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

University hospital Hradec Kralove
Sokolska 581
500 05 Hradec Kralove — Novy Hradec
Kralove, represented by Prof. MUDr. Vladimir
Palicka, CSc., dr. h. c., director
VAT-ID-No. : CZ00179906
("Provider")

and

University hospital Hradec Kralove
Children Clinic, Department of older children I.
Sokolska 581
500 05 Hradec Kralove — Novy Hradec
Kralove
(“Investigator”™)

RECITALS

WHEREAS, Sponsor, a research-driven
pharmaceutical company, is sponsoring and
conducting a clinical trial of Dabigatran etexilate
(“Investigational Product”) according to the
Clinical Trial Protocol for BI Trial No. 1160.108
including all documents attached thereto and
referenced therein (“Protocol”) entitled “,,Open
label, single arm safety prospective cohort study
of dabigatran etexilate for secondary prevention
of venous thromboembolism in children from 0
to less than 18 years” as amended (“Trial”),
incorporated herein by reference and provided to
Provider and Investigator by the Sponsor under
separate cover in the regulatory document package,
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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 Krilové, zastoupena prof.
MUDr. Vladimirem Pali¢kou, CSc., dr. h. c.,
teditelemDIC: CZ00179906
(déle jen ,,Poskytovatel)

a

Fakultni nemocnice Hradec Kralové
Détska klinika, Odd€leni vétSich déti 1.
Sokolska 581
500 05 Hradec Krélové - Novy
Hradec Kralové
(dale jen ,,ZkousSejici*)

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE Zadavatel
jakoZto vyzkumnd farmaceutickd spolecnost je
zadavatelem a provadi klinické hodnoceni
Dabigatran etexilate (déle jen ,,Hodnoceny 1é¢ivy
ptipravek”) podle Protokolu o klinickém
hodnoceni BI ¢. 1160.108 (dale jen ,,Protokol®),
véetné vSech dokumentl, které jsou pfilozeny
k Protokolu nebo na néz se Protokol odvolava,
sniazvem ,,Oteviené, prospektivni kohortové
klinické hodnoceni s jednou vétvi, hodnotici
bezpe¢nost dabigatran etexilatu v sekundarni
prevenci Zilniho tromboembolismu u déti ve
véku od 0 do 18 let“, v platném znéni (dale jen
,»Klinické hodnoceni*), zaclenénych do této
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with the protocol being preferred from the medical
point of view; and

WHEREAS, Sponsor has engaged a
Contract Research Organisation (“CRO”) -
Pharmnet, s.r.o., Peckova 13, 186 00 Praha 8, 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 Provider and Investigator to carry out
the Trial in accordance with the Protocol; and

WHEREAS, Provider 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, as an employee
of Provider, is engaged in medical research and
desires to participate in and serve as the principal
Investigator and to conduct clinical investigations
as part of the Trial, as contemplated by this
Agreement.

NOW, THEREFORE, Parties hereto agree
as follows:

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator
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Smlouvy prostiednictvim odkazu a poskytnutych
Zadavatelem Poskytovateli a Zkousejicimu
samostatn¢ v balicku regulacnich dokument,
pficemZ protokol md pfednost z medicinského
hlediska; a

VZHLEDEM K TOMU, ZE Zadavatel
najal smluvni vyzkumnou organizaci (Contract
Research Organisation — ,,CRO* Pharmnet,
s.r.o., Peckova 13, 186 00 Praha 8), aby jako
nezavisly dodavatel, ale nikoli strana této
Smlouvy vykondvala v zastoupeni Zadavatele
nckteré jeho tukoly ve vztahu ke Klinickému
hodnoceni, které mohou zahrnovat zejména
sjedndvani a sprdvu smluv, monitorovini mista
vykonu klinického hodnoceni a/nebo jiné ¢innosti
souvisejici s Klinickym hodnocenim; a

VZHLEDEM K TOMU, ZE Zadavatel
hodl4 ziskat sluzby Poskytovatele a ZkouSejiciho
k provddéni Klinického hodnoceni v souladu s
Protokolem; a

VZHLEDEM K TOMU, ZE
Poskytovatel provozuje objekt, ktery se zabyva
vyzkamem a poskytovanim sluzeb vcetné
zajistovani, provozovani a dokumentovani
klinického vyzkumu, testd a hodnoceni a pieje si
Ucastnit se jako misto vykonu klinického
hodnoceni provddéni Klinického hodnoceni
zamyS$leného touto Smlouvou; a

VZHLEDEM K TOMU, ZE Zkousejici,
jakozto zaméstnanec Poskytovatele, se zabyvd u
Poskytovatele medicinskym vyzkumem a pieje si
UcCastnit se a pisobit jako hlavni Zkousejici a
provadét klinickd hodnoceni jako soucast
Klinického  hodnoceni  zamyS$leného  touto
Smlouvou.

NYNI, ZTOHOTO DUVODU se
Smluvni strany dohodly takto:
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1. OBLIGATIONS OF PROVIDER AND

1.1

1.1.1

1.1.3

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

INVESTIGATOR
Conduct of the Trial.

Protocol. Investigator will conduct
the Trial at Provider’s facility/-ies
located at University hospital Hradec
Kralove, Children Clinic, Department
of older children 1., Sokolska 581, 500
05 Hradec Kralove — Novy Hradec
Kralove

in accordance with the Protocol and
this Agreement.

Trial Staff and Facilities. Provider
and/or Investigator will provide an
adequate  number of qualified
cooperating persons (“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 Provider or Investigator,
and/or  contractors engaged by
Provider 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
Provider or Investigator who assist
Provider and Investigator with the
Trial. Provider and Investigator shall
inform Sponsor promptly in writing
(or 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

BI Contract No./ Smlouva BI ¢.: 382036

1. POVINNOSTI POSKYTOVATELE A

1.1

1.1.1

1.1.2

1.1.3

ZKOUSEJICIHO
Provadéni Klinického hodnoceni.

Protokol. ZkouSejici bude provadét
Klinické hodnoceni v objektu/
objektech  Poskytovatele  Fakultn{
nemocnice Hradec Kralové, Détska
klinika, Oddé¢leni vétSich déti I,
Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové v souladu
s Protokolem a touto Smlouvou.

Personal a objekty pro provadéni
Klinického hodnoceni. Poskytovatel
a/nebo Zkousejici zajisti odpovidajici
pocet kvalifikovanych
spolupracujicich osob (didle jen
,,Persondlu Klinického hodnoceni*) a
odpovidajici  objekty a  budou
vyzadovat od Persondlu Klinického
hodnoceni, aby v objektech provadél
Klinické hodnoceni fddné a bezpecné
a v souladu s Protokolem a
PrisluSnymi pradvnimi piedpisy (dle
definice niZe). Personalem Klinického
hodnoceni se rozumi zejména veSketi
zam¢stnanci  Poskytovatele  nebo
Zkousejiciho a/nebo spolupracovnici
najati Poskytovatelemnebo
ZkouSejicim, kteti se  zabyvaji
provddénim Klinického hodnocent,
véetné vSech pomocnych
zkousejicich, koordindtort studie a
veskerych jinych spolupracovniki,
zastupct a zaméstnancii Poskytovatele
nebo ZkouSejictho, ktefi pomdhaji
Poskytovateli a  ZkouSejicimu s
provddénim Klinického hodnoceni.
Poskytovatel a  ZkouSejici  jsou
povinni neprodlené informovat
Zadavatele pisemné (¢i e-mailem) o
vSech zméndch, které ovliviuji
Persondl Klinického hodnoceni a/nebo
objekty, v nichZ se provadi.

Provadéni Klinického hodnoceni a
delegovani  povinnosti.  Veskery
vyzkum a procedury souvisejici s
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performed only by the Investigator or
Trial Staff assigned thereto by
Provider and/or Investigator and
Investigator will personally supervise
the work or all assigned Trial Staff,
and neither Provider nor Investigator
may delegate this duty to a third party.
Estimated duration of clinical trial —

1.1.4 Compliance. Provider and
Investigator agree to conduct the
Trial in a diligent, efficient, and
skillful manner, consistent with sound
scientific procedures and in strict

accordance with

(i) this Agreement,

(i1) the Protocol including
amendments / modifications,

(111) 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 Provider and/or
Investigator shall conduct the
Trial; with all relevant laws, in
particular Act No. 378/2007
Coll., on Pharmaceuticals and on
Amendments to Certain Related
Acts (Act on Pharmaceuticals)

(hereinafter ~ the  "Act on
Pharmaceuticals"), Act  No.
372/2011 Coll., on Health

Services, as amended , including
the implementing regulations to
these laws (in particular Decree
No. 226/2008 Coll., establishing
good clinical practice.

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator
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Klinickym hodnocenim bude provadét
pouze ZkouSejici nebo Persondl
Klinického  hodnoceni  pfidéleny
Poskytovatelem a/nebo Zkousejicim a
ZkouSejici bude osobné dohlizet na
praci veskerého pridéleného Personalu
Klinického hodnoceni a Poskytovatel
ani ZkouSejici nesmi pfenést tuto
povinnost na tieti osobu.

Ptedpokladana délka trvani

Klinického hodnoceni — ||| Gz

1.1.4 Dodrzovani predpisi. Poskytovatel a
Zkousejici zavazuji provadét Klinické
hodnoceni svédomité, efektivné a
kvalifikovang, v souladu se spravnymi
védeckymi  postupy a v pfisném
souladu

(i) s touto Smlouvou,

(i1) s Protokolem, vcetné veSkerych
dodatki/zmén,

(111) s poradacem ZkouSejiciho v misté
provadéni klinického hodnoceni
(investigator site file - ISF),

(iv) s veSkerymi konkrétnimi pokyny
pro Klinické hodnoceni, jinymi

nez Protokol, vydanymi
Zadavatelem, které konkrétné
souviseji a vztahuji se ke
Klinickému hodnoceni a
poskytuji dodate¢né informace
a/nebo pokyny ohledné toho, jak
musi Poskytovatel a/nebo
ZkouSejici  provadét  Klinické
hodnocenit;

s veSkerymi piisluSnymi zdkony zejména

zakonem ¢. 378/2007 Sb., o 1léCivech a o
zméndch nékterych souvisejicich zdkonl
(zdkon o lécivech) (ddle jen ,Ziakon
Ié¢ivech®), zakonem ¢. 372/2011 Sb., o
zdravotnich sluzbach v platném znéni, véetné
provadécich predpist k témto zdkonim
(zejména vyhlaSkou €. 226/2008 Sb., kterou
se stanovi spravna klinicka praxe.
(v) s Harmonizovanou trojstrannou
smérnici Mezinarodni konference
o harmonizaci o spravné klinické
praxi (International Conference

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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1.2

1.2.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

(v) 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 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 Provider Review
Board/ Ethics Committee
(“IRB/EC”), Regulation 2016/679
of the European Parliament and

of the Council (hereinafter
referred to as GDPR)(in the
following collectively

“Applicable Law”).

Qualification of Investigator and
other Trial Staff.

Qualification. Provider will ensure
that Investigator and Trial Staff are, 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,
Provider and Sponsor may mutually
agree to a substitute Investigator.
Provider will notify Sponsor, in
writing, immediately upon learning
that the Investigator is or will be
unable to perform any of the activities
of the Trial. Provider will use its best
efforts to identify and obtain a

BI Contract No./ Smlouva BI ¢.: 382036

1.2

1.2.1

on Harmonisation Harmonised
Tripartite Guideline for Good
Clinical Practice — ,,JCH GCP*),
se zdsadami stanovenymi Vv

aktudlni verzi Helsinské
deklarace (pokud mistni zdkony
nevyzaduji  uplathovani  jiné

verze), a v piisluSnych piipadech
s pravidly sprdvné vyrobni a
spravni  laboratorni praxe a
s pravidly, jimiz se fidi sbér a
skladovani vzorkt lidskych tkani
a provadéni testt DNA, a rovnéz
se souvisejicimi  predpisy a
rozhodnutimi statnich a
regulacnich orgdnti, s veSkerymi
podminkami piislusné Revizni /
Etické komise Poskytovatele
(Review Board/Ethics Committee
- . IRB/EC*), Narizenim
Evropského parlamentu a Rady ¢.
2016/679 (dale jen
,»GDPR*)(spolecné¢  dédle jen
,,Prislusné pravni predpisy*).

Kbvalifikace Zkousejiciho a jiného
Personalu Klinického hodnoceni.

Kvalifikace. Poskytovatel zajisti, aby
ZkouSejici a Persondl Klinického
hodnoceni méli vzdy bé&hem doby
platnosti této Smlouvy odpovidajici
odbornou kvalifikaci (vzd€lani a
praxi) k provadéni Klinického
hodnoceni, v souladu S touto
Smlouvou a s Protokolem. Jestlize
ZkouSejici nebude kdykoli nadéle
kvalifikovan nebo schopen vykonavat
kteroukoli ¢innost v radmci Klinického
hodnoceni, Poskytovatel a Zadavatel
se mohou vzijemné dohodnout na
ndhradnim ZkousSejicim. Poskytovatel
bude Zadavatele pisemné informovat
okamzit¢ poté, co se dozvi, Ze
Zkousejici je nebo nebude schopen
vykonavat kteroukoli z Cinnosti v

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
zafizeni a Zkousejici
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1.2.2

1.3

1.3.1

1.3.2

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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 14.3
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 Trial 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 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. Provider and Investigator
agree that this Agreement may be
forwarded to competent regulatory
authorities as well as the competent

BI Contract No./ Smlouva BI ¢.: 382036

1.2.2

1.3

1.3.1

1.3.2

ramci Klinického hodnoceni.
Poskytovatel vynaloZi maximdln{ dsili
na nalezeni a ziskdni ndhradniho
Zkousejiciho piijatelného pro
Zadavatele do tficeti (30) dnd po
takovém oznameni Zadavateli. Jestlize
nebude moci byt pfijatelny Zkousejici
ziskan do tficeti (30) dnl, Zadavatel
muze dle svého uvdZeni okamzité
ukonCit tuto Smlouvu v souladu s
Clankem  14.3  niZze. = N&hradni
Zkousejici musi pied prevzetim role
Zkousejictho pisemné souhlasit s tim,
Ze bude vdzian vSemi povinnostmi,
ustanovenimi a podminkami této
Smlouvy.

Strukturovany Zivotopis. Zkousejici
pfedlozi  aktudlni  strukturovany
zivotopis  Zkousejiciho, veSkerych
spoluzkousejicich a podle pozadavk i
Persondlu klinického hodnoceni nebo
tretich osob pfidé€lenych k provadéni
Klinického  hodnoceni a  dalsi
piisluSnou dokumentaci poZadovanou
Zadavatelem, piislusnou IRB/EC nebo
regula¢nimi orgény.

Oznameni a podani

Oznameni/podani u  1fednich
organi a IRB/EC. Zadavatel pied
zahdjenim Klinického hodnoceni a
bé¢hem jeho provadéni v souladu
s PfisluSnymi  prdvnimi  pfedpisy
zajisti, aby (i) byla uCinéna vSechna
potfebnd podani, ozndmeni a/nebo
zadosti, (ii) byla k dispozici vSechna
potfebnd dokumentace a informace a
(iii)  byly  obstardny  vSechny
pozadované provérky a  ziskdny
vSechny potfebné souhlasy (nebo
kladnd stanoviska) ptislusnych
regulacnich orgdnti a kompetentnich
IRB/EC.

Smlouva. Poskytovatel a ZkouSejici
souhlasi s tim, Ze tato Smlouva muze
byt preddna piisluSnym regulacnim
orgdnim a pfislusSnym IRB/EC na

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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Page/Strana 6 of/z 65



14

1.4.1

1.5

1.5.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

IRB/EC, where requested by such

authorities, under the terms and
conditions laid down in this
Agreement, in particular in
accordance with Section 5
“Confidentiality”.

Recruitment and Enrollment of
Trial Participants.

Investigator will enroll subjects as
participants in the Trial (“Trial
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.

1.42 Provider 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.

Estimated number of Trial
Participants [J}

Informed Consent, Data
Protection/Privacy.

Trial Participant Consent. Provider
and Investigator shall ensure to have

BI Contract No./ Smlouva BI ¢.: 382036

14

1.4.1

1.4.2

1.5

1.5.1

jejich  Zadost, a to za podminek
stanovenych v této Smlouvé, zejména
dle ¢lanku 5 ,,Ml¢enlivost®.

Nabor a zarazovani Subjekti
hodnoceni.

ZkouSejici zatadi subjekty jako
ucastniky Klinického hodnoceni (déle
jen ,,Subjekty hodnoceni) v souladu
s ustanovenimi a podminkami
Protokolu,  PfisluSnych  pravnich

predpisi a této Smlouvy. ZkouSejici
zatadi Subjekty hodnoceni v piisném

souladu s vyfazovacimi a
zafazovacimi  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 provdadéni klinického
hodnoceni a ndbor bude konkuren¢ni
a bude ukoncen, jakmile bude
shromdzdén poZadovany pocet
hodnotitelnych Subjektli hodnoceni.
Pokud  ZkouSejici  ziskd  dalsi
kvalifikované osoby jako Subjekty
hodnoceni v poctu vySSim nez
maximdlni pocet zafazenych Subjektl
hodnoceni uvedeny v Protokolu nebo
jinak pisemné urCeny Zadavatelem,
ZkouSejici muze  zaradit  dalsi
Subjekty hodnoceni az tehdy, kdyz

obdrzi od Zadavatele pifedchozi
pisemny souhlas.
Predpokladany  poCet zatfazenych
Subjektii hodnocent]
Informovany souhlas, ochrana
ddaji/soukromi.
Souhlas Subjektu hodnoceni.

Poskytovatel a ZkousSejici zajisti, aby

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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1.5.2

(i) obtained from each  Trial
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
relation with the Trial (and a
separate  consent for future
research/biobanking, where
applicable), in accordance with
the IC form provided by the
Sponsor and approved by the
competent IRB/EC

(i) the respective data collection
form on file before the Trial
Participant begins to participate in

the Trial.

Data Protection Laws. During the
term of this Agreement, Sponsor and
Provider/Investigator may collect,
share, process or use certain personal
data (as the term is defined in the Data
Protection Laws). “Data Protection
Laws” means (i) any law, statute,

declaration, decree, directive,
legislative enactment, order,
ordinance, regulation, rule or other
binding restriction (as amended,

consolidated or re-enacted from time
to time) which relates to the protection
of individuals with regards to the
processing of personal data to which a
Party is subject, in particular,
Regulation (EU) 2016/679 on the
protection of natural persons with
regard to the processing of personal
data (the “General Data Protection
Regulation — GDPR”); and (ii) any
code of practice or guidance published
by a relevant regulatory body from
time to time. Provider and
Investigator  will only  process

BI Contract No./ Smlouva BI ¢.: 382036

1.5.2

(i) obdrzeli od kazdého Subjektu
hodnoceni pted jeho zafazenim
do Klinického hodnoceni platny,

datovany a podepsany
informovany souhlas (déle jen
LIS¥)  (a) sucasti  Subjektu
hodnoceni v Klinickém
hodnoceni, a (b) se

shromazd’ovanim, skladovanim a
zpracovavanim osobnich udaji
Subjektu hodnoceni v souvislosti
s Klinickym hodnocenim (a

pifipadné¢ zvlasStni souhlas s
budoucim vyzkumem/vyuZzivanim
biobanky), v souladu
s formuldfem IS poskytnutym
Zadavatelem a  schvdlenym
piisluSnou IRB/EC,

(1) méli v  poradaCi  prisluSny
formuldi pro sbér udaju jesté
pfedtim, nez se  Subjekt
hodnoceni zacne tcastnit

Klinického hodnoceni.

