter¢ podléhaji
ohlasovani, musi byt neprodlené
sd¢lovany  Zadavatel v  prib&hu
Klinického hodnoceni a po dobu

jednoho (1) roku po jeho dokonceni.
Jestlize  Zkousejici nebo  nektery
pomocny zkousejici odmitne sdélit tyto
udaje, nebude mu dovoleno ucastnit se
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13.1

13.2

Review and Regulatory Submission.
Institution and Investigator acknowledge
that the completed FDQ may be subject to
review by governmental or regulatory
authorities, Sponsor, and their agents and
that the FDQ may be included in a
regulatory submission in the USA and
that the U.S. Food and Drug
Administration (FDA) reserves the right
to make the information public if it feels
that this is in the public interest.
Institution and Investigator shall ensure to
obtain, from each investigator, prior
written consent as necessary for such
review and transfer.

13. DEBARMENT

Representation and Warranty.
Institution and Investigator each represent
and warrant that Institution, Investigator,

Trial Staff and their respective
employees, contractors, and agents,
including sub-investigators, have not
been restricted, debarred, suspended,

disqualified or banned from conducting
clinical trials or are under investigation
by any regulatory authority for
debarment, or otherwise subject to any
restrictions or sanctions by the U.S. FDA
or any other governmental or regulatory
authority or professional body with
respect to the performance of scientific or
clinical investigations.

Notification. Institution and/or
Investigator ~ shall  notify  Sponsor
immediately in writing if Institution,
Investigator or any of their respective

employees, contractors or  agents,
including  sub-investigators, is  so
restricted, debarred, suspended,

disqualified or banned or becomes subject
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Klinického hodnoceni.

Kontrola a predkladani regula¢nim
organim. Poskytovatel a Zkousejici
berou na vé€domi, Ze vyplnéné¢ FDQ
mohou podléhat kontrole ze strany
statnich nebo regulacnich organt,
Zadavatele a jeho pfislusnych zastupct
a mohou se stat soucCasti podani u
regulaénich organt v USA a Ze si Utad
USA pro kontrolu potravin a 1é¢iv (U.S.
Food and Drug Administration — FDA)
vyhrazuje  pravo  zvefejnit  tyto
informace, pokud se domnivd, Ze je to
ve vefejném zdjmu. Poskytovatel a
ZkouSejici zajisti, aby od kazdého
zkousejiciho obdrzeli predchozi
pisemny souhlas potiebny k takové
kontrole a pievodu.

13 ODEBRANI OPRAVNENI
PROVADENI KLINIg:KYCH
HODNOCENI

Prohlaseni a zaruka. Poskytovatel a
Zkousejici kazdy prohlasuji a zarucuji
se, Ze Poskytovatel, ZkouSejici, Personél
Klinického hodnoceni a jejich piislusni
zamestnanci, dodavatelé a zastupci,
vcetné pomocnych zkousejicich, nejsou
pfedmétem zadného omezeni opravnéni
k provadéni  klinickych  hodnoceni,
takové opravnéni jim nebylo odebrano,
jeho platnost nebyla pozastavena, nebyli
diskvalifikovdni a nebyl jim uloZen
zékaz provadét klinicka hodnoceni, a
zadny regulacni organ proti nim nevede
fizeni o odebrani opravnéni k provadéni
klinickych hodnoceni a ze strany FDA,
jiného statniho nebo regula¢niho organu
nebo profesni organizace jim nebyla
uloZena 7Z4dnd omezeni ani sankce ve
vztahu k provadéni védeckych nebo

klinickych vyzkumd.
Oznameni. Poskytovatel a/nebo
ZkousSejici jsou povinni okamzité

pisemné informovat Zadavatele, jestlize
Poskytovatel , Zkousejici nebo kterykoli
zjejich  pfislusnych ~ zaméstnanci,
dodavateli. nebo zastupcli, vcetné
pomocnych zkousejicich, bude podléhat
takovému omezeni, bude mu odebrano
opravnéni  k provaddéni  klinického
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14.1

to an investigation for debarment, or
becomes otherwise subject to any
restrictions or sanctions.

Termination. Debarment, suspension or
proposed debarment of Institution,
Investigator or their employees by any
governmental or regulatory authority will
constitute ~ grounds  for  automatic
termination of this Agreement by
Sponsor, in Sponsor’s sole discretion, in
accordance with Section 15 below.

14. ANTI-BRIBERY AND ANTI-

CORRUPTION

Prohibition. Institution and Investigator
are prohibited to offer, promise, pay or
arrange for payment or giving of any
benefit or advantage to any individual or
entity, including but not limited to Public
Officials, as defined below, in exchange
for an improper advantage in any form
either directly or indirectly. In particular,
Institution and Investigator may not offer,
promise or pay a bribe in order to fulfil,
obtain or retain (i) regulatory
requirements, (ii) any kind of business
including any commercial transaction to
which Sponsor is a party, or (iii) any
other improper advantage in connection
with the business of Sponsor. Institution
and Investigator are prohibited to request,
accept a promise of or receive any
payment, benefit or advantage from any
individual or entity for oneself or for a
third party in return for giving another
person or entity unfair preferences in the
procurement of goods or commercial or
other services. In case of any doubt
regarding the question whether or not a
particular transaction may be regarded as
a bribe, Institution and Investigator must
seek prior advice and approval of the
Sponsor.

BI Contract No. / Smlouva BI ¢.: 208060
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hodnocent, pozastavena platnost
takového opravnéni, bude
diskvalifikovan nebo mu bude vysloven
zékaz mnebo se stane predmétem
vySetfovdni o  odebrdni  povoleni
k provadéni klinického hodnoceni nebo
mu budou uloZena jind omezeni nebo
sankce.

Ukon¢eni. Jestlize néjaky statni nebo
regulacni organ odebere nebo navrhne
odebrani  opravnéni  Poskytovatele,
Zkousejiciho nebo jejich zaméstnanca
k provadéni klinickych hodnoceni, bude
to diivodem k automatickému ukonceni
této Smlouvy ze strany Zadavatele dle
jeho vlastntho uvédzeni v souladu s
¢lankem 15 niZe.

14 PREDPISY PROTI UPLATKARSTVI A
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KORUPCI

Zakaz. Poskytovateli a Zkousejicimu je
zak4zéno pfimo nebo nepiimo nabizet,
slibovat, platit nebo zajiStovat platbu
nebo poskytnuti jiného prospéchu nebo
vyhody jakékoli fyzické nebo pravnické
osobé, zejména Zastupctim vefejné moci
dle definice nize, vyménou za jakoukoli

formu neopravnéné vyhody
Poskytovatele a ZkouSejici nesmi
zejména nabidnout, prislibit nebo

zaplatit Uplatek za Ucelem (i) splnéni
regulacnich pozadavkll a ziskani nebo
udrzeni (ii) jakéhokoli druhu obchodni
¢innosti, vcetné obchodni transakce,
jejimz je Zadavatel ucastnikem nebo
(iii) jakékoli jiné neopravnéné vyhody
souvisejici s podnikdnim Zadavatele.
Poskytovateli a  ZkouSejicimu je
zakazédno pozadovat, pfijmout piislib
nebo obdrzet jakoukoli platbu, prospéch
nebo vyhodu od jakékoli fyzické nebo
pravnické osoby pro sebe nebo pro treti
osobu vyménou za to, ze daji jiné
fyzické  nebo  pravnické  osobé
neregulérn¢ prednost pii obstaravani
zboZzi nebo obchodnich nebo jinych
sluzeb. V ptipad¢ pochybnosti o tom,
zda musi byt na wurcitou transakci
pohliZzeno jako na dplatek, musi
Poskytovatel a ZkousSejici predem
pozadat Zadavatele o radu a souhlas.
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14.2

14.3

14.4

Public Official. For the purpose of this
Agreement, “Public Official” means any
officer or employee of a local or foreign
government or any department, agency,
or instrumentality thereof, or of a public
international organization (non-
governmental institution included) as well
as any person acting in an official
capacity for or on behalf of any such
government, department, agency, or
instrumentality, or for or on behalf of any
such public international organization as
well healthcare professionals, working in
healthcare institutions, in which the
central, regional or local government
owns an interest or has control or which
are paid partly or as a whole by the
government. Regardless of whether or not
such transfer might constitute a bribe,
Institution and Investigator may not
transfer anything of value to a Public
Official without the prior approval of the
Sponsor. Institution and Investigator may
not transfer anything of value to agents
for the purpose of offering, promising,
paying, receiving, soliciting, or arranging
for the payment of, or reimbursing
anyone for payment of, a bribe or a
transaction of anything of value to a
Public Official.

Reporting to Sponsor. Institution and
Investigator shall report any suspicion of
past, actual or potential violations of this
section to the Sponsor. If Institution is in
doubt whether a certain act violates its
obligations under this section, Institution
shall contact the Sponsor and shall delay
the decision before taking the action.

Consequences of Violation. Any
violation of this section constitutes a
material breach of this Agreement. In
addition to any other sanction provided
by Applicable Law and/or this
Agreement, Sponsor may terminate this

BI Contract No. / Smlouva BI ¢.: 208060
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Zastupce veiejné moci. Pojem
»zastupce vefejné moci“ znamena pro
ucely této Smlouvy jakéhokoli urednika
¢i zaméstnance domaci nebo zahranicni
vlady nebo  jakéhokoli  jejiho
ministerstva, agentury nebo ufadu nebo
vefejnopravni mezinarodni organizace
(v€etné¢ nevladnich organizaci), a také
jakoukoli osobu jednajici ¢i jakoukoli
sekci, oddéleni, organ ¢i pobocku téchto
instituci, nebo jakoukoli osobu jednajici
v kompetenci Gfedni moci v zastoupeni
jakékoli takové vlady nebo jejiho
ministerstva, agentury nebo Gfadu nebo
v zastoupeni jakékoli vefejnopravni
mezinarodni organizace, a zaroven
zdravotnické odborniky, ktefi pracuji ve
zdravotnickych  zafizenich, v nichZ
vlastni podil nebo které ovlidaji
ustfedni, regionalni nebo mistni organy
statni moci nebo kterd jsou jimi z¢asti
nebo zcela financovana. Bez zietele na
to, zda by takovy pfevod mohl nebo
nemusel byt uplatek, nesmi
Poskytovatel a ZkouSejici prevést
zadnou hodnotu Zastupci vefejné moci
bez predchoziho souhlasu Zadavatele.
Poskytovatel a Zkousejici nesmi pievést
zadnou hodnotu zastupctim, aby nabidli,
prislibili, zaplatili, pfevzali, pozadali
nebo zafidili platbu jakéhokoli uplatku
nebo predani jakékoli hodnoty Zastupci
vefejné moci, zafidili takovou platbu
nebo ji komukoli nahradili.

Hlaseni Zadavateli.
Zkousejici  jsou
Zadavateli  jakékoli
minulé¢, souCasné nebo potencidlni
poruseni  tohoto  ¢lanku.  Ma-li
Poskytovatel pochybnosti o to, zda
urCité jednani poruSuje jeho povinnosti
dle tohoto clanku, bude kontaktovat
Zadavatel a odloZi rozhodnuti, diive nez
podnikne dané opatieni.

Poskytovatel a
povinni  hlésit
podezieni na

Nasledky poruseni. Veskeré poruseni
tohoto clanku tvoii zavazné poruSeni
této Smlouvy. Zadavatel je vedle jinych

sankci stanovenych Prislusnymi
pravnimi  pfedpisy a/nebo  touto
Smlouvou opravnén ukonlit tuto
Smlouvu  suvedenim  divodu a
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Agreement for cause and with immediate
effect, if Institution violates its
obligations under this section. Institution
and Investigator shall indemnify and hold
Sponsor harmless for any loss or damage
resulting of a breach by the Institution
and/or Investigator, its directors, officers,
employees, sub-contractors and agents of
this section or of any Applicable Law.

15. TERM, TERMINATION AND EFFECTS

15.1

OF TERMINATION

Term. This Agreement will become
effective on the date on which it is last
signed by the parties (the “Effective
Date”) and shall continue until
completion of the Trial (i.e. until the
close-out visit date at the site has been
performed), unless earlier terminated as
provided herein below.

Automatic Termination. The Parties
agree that this Agreement shall be
terminated automatically if the Trial is
not formally initiated at the Institution.
The termination shall be effective upon
Sponsor’s  communication to  the
Institution and Investigator in writing (e-
mail suffices) that the Trial will not be
initiated.