Pravni predpisy na ochranu
osobnich wddaji. Po dobu platnosti

této Smlouvy jsou Zadavatel a
Poskytovatel/Zkousejici opravnéni
shromazd’ovat, sdilet, zpracovdvat

nebo uZzivat urcité osobni tdaje (jak je
tento pojem definovdn v Privnich
pfedpisech na ochranu osobnich
udaji). ,Prdvnimi  pfedpisy na
ochranu osobnich ddaji* se rozumi (i)
jakykoli ptedpis, zdkon, prohlaSend,
vyhlaska, smeérnice, legislativni akt,
pfikaz, pravidlo, nafizeni nebo jiné

zavazné omezeni (ve znéni
piipadnych pozd¢jSich  novelizaci,
konsolidaci nebo opétovné pftijaté

legislativy), které se tykaji ochrany
fyzickych osob ve vztahu ke
zpracovani osobnich ddajii a kterymi
je Smluvni strana povinna se fidit,
zejména nafizeni (EU) 2016/679 o
ochrané fyzickych osob v souvislosti
se zpracovanim osobnich udaji (dile
jen ,,VSeobecné nafizeni o ochrané
osobnich ddaji — GDPR%); a (ii)
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1.5.3

1.5.4

personal data as permitted under
applicable Data Protection Laws.

Privacy Notice. To enable personal
data of the Investigator and Trial Staff
involved in the Trial to be processed
by Sponsor or any of its Affiliates,
third party vendors involved in the
Trial, IRBS/ECs, and regulatory
authorities, within or outside the
country where such data originates, in
relation to the Trial, the Sponsor
provides to Provider a privacy notice.
Provider shall download such privacy
notice under the following link:
https://clinicaltrials.boehringer-
ingelheim.com/ layouts/clinicalstudy/
Data%?20Protection%?20Information.p
df and distribute it to Investigator and
Trial Staff immediately upon the
Effective Date of this Agreement.

Notification and  Cooperation.
Investigator and/or Provider shall
notify the Sponsor about the identity
of the Data Protection Officer / Data

Privacy  Officer  appointed  at
Investigator/Provider. Provider and
Investigator shall notify Sponsor

immediately in writing (but in no
event later than three (3) days from
the date) of any (i) loss or misuse (by
any means) of personal data of Trial
Participants or of the Sponsor's

BI Contract No./ Smlouva BI ¢.: 382036

1.5.3

1.54

jakykoli kodex zdsad nebo pfirucka
zvetejnéné pfilezitostné¢ piisluSnym
regulatornim organem. Poskytovatel a
ZkouSejici budou osobni ddaje
zpracovavat pouze tak, jak jim to bude
dovoleno  pfisluSnymi  Pravnimi
ptredpisy na ochranu osobnich udajt.

Informace o ochrané osobnich
udaji/soukromi. Aby mohly byt
osobni tdaje Zkousejiciho a Personélu

Klinického hodnoceni, ktery se
ucastni Klinického hodnoceni,
zpracovavany Zadavatelem ¢i

kteroukoli z jeho Sptfiznénych osob,
tretimi osobami — proddvajicimi, ktef{
se ucastni Klinického hodnoceni,
IRB/EC a regulatornimi organy, v
rdmci zem¢, kde maji tyto tudaje
pivod, nebo v zahranici, v souvislosti
s Klinickym hodnocenim, poskytuje
Zadavatel Poskytovateli informaci o

ochran¢ osobnich uddaji/soukromi.
Poskytovatel si tuto informaci o
ochran¢ osobnich udaji/soukromi

stdhne prostrednictvim ndsledujiciho
odkazu:
https://clinicaltrials.boehringer-
ingelheim.com/_layouts/clinicalstudy/
Data%?20Protection%?20Information.p
df a pfeda ji ZkouSejicimu a Persondlu
Klinického hodnoceni ihned po Datu
ucinnosti této Smlouvy.

Oznameni a spoluprace. Zkousejici
a/nebo Poskytovatel oznami
Zadavateli totoZnost Povéfence pro
ochranu osobnich tdaji/Povéfence
pro ochranu soukromi ustanoveného u
Zkousejiciho/Poskytovatele.

Poskytovatel a ZkousSejici
bezodkladné a pisemné (v Zadném
piipad¢ vSak pozdéji nez ve lhité tif
(3) dnli) oznami Zadavateli (i) ztratu
nebo zneuZiti (jakymkoli zplsobem)
osobnich udajii Subjektli hodnoceni

personnel related to the subject of the nebo pracovnikil Zadavatele
Agreement; (ii) inadvertent, souvisejici s predmétem Smlouvy; (ii)
unauthorized, and/or unlawful nahodné, neopravnéné a/nebo
processing, collection, storage, protipravni zpracovani,
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1.5.5

1.6
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disclosure, access, alteration,
corruption, transfer, or sale or rental,
destruction, or use of personal data of
Trial Participants or of the Sponsor's
Personnel related to the subject of the
Agreement; or (iii) any other act or
omission that compromises the
security, confidentiality, or integrity
of personal data of Trial Participants
or of the Sponsor's Personnel related
to the subject of the Agreement, to
enable the Sponsor to consider what
action is required in order to resolve
the issue in accordance with
applicable Data Protection Laws. If
requested by Sponsor in order to
enable Sponsor to comply with
applicable Data Protection Laws,
Provider and Investigator will, and
will cause its Trial Staff to assist and
cooperate with Sponsor to address any
data protection/privacy issue relating
to the Trial.

Contact Point. Under the IC Provider
will be appointed as the point of
contact for any data protection related
requests concerning Provider or
Sponsor in connection with the Trial
and any wuse of personal data
according to the IC. Provider shall be
responsible to handle such requests
(including sharing such requests with

Sponsor,  where required) and
communicate with Trial Participants;
Sponsor will provide reasonable

assistance where required to ensure
compliance with Trial Participants'

BI Contract No./ Smlouva BI ¢.: 382036

1.5.5

rights under  applicable  Data
Protection Laws.
Adverse Event Reporting. 1.6

Investigator will collect, document

shromazd’ovani, uchovavani,
zpiistupnéni, pfistup, pozménéni,

poskozeni, pfenos nebo prodej ¢i
prondjem, znieni ¢i uZiti osobnich

tdaji  Subjekti hodnoceni nebo
Pracovnikli Zadavatele souvisejici
s pfedmétem Smlouvy; nebo (iii)

jakékoli jiné jedndni nebo opominuti,
které ohrozi bezpecnost, divérnost
nebo celistvost osobnich uddajh
Subjektti hodnoceni nebo Pracovniki
Zadavatele, aby mohl Zadavatel
souvisejici s predmétem  Smlouvy
posoudit, jakd opatfeni jsou potieba k
vyfeSeni tohoto problému v souladu s
pfisluSnymi Pravnimi predpisy na
ochranu osobnich udaji. Pokud o to
Zadavatel pozadd, aby mohl dodrzet

povinnosti  stanovené  piisluSnymi
Pravnimi  pfedpisy na  ochranu
osobnich udaju, poskytnou
Poskytovatel a ZkouSejici Zadavateli
pomoc a spoluprici za tuUcelem
vyteSeni jakéhokoli problému v
oblasti ochrany osobnich

udaji/soukromi, ktery se bude tykat
Klinického hodnoceni, a zajisti, aby
totéz ucinil 1 Persondl Klinického
hodnoceni.

Kontaktni misto. Dle IS bude
Poskytovatel urCeno jako kontaktni
misto pro jakékoli Z4dosti souvisejici
s ochranou osobnich udaji a tykajici
se Poskytovatele nebo Zadavatele v
souvislosti s Klinickym hodnocenim a
jakymkoli uZivanim osobnich ddaji
dle IS. Poskytovatel bude povinno
tyto Zadosti vyfizovat (v€etné sdileni
téchto Zadosti se Zadavatelem, bude-li
to potfeba) a komunikovat se Subjekty
hodnocent; Zadavatel  poskytne
pfiméfenou soucinnost, bude-li to
potiebné k zajiSténi souladu s pravy
Subjektli hodnoceni dle pfislusnych
Pravnich  pfedpisi. na  ochranu
osobnich udajt.

nezadoucich  udalosti.
bude shromazd’ovat,

Hlaseni
Zkousejici
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1.7

1.7.1

1.7.2

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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 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
will 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”.

Use of Trial Drug. Provider 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

BI Contract No./ Smlouva BI ¢.: 382036

1.7

1.7.1

1.7.2

dokumentovat a hlasit informace o
vSech zdvaZznych 1 nezdvaZnych
nezdadoucich udalostech definovanych
v Protokolu (ddle jen ,Nezadouci
udalosti*‘), které nastanou u kazZdého
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 v pofadaci
Zkousejiciho v mist¢ provadéni
klinického hodnoceni zkousejiciho
(investigator site file — ISF),
s PrisluSnymi pravnimi predpisy a
s jakoukoli podminkou nebo

schvdlenim uloZzenym EC/IRB nebo
piisluSnymi regula¢nimi nebo statnimi

orgdny. To zahrnuje poskytnuti
dostupnych  ddaji  z ndslednych
kontrol a podrobnych zdravotnich

informaci. ZkouSejici zajisti vcasné
obdrZzeni divérnych bezpecnostnich
informaci od Zadavatele tim, zZe bude
dodrZzovat Zadavatelovy pokyny a
pozadavky.

Pouziti Hodnoceného 1éCivého
pripravku a jinych materiali

Definice Klinicky hodnoceného
léCiva. Zadavatel  poskytne vedle
Hodnoceného 1é¢ivého pripravku také
poskytnout nebo zajistit piipadné
poskytnuti jinych léciv, ktera budou
pouzita v  Klinickém hodnoceni
v souladu s Protokolem. Hodnocené
1éCivo a tato jind léCiva jsou spolecné

didle oznaCovana jako ,Klinicky
hodnocené 1éCivo*.

Pouziti  Klinicky = hodnoceného
lé¢iva. Poskytovatel a Zkousejici

zajisti, aby bylo jakékoli Klinicky
hodnocené 1éCivo podavano pouze
Subjektim  hodnoceni v pifisném
souladu s Protokolem a pouze pod
dohledem Zkousejiciho. Z4dné
Klinicky hodnocené 1éCivo nebude

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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1.7.3

2.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

described in the Protocol.

BI Contract No./ Smlouva BI ¢.: 382036

Storage, Accounting, Return and 1.7.3

Destruction. Provider 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 wused which will be
documented in the Trial Drug
accountability log. Upon completion
or termination of the Trial, Provider
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.

OBLIGATIONS OF SPONSOR

Supply of Trial Drug. Sponsor will
supply the Investigational Product
(dabigatran etexilate) for use in the
Trial at no cost to Provider or
Investigator. If needed by Protocol
Sponsor will also supply or arrange
for the provision of any other Trial
Drug to be used in the Trial at no cost
to Provider or Investigator, either
through provision of such Trial Drug
by Sponsor or reimbursement to
Provider by a third party payor.
Provider 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
compensation for Provider and
Investigator, and not a condition of
ordering, prescribing or

recommending products or services
and the Sponsor.

2.1

nikdy pouzZito 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
1é¢iva (odd€lené od ostatnich 1éCiv) na
bezpecném misté s omezenym
piistupem, za nélezitych klimatickych
podminek uvedenych v Protokolu a
(ii) za vyuctovani veSkerého Klinicky
hodnoceného 1é¢iva bez zietele na to,
zda je ¢i bylo uzivdno, coZ bude
doloZeno v zdznamu o jeho uzivani.

Po  dokonfeni nebo  ukonceni
Klinického hodnoceni provede
Poskytovatel soupis veSkerého
mnozstvi pouZzitého Klinicky
hodnoceného  1é¢iva a  podle

rozhodnuti Zadavatele vrati, ponecha
si nebo zni¢i vSechno nepouZzité
Klinicky hodnocené 1é¢ivo v souladu
s pokyny Zadavatelem a na naklady
Zadavatele.

POVINNOSTI ZADAVATELE

Dodavka Klinicky hodnoceného
lé¢iva. Zadavatel dodd Hodnoceny
1é¢ivy piipravek (dabigatran etexildt)
k pouziti v Klinickém hodnoceni
bezplatné Poskytovateli nebo
ZkouSejicimu. Pokud to vyZaduje
protokol, Zadavatel poskytne rovnéz
Poskytovateli nebo  ZkouSejicimu
bezplatné¢ jiné Klinicky hodnocené
lé€ivo  kpouziti pii  Klinickém
hodnoceni, a to bud piimo, nebo
poskytnutim nahrady tieti osobé za
jeho poskytnuti Poskytovateli.
Poskytovatel a ZkouSejici berou na
védomi a prohlaSuji, Ze bezplatné
dodani Klinicky hodnoceného 1éciva

neni zamySleno jako pfimé nebo
nepiimé poskytnuti odmény nebo
ndhrady Poskytovateli a
ZkouSejicimu, ani jako podminka pro
objednant, predepisovani nebo

doporucovéani vyrobkii nebo sluzeb a

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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2.2

23

24

2.5

25.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

The Investigational product will be
delivered to the hospital pharmacy,
always in  properly  packaged
containers intended for the
Investigational product and marked in
accordance with the provisions of
paragraph 19 (1) e) Decree No.
226/2008 Coll., on Good Clinical
Practice. Deliveries of the
Investigational Product will take place
on Mon-Fri from 7:00 am to 2:00 pm
in the hospital pharmacy building of
Provider.

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
Budget. As compensation for Trial

services  performed under this
Agreement, Sponsor will compensate

BI Contract No./ Smlouva BI ¢.: 382036

2.2

23

24

2.5

25.1

Zadavatele.

Hodnoceny 1éCivy piipravek bude
dodavan do nemocni¢ni 1ékarny, vzdy
v fadné€ zabalenych obalech ur¢enych
pro hodnoceny 1éCivy ptipravek a
oznaCeny v souladu s ustanovenim
paragrafu 19 odst. 1 pism. e) vyhlaSky
€.226/2008 Sb., o spravné klinické

praxi. Dodavky Hodnoceného
lé¢ivého  ptfipravku  se  budou

uskutecnovat v Po-Pa4 od 7.00 h do
1400 h do budovy nemocni¢ni
1ékarny Poskytovatele.

Informace pro Zkousejiciho.
Zadavatel poskytne ZkouSejicimu
aktudlni BroZuru Zkousejiciho, ktera
obsahuje informace o chemickych,
farmaceutickych, toxikologickych,
farmakologickych a klinickych tdaja
o Klinicky hodnoceném 1écivu.

Oznameni/podani u  1fednich
organi a IRB/IC. Zadavatel pred
zahdjenim Klinického hodnoceni a
béhem jeho provadéni v souladu
s PfislusSnymi ~ prdvnimi  pfedpisy
zajisti, aby (i) byla uCinéna vSechna
potfebnd podani, ozndmeni a/nebo
zadosti, (ii) byla k dispozici vSechna
potfebnd dokumentace a informace a
(iii)  byly  obstardny  vSechny
pozadované provérky a  ziskdny
vSechny potfebné souhlasy (nebo
kladnd stanoviska) ptislusnych
regulacnich orgdnti a kompetentnich
IRB/EC. Zadavatel/CRO budou pied
zahdjenim  Klinického hodnoceni,
v jeho pribéhu a pfi jeho ukonceni
odpovidat za komunikaci
s regulacnimi orgdny a piisluSnymi
EK.

Odména

Rozpocet. Zadavatel poskytne
Poskytovateli a ZkouSejicimu
ndhradou za poskytovani sluzeb

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
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252

253

254
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Provider and Investigator at fair
market value as set forth in the
payment  schedule attached as
Appendix 1 (“Payment Schedule”).
Such amounts are fully covering all
services provided by Provider and
Investigator in connection with the
Trial and include all applicable direct
and indirect costs, overhead, fees, and
other assessments due to Provider,
Investigator and other persons or
entities providing any services or
goods in connection with the Trial.
Either Party to this Agreement shall

bear its own costs arising in
connection with the preparation,
negotiation, execution and
performance of this Agreement,

including but not limited to, all legal
fees, auditor’s fees and other
professional fees. All payments will be
made to the Provider, which will
redistribute the funds on the basis of the
Internal Directive.

The Sponsor and the CRO undertake
not to close any separate agreement
with the Investigator or with the Trials
staff for this clinical trial

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

Final Accounting and Payment.
Final payment hereunder will be

BI Contract No./ Smlouva BI ¢.: 382036

252

253

254

v ramci Klinického hodnoceni dle této
Smlouvy odménu vredlné trzni
hodnoté, uvedenou v platebnim
rozvrhu v Pfiloze 1 (déle jen ,,Platebni
rozvrh®). Tyto ¢astky v plném rozsahu
kryji vSechny sluzby poskytované
Poskytovatelem a ZkouSejicim
v souvislosti s Klinickym hodnocenim
a zahrnuji veSkeré piislusné piimé a
nepiimé ndklady, reZii, poplatky a jiné
vyméiené castky splatné
Poskytovateli, ZkouSejicimu a jinym
fyzickym nebo pravnickym osobam
poskytujicim jakékoli sluzby nebo
zbozi vsouvislosti s Klinickym
hodnocenim. Kazdd Smluvni strana
této Smlouvy ponese své vlastni
naklady vzniklé v souvislosti
s ptipravou, sjedndnim, uzavienim a
plnénim této Smlouvy, zejména
vSechny ndklady na pravni zastoupeni,
odmény  auditorim a  dal§im
odbornikim. Veskeré platby budou
uskutecnény ve prospéch
Poskytovatele, ktery finan¢ni
prostiedky déle prerozdéli na zakladé
interni smérnice.

Zadavatel a CRO se zavazuji, Ze na
toto klinické hodnoceni neuzaviou
Zadnou  separdtni  smlouvu  se
Zkousejicim ¢i s Persondlem
klinického hodnoceni.

Pieplatky vzniklé béhem
Klinického  hodnoceni.  Jestlize
Zadavatel poskytne Poskytovateli a
ZkouSejicimu  béhem  Klinického
hodnoceni odménu v ¢astce vySsi nez
Castka splatna dle Platebniho rozvrhu,
vratit mu  Poskytovatel  a/nebo
Zkousejici tyto preplatky do Sedesati
(60) dnii po pisemném upozornéni ze
strany Zadavatele nebo poté, co
Poskytovatel nebo ZkouSejici zjisti
takovy pfeplatek, podle toho, co
nastane drive.

Zavéretné vyuactovani a platba.
ZavéreCna platba dle této Smlouvy
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expressly conditioned upon receipt by
Sponsor of any and all required data
or other information from Provider
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 Provider/Investigator, when all
(original paper and electronic) case
report forms (“CRFs/eCRFs”) have
been completed and logged for all
Trial Participants enrolled/entered at
Provider/Investigator, all queries to

Provider/Investigator ~ have  been
resolved, and
Provider’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 and shall bear, pay
or set-off its own Taxes assessed
by a tax or other authority except
as otherwise set forth in this
Agreement.