Termination by Sponsor. Sponsor may
terminate this Agreement for any reason
upon at least thirty (30) days prior written
notice to Institution and/or Investigator.
The date of termination will be the date
specified in such notice.

Immediate Termination by Sponsor.
Sponsor may terminate this Agreement or
terminate or suspend enrollment or
randomization of Trial Participants
immediately upon written notice to
Institution and/or Investigator if (i) the

BI Contract No. / Smlouva BI &.: 208060

s okamzitou platnosti, jestlize
Poskytovatel porusi své povinnosti dle
tohoto clanku. Poskytovatel a ZkousSejici
odskodni a ochrani Zadavatele wvici
jakékoli ztraté nebo Skodé vyplyvajici
zporuseni  tohoto  ¢lanku  nebo
jakehokoli Piislusného pravniho
piedpisu ze strany Poskytovatele a/nebo
Zkousejiciho, jejich fediteli, vedoucich
pracovnik, zameéstnanci,
subdodavatelu a zastupci.
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UCINKY UKONCENI

Doba platnosti. Tato Smlouva nabude
uc¢innost dnem, kdy ji podepise posledni
smluvni strana (dale jen ,,Datum
ufinnosti) a zhstane v platnosti do
dokonceni Klinického hodnoceni (tedy
do data vykonani zavérecné navstévy
v misteé provadéni klinického
hodnoceni), nebude-li podle daéle

uvedeni ch ustanoveni ukoncena diive.

Automatické ukonéeni. Smluvni strany
souhlasi stim, Ze tato Smlouva bude
automaticky ukoncena, jestlize nedojde
k formalnimu  zahajeni  Klinického
hodnoceni u Poskytovatele Toto
ukonceni bude ucinné na zaklade
pisemného sdéleni Zadavatele
Poskytovateli a ZkouSejicimu (postaci
e-mail) o tom, Ze Klinické hodnoceni
nebude zahéjeno.

Ukonceni ze strany Zadavatele.
Zadavatel je opravnén ukoncit tuto
Smlouvu z jakéhokoliv davodu
pisemnou vypovedi zaslanou nejmeéneé
tiicet (30) dni pifedem Poskytovateli
a/nebo ZkouSejicimu. Datem ukonceni

bude datum wuvedené v  takové
vypovedi.

OkamZité ukoneni ze strany
Zadavatele. Zadavatel je opravnén

okamzit¢ ukoncit tuto Smlouvu nebo
ukoncit nebo pozastavit nabor nebo

randomizaci Subjekti hodnoceni na
zakladé pisemného oznameni
Page/Strang 36 of/z 51



15.5

Institution or Investigator fails to meet
enrollment goals of the Trial as specified
in the Protocol within the timeframe, if
any, specified by Sponsor or fails to
enroll any patient within the first 3
months after Trial initiation, (ii) Sponsor
becomes aware of any efficacy or safety
information that could significantly affect
or alter continuation of the Trial, (iii)
Sponsor terminates its conduct of the
entire Trial in Sponsor’s sole discretion;
or (iv) there is a violation or a suspected
violation by Institution or Investigator of
any Applicable Law, the Protocol or this
Agreement, as determined within
Sponsor’s reasonable discretion. The date
of termination will be the date specified
in such notice.

Termination by Institution. Institution
may terminate this Agreement effective
upon written notice to Sponsor if Sponsor
materially breaches any of the terms or
conditions of this Agreement, and fails to
cure such breach within thirty (30) days
after receiving written notice thereof from
Institution specifying the breach alleged
by Institution. Further, if Institution has
indication of serious physical harm being
suffered by any of the Trial Participants at
its site, it may immediately suspend
enrollment of Trial Participants at its site.
In such event, Institution  will
immediately notify Sponsor of any such
indication and its determination to
suspend enrollment of Trial Participants
at its site but will continue to perform
follow-up procedures as set forth
hereunder.
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Poskytovateli a/nebo  ZkouSejicimu,
jestliZe (i) Poskytovatel nebo Zkousejici
nesplni cile pro zafazovani Subjektl
hodnoceni do Klinického hodnoceni
uvedené v Protokolu v ¢asovém ramci
stanoveném Zadavatelem nebo Zddného
pacienta nezatadi do prvnich tfi mésict
po zahdjeni Klinického hodnoceni, (ii)
Zadavatel se dozvi néjaké informace
ohledné¢ ucinnosti nebo bezpecnosti,
které mohou vyznamnym zptsobem
ovlivnit nebo zménit dal§i provadeni
Klinického hodnoceni, (iii) Zadavatel
ukon¢i dle svého vyhradniho uvéazeni
provadéni celého Klinického hodnoceni
nebo (iv) dojde-li k poruseni nebo
vyskytne-li se podezieni na poruSeni
jakéhokoli Ptislusného pravniho
predpisu, Protokolu nebo této Smlouvy
ze strany Poskytovatele nebo
Zkousejiciho, jak ur¢i Zadavatel dle
svého divodného wuvazeni. Datem
ukonceni bude datum uvedené v takové
vypovedi.

Ukonceni ze strany Poskytovatele.
Poskytovatel je opravnén ukoncit tuto
Smlouvu s G¢innosti k datu dorucent
pisemné vypoveédi Zadavateli, jestlize
Zadavatel zadvaznym zplsobem porusi
kterékoli ustanoveni nebo podminku
této Smlouvy a nenapravi toto poruSeni
do tficeti (30) dni po obdrzeni
pisemného ozndmeni Poskytovatele o
tomto poruSeni, v némz bude
Poskytovatel specifikovat ~ takové
tvrzené poruseni. Ddle v pfipadé, ze
Poskytovatel zjisti ndznaky toho, Ze
dochazi kzavazné fyzické Ujmé
kteréhokoli ze Subjekti hodnoceni
vjeho mist¢ provadéni klinického
hodnoceni, mlze okamZité¢ pozastavit
nabor Subjektli hodnoceni ve svém
misté provadéni klinického hodnoceni.
V takovém ptipadé¢ bude Poskytovatel
okamzit¢ informovat Zadavatele o
takovych ndznacich a o svém rozhodnuti
pozastavit nabor Subjekti hodnoceni ve

svém mist¢ provadéni klinického
hodnoceni, ale bude pokracovat
s provadénim  naslednych  procedur

stanovenych v této Smlouve.
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15.6

15.6.1

15.6.2

15.6.3

16.1

Effects of Termination. The effect of 15.6

any such termination will be as follows

Continued Monitoring and Data
Maintenance. Upon receipt of notice of
termination by Sponsor, Institution and
Investigator will terminate enrollment or
randomization and will  terminate
treatment of all Trial Participants
pursuant to the Protocol, except if the
safety of such Trial Participants could be
endangered or if the Institution and
Investigator are otherwise instructed by
Sponsor. Following such termination,
Institution and Investigator will continue
to monitor Trial Participants and maintain
clinical data as set forth in the Protocol
and in accordance with ICH GCP.

Provision of Data and Medical
Records. Investigator will (i) provide to
Sponsor any and all data required
pursuant to the terms of this Agreement
and/or the Protocol, and (ii) provide
Sponsor representatives access, both prior
to and following final payment, to data
and medical records for review and
completion of necessary documentation
and appropriate transfer or
discontinuation of Trial Participants’
participation in the Trial.

Reimbursement of Costs. Upon early
termination for any reason, Institution and
Investigator will use their best efforts to
promptly limit or terminate any
outstanding ~ commitments and to
conclude the work. All costs for services
performed by Institution/Investigator
prior to receipt of the termination notice
and authorized under the Protocol and
indicated in the Payment Schedule will be
reimbursed by Sponsor.

16. CONCLUDING PROVISIONS

No Violation. Institution and Investigator
represent and warrant that the execution,
delivery, and performance of this
Agreement by such party do not (i)
require the consent, waiver, approval,
license, or authorization of any person or
public authority which has not heretofore

BI Contract No. / Smlouva BI ¢.: 208060

U¢inky ukonceni. Jakékoli takové
ukonc¢eni miiZze mit tyto G€inky:
15.6.1 Pokracujici monitorovani a

15.6.2

15.6.3

16.1

BI Trial No. 1293.10 / CZ / Site No. 42001 / Institution and Investigator

Klinické hodnoceni BI €. 1293.10 / CZ / Misto vykonu klinického hodnoceni ¢. 42001 / Poskytovatel a Zkousejici G

uchovavani dat. Jakmile Poskytovatel a
Zkousejici obdrzi vypoveéd Zadavatele,
ukon¢i nabor nebo randomizaci a 1écbu
vsech  Subjektt  hodnoceni  dle
Protokolu, ledaze by byla ohroZena
bezpecnost téchto Subjektti hodnoceni
nebo  dostanou-li  Poskytovatel a
ZkouSejici od Zadavatele jiné pokyny.
Poskytovatel a ZkouSejici budou po
takovém ukonceni dale monitorovat
Subjekty hodnoceni a uchovavat

klinické tdaje podle Protokolu a
v souladu s ICH GCP.

Poskytovani udaji a zdravotnich
zaznamu. Zkousejici  bude (i)

poskytovat Zadavateli veSkeré udaje
vyZzadované dle ustanoveni  této
Smlouvy a/nebo Protokolu a (ii) zajisti
zastupcim Zadavatele pred vyplatou
zaveérecné platby 1 poté piistup k udajim
a lékarskym zaznamim za ucelem
revize a  dopracovani  potiebné
dokumentace a nalezitého pievodu nebo
ukonc¢eni ucasti Subjektti hodnoceni v
Klinickém hodnoceni.

Nahrada nakladi. Poskytovatel a
ZkouSejici vynalozi v ptipadé diivéjsiho
ukonceni bez ohledu na diivod ukonceni
maximalni usili na to, aby neprodlen¢
omezili nebo  ukoncili  veSkeré
nevypotradané zavazky a uzavieli praci.
Zadavatel nahradi vSechny ndklady na
sluzby  poskytnuté  Poskytovatelem/
Zkousejicim pred obdrzenim vypovédi,
které jsou povoleny dle Protokolu a
uvedeny v Platebnim rozvrhu.

16 ZAVERECNA USTANOVENI

Zadné poruSeni. Poskytovatel a
Zkousejici prohlaSuji a zarucuji se, ze
uzavieni, doru¢eni a plnéni této
Smlouvy danou smluvni stranou (i)
nevyZaduje souhlas, vzdani se,
schvaleni, licenci nebo opravnéni ze
strany jakékoli osoby nebo vetejného
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16.2

16.3

16.4

been obtained; (ii) violate any provision
of law applicable to such party; (iii)
conflict with or result in a default under
any agreement or instrument; or (iv)
violate any judicial or administrative
decree, regulation, decision or any other
restriction of any kind or character to
which such party is a party or by which
such party is bound.

Conflict of Interest. Institution and
Investigator represent and warrant that
neither Institution nor Investigator and/or
any Trial Staff have any conflict of
interest that would affect conduct of the
Trial and that neither Institution nor
Investigator have received any extra
benefits from Sponsor or any of its
Affiliates for participation in the Trial,
including offers to family members.
Institution and Investigator will promptly
notify Sponsor in writing if any conflict
of interest arises during the term of this
Agreement.

Assignment. Neither Institution nor
Investigator shall be entitled to assign, to
sub-contract or otherwise transfer its
rights and obligations under this
Agreement in whole or in part to any
third party without the prior written
consent of Sponsor. Any such consent
shall relieve neither Institution nor
Investigator of its obligations hereunder.
It is understood by the Parties that any
right or obligation of Sponsor under this
Agreement may be assigned to any of its
Affiliates or a third party, and that any
right or obligation of Sponsor under this
Agreement may be performed by any of
its Affiliates or a third party. Any legal
successor of Sponsor shall be deemed an
Affiliate of Sponsor for the purpose of
this Agreement.

Entire Agreement. This Agreement sets
forth the entire agreement between the
Parties and supersedes all previous
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orgénu, ktery nebyl dosud ziskan; (ii)
neporusuje zZadné ustanoveni pravniho
pfedpisu, ktery se vztahuje na danou
smluvni stranu; (iii) neni v rozporu nebo
nemd za ndasledek prodleni dle n&jaké

smlouvy nebo listiny; nebo (iv)
neporusuje zadny soudni ani spravni
vynos, predpis, rozhodnuti nebo

jakékoli jiné omezeni jakéhokoli druhu
nebo povahy, jehoZ je dand smluvni
strana stranou nebo jimz je vdzana.