“Taxes” shall mean all forms of
preliminary or finally imposed
taxation, domestic and foreign
taxes, fees, levies, duties and
other assessments or charges of
whatever kind (including but not
limited to sales, use, excise,
stamp, transfer, property, value

BI Contract No./ Smlouva BI ¢.: 382036
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bude vyslovné podminéna tim, Ze
Zadavatel vcas obdrzi od
Poskytovatele a ZkouSejictho ve
form&, kterd bude pro Zadavatele
uspokojivd, veskeré pozadované tdaje
nebo jiné informace dle pozadavki
této Smlouvy a Protokolu. Zavérecna
platba  bude zpracovdna  pted
zavérecnou navstévou Zadavatele /u
Poskytovatele/Zkousejiciho, kdy
vSechny zdznamy o pacientech
zpracované v papirové i
v elektronické formé (case report
forms ,,CRFs/eCRFs*“) budou
dokonCeny a uloZeny ve vztahu ke
viem Subjektim hodnoceni
zafazenym/registrovanym u
Poskytovatele/Zkousejiciho, vyfeSeny
vSechny dotazy adresované
Poskytovateli/

ZkouSejicimu a klinicky monitor
Zadavatele provéfril a akceptoval udaje
Poskytovatele/ZkouSejicitho,  vcetné
zaznamu o odpovédnosti za udaje
Klinického hodnoceni. Zavére¢na
platba bude =zahrnovat veskeré
zbyvajici schvdlené prozatimni
odmény za ndvStévy  Subjekth
hodnoceni a/nebo veSkeré zbyvajici

schvalené  vyuctovatelné  polozky
uvedené v Platebnim rozvrhu.

Dané

(i) Obecna ustanoveni. Vsechny

platby hrazené dle této Smlouvy
nebo v souvislosti sni zahrnuji
veskeré Dan€ a kazdd Smluvni
strana odpovidd za své vlastni
Dané vymétené danovym nebo
Jjinym orgénem a bude povinna je
nést, platit nebo zapocitavat, neni-
li v této Smlouve stanoveno jinak.
,2Danémi“ se rozumi vSechny
formy pfedbézného ¢i konecného
zdanéni, vnitrostatni a zahrani¢ni
dané, poplatky, odvody, cla a jiné
vyméry nebo platby jakéhokoli
druhu (vCetné zejména, nikoli
vSak vyluéné, dani z prodeje,
uzivani, spotfebnich dani,

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
zafizeni a ZkouSejici

Page/Strana 15 of/z 65



added, goods and service,
withholding and franchise taxes)
together with any interest,

penalties or addition payable in
connection with such taxes, fees,

levies, duties and other
assessments or charges.
(ii)) 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.

2.5.6 Reporting of Payments Pursuant to

3.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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 Provider agree to
such disclosure and/or publication.
The Investigator and Provider give
their express consent that Sponsor
may use, collect, process, record,
commit and transmit their personal
data for the purpose of this
Agreement, in compliance with
GDPR.

3. TRIAL DOCUMENTS

Collection, Storage, Retention and
Destruction. Provider and
Investigator will accurately maintain,
organize, keep current, complete and
preserve all essential documents,
including, but not limited to, written

2.5.6 Hlaseni

3.1

BI Contract No./ Smlouva BI ¢.: 382036

kolkovného, dani z ptevodu,
majetku, ptidané hodnoty, zboZi a
sluzeb, sraZkovych a franSizovych
danfi), spolecné s uroky, pokutami
nebo priplatky placenymi v
souvislosti s témito danémi,
poplatky, odvody, cly a jinymi
vymérami nebo platbami.

DPH nebo podobné dané.
Vyslovné se stanovi, Ze vSechny
platby splatné dle ustanoveni této
Smlouvy neobsahuji dan
z ptidané hodnoty (DPH) nebo

(ii)

podobné nepiimé dang.
DPH/neptimé danég budou
piipocteny k platbdm dle

ustanoveni Smlouvy, jsou-li ze
zékona aplikovatelné.

plateb. Pfislusné pravni
ptedpisy v nékterych zemich vyZaduji
od vyrobcii 1éCiv a zdravotnickych
prostiedkti  hldseni o ddajich o
veSkerych hodnotich, zejména o

odméndch, pohosténi, vzdélavacich
pfedmétech, darcich, nahradach
vydaji a o jinych platbich nebo
hodnotich poskytnutych
zdravotnickym  odbornikiim.  Tato
hlaSeni Ize zvefejiovat v souladu

s ptislusnymi zdkonnymi poZadavky.
ZkouSejici a Poskytovatel souhlasi

stimto  zpfistupnovdnim  a/nebo
zvefejiovanim. ZkousSejici a

Poskytovatel davaji vyslovny souhlas
s tim, Ze Zadavatel miiZe pouZivat,
shromazd’ovat, zpracovavat,
zaznamendvat, sve€fovat a prenaSet
jejich osobni udaje pro ucely této
Smlouvy, v souladu s GDPR.

DOKUMENTY KLINI’CKEHO
HODNOCENI
Sbér, skladovani, wuchovavani a

zniceni. Poskytovatel a ZkouSejici
budou piesn¢ udrZovat, uspotadavat,
aktualizovat, dopracovévat a
uchovavat vSechny podstatné
dokumenty, zejména pisemné nebo
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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, Xx-rays, biopsy
reports, ultrasound photographs 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. Provider 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 (ii) protect the documents
from unauthorized use, access,
duplication, disclosure, loss and
damage.  Without limiting the
foregoing, Provider 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 twenty-five (25) years
following the later of the date of (i)
termination of this Agreement, or (ii)
completion of the Trial (based on the
Trial close-out visit date at the site) by
Provider and Investigator. After the
expiration of the retention period
required  above, Provider and
Investigator shall provide written
notice to the Sponsor or its designated
party and destroy all essential
documents. Provider provides
archiving free of charge for 5 years in
accordance with Act No. 378/2007
Coll. and for the next 20 years will

charge the archive I

BI Contract No./ Smlouva BI ¢.: 382036

elektronické zdznamy, kopie
papirovych origindli a elektronické
CRF, ucty, poznamky, zpravy,
materidly a ddaje shromdZzdéné nebo
zpracované jako soucdst Klinického
hodnoceni dle této Smlouvy, vcetné
klinickych ddaji a zdznaml o
zdravotni péci 0 pacienty
souvisejicich s kazdym Subjektem
hodnoceni (zejména zdznamy o 1€¢bé,
rentgeny, Zpravy 0 biopsii,
ultrazvukové snimky ~a  jind
diagnostickd zobrazeni), a veSkeré
ostatni zdznamy, tdaje nebo zprivy
souvisejici nebo vyprodukované v
rdmci  Klinického hodnoceni (napf.
Protokol, formulaf informovaného
souhlasu, zdrojova data, dokumenty
umoziujici  identifikaci  Subjektt
hodnoceni) pozadované PiisluSnymi
pravnimi pfedpisy v plném souladu
s Protokolem. Poskytovatel a
Zkousejici jsou povinni (i) uchovavat
a skladovat takové dokumenty
bezpe¢nym zpusobem odpovidajicim
piislusnému typu uddaji v souladu
s PiisluSnymi pravnimi predpisy a (ii)
chrdnit  tyto  dokumenty  pfed
neoprdvnénym uZzivanim, piistupem,
zptistupnénim, ztrdtou a posSkozenim.
Bez omezeni vySe uvedenych
ustanoveni budou Poskytovatel a
Zkousejici archivovat zékladni
pofada¢ klinického hodnoceni, ktery
obsahuje vSechny podstatné
dokumenty, jez umoZni ovéfit
provadéni Klinického hodnoceni a
kvalitu  ddaji  vyprodukovanych
v ptvodnim formatu po dobu dvaceti
peti (25) let po (i) datu ukonceni této
Smlouvy nebo (ii) datu dokonceni
Klinického hodnoceni podle toho,
které z téchto dat nastane pozdéji (na
zakladé data zaveéreCné navstévy
Klinického hodnoceni na misté
provadéni klinického hodnoceni). Po
uplynuti shora poZzadované doby
uchovavani poskytnou Poskytovatel a
Zkous$ejici  pisemnou  informaci
Zadavateli nebo jim urCené osob¢ a
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The invoice for charged archiving will
be issued after the contract has been
signed and will be payable by Sponsor
within 40 days since invoice issuing.
Sponsor notifies the Provider in
advance 6 months after the end of the
charged archiving that Sponsor insists
on further archiving and will cover the
related costs. In the event that within
the aforementioned period the
Sponsor does not notify the request
for further archiving or does not pay
the fee for further archiving, the
Provider is deemed to be entitled to
liquidate all the archived Documents
of the Clinical trial.

Database. Provider 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”).
Provider and Investigator may use the
Database for their own purposes,
subject to the  confidentiality
obligations under this Agreement.
Provider 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,
“CRAs”) 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.

3.2
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zni¢i vSechny podstatné dokumenty.
Poskytovatel provede  bezplatnou
archivaci 5 let v souladu se zdkonem
¢. 378/2007 Sb. a na dalSich 20 let
provede zpoplatnénou archivaci [
Na zpoplatnénou
archivaci bude vystavena faktura po
podpisu smlouvy a bude splatnd do 40
dn od vystaveni faktury. Zadavatel
v predstihu 6 meésici od konce
zpoplatnéné archivace ozndmi
poskytovateli, Ze trvd na dalsi
archivaci a uhradi ndklady s tim
spojené. V piipadé, Ze ve shora
uvedené lhat¢ zadavatel nesdéli
pozadavek na dalS§i archivaci ¢i
neuhradi poplatek na dalsi archivaci,
ma se za to, Ze je Poskytovatel
opravnén k likvidaci vSech
archivovanych dokumenta Studie.

Databédze. Poskytovatel a ZkouSejici
odpovidaji za zpracovani a udrzovani
pfesné a uplné databdaze vSech
Subjekti hodnoceni dle Protokolu a
Pfislusnych pravnich ptedpist (déle
jen ,Databdze). Poskytovatel a
ZkouSejici mohou pouzivat Databézi
pro své vlastni tucely s vyhradou
povinnosti mlcenlivosti dle této
Smlouvy. Poskytovatel a Zkousejici
nesmi pievadét ani jinak zpfistupnovat
Zadavateli jakékoli osobni tdaje
Subjektii hodnoceni, ledaZe byly tyto
udaje pseudonymizovény (byly z nich
odstranény identifikac¢ni znaky) nebo
ledaze je  takové  zpfistupnéni
vyzadovéano dle PtisluSnych pravnich
predpisii nebo pfislusnymi statnimi
orgdny. Zadavatel mulZe ustanovit
nékteré své zaméstnance nebo externi
prodejce (monitory klinickych studii
(clinical research associates — CRA))
k proveéfovani a kontrole piesnosti a
Uplnosti Databdze tak, aby byla
v souladu s PfisluSnymi  pravnimi
predpisy; tito CRA vSak nesmi
sdélovat Zadavateli 74dné osobni
udaje Subjektti hodnoceni.
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Information Delivery to Sponsor.
Provider 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.
Provider 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 Provider and Investigator or the
earlier termination of this Agreement,
Provider and Investigator will provide
to Sponsor any and all data required
pursuant to the terms of this
Agreement and the Protocol.

. 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
related to Clinical trial, work product,
and required licenses, certificates and
accreditations, or (iv) interview any
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 Provider’s financial accounts
directly related to the Trial. Provider
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.

3.3

4.1
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Dorucovani informaci Zadavateli.
Poskytovatel a/nebo ZkouSejici budou
preddvat Zadavateli vyplnéné
CRFs/eCRF jednotlivych  Subjekth
hodnoceni a jinych takovych zprav ve
lhitdich a zptasobem vyZzadovanym
Protokolem a PrisluSnymi pravnimi
ptedpisy. Poskytovatel a ZkouSejici
zarucuji, 7e eCRF nebo CRF
pfedlozené Zadavateli jsou pravdivé,
Uplné, spravné a Ze presné zachycuji
vysledky  Klinického  hodnoceni.
Poskytovatel a ZkouSejici predaji
Zadavateli do Sedesati (60) dnii poté,
co dokon¢i 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 piisluSnych ptipadech i IRB/EC a
regulacni orgény, vcetn¢ zahrani¢nich
regulacnich orgdni mohou kdykoli
v béZzené pracovni dobé (i) provést
prohlidku jakychkoli objektll
uzivanych k provadéni Klinické
hodnoceni, (ii) monitorovat a/nebo
provadét audit Klinického hodnocent,
(iii) nahlizet do vSech dokumentu
Klinického hodnoceni, zdrojovych
dat/dokumentt, zdravotnich zdznamu
souvisejicich s Klinickym
hodnocenim, vysledkii price a
pozadovanych licenci, osvédCeni a
akreditaci, provadét jejich audit
a/nebo poftizovat 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) mésici po
Klinickém hodnoceni pravo nahliZet
do finan¢nich ucth Poskytovatele,
které piimo souviseji s Klinickym
hodnocenim. Poskytovatel a
ZkouSejici budou spolupracovat a
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4.2

4.3

4.3.1

4.3.2

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

Electronic Records System. Without
limiting the foregoing, if Provider
stores and retains its records in an
electronic records system, Provider
will promptly upon request allow
access to Trial documents and other
required documents and information
through such electronic  records
system. Upon request of Sponsor,
Provider will print and provide to the
requestor certified hardcopies of all
relevant documents and information.
Provider 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. Provider and/or
Investigator will notify  Sponsor
immediately by telephone, facsimile
or e-mail if, in connection with the
Trial or in connection with any matter
that may affect Provider’s or
Investigator’s performance of the
Trial, a governmental or regulatory
authority requests permission to or
does inspect Provider’s and/or
Investigator’s facilities or research
records.

with
and/or

Copies. In accordance
Applicable Law, Provider

BI Contract No./ Smlouva BI ¢.: 382036

4.2

4.3

43.1

432

zajisti, aby jejich Personal Klinického
hodnoceni spolupracoval pfi
vykonédvani veskerych vyse
uvedenych Cinnosti, a zajisti vcas
piistup k pozadované dokumentaci a
objektim.

Systém elektronickych zaznamii.
Aniz jsou dotéena vySe uvedena

ustanoveni, plati, ze pokud
Poskytovatel ukladd a uchovava své
zdznamy v jakémkoliv  systému
elektronickych  zdznamt, umozZni

neprodlené na pozddani piistup k
dokumentim Klinického hodnoceni a
k dal$im poZadovanym dokumentiim a
informacim prostfednictvim tohoto
systému  elektronickych  zdznamd.
Poskytovatel na Zadost Zadavatele
vytiskne a poskytne Zadajici strané
ovéfené  papirové  kopie  vSech
piislusnych dokumenti a informaci.
Poskytovatel bude udrZovat, vytvéret,
modifikovat, archivovat, dohledavat,

pfenaSet a  ddvat  k nahlédnuti
regula¢nim organtim vSechny
elektronické  zdznamy v souladu

s PrisluSnymi pravnimi predpisy.

Kontroly ze strany regulacnich

organu

Oznameni. Poskytovatel  a/nebo
Zkousejici budou Zadavatele
okamzit¢ informovat telefonicky,

faxem nebo e-mailem, jakmile né&jaky
stitni nebo regulacni orgdn pozida
v souvislosti s Klinickym hodnocenim
nebo s jakoukoli =zdleZitosti, kterd
muZze ovlivnit provddéni Klinického
hodnoceni ze strany Poskytovatele
nebo  ZkouSejictho o  povoleni
k prohlidce nebo provede prohlidku
objektli nebo vyzkumnych zdznami
Poskytovatele a/nebo Zkousejiciho.

Kopie. Poskytovatel a/nebo
Zkousejici budou Zadavateli
poskytovat pisemné v souladu

s PrisluSnymi pradvnimi predpisy kopie
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Investigator will provide in writing to
Sponsor copies of all materials,
reports, correspondence, statements,
forms and records which Provider
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 Provider’s or
Investigator’s performance of the
Trial.

Sponsor Attendance. Provider 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 Provider and/or
Investigator to a governmental or
regulatory authority relates directly or
indirectly to  Provider’s and/or
Investigator’s activities under this
Agreement, Sponsor will have the
right to review such correspondence

and request reasonable revisions
thereto.

5. CONFIDENTIALITY
Non-Disclosure and Non-Use

Obligation. Provider 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, no
matter how it is disclosed (e.g. in
writing or electronically), to Provider
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")

BI Contract No./ Smlouva BI ¢.: 382036

433

5.1

vSech materiala, zZprav,
korespondence, vykazl, formuldfd a
zaznamu, které Poskytovatel a/nebo
ZkouSejici obdrzi, ziskd nebo zpracuje
na zdkladé jakékoli takové prohlidky
souvisejici s Klinickym hodnocenim
nebo s jakoukoli zdleZitosti, kterd
muze ovlivnit provadéni Klinického
hodnoceni ze strany Poskytovatele
nebo Zkousejiciho.

Utast Zadavatele. Poskytovatel a

ZkouSejici jsou povinni dovolit
Zadavateli  ucCastnit se  takové
prohlidky, nebude-li to zakdzdno

PtisluSnymi pravnimi pfedpisy nebo
piisluSnymi statnimi nebo regula¢nimi
organy. Jestlize se n¢jakd navrhovana
korespondence ze strany
Poskytovatele a/nebo ZkousSejiciho
uréend stitnimu nebo regulacnimu
orgdnu piimo nebo nepiimo tyka
¢innosti Poskytovatele a/nebo
ZkouSejicitho dle této Smlouvy, bude
mit Zadavatel prdvo provéfit tuto

korespondenci a pozadovat jeji
divodné tpravy.

5. MLCENLIVOST
Povinnost mléenlivosti a zakaz

uZivani. Poskytovatel a ZkouSejici
jsou povinni zachovavat mlc¢enlivost o
veskerych udajich, know-how, latkach

a vSech ostatnich informacich
(zeyjména o dokumentech, popisech,
udajich, (e)CREF, fotografiich,

videozdznamech a pokynech) a
materidlech (zejména o Hodnoceném
léCivém piipravku a komparatorech),
které Zadavatel, jeho Spiiznéné osoby
nebo jeho zdstupci poskytnou nebo
daji k dispozici, bez ohledu na zptlisob
poskytnuti  (napf. pisemné nebo
elektronicky), Poskytovateli nebo
ZkouSejicimu a/nebo které se vztahuji
ke Klinickému hodnoceni (spolecné
dile jen ,Duavérné informace
Zadavatele®) a (i) nesmi zpfistupnovat
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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 Sponsor Confidential
Information for any purpose other
than for the conduct of the Trial and
its obligations under this Agreement.
Sponsor Intellectual Property (as
defined in 7.2.1) and Results (as
defined in 7.3) shall be considered

Sponsor Confidential Information;
provided that Results shall not be
considered  Sponsor  Confidential

Information for the sole purpose of
publication in accordance with the
terms set forth in Article 8.