Sti‘et zajmu. Poskytovatel a Zkousejici
prohlaSuji a zarucuji se, Ze Poskytovatel
ani ZkouSejici, ani Zidny Persondl
Klinického hodnoceni nejsou ve stietu
zajmu, ktery by ovlivnil provadéni
Klinického hodnoceni a Ze Poskytovatel
ani ZkousSejici neobdrZeli od Zadavatele
nebo od kterékoli zjeho Spiiznénych
osob zadné zvlastni vyhody za ucast v
Klinickém hodnoceni, véetné nabidek
rodinnym  pfisluSnikim.  Nastane-li
béhem doby platnosti této Smlouvy
néjaky sttet z4ml, ozndmi to
Poskytovatel a ZkouSejici neprodlené
pisemn¢ Zadavateli.

Postoupeni. Poskytovatel ani
Zkousejici nejsou opravnéni postoupit,
subdodavatelsky zadat nebo jinak

pfevést sva prava a povinnosti dle této
Smlouvy zcela ani z€asti jakékoli treti
osobé¢ bez piedchoziho pisemného
souhlasu Zadavatele. Zadny takovy
souhlas nezprosti Poskytovatele ani
Zkousejiciho jejich zavazkt dle této
Smlouvy.  Smluvni  strany  jsou
srozumény s tim, Ze jakékoli prdvo nebo
povinnost Zadavatele dle této Smlouvy
muze byt postoupena kterékoli zjeho
Sptiznénych osob nebo tfeti osobé a Ze
jakékoli jeho prdvo nebo povinnost dle
této Smlouvy mtize realizovat kterakoli
zjeho Sptfiznénych osob nebo treti
osoba. Kterykoli pravni néastupce
Zadavatele se pro ucely této Smlouvy
povazuje  za  Spfiznénou  osobu
Zadavatele.

ijlné dohoda. Tato Smlouva stanovi
uplnou dohodu Smluvnich stran a rusi a
nahrazuje veSkeré predchozi pisemné i
ustni dohody o jejim predmétu. Tuto
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16.5

16.6

16.7

16.8

agreements, written or oral, regarding the
subject matter hereof. This Agreement
may be amended only by an instrument in
writing duly executed on behalf of the
Parties.

Conflict. In case of inconsistencies
between this Agreement and any
Appendix hereof, the terms of this

Agreement shall prevail unless agreed to
explicitly that the Appendix should
prevail. In the event there is a discrepancy
between this Agreement and the Protocol,
the Protocol will govern with respect to
medical and scientific issues and to Trial
conduct, and this Agreement will govern
with respect to all other issues.

Force Majeure. If the performance by
either Party of any of its obligations
under this Agreement is delayed or
prevented by circumstances beyond its
reasonable control, that Party will not be
in breach of this Agreement because of
that delay in performance. However, such
Party shall promptly give to the other
Party written notice claiming force
majeure and shall use its best efforts to
eliminate the effect of such force majeure,
insofar as is possible and with all
reasonable dispatch. If the period of delay
or failure should extend for more than
three (3) months then the non-defaulting
Party shall have the right to terminate this
Agreement forthwith upon written notice
at any time after expiration of said three
(3) months period.

Waiver. Any waiver shall be made in
writing for it to be effective and unless
expressly stated shall not be a continuing
waiver nor shall it prevent the waiving
Party from enforcing any term or
condition of this Agreement not so
waived.

Severability. The invalidity of any
provision of this Agreement or any
loophole in this Agreement shall not
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Smlouvu lze dopliiovat pouze pisemnou
listinou fadn€ podepsanou v zastoupeni
Smluvnich stran.

Rozpor. V piipadé nesrovnalosti mezi
touto Smlouvou a kteroukoli z jejich
Priloh maji piednost ustanoveni této
Smlouvy, neni-li vyslovné sjednano, ze
ma  prednost  Priloha. V pripade
nesrovnalosti mezi touto Smlouvou a
Protokolem se I¢kafské a veédecké
otaizky a  provadéni  Klinického
hodnoceni tidi Protokolem a vSechny
ostatni zéleZitosti touto Smlouvou.

VysSi moc. Bude-li plnéni kterychkoli
zavazki dle této Smlouvy nékterou
smluvni ~ stranou  opozdéno  nebo
znemoznéno okolnostmi, které jsou
mimo jeji piiméfeny dosah, takové
prodleni s plnénim nebude povazZovéano
za poruseni této Smlouvy danou
Smluvni stranou. Takovd Smluvni
strana bude vSak povinna neprodlené
predat druhé smluvni stran¢ neprodlené
oznidmeni o takové vys$§i moci a
vynaloZit maximdlni usili o to, aby
pokud mozno  piiméfen¢  rychle
odstranila jeji ucinky. Bude-li doba
opozdéni nebo prodleni delsi nez tfi (3)
mesice, bude mit Smluvni strana, ktera
neni v prodleni, pravo ukoncit tuto
Smlouvu okamzité pisemnou vypovedi
zaslanou kdykoliv po uplynuti lhity tii
(3) mésica.

Vzdani se ustanoveni a podminek
Smlouvy. Jakékoliv prohldseni o vzdani
se ustanoveni a podminek Smlouvy
musi byt pisemné, aby bylo U¢inné, a
nebude-li to vyslovné uvedeno, nebude
se jednat o pokraCujici vzdani se a
takové prohldSeni neznemoZzni Smluvni
stran¢, ktera je vydava, vymahani
jakéhokoli ustanoveni nebo podminky
této Smlouvy, které se takto nevzdala.

Oddélitelnost jednotlivych
ustanoveni. Neplatnost  kteréhokoli
ustanoveni této Smlouvy nebo néjaké
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16.9

16.10

16.11

16.12

affect the validity of any other provision
hereof. The Parties undertake to replace
the invalid provision or close the loophole
in the Agreement with another provision
which reflects legally the originally
intended commercial objectives of the
Parties as closely as possible.

Independent Contractors. In the
performance of this Agreement each party
shall be an independent contractor, and
therefore, no Party shall be entitled to any
benefits applicable to any employees of
the other Party. In particular, this
agreement gives the Investigator no right
of employment to the Sponsor. No Party
is authorized to act as an agent for the
other Party for any purpose, and no Party
shall enter into any contract, warranty or
representation as to any matter on behalf
of the other Party.