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 Provider. 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. Provider
and Investigator will restrict the
dissemination of Sponsor Confidential
Information to  those  persons
participating in the Trial on behalf of
Provider 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

5.2

BI Contract No./ Smlouva BI ¢.: 382036

Duvérné informace Zadavatele tietim
osobdm bez pifedchoziho pisemného
souhlasu Zadavatel nebo (ii) nesmi
uzivat Dvérné informace Zadavatele
za jinym ucelem nez k provadéni
Klinického hodnoceni a k plnéni
jejich povinnosti dle této Smlouvy.
Dusevni vlastnictvi Zadavatele (jak je
definovano v ¢lanku 7.2.1) a
Vysledky (jak jsou definovdny v
Clanku 7.3) budou povazoviny za
Duvérné informace Zadavatele;
pficemZz vSak Vysledky nebudou
povazovany za Duvérné informace
Zadavatele pro ucely zvefejnéni, a
pouze pro tyto ucely, v souladu s
podminkami stanovenymi v ¢4sti 8.

Vyraz ,,Spfiznénd osoba nebo osoby*
znamend pro ucely této Smlouvy
jakoukoli fyzickou nebo pravnickou

osobu, kterou Zadavatel nebo
Poskytovatel ovladd, je ji nebo
spoleéné  sni  ovlddan.  Vyraz

,yovladani“ za timto ucelem znamena
piimé nebo nepifimé opravnéné
vlastnictvi nejméné padesati procent
(50 %) akcii shlasovacim pravem
(nebo ekvivalentni podil) v takové
fyzické nebo pravnické osobé nebo
pravo ddvat pokyny, jmenovat nebo
odvoldvat vétSinu nebo vice clend
jejiho pfedstavenstva (nebo
ekvivalentni prdvo) nebo pravomoc
kontrolovat chod podnikdni takové
fyzické nebo pravnické osoby, at’ jiz
na zékladé smlouvy, ze zdkona nebo
jinak.

Siteni Diivérnych informaci
Zadavatele. Poskytovatel a
Zkousejici omezi Sifeni Duavérnych
informaci Zadavatele na ty osoby,
které se ucastni Klinického hodnoceni
v zastoupeni Poskytovatele a/nebo
Zkousejiciho, které je potiebuji znat
ke své cinnosti, a zajisti, aby byly
takové osoby smluvné vazany alespon
takovou povinnosti mlcéenlivosti a
zdkazem uzivani, jaky je stanoven
v této Smlouve, jeSté predtim, nez
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5.3

5.4

5.5
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Trial.

Non-Written Information. If
Sponsor Confidential Information is
disclosed by Sponsor or its Affiliates
to Provider and/or Investigator other
than in written or electronic form,
then Provider 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  Provider  and/or
Investigator within thirty (30) days
after initial disclosure.

Return of Sponsor Confidential
Information. Provider 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
Provider 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  Provider and/or
Investigator prior to its disclosure by
Sponsor or its Affiliates as evidenced
by written records, (ii) information
which comes into the public domain
by publication or otherwise through
no breach by Provider and/or
Investigator and/or Trial Staff or
others involved in the Trial, (iii)

BI Contract No./ Smlouva BI ¢.: 382036

5.3
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5.5

budou najaty nebo neZ se zapoji do
Klinického hodnoceni.

Jiné nez pisemné informace. Budou-
li Duvérné informace Zadavatele
zptistupnény Zadavatelem nebo jeho
Spfiznénymi osobami Poskytovateli
a/nebo  ZkouSejicimu  jinak nez
pisemnou nebo elektronickou formou,
budou povinnosti mi¢enlivosti a zdkaz
uzivani vztahujici se na Poskytovatel
a/nebo ZkouSejictho platit pouze
tehdy, kdyZz jsou pfislusné Duvérné
informace Zadavatele oznaceny pfi
zptistupnéni jako davérné a jsou poté
shrnuty elektronicky nebo pisemné
Poskytovateli a/nebo Zkousejicimu do

tticeti (30) dnl po pociteCnim
zptistupnéni.

Vraceni Duvérnych  informaci
Zadavatele. Poskytovatel a

ZkouSejici souhlasi a zavazuji se, Ze
vrati Zadavateli bud’ okamzité na jeho
Zadost, nebo po uplynuti platnosti
nebo ukonceni této Smlouvy vSechny
Dtvérné  informace Zadavatele
s vyjimkou dokumentu zpracovanych
Poskytovatelem nebo ZkouSejicim,
které jsou zapottebi k dodrZeni
piisluSnych poZadavkii nebo postupt
uchovavani dokumentidi, ale pouze
v rozsahu vyZzadovaném PiisluSnymi
pravnimi pfedpisy, a vSechny takové
uchovavané dokumenty budou nadéle
podléhat ustanovenim této Smlouvy o
mlcenlivosti.

Vyjimky. Tyto povinnosti
mlcenlivosti a zdkaz uZivani se
nevztahuji: (i) na informace, které m¢l
Poskytovatel ~ a/nebo  ZkouSejici
k dispozici pred jejich preddnim ze
strany ~ Zadavatele @ nebo  jeho
Spiiznénych osob, jak je doloZeno
pisemnymi  zdznamy, (ii) na
informace, které jsou zvefejnény

publikovanim nebo jinak bez zavinéni
Poskytovatele a/nebo Zkousejiciho
a/nebo Personélu Klinického
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5.7

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

information which has been disclosed
to Provider 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 Provider and/or Investigator
promptly notifies Sponsor of such
obligation  beforechand 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
similar legal instrument.

Encryption Technology. Provider
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. Provider and/or

5.6

5.7
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hodnoceni nebo  jinych  osob
ucastnicich se Klinického hodnoceni,
(iii) na informace, které byly sdéleny
Poskytovateli a/nebo ZkouSejicimu
z jiného zdroje, ktery neni vdazan
povinnosti mlcenlivosti, a které
nebyly pfimo ani nepiimo obdrZeny
od Zadavatele nebo jeho Spiiznénych
osob nebo (iv) na informace, které
musi byt zptistupnény dle PiisluSnych
pravnich  pfedpisi  k predkladani
Zédosti nebo podéni u IRB/IEC nebo u
piislusného regula¢niho orgénu nebo
k jinym jedndnim s IRB/IEC nebo
s ptisluSnymi  regulaénimi  organy
v souvislosti S Klinickym
hodnocenim, avSak stim, Ze tyto
informace budou sd€leny pouze
v diivodné potiebném rozsahu, (v) na
informace, jejichZz zpfistupnéni je
pozadovano nafizenim piisluSného
soudu, pokud Poskytovatel a/nebo
Zkousejici neprodlené pifedem
upozorni Zadavatele na tuto povinnost
a na informace, které maji byt
sdéleny, a Ze budou na pozadani plné
spolupracovat se Zadavatelem pii
zachovéani divérné povahy takovych
informaci  prostfednictvim  podani
navrhu na vydani ochranného nafizeni
nebo na podobny pravni nastroj.

Sifrovaci technologie. Poskytovatel a
ZkouSejici  se  zavazuji  chrénit
Diivérné informace Zadavatele
(zejména informace souvisejici s
patenty, védecké nebo technické
informace)  pied  neoprdvnénym
pfistupem tfetich osob. Budou-li
Diivérné informace Zadavatele
sdéleny internetovou poStou, je
uloZena povinnost pouzivat Sifrovaci
technologii internetové posty
(technologii vhodnou k ptimé
komunikaci Smluvnich stran
poskytuje Zadavatel bezplatn€ na
http://guides.boehringer-
ingelheim.com).

Oznameni o poruSeni. Poskytovatel
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6.1.

6.2.
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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.
Parties hereby acknowledge and agree
that Investigator’s Brochure,
Insurance Contract on Clinical Trial
Insurance, Clinical Trial Protocol and
detailed calculation of per patient
financial schedule, (further stated as

,,Irial Specific Confidential
Information), are deemed as
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 the Sponsor and members of the
Sponsor’s group in other EU Member
States. Trial Specific Confidential
Information are either part of the text
of the main Agreement or individual

attachments to this Agreement.
Provider and Investigator
acknowledge that they also deem Trial
Specific  Confidential Information

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.

Disclosure. The Parties hereby agree
that 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

BI Contract No./ Smlouva BI ¢.: 382036

6.1.

6.2.

a/nebo Zkousejici budou Zadavatele

okamzit¢ informovat o veSkerych
ztratach, poskozeni nebo
neopravnéném pouziti nebo

zptistupnéni jakékoli ¢asti nebo vSech
Diivérnych informaci Zadavatele.

6. OBCHODNI TAJEMSTVI

Oznaceni obchodniho tajemstvi.
Smluvni strany berou na védomi a
souhlasi, Ze Brozura ZkouSejiciho,
Pojistnd  smlouva o  pojiSténi
klinického hodnoceni, Protokol
klinického hodnoceni stejné¢ jako
podrobny vypocet finan¢ni odmény za
pacienta (déle jen ,,Divérné informace
tykajici se klinického hodnoceni®)
povazuje za informace vyznamné ve
smyslu zakonné definice obchodniho
tajemstvi (§ 504 zdkona ¢. 89/2012
Sb., obcansky zdkonik), nebot’
vSeobecny pfistup k t€émto informacim

miZe mit podstatny dopad na
ekonomické  vysledky a  trzni
postaveni  Zadavatele a  ClenQ
koncernu  Zadavatele v  jinych
clenskych zemich EU. Dutvérné
informace tykajici se klinického

hodnoceni jsou bud’to soucdsti textu
hlavni Smlouvy, nebo samostatnych
piiloh  Smlouvy. Poskytovatel a
ZkousSejici berou na védomdi, Ze i pro
né jsou Divérné informace tykajici se
klinického hodnoceni vyznamné ve
smyslu zakonné definice obchodniho
tajemstvi (§ 504 zdkona ¢. 89/2012
Sb., obCansky zakonik) a zavazuji se o
téchto informacich zachovévat
mlcenlivost v souladu s ¢lankem 5
této Smlouvy.

Uverejnéni. Smluvni strany souhlasi,
ze v piipad€, kdy Smlouva musi byt
uvetfejnéna dle zdkona ¢. 340/2015
Sb., o zvlaStnich  podminkach
acinnosti nekterych smluv,
uveiejnovani téchto smluv a o registru
smluv, ¢i dle jinych souvisejicich
pravnich pfedpisit budou postupovat
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6.2.1.

6.2.2.

6.2.3.

6.2.4.

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

regulations, shall act as
following:

Provider shall disclose Agreement
with respect to procedure indicated in

the Clause 6.2 herein;

they

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

Parties agree that this Agreement will
be published in the register of
contracts and the Provider will publish
the Agreement. The Parties agree that
the business secrets indicated by the
Sponsor will be removed from the
Agreement before publishing in
register and the Agreement annexes
will be published in the register of
contracts to the necessary extent.
Before signing the Agreement, the
Sponsor sends the final version of the
Agreement to the Provider in a
machine-readable format, with a
painted text of the contract, which the
Sponsor considers to be business
secret

For the purposes of disclosure,
Provider 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;

Provider shall inform Sponsor of the
performed  disclosure  of  the
Agreement: (i) in the Contract
Register, if possible, Provider shall
include  Sponsor’s /  Sponsor’s
representative email address for the
purpose of provision of the
confirmation about the disclosure of
the Agreement; (ii) in case option (i)
above could not be implemented,
Provider shall within 5 business days
as of receipt of the confirmation on
the disclosure of the Agreement
provide such information and the

BI Contract No./ Smlouva BI ¢.: 382036

6.2.1.

6.2.2.

6.2.3.

6.2.4.

nasledovné:

Poskytovatel uvetejni Smlouvu dle
pozadavki v souladu s bodem 6.2 této
Smlouvy.

Duvérné informace tykajici se
klinického hodnoceni a dalsi divérné
informace dle ¢lanku 5 této Smlouvy
nebudou uvetejnény.

Smluvni strany se dohodly, Ze tato
smlouva bude uvefejnéna v registru
smluv a uvefejnéni smlouvy provede
Poskytovatel. Smluvni strany se
dohodly, Ze oznaCené obchodni
tajemstvi zadavatelem, bude pred
zadanim smlouvy do registru smluv
odstranéno a ptilohy smluv budou v

registru smluv uvefejnovany
v nezbytném rozsahu. Pied podpisem
smlouvy Zadavatel zaSle

Poskytovateli findlni verzi smlouvy
ve strojové Citelném formatu s
podbarvenym textem smlouvy, které
povazuje Zadavatel za obchodni
tajemstvi.

Za ucelem uvetejnéni Poskytovatel
zaSle spravci registru smluv kopii
podepsané Smlouvy ve formatu
pozadovaném Zikonem o registru
smluv.

Poskytovatel informuje Zadavatele o
provedeném uvetejnéni Smlouvy: (1)
v Registru  smluv, je-li ~moZné,
Poskytovatel emailovou pfidd adresu
Zadavatele / zastupce Zadavatele pro
ucel obdrzeni potvrzeni o zvefejnéni
Smlouvy; (ii) pokud moZnost (i) vyse

nemuZe byt pouZita, Poskytovatel
poskytne  Zadavateli /  zdstupci
Zadavatele informaci a pfisluSny

prikaz o uvefejnéni Smlouvy do 5
pracovnich dnli od obdrZeni takového
potvrzeni. Pro ucel tohoto ustanoveni
bude pouZita nasledujici emailova
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6.2.5.

6.2.6.

6.2.7.

6.3.

7.1
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respective evidence to the Sponsor /
Sponsor’s representative. For the
purposes of this Clause following

email address of the Sponsor /
Sponsor’s representative shall be
used: radovan.herich @boehringer-

ingelheim.com
Provider shall disclose Agreement as

well as provide confirmation about the
disclosure to the Sponsor as indicated
in the Clause 6.2.4 above within 2

months as of signing of the
Agreement;
In case the Agreement will be

disclosed in breach with the Contract
Registry Act and / or this Agreement,
the Provider shall immediately but not
later than within 2 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;

In case any amendments would be
performed to the disclosed
information, Provider shall
immediately but not later than within
2 business days inform Sponsor of
such amendments.

Without limiting application of the
rules indicated in the Clause 6.2
above, Provider shall at all events
disclose Agreement with respect to
requirements  established by the
Contract Registry Act as well as any
other applicable laws. Provider shall
indemnify and hold Sponsor harmless
for any damage resulting of a breach
of the Contract Registry Act or other
applicable laws by the Provider.

INTELLECTUAL PROPERTY

Background IP

BI Contract No./ Smlouva BI ¢.: 382036

6.2.5.

6.2.6.

6.2.7.

6.3.

71

adresa Zadavatele /
Zadavatele:
radovan.herich@boehringer-

ingelheim.com

zastupce

Poskytovatel uvefejni Smlouvu a
poskytne potvrzeni o jejim uvetejnéni
Zadavateli dle odstavce 6.2.4. vySe do
2 mésict od podepsani Smlouvy.

V ptfipadé, Ze  smlouva  bude
uvetejnéna v registru smluv v rozporu
se Zakonem o registru smluv a / nebo
s touto Smlouvou, Poskytovatel je
povinno neprodlené¢ tento rozpor
odstranit a  zajistit, Ze zpusob
uvefejnéni  odpovidd Zdkonu o
registru smluv stejné jako
pozadavkim této Smlouvy, a to
nejpozdéji do 2 pracovnich dni poté,
co takové pochybeni zjisti nebo od
pisemné vyzvy Zadavatele

Pokud by byly uvefejnéné informace
jakkoliv aktualizovany, Poskytovatel
neprodlené, ne vSak pozdé&ji jak do 2
pracovnich dnil, o takové aktualizaci
informuje Zadavatele

Bez
uvedenych

omezeni uplatnéni pravidel
v odstavei  6.2.  vySe,
Poskytovatel za vSech okolnosti
uvetejni Smlouvu v souladu
s pozadavky stanovenymi Zikonem o
registru smluv stejné¢ jako dal$imi
zakonnymi poZzadavky. Poskytovatel
odSkodni Zadavatele a prevezme
zodpovédnost za jakékoliv Skody
vzniklé v disledku poruseni Zakona o
registru smluv, nebo  jinych
uplatnitelnych zakoni,
Poskytovatelem.

7. DUSEVNI VLASTNICTVI

D¥ivejsi DV

Klinické hodnoceni BI ¢. 1160.108 / CZ / Misto vykonu klinického hodnoceni ¢. CZE6 Hradec Kralove / Zdravotnické
zafizeni a ZkouSejici

Page/Strana 27 of/z 65



7.1.1

7.2

7.2.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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.

Foreground IP

Definition ‘“‘Sponsor Intellectual
Property”. As used herein, “Sponsor
Intellectual Property” shall 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 Provider
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

BI Contract No./ Smlouva BI ¢.: 382036

7.1.1

7.2

7.2.1

Vlastnictvi. Kazdda Smluvni strana
a/nebo jeji Spiiznéné osoby budou a
zlustanou vlastniky veSkerych udaju,

dokumentt, know-how, informaci,
materiald a latek, zejména
Hodnoceného 1é¢ivého piipravku, a
veskerého jiného dusevniho
vlastnictvi, které je poskytovédno
druhé Smluvni strané¢ Kk uzivani
v Klinickém hodnoceni (ddle jen
,DI1vEj$1 duSevni vlastnictvi®) a tato
Smlouva nebude mit vliv na
vlastnictvi  jakéhokoli  Diiv¢jsiho
dusevniho vlastnictvi.

Budouci DV

Definice vyrazu ,,DuSevni
vlastnictvi  Zadavatele*.  Vyraz
,DusSevni  vlastnictvi Zadavatele*
uZivany v této Smlouvé znamena

vSechna prava, titul a podil na
duSevnim vlastnictvi a materialech,
které jsou predmétem Klinického
hodnoceni nebo Protokolu, zejména
vSechna prava k dusevnimu vlastnictvi
vztahujici se k Hodnocenému
léCivému piipravku a vSechny udaje,
technické  informace,  vyndlezy,
objevy, vyvoj, technickd zlepSeni,
vylepSeni, software, know-how,
metody, techniky, vzorce, data,
procesy a jiné ndpady majetkové
povahy (bez zfetele na to, zda jsou
nebo nejsou patentovatelné nebo zda
je lze nebo nelze zapsat podle
jakéhokoli  patentového  zdkona,
zdkona o autorském pridvu nebo

podobnych zdkonll) a materidly
souvisejici s jakymkoli  produktem
(zejména s Hodnocenym 1éCivym

pfipravkem nebo jeho uZivdnim),
s Klinickym hodnocenim nebo s
Protokolem, nebo jinak odvozené,
koncipované, objevené, vyvinuté nebo

pouziti v praxi jako pifimy nebo
nepiimy vysledek poskytovani
jakychkoli sluzeb ze strany
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intellectual property incorporating or
derived from Sponsor Confidential
Information, whether generated or
developed by Provider, Investigator or
Sponsor or their respective agents,
employees or contractors, either solely
or jointly with others.

7.2.2  Ownership.

(1) Sponsor Intellectual Property is
the sole and exclusive property of
Sponsor. Provider and
Investigator shall assign and
hereby assign to Sponsor all of
their right, title and interest in
Sponsor Intellectual  Property.
Provider will ensure that the
Investigator and all Trial Staff or
other persons carrying out
Provider’s obligation under or
pursuant to this Agreement have
already assigned to the Provider,
by their employment obligations
or otherwise, or shall assign to the
Provider all right, title and
interest that they may have in
Sponsor Intellectual Property in
order to give full effect of the
foregoing assignment of rights to
Sponsor.

(i) All intellectual property derived,
conceived, discovered, developed
or reduced to practice solely by
Provider and as a direct or
indirect result of the Provider or
Investigator’s performance of any
services under or pursuant to this
Agreement or during the course
of or in connection with the Trial,
but that is not within the scope of

(i1) Veskeré dusevni

BI Contract No./ Smlouva BI ¢.: 382036

Poskytovatele nebo Zkousejiciho dle
této  Smlouvy nebo v priibéhu
Klinického hodnoceni nebo
v souvislosti s nim, zejména
k veSkerému duSevnimu vlastnictvi
vytvofenému na zdkladé jakékoli
revize nebo jiného pouziti udaju
z Klinického hodnoceni a k veSkerym
Informaci zpracovanym nebo
vyvinutym Poskytovatelem,
ZkouSejicim nebo Zadavatelem nebo
jejich piisluSnymi zastupci,
zamé&stnanci nebo dodavateli at’ jiz
samostatné nebo spole¢né s jinymi
osobami.

7.2.2 Vlastnictvi.

(i) DuSevni vlastnictvi Zadavatele je

jedinym a vyhradnim majetkem
Zadavatele. Poskytovatel a
ZkousSejici postoupi a timto postupuji
Zadavateli vSechna sva prdva a titul k
DuSevnimu vlastnictvi Zadavatele a
podil na ném. Poskytovatel zajisti, Ze
ZkouSejici a  veSkery  Personal
Klinického hodnoceni nebo jiné
osoby, které budou plnit povinnosti
Poskytovatele na zdkladé nebo dle
této Smlouvy, jiz postoupili na
Poskytovatel, v  rdmci  svych
zaméstnaneckych povinnosti nebo
jinak, ¢i v budoucnu postoupi na
Poskytovatele vSechna préva, titul a
podil, které piipadné maji k
DuSevnimu vlastnictvi Zadavatele
nebo na ném, aby se stalo plné
ucinnym shora uvedené postoupeni
prav na Zadavatele.

vlastnictvi
odvozené, vytvofené, objevené,
vyvinuté ¢i uvedené do praxe vyluéné
Poskytovatelem a jako pifimy nebo
nepiimy vysledek poskytovani sluzeb
Poskytovatelem nebo ZkouSejicim
dle nebo na zdklad¢ této Smlouvy
nebo v pribéhu Klinického
hodnoceni ¢i v souvislosti s nim,
které vSak nespadd do ramce
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Sponsor Intellectual Property as
defined in Section 6.2.1, is the
sole and exclusive property of
Provider (“Provider Intellectual
Property”). Provider hereby
grants to Sponsor a worldwide,
perpetual,  irrevocable,  sub-
licensable, fully paid-up and
royalty  free,  non-exclusive
license to use such Provider
Intellectual Property as may be
necessary or useful for Sponsor
and/or its Affiliates to fully
exploit Sponsor’s and/or its
Affiliates rights in and to
Investigational ~ Product, any
Sponsor Intellectual Property and
Results.

(iii) All intellectual property derived,
conceived, discovered, developed
or reduced to practice jointly by
Provider and Sponsor under or
pursuant to this Agreement or
during the course of or in
connection with the Trial, but that
is not within the scope of Sponsor
Intellectual Property as defined in
Section 6.2.1, is the joint property
of Provider and Sponsor (“Joint
Intellectual Property”). Sponsor
is hereby granted an option to
negotiate an exclusive,
worldwide, compensation-bearing
license under Provider’s rights to
any Provider Intellectual Property
or Joint Intellectual Property,
which option shall extend for
one-hundred and eighty (180)
days following creation of the
relevant intellectual property.
Upon Sponsor’s exercise of the
option the Parties shall promptly
negotiate a license agreement in
good faith.

7.2.3 Filings. Sponsor may file any patent

applications covering Sponsor
Intellectual Property in the name and

(ii1)Veskeré dusevni

BI Contract No./ Smlouva BI ¢.: 382036

Dusevniho vlastnictvi Zadavatele, jak
je definovdno v ¢ldnku 6.2.1, bude
vyluénym a vyhradnim majetkem
Poskytovatele (ddle jen ,,DuSevni
vlastnictvi Poskytovatele®).
Poskytovatel timto ud€luje Zadavateli
celosvétovou, trvalou,
neodvolatelnou, pln€ zaplacenou a
nevyhradni licenci s pradvem ud¢lovat
podlicence a bez licen¢niho poplatku
k uziti tohoto DuSevniho vlastnictvi
Poskytovatele, jak  bude pro
Zadavatele a/nebo jeho Spiiznéné
osoby nezbytné nebo uZite¢né
k plnému vyuziti prdv Zadavatele
a/nebo jeho Spfiznénych osob
k Hodnocenému lé¢ivému piipravku,
DuSevnimu vlastnictvi Zadavatele a
Vysledkiim.

vlastnictvi
odvozené, vytvofené, objevené,
vyvinut¢é ¢i uvedené do praxe
spolecné Poskytovatelem a
Zadavatelem dle nebo na zdkladé této
Smlouvy nebo v pribéhu Klinického
hodnoceni ¢i v souvislosti s nim,
které vSak nespadd do ramce
Dusevniho vlastnictvi Zadavatele, jak
je definovano v ¢lanku 6.2.1, bude
spolecnym majetkem Poskytovatele a
Zadavatele (ddle jen ,,Spolec¢né
dusSevni vlastnictvi®). Zadavateli se
timto ud€luje opce na sjedndni
vyhradni, celosvétové licence nesouci
odménu na zaklade prav
Poskytovatele k jakémukoli
DusSevnimu vlastnictvi Poskytovatele
nebo Spolecnému dusevnimu
vlastnictvi, pfiemZ tato opce bude
trvat po dobu sto osmdesati (180) dnti
po vytvoreni piisluSného duSevniho
vlastnictvi. Jakmile Zadavatel tuto
opci vykond, sjednaji Smluvni strany
bezodkladné a v dobré vife licencni
smlouvu.

7.2.3 Prihlasky. Zadavatel mutze podat

svym jménem a na své ndklady
veSkeré patentové piihlaSky tykajici se
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7.2.4

7.3

7.4

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

at the cost of Sponsor. If required,
Provider 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 Provider and Investigator.
Provider and Investigator shall be
permitted to wuse any Sponsor
Intellectual ~ Property = made  or
developed by Provider 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 7

(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 Sponsor
Intellectual Property or Results,
Provider and Investigator hereby grant
Sponsor and obligate any Trial Staff
to grant Sponsor, as applicable,
worldwide, exclusive, unlimited,
perpetual, fully paid-up and royalty-
free license, with the right to grant
sublicenses, to use such Sponsor
Intellectual Property and Results for
any purpose. Provider and

BI Contract No./ Smlouva BI ¢.: 382036

7.2.4

7.3

7.4

DusSevniho vlastnictvi Zadavatele.
Poskytovatel a ZkouSejici poskytnou
Zadavateli i po uplynuti platnosti nebo
ukonceni této Smlouvy na pozadani a
bez dal$i dhrady ze strany Zadavatele
veSkerou soucinnost, aby mu umoznili
pfihldsit a ziskat tyto patenty,
uchovévat je v platnosti, vyméhat a
obhajovat je.

Uzivani ze strany Poskytovatele a
Zkousejiciho. Poskytovateli a
Zkousejicimu bude povoleno uzivat
jakékoli Dusevni vlastnictvi
Zadavatele, které vytvoii nebo
vyvinou, s vyhradou  povinnosti
stanovenych v ¢lanku 5 (Mlcenlivost),
k internimu nekomerénimu vyzkumu,
ke vzd€lavacim ucelim a ke
zpracovavani  publikaci v souladu
s Clankem 7 (Publikovéni a publicita).

Vysledky. Veskeré informace,
dokumenty, zpravy, ddaje, vysledky,
know-how, objevy, informace, litky a
jiné  materidly  vytvofené  nebo
vyvinuté jako vysledek Klinického
hodnocené nebo v souvislosti s nim a
vSechny jejich kopie (ddle jen
,, Vysledky*) budou vyhradnim
majetkem Zadavatele, ktery je mulze
pouzit k jakymkoli dceltim.

Vyhradni pravo a licence. Jestlize
Zadavatel nemlzZe dle PiisluSnych
pravnich predpist ziskat nebo si

zajistit vlastnictvi jakéhokoli
DuSevniho  vlastnictvi Zadavatele
nebo Vysledkl, Poskytovatel a
ZkouSejici mu timto wud€luji a

piipadné zavazuji veSkery Personal
Klinického hodnoceni, aby mu ud¢lil
celosvétovou, vyhradni, neomezenou,
trvalou, pln¢ splacenou a bezplatnou
licenci, s pravem udélit podlicence,
k uzivani takového Dusevniho
vlastnictvi Zadavatele a Vysledkii pro
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7.5

7.6

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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 the time of the execution of
this Agreement or arising out of or
related to its performance thereunder.

Specimens and Genetic Data.
Sponsor shall have the exclusive right
and license to wuse 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”). 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
Provider access to Specimens and
Genetic Data only for purposes of the
Trial. Provider 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 Provider and Investigator or the
earlier termination of this Agreement.

Third Party Engagement. Where
any third party (including but not

7.5

7.6

BI Contract No./ Smlouva BI ¢.: 382036

jakékoli  ucely. Poskytovatel a
ZkouSejici uzavienim této Smlouvy
zaruCuji, 7e ani oni, ani Zadny
Persondl Klinického hodnoceni, ktery
se ucastni Klinického hodnoceni,
neuzaviel a ani neuzavie Z4dné
smluvni ujedndni nebo vztah, ktery by
byl jakkoli vrozporu nebo ohrozil
majetkovy  podil  nebo  prava
Zadavatele k jakémukoli DuSevnimu
vlastnictvi nebo Vysledcich, které
existuji v okamZzZiku uzavieni této
Smlouvy nebo vyplyvajicimu nebo
které vzniknou z jejich plnéni dle této
Smlouvy nebo v souvislosti s nim.

Vzorky a geneticka data. Zadavatel
bude mit vyhradni prdvo a licenci
uzivat veSkeré biologické materidly a
vzorky Subjektii hodnoceni, naptiklad
krev nebo tkan€, shromazdéné dle
Protokolu (déle jen ,,Vzorky*), jakoZ 1
RNA, DNA a proteinové sekvence,
polymorfismus délky restrikénich
fragmenti (RFLP) a podobné udaje
shromdzdéné dle Protokolu (dale jen
,Geneticka data®). VesSkeré uzivani
Genetickych dat a/nebo Vzork
vramci nebo mimo rdmec Klinické
hodnoceni musi byt vzdy v souladu
s Protokolem, jinymi  pisemnymi
pokyny, s formuldfem informovaného
souhlasu a s PfisluSnymi pravnimi
piedpisy. Zadavatel povoluje
Poskytovateli pfistup ke Vzorkiim a
Genetickym datim pouze pro ucely
Klinického hodnoceni. Poskytovatel a
Zkousejici budou preddavat Zadavateli
nebo jim ustanovené osob& vSechny
Vzorky a Genetickd data béhem celé
doby provadéni Klinického hodnoceni
vCas, jak je stanoveno v Protokolu, ale
v kazdém ptipad¢ nejpozdéji Sedesit
(60) dni po datu, kdy Poskytovatel a
Zkousejici dokonci Klinické
hodnoceni, nebo po datu ukonceni této
Smlouvy, nastane-li diive.

Utast tietich osob. V piipads, Ze se
jakakoli tfeti osoba (zejména klinicky
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7.7

limited to a research assistant or
contractor) is involved in the Trial,
Provider and Investigator shall ensure
that such third party assigns all rights,
title and interest that he/she/it may
have in any Intellectual Property
and/or the Results to Provider in order
to be able to give full effect to the
provisions of this Agreement relating
to intellectual property, including the
obligations of Sections 6.2, 6.3 and
6.4 above. Provider is solely
responsible to compensate such third
parties and its employees in case of
commercial exploitation of
inventions.

Disclosure. Provider and Investigator
shall disclose promptly and in writing
to Sponsor all intellectual property
and Results arising wunder this
Agreement.

8. PUBLICATION, PUBLICITY AND

8.1

8.1.2

8.1.3

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

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 Provider or
Investigator. Sponsor acknowledges
that Provider and Investigator have
the right to publish the results that
Provider 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,

BI Contract No./ Smlouva BI ¢.: 382036

7.7

monitor nebo dodavatel) ucastni
Klinického hodnoceni, Poskytovatel a
ZkouSejici zajisti, aby takova treti
osoba  postoupila  Poskytovateli
vSechna prdva, titul a podil, které
piipadné ma k DuSevnimu vlastnictvi
a/nebo Vysledkim tak, aby mu
umoznila zajistit plnou Gcinnost
ustanoveni této Smlouvy tykajicich se
dusevniho vlastnictvi, véetné
povinnosti dle ¢lanka 6.2, 6.3 a 6.4
vySe. Poskytovatel nese vyhradni
odpovédnost za poskytnuti odmény
témto tfetim osobdm a svym
zamé&stnancim v pifpadé¢ komercniho
vyuziti vynélezi.

Zpiistupnéni. Poskytovatel a
ZkouSejici  neprodlené¢  pisemné
zpiistupni Zadavateli veskeré dusSevni
vlastnictvi a Vysledky vzniklé dle této
Smlouvy.

8. PUBLIKOVANI, PUBLICITA A

8.1

8.1.1

8.1.3

TRANSPARENTNOST
Publikovani.

Publikovani ze strany Zadavatele.
Zadavatel ma neomezené pravo
publikovat Vysledky a muze zadat k
publikaci tfetim osobdm dle svého
uvazeni jakékoli udaje.

Publikovani ze strany Poskytovatele
nebo Zkousejiciho. Zadavatel bere na
védomi, Ze Poskytovatel a ZkousSejici
maji pravo publikovat k nekomer¢nim
ucelim vysledky, kterymi pfispéji a
které vytvofi v disledku provadéni
Klinického hodnoceni, s nalezitym
zfetelem na ochranu Divérnych
informaci Zadavatele a v souladu
s nize uvedenym odstavcem ohledné
spolecnych multicentrickych
publikaci.

Spravna publika¢ni praxe.
Zadavatel, Poskytovatel a Zkousejici
se ve vztahu ke vSem publikacim,
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Provider 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
(“ICMIE”).

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

BI Contract No./ Smlouva BI ¢.: 382036

8.14

které se tykaji Klinického hodnocent,
véetné¢ vSech ddaji z Klinického
hodnocenti, zavazuji dodrZovat
smérnici pro spravnou publikacni
praxi (Good Publication Practice —
,GPP*) (kterd je kdispozici na:
http://www.ismpp.org) a  veSkeré
etické normy, které se tykaji publikaci
a autorstvi, vcCetné¢ ¢lanku II
Jednotnych pozadavkl na ptispevky
zverejnéné v biomedicinskych
casopisech s ndzvem Etické dvahy 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 redaktora
lékarskych casopisi  (International

Committee of Medical Journal Editors
-, JCMIJE®).

Piedkladani publikaci. Poskytovatel
a/nebo ZkousSejici predlozi Zadavateli
krevizi jeSt¢ pred predloZenim
jakékoli pisemné, elektronické, ustni
nebo audiovizudlni publikace kopii (i)

jakéhokoli  abstraktu, plakatu a
prezentacnich  diapozitiv, a to
nejméné patnact (15) dni pred

navrhovanym datem pro piedloZeni
k publikovani a (ii) jakéhokoli
navrhovaného rukopisu nebo jiného
materidlu nejméné Sedesat (60) dni

pfed takovym  datem. JestliZe
Zadavatel nebude informovat
Poskytovatele a/nebo ZkousSejiciho

pisemné béhem dané lhity Sedesati
(60) respektive patnacti (15) dnd, Ze
navrhované publikovani musi byt (i)
odloZeno za  ucelem  ochrany
potencialné patentovatelného
vynélezu nebo (ii) musi byt provedena
zmeéna, aby nedoSlo k potencidlnimu

zpfistupnéni Duvérnych informaci
Zadavatele, budou  Poskytovatel

a/nebo Zkousejici moci bez dalsiho
piistoupit k navrhovanému
publikovani po dpravach provedenych
zpisobem pfijatelnym pro Zadavatele
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8.2
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event that a delay of the proposed
publication is required, Provider 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. Provider
and Investigator acknowledge that if
the Trial is part of a multi-center trial,
Sponsor anticipates a joint multi-
center primary full publication.
Therefore, Provider and Investigator
agree not to publish, present or
otherwise disclose any results of or
information pertaining to Provider’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, Provider and Investigator
shall have the right to publish and
present the results of Provider’s and
Investigator’s activities conducted
under this Agreement, including
Results 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.

BI Contract No./ Smlouva BI ¢.: 382036

8.1.5

8.2

za ucelem ochrany Divérnych
informaci Zadavatele a vesSkerého
DusSevniho  vlastnictvi, jehoz je

Zadavatel majitelem. Je-li vyZadovéano
odloZeni navrhovaného publikovani,
odloZzi Poskytovatel a ZkouSejici
pfedani daného materidlu k publikaci
o dalsi dobu sjednanou v dobré vite
Smluvnimi stranami, kterd vSak
nebude del$i neZ osmnact (18) mésica
po podéni patentové piihlasky ohledné
daného vyndlezu.

Multicentricka publikace.
Poskytovatel a ZkouSejici berou na
védomi, Zze pokud je Klinické
hodnoceni soucdsti multicentrického
klinického hodnoceni, Zadavatel
pfedpokladd, Ze bude primdrné
v plném rozsahu vyddna spolecnd
multicentrickd publikace. Proto se
Poskytovatel a ZkousSejici zavazuji, Ze
pfed vyddnim takové publikace
nebudou publikovat, prezentovat nebo
jinak zpfistupnovat zadné vysledky
své cinnosti vykondvané dle této
Smlouvy ani informace souvisejici
s touto Cinnosti. Bez omezeni vyse
uvedeného ustanoveni plati, Ze pokud
nebude  spolend  multicentrickd
publikace vyddna do osmnicti (18)
mésici  po dokonceni Klinického
hodnoceni ve v§ech mistech provadéni
klinického hodnoceni, budou mit
Poskytovatel a ZkouSejici pravo
publikovat a prezentovat vysledky své
¢innosti  vykondvané dle  této
Smlouvy, vcetné Vysledki, které
vytvotili a jimiZ pfispéli, s vyhradou
revize a pfipominek dle predchoziho
odstavce.

Autorstvi. Autorstvi jakékoli
publikace souvisejici s Klinickym
hodnocenim  musi byt urceno

vzdjemnou dohodou. Zadavatel ma
pravo jmenovat spoluautory.

Publicita
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8.2.1

8.2.2

8.3

8.3.1
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Use of Trial Information. Neither
Provider 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 Provider’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.