Survival. The terms and conditions of the
Sections titled Compliance; Safety
Reporting;  Final = Accounting and
Payment; Reporting of Payments; Trial
Documents; Effects of Termination;
Confidentiality; Intellectual Property;
Publication, Publicity and Transparency;
Monitoring, Audits, and Inspections;
Insurance; and Financial Disclosure will
survive termination or completion of this
Agreement.

Contractual Language. This Agreement
has been executed in English and in
Czech. The Parties hereto agree that the
Czech version shall prevail; this includes
prevalence over the codes of conduct of
the applicable professional and industrial
associations  for all matters of
interpretation.

Notice. Any notice under this Agreement
will be mailed (by certified or registered
mail, postage prepaid, return receipt
requested) or delivered by a reputable
overnight courier service. Notices will be
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chybéjici ustanoveni nebude mit vliv na
zadné jiné jeji ustanoveni. Smluvni
strany se zavazuji nahradit neplatné
ustanoveni nebo zaplnit mezeru ve
smlouvé sjinym ustanovenim, které
z pravniho hlediska co moZnd nejblize
zachycuje ptivodné zamyslené komercni
cile Smluvnich stran.

Nezavisli zhotovitelé. Kazdd Smluvni
strana je v ramci této Smlouvy
nezdvislym podnikatelem, a proto nemd
7zadna ze smluvnich stran prdvo na
jakykoliv prospéch, ktery se vztahuje
k jakymkoliv ~ zaméstnancim  druhé
Smluvni strany. Tato Smlouva neddva
zejména  ZkouSejicimu  prdvo na
pracovni pomér u Zadavatele. Zadna
Smluvni strana neni za zadnym ucelem
opravnéna jednat jako zastupce druhé
Smluvni strany a Zddnd Smluvni strana
nesmi uzaviit zadnou smlouvu, ani
vydat Zadnou zdruku nebo prohldSeni
ohledn¢ jakékoli zalezZitosti v zastoupeni
druhé Smluvni strany.

Platnost ustanoveni po ukonceni
Smlouvy. Ustanoveni a podminky
clankt s nazvem Dodrzovani piredpist,

Bezpecnostni hlaseni, Konec¢né
vyuctovani a platba, Hlaseni plateb,
Dokumenty  Klinického  hodnocent,

Utinky ukon&eni, Ml¢enlivost, Dusevni
vlastnictvi, Publikovani, publikace a
transparentnost, Monitorovani, Audity a
prohlidky, Pojisténi a Zpftistupnéni
finan¢nich tdaja ztistavaji v platnosti po
ukonceni nebo dokonceni této Smlouvy.

Jazyk smlouvy. Tato Smlouva je
uzaviend vanglickém a v ceském
jazyce. Smluvni strany souhlasi s tim, Ze
Ceska verze bude mit pifednost; to
zahrnuje prednost pred kodexy chovani
ptislusnych profesnich a odvétvovych
sdruzeni ve vztahu ke vSemu otazkam
vykladu.

Oznameni. Jakékoliv ozndmeni dle této
Smlouvy bude odesldno  poStou
(potvrzenou nebo doporucenou postou
vyplacené s dodejkou) nebo doruceno
uzndvanou kuryrni sluzbou do 24 hodin.
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directed to the name and address set forth
below:

If to Institution:

Faculty Hospital Hradec Kralove,
Sokolska 581, 500 05 Hradec Kralove —
Novy Hradec Kralove, Czech Republic
Pravni odbor

Attention: Dasa Prokupkova

Fax: +420 495 833 800

Email: dasa.prokupkova@fnhk.cz

If to Investigator:

Faculty Hospital Hradec Kralove,
Sokolska 581, 500 05 Hradec Kralove —
Novy Hradec Kralove, Czech Republic
Office: 2™ Internal Medicine Department
of Gastroenterology

Fax: +420 495 834 785

Email

If to Sponsor:
Boehringer Ingelheim RCV GmbH & Co

KG

Dr. Boehringer Gasse 5-11, 1121 Vienna,
Austria

Office: LAW RCV

Governing Law. This Agreement shall
be construed in accordance with and
governed exclusively by the laws of the
Czech Republic, without reference to its
rules of conflict of law. In the event of
any controversy or claim arising out of or
relating to any provision of this
Agreement, the Parties shall first try to
settle those conflicts amicably between
themselves. All disputes arising in
connection with this Agreement, which
cannot be settled amicably, shall be
exclusively settled by the competent
courts in the Czech Republic.

[The remainder of this page is intentionally

blank.]
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Ozndmeni budou zasildina na niZe
uvedend jména a adresy:

Poskytovatel:
Fakultni nemocnice Hradec Kralové,

Sokolskd 581, 500 05 Hradec Kralové -
Novy Hradec Kralové, Ceska republika
Pravni odbor

K rukdm: Dasi Proktpkové

Fax: +420 495 833 800

E-mail: dasa.prokupkova@fnhk.cz

Zkousejicimu:

Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové —
Ceska republika
Pracovisté: II.
gastroenterologicka klinika
Fax: +420 495 834 785
E-mail

interni

Zadavateli:

Boehringer Ingelheim RCV GmbH &
Co KG

Dr. Boehringer Gasse 5-11, 1121 Viden,
Rakousko

Pracovisté: LAW RCV

Rozhodné pravo. Tato Smlouva se
vyklddd vsouladu spravem Ceské
republiky a fidi se vyhradné¢ timto
privem s vyloucenim jeho koliznich
norem. Jakykoli rozporu nebo ndrok,
ktery vyplyvd nebo ktery souvisi
s jakymkoli ustanovenim této Smlouvy,
se Smluvni strany nejdiive pokusi
vytesit vzajemnym jednanim. VSechny
spory vzniklé v souvislosti s touto
Smlouvou, které nelze vyresit jednanim,
budou vyfeSeny vyhradné piisluSnymi
soudy v Ceské republice.

[Zbytek této strdnky je umysiné ponechan
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IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO Smluvni strany uzaviely

executed this Agreement in three (3) originals tuto Smlouvu v ftfech (3) originalech

by their duly authorized representatives. prostiednictvim svych fadné opravnénych
zastupci.

Boehringer Ingelheim RCV GmbH & Co KG

Vienna / Videii 30 August 2016

INSTITUTION / POSKYTOVATEL INVESTIGATOR / ZKOUSEJICI

Fakultni nemocnice Hradec Kralové 19. 9. 2016
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Appendix 1 Priloha 1
Payment Schedule Platebni rozvrh
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Appendix 2

Remote Data Capture (RDC) - Terms and
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1.

1.1.

1.2.
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(v)

Conditions

PROVISION OF COMPUTER FOR
DATA ENTRY

As Remote Data Capture (“RDC”) will be
used for the Trial, Investigator has the
option of wusing his/her own or the
Institution’s computer for Trial data entry
or to be provided with a notebook computer
from the Sponsor to enter Trial data. If the
Investigator chooses to use his/her own or
the Institution’s computer system, the
Sponsor will commission a third party
contractor (the ‘“Vendor”) to determine
whether the Investigator’s or Institution’s
computer system is suitable for RDC. The
Vendor shall be responsible for the delivery
and maintenance of any notebook computer
provided to the Investigator by the Sponsor
for the Trial.

In case the Sponsor supplies the
Investigator with a notebook computer (the
“Computer”) for use in the Trial, the
following shall apply:

(i) The Vendor will work with Institution

and/or Investigator to determine a suitable
location for the Computer and determine
the appropriate mode of data connection.

(ii) Institution and Investigator shall ensure

that the Computer is kept in a secure
place. When the Computer is not in use, it
must be stored so as to prevent theft
and/or damage. Institution and/or
Investigator will reimburse Sponsor for
any damage to or loss or theft of the
Computer.

(iii) Investigator agrees to use the Computer

only in connection with the services
specified in the Protocol (entry and
transfer of the Sponsor Trial data). No
other software may be installed on the
Computer except that provided by and
approved by Sponsor.

(iv) At the conclusion of the Trial, Investigator

understands and agrees to return the
Computer, in good working condition, to
Sponsor. Reasonable costs for returning
the Computer will be borne by Sponsor.
Any Computer supplied by the Sponsor
shall at all times remain the property of
the Sponsor.

1.

Priloha 2
Dalkové zaznamenavani udaju (RDC) —
Podminky
POSKYTNUTI POCITACE PRO
ZAZNAMENAVANI UDAJU
JelikoZ bude v Klinickém hodnoceni

1.1.

1.2.

(i) Prodejce

pouzito Dalkové zaznamenavani udajd
(,RDC*), ma ZkousSejici moZnost pouZivat
vlastni pocita¢ nebo pocitac Poskytovatele
pro zaznamenavani udaji z Klinického
hodnoceni nebo mu Zadavatel miuze
poskytnout  notebook  k zaznamendvéni
udajii z Klinického hodnoceni. Pokud se
Zkousejici rozhodne pouzivat svij vlastni
pocitatovy systém nebo pocitaCovy systém
Poskytovatele, poveri Zadavatel
nezavislého dodavatele (ddle  jen
,Prodejce), aby urcil, zda je pocitacovy
systém ZkouSejictho nebo Poskytovatele
vhodny pro RDC. Prodejce bude odpovédny
za dodéani a ddrzbu jakéhokoli notebooku,
ktery Zadavatel poskytne ZkouSejicimu pro
Klinické hodnoceni.

Jestlize Zadavatel dodd ZkousSejicimu
notebook (dale jen ,,Pocitac”) k uzivani v
Klinickém hodnocendi, plati tato ustanoven:

ve spolupraci s/se
Poskytovatelem  a/nebo  ZkouSejicim
stanovi vhodné misto pro Pocita¢ a urci
vhodny zptisob datového pripojeni.

(ii) Poskytovatel a Zkousejici zajisti, aby byl

Pocita¢ uchovavan na bezpeéném miste.
Neni-li Po¢ita¢ pouzivan, musi byt ulozen
tak, aby se zabrénilo jeho krddeZi a/nebo
poskozeni. Poskytovatel a/nebo
ZkouSejici nahradi Zadavateli veSkerou
Skodu, ztratu nebo kradez Pocitace.

(iii) Zkousejici se zavazuje pouzivat Pocita

pouze  vsouvislosti  se  sluzbami
uvedenymi v Protokolu (zaznamenédvani a
prevod tudaji  Klinického hodnoceni
Zadavatele). Na Pocita¢i nesmi byt
instalovan zadny jiny software neZ ten,
ktery poskytl a schvdlil Zadavatel.

(iv) Zkousejici je srozumén a souhlasi s tim,

(v)

ze pii ukonceni Klinického hodnoceni
vrati Pocita¢ v dobrém funkénim stavu
Zadavatel. Pfiméfené naklady na vraceni
Pocitace bude hradit Zadavatel.

Jakykoli Pocita¢ dodany Zadavatelem
zustane vzdy majetkem Zadavatele.
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2. SYSTEM ACCESS
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2. PRISTUP DO SYSTEMU

2.1. Access to the computer system used for 2.1. Pfistup do pocitacového systému
RDC for the Trial (whether it be their own pouzivaného pro ucely RDC v Klinickém
or supplied by the Sponsor) is password- hodnoceni (bez ohledu na to, zda se jednd o
controlled and only authorized personnel vlastni  pocitacovy systtm nebo o
may access and use the computer system. pocitacovy systém dodany Zadavatelem) je
Sponsor will issue dedicated user name and chranén hesly a pfistup knému a jeho
password to each personnel who require uzivani je povoleno pouze opravnénym
access to the computer system in the course pracovnikiim. Zadavatel vyda dedikované
of the Trial (“Authorized User”). User uZivatelské jméno a heslo kazdému
names and passwords must not be used by pracovnikovi, ktery pozaduje béhem
or together with any other person. A list of Klinického hodnoceni  pfistup do
all Authorized Users shall be kept at the pocitacového systému (dale jen ,,Opravnény
Trial site. Each Authorized Person is liable uZzivatel). UZivatelska jména a hesla nesmi
for actions performed under his or her byt uzZivana jinou nebo spole¢né s jinou
username. osobou. Seznam vSech Opravnénych

uzivateld  bude  uchovavan v misté
provadéni klinického hodnoceni. Kazda
Opravnéna osoba odpovida za jednani
uskuteciiovana pod jejim uZivatelskym
jménem.
COMPUTER STORAGE AND SKLADOVANI POCITACE A
SYSTEM SECURITY BEZPECNOST SYSTEMU