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

BI Contract No./ Smlouva BI ¢.: 382036

8.2.1

8.2.2

8.3

8.3.1

Uzivani informaci o Klinickém
hodnoceni. Poskytovatel ani
Zkousejici nepouZiji bez ptredchoziho
pisemného souhlasu Zadavatele zadné
informace o Klinickém hodnoceni,
zejména o existenci Klinického
hodnoceni, ani jiné vefejn¢ dostupné
informace v Zddnych propagacnich
nebo reklamnich materidlech nebo
materidlech uréenych pro nédbor
Subjekt hodnoceni.

Pouziti jména, loga a ochrannych
znamek. Zadna ze stran této Smlouvy
nesmi pouZzit 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
Ptislusné pravni predpisy nestanovi
jinak. Zadavatel muiZe uZivat ndzev
Poskytovatele a/nebo ZkousSejictho a
informace o nich v publikacich a
sd€lenich o Klinickém hodnoceni,
vcetné webovych stranek o klinickych
hodnocenich, bulletinu o Klinickém
hodnoceni, v Zadostech, formularich a
vjinych materidlech predklddanych

jakémukoli  regulacnimu  organu
a/nebo v jinych materidlech
zvefejiovanych  dle  PfisluSnych

pravnich predpist, napiiklad pfi
zvetejiovani v registrech klinickych
hodnoceni.

Transparentnost

Registrace a vykazovani. Zadavatel
bude dodrzovat pozadavky ICMIJE o
registraci  klinickych hodnoceni a
prohlasuje, Ze Klinické hodnoceni
bude registrovdno podle piisluSnych
pozadavkl ICMIJE a vSech
piisluSnych pravnich predpisi jesté
pfed ndborem prvnitho Subjektu
hodnoceni a v zdkonem vyZadované
dobé a rozsahu vefejné vyhlasi
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of the Trial publicly when and to the
extent legally required.

Data and Document Sharing.
Provider 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.ht
ml).

9. PROVISION OF EQUIPMENT AND

9.1

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

REMOTE DATA CAPTURE

Use of Computer and Remote Data
Capture. If computer systems are

used for Remote Data Capture
(“RDC”) by  Provider and/or
Investigator for the Trial (own
computer or notebook computer

supplied by Sponsor), Provider 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.

8.3.2 Sdileni

9.1

BI Contract No./ Smlouva BI ¢.: 382036

vysledky Klinického hodnoceni.

idaji a  dokumenti.
Poskytovatel a ZkouSejici berou na
védomi, Ze Zadavatel mizZe v souladu
se spolecnymi »Zasadami
odpovédného sdileni klinickych ddaji
o Klinickém hodnoceni* EFPIA a
PhRMA (k dispozici na:
www.efpia.eu nebo www.phrma.org)
sdilet s nezavislymi zadateli zpravu o
Klinickém hodnoceni, souvisejici
klinické dokumenty a ddaje o klinické
studii na drovni pacientd (dalsi
informace Ize nalézt na
http://trials.boehringer-
ingelheim.com/transparency_policy.ht
ml).

9. POSKYTNUTI ZARIZENI A
DALKOVE ZACHYCOVANI UDAJU

Pouzivani pocitate a dalkové
zaznamenavani  udaji.  Jestlize
Poskytovatel ~ a/nebo  ZkouSejici

pouzivd ke Klinickému hodnoceni
systétmy pro déalkové zaznamenavini
udaji (Remote Data Capture — RDC)
(vlastni pocita¢ nebo notebook dodany
Zadavatelem), zajisti splnéni vSech
pozadavki pro RDC a dodrzi
podminky pro RDC uvedené v Piiloze
2 .Déalkové zaznamendvani uddajh
(RDC) — Podminky* a uZivatelského
manualu RDC poskytnutého
Zadavatelem.
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9.2
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Use of other Equipment. If Sponsor 9.2

provides Provider and/or Investigator
with any other equipment
(“Equipment”) for use in connection
with performance of services in the
Trial, Provider and/or Investigator
will document the Equipment in the
“Equipment Loaned Log” which is
part of the ISF. The terms and
conditions for provision of Equipment
will be set forth in a separate Loan
Agreement.

10. TRIAL PARTICIPANT INJURY,

10.1

10.1.1 Sponsor

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

INSURANCE

Trial Participant Injury.

Indemnification. Sponsor
will indemnify, defend and hold
harmless Provider, Investigator and

Provider’s  officers, agents and
employees  working under the
Provider’s direction in the conduct of
the Trial (collectively “Provider
Indemnitees”) from and against any
liability, loss, costs, including
reasonable  attorneys’ fees and

expenses, or damages (collectively
“Losses”) incurred by or imposed
upon an Provider Indemnitee as a
result of any third party claim made or
suit brought against the Provider
Indemnitee to the extent the same is
arising directly from the
Investigational ~ Product or the
performance of the Trial under this
Agreement, or any procedures to be
carried out solely for the purpose of
the Protocol, provided, however, that
Sponsor will not be responsible for
any Losses arising from any injuries
or damages to the extent resulting
from (i) the negligence or wilful
misconduct of any  Provider
Indemnitee; (ii) research activities

Pouzivani jinych zarizeni. Jestlize
Zadavatel poskytne Poskytovateli
a/nebo ZkouSejicimu jiné zafizeni

(ddle jen ,Zafizeni*) k pouZivani
v souvislosti s poskytovanim sluzeb v
ramci Klinického hodnoceni,
Poskytovatel ~ a/nebo  ZkouSejici
zdokumentuji zafizeni v ,Soupisu
zaptjcenych  zafizeni, ktery je
soucdsti  ISF. Podminky  pro

poskytnuti Zatizeni budou uvedeny v
samostatné Smlouvé o vyptjcce.

10. SKODA NA ZDRAVI SUBJEKTU

10.1

10.1.1

HODNOCENI, POJISTENI

Skoda na zdravi Subjektu
hodnoceni.
Odskodnéni Zadavatelem. Zadavatel

odskodni, bude hijit a kryt Poskytovatele,
Zkousejiciho, spravce, funkcionafe,
zastupce Zkousejictho a Poskytovatele a
zaméstnance pracujici pod vedenim
Poskytovatele pti provadéni klinického

hodnoceni  (spolecné¢ "OdSkodiiovani
Poskytovatele") z jakéhokoli zdvazku,
ztraty, nakladl, (spoleéné¢ "ztraty")
vynaloZené nebo ulozené
odskodiovanym Poskytovatele v
disledku jakéhokoli ndroku tfeti strany
nebo Zaloby podané proti

odskodnovanym Poskytovatele v rozsahu,
v jakém je to piimo z Hodnoceného

1é¢iva nebo  provadéni  klinického
hodnoceni podle této smlouvy nebo
jakékoli  postupy, které maji byt

provedeny vyhradné& pro ucely protokolu,
za predpokladu, Ze Zadavatel nenese
odpovédnost za ztraty vyplyvajici z
jakychkoli urazti nebo $kod v rozsahu

vyplyvajicim z i) nedbalosti nebo
umyslného zneuZit{ jakéhokoli
Odskodnované(ho) Poskytovatele; (ii)

vyzkumné ¢innosti provadéné kterymkoli
odskodiiovanym Poskytovatele v rozporu
s pusobnosti protokolu nebo této smlouvy
nebo mimo n¢; nebo (iii)) jednani
jakéhokoli organu Odskodnovaného v

rozporu s piisluSnym pradvem, touto
smlouvou nebo jakymkoli pisemnym
Page/Strana 38 of/z 65
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conducted by any Provider Indemnitee
contrary to or outside the scope of the
Protocol or this Agreement; or (iii)
actions by any Institution Indemnitee
in violation of Applicable Law, this
Agreement, or any written instruction
relating to the conduct of the Trial.

10.1.2 Provider Indemnification. Provider

10.1.3

will indemnify, defend and hold
harmless Sponsor, its officers, agents
and employees (collectively “Sponsor
Indemnitees”) from any Losses
incurred by or imposed upon a
Sponsor Indemnitee in connection
with deliberate or negligent acts of the
Provider or Investigator in carrying
out this Trial to the extent and in
accordance with the wording of Act
No. 89/2012 Coll., the Civil Code.

Conditions of Indemnity. Either
Party (herein referred to as the
“Indemnified Party”) wishing to be
indemnified by the other will: (i)
promptly after receipt of notice of any
claims and/or legal proceedings,
notify the other party thereof in
writing and enclose a copy of all
papers served, and (ii) allow the other
Party to retain exclusive control of the
defense against such legal proceedings
and claims without limitation the right
to select legal representative and to
settle such legal proceedings and
claims at its sole discretion, provided
that the other Party will not make any
settlement which admits fault on the
part of the Indemnified Party or could
reasonably be expected to have a
negative effect on the reputation of the
Indemnified Party without the prior
written consent of the Indemnified
Party, which will not be unreasonably
withheld.

10.1.4 No Substitute. The Parties understand

and agree that the indemnification
provided pursuant to this Agreement
is not intended as, nor is a substitute

BI Contract No./ Smlouva BI ¢.: 382036

10.1.2

10.1.3

10.1.4

pokynem tykajicim se vedeni klinického
hodnoceni.

Odskodnéni Poskytovatelem. Poskytovatel
poskytne Zadavateli, jeho zastupcim a
zaméstnanctim (kolektivné
"Odskodnovani Zadavatele") odSkodnéni,
které vznikne Zadavateli v souvislosti
s imyslnym jednanim ¢i nedbalostnim
jedndnim Poskytovatele ¢i ZkouSejiciho
pfi  provadéni  tohoto  Klinického
hodnoceni vrozsahu a vsouladu se
znénim zdkona ¢. 89/2012 Sb., obCansky
zékonik.

Podminky odSkodnéni. Kterdkoli strana
(dédle jen "odSkodnénd strana"), kterd si
pfeje byt odSkodnéna druhou: 1)
neprodlené po obdrZzeni ozndmeni o
jakychkoli ndrocich a / nebo soudnich
fizenich pisemné ozndmi druhé stran¢ a
prilozi kopii vSech pisemnosti, které byly
doruceny, a ii) umoZni druhé strané, aby
si udrzela vyhradni kontrolu nad
obhajobou proti takovym soudnim
fizenim a bez omezeni narokd na pravo
zvolit si pradvniho zdstupce a na urovnani
takovych soudnich fizeni a narokt podle
vlastntho uvazeni, za predpokladu, jina
strana nebude Cinit zadné urovnani, které
by pfipustilo zavinéni ze strany
Odskodnéné strany, nebo by se mohlo
oduvodnéné ocekdvat, Ze bude mit
negativni dopad na povést OdSkodnéné
strany bez pfedchoziho pisemného
souhlasu  Odskodnéné strany, kterd
nebude bezdivodné odepiena.

Bez nahrady. Strany rozumi a souhlasi s
tim, Ze odskodnéni poskytované podle
této Smlouvy neni zamySleno jako
ndhrada za, nebo jind forma, pojiSténi
odpovédnosti za Skodu.
Hodnoceného  1éciva

nebo fadného
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10.2
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for, full and complete malpractice or
other forms of liability insurance.

Provider 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. Provider 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.

Clinical Trial Insurance. Sponsor
has effected sufficient insurance to
compensate 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 the provisions of Section
52 (3) f) of Act No. 378/2007 Coll. 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 Provider 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

BI Contract No./ Smlouva BI ¢.: 382036

10.2

provadéni jakéhokoliv Studijniho postupu
vyZadovaného Protokolem, a to vcetné
penéZité ndhrady vyvaZujici utrpeni osob
blizkych v pripad¢ usmrceni nebo zvlast
zavazného ublizeni na zdravi Subjektu
hodnocent.

Poskytovatel a/nebo ZkouSejici jsou
povinni neprodlené pisemné
informovat Zadavatele o jakémkoli
naroku na zakladé onemocnéni, Urazu
nebo umrti Subjektii hodnoceni, jehoz
skute¢nym nebo uidajnym divodem je
jejich dcast v Klinickém hodnocent,
umoZznit Zadavateli vyfidit takovy
ndrok (véetné jednani o mimosoudnim
narovnani) a plné s nim spolupracovat
pfi vyfizovdni takového naroku.
Poskytovatel poskytne Zadavateli
dostateCnou dokumentaci k provétreni
a zpracovani veSkerych nédhrad za
Skodu na zdravi Subjektu hodnoceni,
avSak s tim, Ze z veSkeré dokumentace
pfedloZzené Zadavateli budou
odstranény  vSechny identifikacni
znaky pacienta. Zadavatel je v piipadé
naroku na zakladé onemocnéni, Urazu
nebo dmrti zplsobeného skute¢né
nebo udajné ucasti daného Subjektu

hodnoceni v Klinickém hodnoceni
odpovédny za informovéni
pojistovny.

Pojisténi  Klinického hodnoceni.

Zadavatel uzaviel dostate¢né pojisténi
nahrady Skody v pfipadé umrti, drazu
nebo Skody na zdravi Subjekth
hodnoceni pifmo zplsobené jejich
ucasti v Klinickém  hodnoceni
v souladu s ustanovenim § 52 odst. 3
pism. f) zdkona ¢. 378/2007 Sb. Toto
pojiSténi  klinického hodnoceni se
rovnéZ vztahuje na 1écbu Urazu a
vtomto rozsahu muze i kryt
ptislusSnou odpovédnost Poskytovatele
nebo ZkousSejictho. Smluvni strany
jsou vSak srozumény s tim, Ze
pojisténi klinického hodnoceni neni
urc¢eno jako nahrada a neni ndhradou
za plnohodnotné a uplné pojisténi
odpovédnosti za chyby a omyly
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liability insurance.

11. FINANCIAL DISCLOSURE

BI Contract No./ Smlouva BI ¢.: 382036

v povoléni, ani jinych forem pojiSténi
odpovédnosti.

11. ZPRISTUPNENI FINANCNICH

UDAJU

11.1 Cooperation. Provider and 11.1 Spoluprace. Poskytovatel a
Investigator agree to cooperate with ZkouSejici se zavazuji spolupracovat
the Sponsor in providing information se Zadavatelem pifi poskytovani
as may be required by Sponsor to informaci pozadovanych
comply with the requirements of Zadavatelem, aby Zadavatel splnil
FDA. pozadavky FDA.

11.2 Financial Disclosure Questionnaire. 11.2 Dotaznik o finan¢nich ddajich.
Provider and Investigator will ensure Poskytovatel a Zkousejici zajisti, aby
that all investigators listed on the Trial zkouSejici uvedeni v dobé zahdjeni
staff list (i.e., the delegation log) at the Klinického hodnoceni na seznamu
time of Trial initiation as well as all persondlu Klinického hodnoceni (tj.
investigators  joining after Trial v soupisu delegovanych pravomoci), i
initiation, will provide sufficient and ti, ktefi se zapoji do Klinického
accurate financial information in hodnoceni po jeho zahdjeni, uvedli
English on the Financial Disclosure v angli¢tin€é dostatené a vcCasné
Questionnaire (“FDQ”) provided by finan¢ni  ddaje v dotazniku o
the Sponsor. This certification / finan¢nich udajich (Financial
disclosure must include disclosure Disclosure Questionnaire — FDQ”),
interest from their spouse and/or poskytnutém  Zadavatelem.  Toto
children. Changes to reportable potvrzeni/zptistupnéni musi obsahovat
financial  information must be 1 finan¢ni udaje o jejich manZzelskych
promptly communicated to the partnerech a/nebo détech. Zmény
Sponsor during the course of the Trial finan¢nich udajt, které podléhaji
and for one (1) year following ohlasovdni, musi byt neprodlené
completion of the Trial. If Investigator sdélovany Zadavatel v  prib¢hu
or any sub-investigators refuse to Klinického hodnoceni a po dobu
disclose  their  interests,  such jednoho (1) roku po jeho dokonceni.
individuals will not be allowed to Jestlize ZkouSejici nebo néktery
participate in the Trial. pomocny zkouSejici odmitne sdélit

tyto tudaje, nebude mu dovoleno
ucastnit se Klinického hodnoceni.

11.3 Review and Regulatory Submission. 11.3 Kontrola a piedkladani regula¢nim
Provider and Investigator organum. Poskytovatel a Zkousejici
acknowledge that the completed FDQ berou na védomi, Ze vyplnéné FDQ
may be subject to review by mohou podléhat kontrole ze strany
governmental or regulatory stitnich nebo regula¢nich orgénd,
authorities, Sponsor, and their agents Zadavatele a jeho  pfisluSnych
and that the FDQ may be included in zastupci a mohou se stat soucdsti
a regulatory submission in the USA podéni u regula¢nich orgdnti v USA a
and that the U.S. Food and Drug 7e si Utad USA pro kontrolu potravin
Administration (FDA) reserves the a léiv (U.S. Food and Drug
right to make the information public if Administration — FDA) vyhrazuje
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12.1

12.2
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it feels that this is in the public
interest. Provider and Investigator
shall ensure to obtain, from each
investigator, prior written consent as
necessary for such review and
transfer.

12. DEBARMENT

Representation and Warranty.
Provider and Investigator each
represent and warrant that Provider,
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. Provider and/or
Investigator shall notify Sponsor
immediately in writing if Provider,
Investigator or any of their respective

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

disqualified or banned or becomes

subject to an investigation for
debarment, or becomes otherwise
subject to any restrictions or
sanctions.
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12.1

12.2

pravo zvefejnit tyto informace, pokud
se domnivd, Ze je to ve vefejném
zajmu. Poskytovatel a ZkouSejici
zajisti, aby od kazdého zkousejiciho
obdrzeli pfedchozi pisemny souhlas
potiebny k takové kontrole a prevodu.

12. ODEBRANI OPRAVNENI
PROVADENI KLINICKYCH
HODNOCENI

Prohlaseni a zaruka. Poskytovatel a
ZkousSejici kazdy prohlaSuji a zarucuji
se, 7e Poskytovatel, ZkouSejici,
Persondl Klinického hodnoceni a
jejich prislusni zameéstnanci,
dodavatelé a  zdstupci,  vcetné
pomocnych  zkouSejicich, nejsou
pfedmétem z4dného omezeni
opravnéni k provadéni klinickych
hodnoceni, takové oprdvnéni jim
nebylo odebréno, jeho platnost nebyla
pozastavena, nebyli diskvalifikovéni a
nebyl jim uloZzen zdkaz provadét
klinickd hodnoceni, a Zadny regulacni
orgdn proti nim nevede fizeni o
odebrani  oprdvnéni  k provadéni
klinickych hodnoceni a ze strany
FDA, jiného statniho nebo
regulacniho orgdanu nebo profesni
organizace jim nebyla uloZena Zadna
omezeni ani sankce ve vztahu
k provadéni védeckych nebo
klinickych vyzkum.

Oznameni. Poskytovatel  a/nebo
ZkouSejici jsou povinni okamZité
pisemné¢  informovat  Zadavatele,
jestlize Poskytovatel, Zkousejici nebo
kterykoli z jejich piislusnych
zaméstnancu, dodavatelu nebo
z4stupcd, véetné pomocnych
zkousSejicich, bude podléhat takovému
omezeni, bude mu odebrano
opravnéni  k provadéni klinického
hodnoceni,  pozastavena  platnost
takového opravneéni, bude
diskvalifikovin nebo mu bude
vysloven zdkaz nebo se stane
pfedmétem vySetfovani o odebrani
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13.1
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Termination. Debarment, suspension 12.3

or proposed debarment of Provider,
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 14 below.