3.1. Investigator shall ensure that the computer 3.1. ZkouSejici zajisti, aby byly pocitacové
systems used for RDC (whether owned by systémy uZivané pro RDC (vlastnéné
Institution or supplied by the Sponsor) are Poskytovatelem nebo dodané Zadavatelem)
protected against unauthorized use, in chranény pied neopravnénym uZivanim,
particular by ensuring the practice of: zejména zajisténim téchto postupi:

(i) logging off when not using the (i) odhlaSeni, kdyz mneni pocitacovy
computer system or during Authorized systtm  pouzivan nebo  bchem
User’s absence when the computer nepfitomnosti Opravnéného uzivatele,
system is left unattended; and kdy je pocitacovy systém ponechan

(ii) locking up the room when data entry is bez dozoru; a
interrupted and the Authorized User (ii) zamykani mistnosti pfi pieruSeni
has to leave the computer system zaznamenavani udaji, kdy Opravnény
unattended in that room. uzivatel musi ponechat pocitatovy

systém v dané mistnosti bez dozoru.
4. SYSTEM TRAINING 4. SKOLENI V POUZIVANI SYSTEMU

4.1. All Authorized User must have completed 4.1. VSichni Opravnéni wuzivatelé musi mit
the web-based training (the “Training”) absolvovano internetové Skoleni (dale jen
provided by the Sponsor prior to ,Skoleni®) poskytované Zadavatelem jestd
performing their trial related tasks in the pred provadénim svych tkoll souvisejicich
computer system. Upon completion of the s klinickym hodnocenim v pocitatovém
Training, each trainee is provided with the systému. Po dokonceni $koleni je kazdému
possibility to print-out or save a training absolventovi ddna moZnost vytisknout nebo
certificate (i.e., as PDF-File) which needs to ulozit vysvédCeni o Skoleni (napf. jako
be stored locally at the Trial site. A copy of soubor PDF), které musi byt uloZeno
the locally stored training certificate should v mist¢ provadéni klinického hodnocené.
be made and filed in the ISF. Z takového ulozeného osvédceni je nutno

poridit kopii a zalozit ji do ISF.
5. DATA ENTRY 5. ZAPISOVANi UDAJU
5.1. Data entry is defined as the transcription of 5.1.  Zapisovani udaju je definovano jako prepis

data elements (e.g., race, white blood cell

datovych prvkd (napf. rasa, pocet bilych
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count or any other clinical observation) into

the computer system by:

(i) transcription of data from paper source
documents such as e.g., Trial
Participant’s hospital chart, instrument
printout, etc., or

BI Contract No. / Smlouva BI ¢.: 208060

krvinek nebo jiné klinické pozorovani) do

pocitatového systému pomoci:

(i) prepisi datovych prvkd z papirovych
zdrojovych  dokumentti,  naptiklad
z chorobopisu  Subjektu  hodnocent,
vytisku z pfistroje apod. nebo

(ii) transcription of data elements from (ii) pfepisu datovych prvkl
electronic source documents. z elektronickych zdrojovych
dokumentt.

5.2. Investigator must enter data into the 5.2. ZkouSejici musi zapsat udaje do
computer system within forty-eight (48) pocitatového systému do Ctyficeti osmi (48)
hours after the Trial Participant’s visit. hodin po navstévé Subjektu hodnoceni.
Moreover, Investigator must ensure that ZkousSejici musi zajistit, aby se zapsand data
entered data are ascribable to source dala spojovat se zdrojovou dokumentaci,
documentation to be maintained at the kterd ma byt uchovdvdna v prostorach
Institution’s/Investigator’s site. Data entry Poskytovatele/Zkousejictho. Zapis dat do
into the computer system must only be pocitacového systému mohou provadét
performed by Authorized Users. It is pouze Opravnéni uzivatelé. Je podstatné,
essential for the Investigator to ensure that aby ZkouSejici zajistil, Ze data zapsand do
data entered into the computer system must pocitacového systému bude mozno vzdy
always be  ascribable to  source spojit se zdrojovou dokumentaci
documentation to be maintained at the uchovdvanou v prostorich Zkousejiciho.
Investigator’s site. Data entry into the Zapis dat do pocitacového systému musi
computer system must only be performed provadét pouze Opravnéni uzivatelé.
by Authorized Users.

SIGNATURE OF THE DATA 6. PODEPISOVANi{ UDAJU

6.1. Investigator will confirm the completeness 6.1. ZkousSejici potvrdi elektronickym podpisem
and correctness of all data transcribed into uplnost a spravnost vSech dat pfepsanych
the computer system by the Authorized Opravnénymi uzivateli do pocitacového
User(s) by applying an electronic signature. systému. Tento elektronicky podpis ma
The electronic signature has the same legal stejné pravni postaveni jako vlastnoruéni
status as a manual signature (provided podpis (pokud to stanovi i Pfislusné pravni
Applicable Law provides for the same). The predpisy). Elektronicky podpis je pfidélen
electronic signature is assigned to the k uZivatelskému jménu a heslu
Investigators user name and password; no Zkousejiciho, které neni Z4dnd jind osoba
other person is authorized to use these. opravnéna uzivat.

7. DATA ARCHIVAL 7. ARCHIVOVANI UDAJU

7.1. After completion of the Trial, Sponsor will 7.1. Zadavatel poskytne ZkouSejicimu po
provide the Investigator with a CD-ROM dokonceni Klinického hodnoceni CD-ROM
containing the entered and signed data for se zapsanymi a podepsanymi Udaji o vSech
all Trial Participants of his/her site, Ucastnicich Klinického hodnoceni v jeho
including the audit trail / discrepancy mist¢ provadéni klinického hodnoceni,
details. Investigator will confirm the véetn¢ zaznaml o kontrole / informaci o
receipt, as well as the verification of nesrovnalostech. Zkousejici potvrd{
completeness and correctness of the data Zadavateli pfijem a oveéfi uplnosti a
contained on the CD-ROM to Sponsor. spravnosti udajii obsazenych na CD-ROMu
Investigator will archive the CD-ROM as a bude uchovavat CD-ROM jako soucast
part of the ISF file, to be readily available souboru ISF tak, aby byl pohotove
for audit and inspection purposes. k dispozici pro ucely auditu a kontroly.
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