13. ANTI-BRIBERY AND ANTI-

CORRUPTION
Prohibition. Provider and
Investigator each represents and

warrants that it, its owners, directors,
officers, employees, sub-contractors
and agents will act in full compliance
with any applicable anti-corruption
laws and regulations, industry and
professional codes of and 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, Provider 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. Provider
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

BI Contract No./ Smlouva BI ¢.: 382036

povoleni  k provadéni  klinického
hodnoceni nebo mu budou uloZena
jind omezeni nebo sankce.

Ukonceni. Jestlize néjaky statni nebo
regulacni organ odebere nebo navrhne
odebrani oprdvnéni Poskytovatele,
Zkousejiciho nebo jejich zaméstnanct
k provadéni klinickych hodnoceni,
bude to divodem k automatickému
ukoneni této Smlouvy ze strany
Zadavatele dle jeho vlastntho uvdZeni
v souladu s ¢lankem 14 niZe.

13. PREDPISY PROTI UPLATKARSTVI

13.1

A KORUPCI

Zakaz. Poskytovatel i ZkousSejici
prohlasuji a ru¢i za to, Ze kazdy z
téchto subjektd, jejich vlastnici,
feditelé, ¢lenové orgdnti, zaméstnanci,
subdodavatelé a zastupci budou jednat
pln¢ v souladu s pfisluSnymi
protikorupnimi pravnimi pfedpisy a
nafizenimi, kodexy platnymi v ramci
daného odvétvi a profese, a je jim

zakdzéno pifmo nebo nepiimo
nabizet, slibovat, platit nebo
zajiStovat platbu nebo poskytnuti
jiného  prospéchu nebo  vyhody
jakékoli fyzické nebo pravnické

osobé, zejména Zastupcim vefejné
moci dle definice niZze, vyménou za
jakoukoli formu neopravnéné vyhody
Poskytovatel a ZkouSejici nesmi
zejména nabidnout, pfislibit nebo
zaplatit dplatek za ucelem (i) splnéni
regulacnich poZadavki a ziskdni nebo
udrzeni (ii) jakéhokoli druhu obchodni
¢innosti, vcéetn€ obchodni transakce,
jejimz je Zadavatel tucastnikem nebo
(iii) jakékoli jiné neopravnéné vyhody
souvisejici s podnikdnim Zadavatele.
Poskytovateli a ZkouSejicimu je
zakdzano pozadovat, pfijmout piislib
nebo obdrzet jakoukoli platbu,
prospéch nebo vyhodu od jakékoli
fyzické nebo pravnické osoby pro
sebe nebo pro tieti osobu vyménou za
to, Ze daji jiné fyzické nebo pravnické
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13.2

regarding the question whether or not
a particular transaction may be
regarded as a bribe, Provider and
Investigator must seek prior advice
and approval of the Sponsor.

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, Provider and Investigator may
not transfer anything of value to a
Public Official without the prior
approval of the Sponsor. Provider 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.

BI Contract No./ Smlouva BI ¢.: 382036
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13.3 Reporting to Sponsor. Provider and 13.3
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Investigator shall report any suspicion

osobé neregulérmé pfednost pii
obstardviani zbozi nebo obchodnich
nebo jinych  sluzeb. V piipadé
pochybnosti o tom, zda musi byt na
uritou transakci pohliZzeno jako na
uplatek, musi  Poskytovatel a
Zkousejici predem pozadat Zadavatele
o radu a souhlas.

Zastupce vefejné moci. Pojem
,zastupce verejné moci znamend pro
ucely této Smlouvy jakéhokoli
trednika ¢i zaméstnance domaci nebo
zahraniéni vlady nebo jakéhokoli
jejtho ministerstva, agentury nebo
ufadu nebo vefejnopravni
mezindrodni  organizace  (vCetné
nevladnich  organizaci), a také
jakoukoli osobu jednajici ¢i jakoukoli
sekci, oddéleni, organ ¢i pobocku
téchto instituci, nebo jakoukoli osobu
jednajici v kompetenci ufedni moci
v zastoupeni jakékoli takové vlady
nebo jejtho ministerstva, agentury
nebo tfadu nebo v zastoupeni jakékoli
vefejnopravni mezinarodni
organizace, a zdroven zdravotnické
odborniky, ktefi pracuji ve
zdravotnickych zafizenich, v nichz
vlastni podil nebo které ovladaji
ustfedni, regiondlni nebo mistni
orgdny statni moci nebo kterd jsou
jimi zcasti nebo zcela financovana.
Bez zietele na to, zda by takovy
pfevod mohl nebo nemusel byt
uplatek, nesmi Poskytovatel a
ZkouSejici pfevést Zadnou hodnotu
Zastupci vefejné moci bez
pfedchoziho souhlasu Zadavatele.
Poskytovatel a ZkouSejici nesmi
pfevést Zadnou hodnotu zdstupciim,
aby nabidli, pfislibili, zaplatili,
pfevzali, poZddali nebo zatidili platbu
jakéhokoli udplatku nebo predani
jakékoli hodnoty Zdstupci vefejné
moci, zafidili takovou platbu nebo ji
komukoli nahradili.

HlaSeni Zadavateli. Poskytovatel a
ZkouSejici  jsou  povinni  hlasit
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13.4

13.5

14.1
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of past, actual or potential violations
of this section to the Sponsor. If
Provider is in doubt whether a certain
act violates its obligations under this
section, Provider 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 Agreement for cause
and with immediate effect, if Provider
violates its obligations under this
section. Provider and Investigator
shall indemnify and hold Sponsor
harmless for any loss or damage
resulting of a breach by the Provider
and/or Investigator, its directors,
officers, employees, sub-contractors
and agents of this section or of any
Applicable Law.

Certificate. Upon Sponsor‘s request
from time to time, Provider and
Investigator  agree  to  certify
compliance with the foregoing in a
form suitable for Sponsor.

14. TERM, TERMINATION AND

EFFECTS OF TERMINATION

Term. This Agreement will become
effective on the date on which it is last
signed by the parties and will be
published in register of contracts (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.

BI Contract No./ Smlouva BI ¢.: 382036

13.4

13.5

Zadavateli jakékoli podezieni na
minulé, soucasné nebo potencidlni
poruseni  tohoto  ¢lanku. Ma4-li
Poskytovatel pochybnosti o to, zda
urCité  jedndni  porusuje  jeho
povinnosti dle tohoto c¢lanku, bude
kontaktovat Zadavatel a odlozi
rozhodnuti, diive nez podnikne dané
opatfeni.

Nasledky porusSeni. Veskeré poruseni
tohoto Clanku tvoii zdvazné porusSeni
této Smlouvy. Zadavatel je vedle
jinych sankci stanovenych
PtisluSnymi pradvnimi predpisy a/nebo
touto Smlouvou opravnén ukoncit tuto
Smlouvu  suvedenim divodu a
s okamzitou platnosti, jestlize
Poskytovatel porusi své povinnosti dle
tohoto  cClanku.  Poskytovatel a
Zkous$ejici  odSkodni a  ochrani
Zadavatele vuci jakékoli ztrdt€¢ nebo
Skod€ vyplyvajici z poruSeni tohoto
Clanku nebo jakéhokoli Prislusného

pravniho  pfedpisu  ze  strany
Poskytovatele a/nebo ZkousSejiciho,
jejich feditelti, vedoucich pracovnikd,
zaméstnancu, subdodavatelu a
zastupc.

Osvédceni. Na Zadost podanou
prileZitostné Zadavatelem se

Poskytovatel a ZkouSejici zavazuji
osveédcit soulad se shora uvedenym ve
form& vhodné pro Zadavatele.

14. DOBA PLATNOSTL UKONCENI A

14.1

UCINKY UKONCENI
Doba platnosti. Tato Smlouva
nabude ucCinnost dnem, kdy ji

podepiSe posledni smluvni strana a
bude uvefejnéna v registru smluv
(dédle jen ,Datum tCinnosti) a
zUstane v platnosti do dokonceni
Klinického hodnoceni (tedy do data
vykonani zavére¢né navstévy v misté
provadéni  klinického hodnoceni),
nebude-li podle dile wuvedenych
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14.3

14.4
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Automatic Termination. The Parties
agree that this Agreement shall be
terminated automatically if the Trial is
not formally initiated at the Provider
(i.e. no initiation visit performed). The
termination shall be effective upon
Sponsor’s communication to the
Provider and Investigator in writing
(e-mail suffices) that the Trial will not
be initiated.

Termination by Sponsor. Sponsor
may terminate this Agreement,
terminate the conduct of the Trial
under this Agreement, or terminate or
suspend enrollment or randomization
of Trial Participants for any reason
upon at least thirty (30) days prior
written notice to Provider and/or
Investigator. The date of termination
will be the date specified in such
notice.

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

BI Contract No./ Smlouva BI ¢.: 382036
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14.3

14.4

ustanoveni ukoncena diive

Automatické wukonceni. Smluvni
strany souhlasi s tim, Ze tato Smlouva
bude automaticky ukoncena, jestlize
nedojde  k formdlnimu  zahdjeni
Klinického hodnoceni u Poskytovatele
(tedy nebude-li vykondna zahajovaci
navstéva). Toto ukoncCeni bude uic¢inné
na zdkladé¢ pisemného  sd¢leni
Zadavatele Poskytovateli a
Zkousejicimu (postaci e-mail) o tom,
ze Klinické hodnoceni nebude
zahdjeno.

Ukonceni ze strany Zadavatele.
Zadavatel je opravnén ukoncit tuto
Smlouvu, ukoncit provadéni
Klinického  hodnoceni dle této
Smlouvy, nebo ukoncit ¢i pozastavit
nabor nebo randomizaci Subjektl
hodnoceni, a to z jakéhokoliv diivodu
pisemnou vypovédi zaslanou nejméné
tticet (30) dni pfedem Poskytovateli
a/nebo Zkousejicimu. Datem ukonceni

bude datum wuvedené v takové
vypovedi.
Okamzité ukonieni ze strany

Zadavatele. Zadavatel je oprdvnén
okamzit¢ ukoncit tuto Smlouvu,
ukoncit provadéni Klinického
hodnoceni dle této Smlouvy nebo
ukoncit nebo pozastavit ndbor nebo
randomizaci Subjekti hodnoceni na
zaklade pisemného ozndmeni
Poskytovateli a/nebo ZkouSejicimu,
jestlize (i)  Poskytovatel  nebo
Zkousejici nesplni cile pro zatfazovani
Subjektii hodnoceni do Klinického
hodnoceni wuvedené v Protokolu
v Casovém ramci stanoveném
Zadavatelem nebo Zadného pacienta
nezafadi do prvnich ti{f mésici po
zahdjeni Klinického hodnoceni, (ii)
Zadavatel se dozvi n&jaké informace
ohledné udcinnosti nebo bezpecnosti,
které mohou vyznamnym zpisobem
ovlivnit nebo zménit dal§i provadéni
Klinického hodnoceni, (iii) Zadavatel
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14.6
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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 Provider. Provider
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  Provider
specifying the breach alleged by
Provider. Further, if Provider 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, Provider 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.

Effects of Suspension or
Termination of Enrollment. If
enrollment or randomization of Trial
Participants has begun and enrollment
or randomization of additional Trial
Participants ~ is  terminated  or
suspended, Provider and Investigator
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14.5

14.6

ukonc¢i dle svého vyhradniho uvazeni

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 duvodného wuvaZeni. Datem
ukonCeni bude datum uvedené v
takové vypovedi.

Ukonceni ze strany Poskytovatele.
Poskytovatel je opravnéno ukoncit

tuto Smlouvu s uUéinnosti k datu
doruceni pisemné vypoveédi
Zadavateli, jestlize Zadavatel

zdvaznym zpusobem porusi kterékoli
ustanoveni nebo podminku této
Smlouvy a nenapravi toto poruseni do
tiiceti (30) dn po  obdrZeni
pisemného ozndmeni Poskytovatele o
tomto poruSeni, v némZ bude
Poskytovatel  specifikovat  takové
tvrzené poruSeni. Déle v pfipadé, Ze
Poskytovatel zjisti ndznaky toho, Ze

dochazi kzavazné fyzické Ujmé
kteréhokoli ze Subjekti hodnoceni

vjeho mist€¢ provadéni klinického
hodnoceni, miZze okamZité pozastavit
ndbor Subjektl hodnoceni ve svém
misté provadéni klinického
hodnoceni. V takovém piipadé bude
Poskytovatel okamzit¢ informovat
Zadavatele o takovych nédznacich a o
svém rozhodnuti pozastavit ndbor
Subjektli hodnoceni ve svém misté
provadéni klinického hodnoceni, ale
bude pokracovat s provadénim
ndslednych procedur stanovenych
v této Smlouve.

Utinky pozastaveni nebo ukondeni
naboru. Pokud jiz byl zahdjen ndbor
nebo randomizace Subjektt
hodnoceni a ndbor nebo randomizace
dalsich (dodatecnych) Subjekt
hodnoceni jsou ukonceny nebo
pozastaveny, pak Poskytovatel a
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14.7

14.7.1

will either terminate or suspend
enrollment, as appropriate, and will
continue to conduct the Trial in
accordance with the Protocol and this
Agreement for all Trial Participants
then enrolled, except if the safety of
such Trial Participants could be
endangered thereby or if the Provider
and Investigator are otherwise
instructed by Sponsor.

Effects of Termination. The effect of
any such termination will be as
follows

Continued Monitoring and Data
Maintenance. Upon receipt of notice
of termination by Sponsor, Provider

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 Provider and Investigator are
otherwise instructed by Sponsor.
Following such termination, Provider
and Investigator will continue to
monitor  Trial  Participants  and
maintain clinical data as set forth in
the Protocol and in accordance with
ICH GCP.

14.7.2 Provision of Data and Medical

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

Records. Provider and 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.

BI Contract No./ Smlouva BI ¢.: 382036

14.7

14.7.1

Zkousejici
pozastavi a
v provadéni

nabor ukon¢i, resp.
budou  pokracovat
Klinického hodnoceni

v souladu s Protokolem a touto
Smlouvou pro vSechny v daném
okamziku zafazené Subjekty
hodnoceni; to neplati, pokud by
takovym  postupem mohla byt

ohroZena bezpecnost téchto Subjektl
hodnoceni nebo pokud da Zadavatel
Poskytovateli a ZkouSejicimu jiné
instrukce.

Utinky ukonéeni. Jakékoli takové
ukonceni mize mit tyto Gcinky:

Pokracujici monitorovani a
uchovavani dat. Jakmile
Poskytovatel a ZkouSejici obdrzi

vypovéd Zadavatele, ukon¢i nédbor
nebo randomizaci a 1écbu vSech
Subjekti hodnoceni dle Protokolu,
ledaZze by byla ohroZena bezpecnost
téchto Subjekti hodnoceni nebo
dostanou-li Poskytovatel a ZkouSejici
od  Zadavatele  jiné pokyny.
Poskytovatel a ZkouSejici budou po
takovém ukonceni dale monitorovat
Subjekty hodnoceni a uchovévat
klinické udaje podle Protokolu a
v souladu s ICH GCP.

14.7.2 Poskytovani ddaji a zdravotnich

14.7.3

zaznamu. Poskytovatel a ZkousSejici

budou (i) poskytovat Zadavateli
veSkeré  udaje  vyZzadované dle
ustanoveni této Smlouvy a/nebo

Protokolu a (ii) zajisti zdastupctim
Zadavatele pred vyplatou zavérecné
platby i poté piistup kddajim a
lékatskym zdznamim za ucelem
revize a dopracovani  potfebné
dokumentace a ndlezitého pievodu
nebo ukonceni Gcasti  Subjekth
hodnoceni v Klinickém hodnoceni.

Nahrada nakladu. Poskytovatel a
Zkousejici vynaloZi v piipadé
drivéjSitho ukonceni bez ohledu na
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14.7.3 Reimbursement of Costs. Upon early
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termination for any reason, Provider
and Investigator will use their best
efforts to promptly limit or terminate
any outstanding commitments and to
conclude the work. Except as
specifically set forth herein in regards
to termination by Sponsor pursuant to
Sections 12.3 and 15.4, all costs for

services performed by
Provider/Investigator prior to receipt
of the termination notice and

authorized under the Protocol and
indicated in the Payment Schedule
will be reimbursed by Sponsor.

Notwithstanding the foregoing, if this
Agreement is terminated by Sponsor
pursuant to Section 15.4. as a result of
a violation by Provider or Investigator
of any applicable laws or regulations
or ICH GCP Guidelines and such
violation negatively affects the
integrity of the Trial data and/or
results  generated by  Provider,
Provider will reimburse Sponsor any
and all amounts paid (other non-
cancelable expenses) by Sponsor to
Provider under this Agreement within
thirty (30) days following written
request by Sponsor.

15. CONCLUDING PROVISIONS

No  Violation. Provider 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
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
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duvod ukonéeni maximalni asili na to,
aby neprodlené omezili nebo ukon¢ili
veSkeré nevyporddané zdvazky a
uzavreli praci. Neni-li v této Smlouvé
vyslovné stanoveno jinak ve vztahu
k ukonceni Zadavatelem dle c¢lanka
12.3 a 15.4, hradi Zadavatel vSechny
ndklady na sluzby poskytnuté
Poskytovatelem/ZkousSejicim pred
obdrzenim vypovédi, které jsou
povoleny dle Protokolu a uvedeny
v Platebnim rozvrhu.

Bez ohledu na shora uvedené plati, Ze

bude-li tato Smlouva ukoncena
Zadavatelem dle c¢lanku 154
v disledku  poruseni  jakychkoli

pouzitelnych pravnich ptedpisii nebo

smérnice ICH GCP ze strany
Poskytovatele nebo ZkouSejiciho,
pficemz toto poruSeni bude mit

negativni dopad na celistvost ddaji
Klinického hodnoceni a/nebo
vysledky generované Poskytovatelem,

nahradi  Poskytovatel = Zadavateli
veSkeré Castky (jiné nezruSitelné
vydaje)  zaplacené  Zadavatelem

Poskytovateli dle této Smlouvy ve
lhtté tiiceti (30) dnt ode dne pisemné
vyzvy Zadavatele.

15. ZAVERECNA USTANOVENI

Zadné poruSeni. Poskytovatel a
Zkousejici prohlasuji a zarucuji se, Ze
uzavieni, doruceni a plnéni této
Smlouvy danou smluvni stranou (i)
nevyZzaduje souhlas, vzdani se,
schvaleni, licenci nebo opravnéni ze
strany jakékoli osoby nebo vetejného
orgénu, ktery nebyl dosud ziskan; (ii)
neporusuje Zadné ustanoveni pravniho
pfedpisu, ktery se vztahuje na danou
smluvni stranu; (iii) neni v rozporu
nebo nemd za ndasledek prodleni dle
néjaké smlouvy nebo listiny; nebo (iv)
neporusuje Zaddny soudni ani sprédvni

vynos, predpis, rozhodnuti nebo
jakékoli jiné omezeni jakéhokoli
Page/Strana 49 of/z 65
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is a party or by which such party is
bound.

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

Assignment. Neither Provider 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 Provider 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. The
Sponsor will notify the Provider about
the assignment of the Agreement.

Entire Agreement. This Agreement
sets forth the entire agreement
between the Parties and supersedes all
previous agreements, written or oral,
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15.3

154

druhu nebo povahy, jehoz je dand
smluvni strana stranou nebo jimzZ je
vazana.

Stiret zajmia. Poskytovatel a
ZkouSejici prohlasuji a zarucuji se, Ze
Poskytovatel ani ZkouSejici, ani Zadny
Persondl Klinického hodnoceni nejsou
ve stietu zdjmu, ktery by ovlivnil
provadéni Klinického hodnoceni a Ze
Poskytovatel ani Zkousejici
neobdrZeli od Zadavatele nebo od
kterékoli z jeho Spiiznénych osob
zadné zvlastni vyhody za ucast v
Klinickém hodnoceni, véetné nabidek
rodinnym pfisluSnikim. Nastane-li
béhem doby platnosti této Smlouvy
néjaky stfet zdjmd, ozndmi to
Poskytovatel a ZkousSejici neprodlené
pisemné¢ Zadavateli.

Postoupeni. Poskytovatel ani
Zkousejici nejsou opravnéni
postoupit, subdodavatelsky zadat nebo
jinak prevést sva prava a povinnosti
dle této Smlouvy zcela ani zC&4sti
jakékoli treti osobé bez pifedchoziho
pisemného  souhlasu  Zadavatele.
Zidny takovy souhlas nezprosti
Poskytovatel ani Zkousejicitho jejich
zavazkl dle této Smlouvy. Smluvni
strany jsou srozumeény s tim, Ze
jakékoli  pravo nebo  povinnost
Zadavatele dle této Smlouvy miiZe byt
postoupena kterékoli z jeho
Spiiznénych osob nebo tieti osobé a
Ze jakékoli jeho pravo nebo povinnost
dle této Smlouvy miZe realizovat
kterdkoli z jeho Spiiznénych osob
nebo tfeti osoba. Kterykoli pravni
ndstupce Zadavatele se pro ucely této
Smlouvy povazuje za Spiiznénou

osobu Zadavatele. O postoupeni
smlouvy Zadavatel vyrozumi
Poskytovatele.

ijlné dohoda. Tato Smlouva stanovi
uplnou dohodu Smluvnich stran a rusi
a nahrazuje veSkeré pfedchozi
pisemné 1 dustni dohody o jejim
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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.
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pfedmétu.  Tuto  Smlouvu  lze
dopliiovat pouze pisemnou listinou
faddn€¢  podepsanou v zastoupeni
Smluvnich stran.

Rozpor. V piipad¢ nesrovnalosti mezi
touto Smlouvou a kteroukoli z jejich
Pfiloh maji pfednost ustanoveni této
Smlouvy, neni-li vyslovné sjedndno,
Ze ma prednost Priloha. V piipadé
nesrovnalosti mezi touto Smlouvou a
Protokolem se lékafské a védecké
otdizky a provadéni Klinického
hodnoceni fidi Protokolem a vSechny
ostatni zélezitosti touto Smlouvou.

Vyssi moc. Bude-li plnéni kterychkoli
zdvazklu dle této Smlouvy nékterou
smluvni stranou opoZzdéno nebo
znemoznéno okolnostmi, které jsou
mimo jeji pfiméfeny dosah, takové
prodleni s plnénim nebude
povazovano za poruseni této Smlouvy
danou Smluvni stranou. Takova
Smluvni strana bude vSak povinna
neprodlené¢ ptredat druhé smluvni
strané neprodlené¢ ozndmeni o takové
vys$§i moci a vynaloZit maximalni usili
o to, aby pokud moZno pfiméiené
rychle odstranila jeji ucinky. Bude-li
doba opozdéni nebo prodleni delsi nez
tfi (3) mesice, bude mit Smluvni
strana, kterd neni v prodleni, pravo
ukonCit tuto Smlouvu okamZité
pisemnou vypovédi zaslanou kdykoliv
po uplynuti lhiity tif (3) mésict.

Vzdani se ustanoveni a podminek
Smlouvy. Jakékoliv prohldseni o
vzdédni se ustanoveni a podminek
Smlouvy musi byt pisemné, aby bylo

uc¢inné, a nebude-li to vyslovné
uvedeno, nebude se jednat o
pokraCujici vzddni se a takové
prohldaSeni  neznemoZzni  Smluvni

stran¢, kterd je vydavd, vymahani
jakéhokoli ustanoveni nebo podminky
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Severability. The invalidity of any
provision of this Agreement or any
loophole in this Agreement shall not
affect the wvalidity 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; Data  Protection /
Privacy; Confidentiality;  Sponsor
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

BI Contract No./ Smlouva BI ¢.: 382036
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15.9

15.10

15.11

této Smlouvy, které se takto nevzdala.

Oddélitelnost jednotlivych
ustanoveni. Neplatnost kteréhokoli
ustanoveni této Smlouvy nebo né&jaké
chybéjici ustanoveni nebude mit vliv
na zadné jiné jeji ustanoveni. Smluvni
strany se zavazuji nahradit neplatné
ustanoveni nebo zaplnit mezeru ve
smlouvé s jinym ustanovenim, které
z pravniho hlediska co mozna nejblize
zachycuje puvodné zamySlené
komer¢ni cile Smluvnich stran.

Nezavisli zhotovitelé. Kazdd Smluvni
strana je v ramci této Smlouvy
nezdvislym podnikatelem, a proto
nemd Zadna ze smluvnich stran pravo
na jakykoliv prospéch, ktery se
vztahuje k jakymkoliv zaméstnanciim
druhé Smluvni strany. Tato Smlouva
neddvd zejména ZkouSejicimu pravo
na pracovni pomér u Zadavatele.
Z4dnd Smluvni strana neni za Zadnym
ucelem opravnéna  jednat jako
zastupce druhé Smluvni strany a
Zadnd Smluvni strana nesmi uzaviit
Zadnou smlouvu, ani vydat Zadnou
zaruku nebo prohldseni ohledné
jakékoli zalezitosti v zastoupeni druhé
Smluvni strany.

Platnost ustanoveni po ukonceni

Smlouvy. Ustanoveni a podminky
¢lankd s ndzvem Dodrzovéani
predpisti,  Bezpecnostni  hldseni,
Konec¢né vyuctovani a platba, Hlaseni
plateb, Dokumenty Klinického
hodnoceni, Uéinky ukonéeni, Ochrana
udaji  / soukromi; Milcenlivost,
DuSevni  vlastnictvi ~ Zadavatele,
Publikovéni, publikace a

transparentnost, Monitorovani, Audity
a prohlidky, Pojisténi a Zpfistupnéni
finan¢nich udajii zlstdvaji v platnosti
po ukonceni nebo dokonceni této
Smlouvy.

Jazyk smlouvy. Tato Smlouva je
uzaviend v anglickém a v Ceském
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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
directed to the name and address set
forth below:

If to Provider:

University hospital Hradec Kralove
Sokolska 581

500 05 Hradec Kralove — Novy
Hradec Kralove

Office: Legal Department

Attention: Dasa Prokupkova

Fax: +420495833800

Email: dasa.prokupkova@fnhk.cz

If to Investigator:

University hospital Hradec Kralove
Children Clinic,

Sokolska 581

500 05 Hradec Kralove - — Novy
Hradec Kralove

Office: [Department of older children

L]
-
I
I

If to Sponsor:
Boehringer Ingelheim RCV GmbH &

Co KG

Dr. Boehringer Gasse 5-11,
Vienna, Austria

Office: LAW RCV

1121

Governing Law. This Agreement

BI Contract No./ Smlouva BI ¢.: 382036

15.12

jazyce. Smluvni strany souhlasi s tim,
ze Ceska verze bude mit prednost; to
zahrnuje  prednost pfed kodexy
chovani pfislusnych profesnich a
odvétvovych sdruzeni ve vztahu ke
vSemu otdzkdm vykladu.

Oznameni. Jakékoliv oznameni dle
této Smlouvy bude odesldno poStou
(potvrzenou nebo doporucenou postou
vyplacené s dodejkou) nebo doru¢eno
uzndvanou kuryrni sluzbou do 24
hodin. Ozndmeni budou zasildna na
niZe uvedend jména a adresy:

Poskytovateli:

Fakultni nemocnice Hradec Kréalové
Sokolska 581

500 05 Hradec Kréilové — Novy
Hradec Kralové

Pracovisté: pravni odbor

K rukdm: D4asi Proktipkové

Fax: 495833800

E-mail: dasa.prokupkova@fnhk.cz

ZkouSejicimu:

Fakultni nemocnice Hradec Kralové
Détska klinika,

Sokolska 581

500 05 Hradec Kralové - — Novy
Hradec Kralové

Pracovisté: [Odd¢leni vétSich déti 1.]

Zadavateli:

Boehringer Ingelheim RCV GmbH &
Co KG

Dr. Boehringer Gasse 5-11,
Viden, Rakousko

Pracovisté: LAW RCV

1121

15.13 Rozhodné pravo. Tato Smlouva se
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15.15

15.16

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
general competent courts of the Czech
Republic.

The Parties acknowledge that there
will be no initial visit performed and
no delivery of the investigational
product managed until the final
Agreement is published in the register
of contracts.

The Sponsor or CRO, undertakes to
inform the Provider and the Principal
Investigator about the newly approved
clinical trial documents in a timely
manner.

The maximal estimated value of
performance (assuming the
recruitment of [ planned Trial
participant who  undergoes  all
examinations and including all fees) is
203.580,- CZK.

[The remainder of this page is intentionally
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15.14

15.15

15.16

vykladd v souladu s pravem Ceské
republiky a tidi se vyhradné timto
pravem s vyloucenim jeho koliznich
norem. Jakykoli rozporu nebo nérok,
ktery vyplyvd nebo ktery souvisi
s jakymkoli ustanovenim této
Smlouvy, se Smluvni strany nejdiive
pokusi vyfeSit vzdjemnym jedndnim.
VSechny spory vzniklé v souvislosti
s touto Smlouvou, které nelze vyteSit
jednénim, budou vyfeSeny vyhradné
piislusnymi obecnymi soudy Ceské
republiky.
Smluvni strany berou na védomi, ze
nedojde  kiniciatni ndvStévé a
doddavce  hodnoceného  1écivého
piipravku do okamZiku uvetejnéni
kone¢né Smlouvy v registru smluv.
Zadavatel, ptipadné¢ CRO se zavazuji,
ze budou  vfasné¢  informovat
poskytovatele a hlavniho zkouSejiciho
o nové schvélenych dokumentech ke
klinickému hodnoceni.
Maximalni pfedpoklddand hodnota
plnéni (za pfedpokladu splnéni naboru
planovaného Subjektu hodnoceni,
ktery podstoupi vSechna vySetieni a
véetné vSech poplatkl) je 203.580,-
K¢

[Zbytek této strdanky je imysiné ponechdn

prdazdny.]
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IN WITNESS WHEREOF, the Parties have NA DUKAZ TOHO Smluvni strany

executed this Agreement in [3] originals by uzaviely tuto Smlouvu ve tfech [3]

their duly authorized representatives. origindlech prostfednictvim svych fadné
opravnénych zastupct.

Boehringer Ingelheim RCY GmbH & Co KG

Vienna / Viden, 04 February 2019

PROVIDER / INVESTIGATOR/
POSKYTOVATEL ZKOUSEJICI

Hradec Kralove — Novy Hradec Kralove / Hradec Kralove — Novy Hradec Kralove /
Hradec Kralové — Novy Hradec Kralové, Hradec Kralové — Novy Hradec Kralové,
13 February 2019 13 February 2019

Authorized signature / Podpis opravnéné ]

osoby Principal Investigator / Hlavni zkousejici
Name/IJméno: prof. MUDr. Vladimir Palicka, CSc.,

dr.h.c.

Title/Funkce: director / reditel
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Appendix 1 Priloha 1
Payment Schedule Platebni rozvrh

Boehringer Ingelheim, Protocol: 1160.108 Boehringer Ingelheim, Protokol: 1160.108
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Appendix 2

Remote Data Capture (RDC) - Terms and

BI Contract No./ Smlouva BI ¢.: 382036

Priloha 2

Dalkové zaznamenavani udaju (RDC) —

1.

1.1.

2.1.

3.

3.1.

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

Conditions

PROVISION OF COMPUTER FOR
DATA ENTRY

As Remote Data Capture (“RDC”) will
be used for the Trial, Investigator has the
option of using his/her own or the
Provider’s computer for Trial data entry.
If the Investigator chooses to use his/her
own or the Provider’s computer system,
the Sponsor will commission a third
party contractor (the “Vendor”) to
determine whether the Investigator’s or
Provider’s computer system is suitable
for RDC. If any equipment if delivered a
separate Loan Agreement will be
concluded.

2. SYSTEM ACCESS

Access to the computer system used for
RDC for the Trial (whether it be their
own or supplied by the Sponsor) is
password-controlled and only authorized
personnel may access and use the
computer system. Sponsor will issue
dedicated user name and password to
each personnel who require access to the
computer system in the course of the
Trial (“Authorized User”). User names
and passwords must not be used by or
together with any other person. A list of
all Authorized Users shall be kept at the
Trial site. Each Authorized Person is
liable for actions performed under his or
her username.

COMPUTER STORAGE AND
SYSTEM SECURITY
Investigator shall ensure

that the

1.

1.1.

2.1.

3.

3.1.

Podminky

POSKYTNUTI POCITACE PRO
ZAZNAMENAVANI UDAJUY
Jelikoz bude v Klinickém hodnoceni
pouzito Dédlkové zaznamendvani udaji
(,RDC*), mad ZkouSejici moZnost
pouzivat vlastni pocitaC nebo pocitac
Poskytovatele pro zaznamendvani
udajii z Klinického hodnoceni. Pokud
se Zkousejici rozhodne pouZivat svij
vlastni  pocitatovy systém nebo
pocitacovy  systém  Poskytovatele,
poveii Zadavatel nezavislého
dodavatele (ddle jen ,,Prodejce*), aby
ur¢il, zda je pocitacovy systém
ZkouSejictho  nebo  Poskytovatele
vhodny pro RDC. Pokud bude dodano
jakékoli vybaveni, bude uzaviena
separdtni Smlouva o vyptjcce.

2. PRISTUP DO SYSTEMU
Pfistup do pocitacového systému
pouzivaného pro ucely RDC v
Klinickém hodnoceni (bez ohledu na
to, zda se jednd o vlastni pocitaCovy
systtm nebo o pocitaCovy systém
dodany Zadavatelem) je chrdnén hesly
a pristup knému a jeho uzivani je
povoleno pouze opravnénym
pracovnikim. Zadavatel vyda
dedikované uzivatelské jméno a heslo
kazdému pracovnikovi, ktery pozaduje
bé¢hem Klinického hodnoceni pfistup
do pocitacového systému (ddle jen
,Opravnény uzivatel”). UZivatelska
jména a hesla nesmi byt uZivana jinou
nebo spole¢né s jinou osobou. Seznam
vSech Opravnénych uZivatell bude
uchovévan v misté provadéni
klinického hodnoceni. Kazda
Opravnéna osoba odpovida za jedndni
uskutecnovand pod jejim uzivatelskym
jménem.

SKLADOVANI POCITACE A
BEZPECNOST SYSTEMU
ZkousSejici zajisti, aby byly pocitacové
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4.1.

5.1.

5.2.

BI Trial No. 1160.108 / CZ / Site No. CZE6 Hradec Kralove / Institution and Investigator

computer systems used for RDC
(whether owned by Provider or supplied
by the Sponsor) are protected against
unauthorized wuse, in particular by
ensuring the practice of:

(i) logging off when not using the
computer  system  or  during
Authorized User’s absence when the
computer system is left unattended;
and

locking up the room when data entry
is interrupted and the Authorized
User has to leave the computer
system unattended in that room.

(it)

4. SYSTEM TRAINING

All  Authorized User must have
completed the web-based training (the
“Training”) provided by the Sponsor
prior to performing their trial related
tasks in the computer system. Upon
completion of the Training, each trainee
is provided with the possibility to print-
out or save a training certificate (i.e., as
PDF-File) which needs to be stored
locally at the Trial site. A copy of the
locally stored training certificate should
be made and filed in the ISF.

S. DATA ENTRY

Data entry is defined as the transcription

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

cell 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

(ii) transcription of data elements from
electronic source documents.

Investigator must enter data into the 5.2. ZkouSejici

computer system within forty-eight (48)

BI Contract No./ Smlouva BI ¢.: 382036

4.1.

5.1

systémy uZzivané pro RDC (vlastnéné

Poskytovatelem nebo dodané
Zadavatelem) chranény pred
neoprdvnénym uZzivinim, zejména

zajisténim téchto postupti:
(i) odhlaseni, kdyZ neni pocitacovy
systém pouZivin nebo bchem

nepfitomnosti Opravnéného
uzivatele, kdy je pocitacovy

systém ponechan bez dozoru; a
zamykdani mistnosti pfi preruSeni
zaznamendvani udaji, kdy
Opravnény uzivatel musi ponechat
pocitacovy systém v dané
mistnosti bez dozoru.

(ii)

4.  SKOLENI V POUZIVANI
SYSTEMU

VSichni Oprdvnéni uZivatelé musi mit
absolvovano internetové Skoleni (dale
jen ,.Skoleni*) poskytované
Zadavatelem jeSt¢ pred provadénim
svych tkoli souvisejicich s klinickym
hodnocenim v pocitaCovém systému.
Po dokonceni Skoleni je kazdému
absolventovi ddna moZnost vytisknout
nebo uloZit vysvédéeni o Skoleni (napf.
jako soubor PDF), které musi byt
uloZzeno v mist¢ provadeéni klinického
hodnocené. Z takového ulozeného
osvédCeni je nutno pofidit kopii a
zalozit ji do ISF.

5.  ZAPISOVANI UDAJU
Zapisovani udaju je definovdno jako
ptepis datovych prvkll (napf. rasa,
pocet bilych krvinek nebo jiné klinické
pozorovani) do pocitaového systému
pomoci:

(i) prepisi datovych prvkl
z papirovych zdrojovych
dokumentd, napiiklad

z chorobopisu Subjektu hodnoceni,
vytisku z pfistroje apod. nebo

(ii) ptepisu datovych
z elektronickych
dokumentd.

prvki
zdrojovych

musi
pocitacového

zapsat udaje do
systtmu do Ctyficeti
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6.1.

7.1.

hours after the Trial Participant’s visit.
Moreover, Investigator must ensure that
entered data are ascribable to source
documentation to be maintained at the
Provider’s/Investigator’s site. Data entry
into the computer system must only be
performed by Authorized Users. It is
essential for the Investigator to ensure
that data entered into the computer
system must always be ascribable to
source documentation to be maintained at
the Investigator’s site. Data entry into the
computer system must only be performed
by Authorized Users.

SIGNATURE OF THE DATA
Investigator will confirm the
completeness and correctness of all data
transcribed into the computer system by
the Authorized User(s) by applying an
electronic signature. The electronic
signature has the same legal status as a
manual signature (provided Applicable
Law provides for the same). The
electronic signature is assigned to the
Investigators user name and password;
no other person is authorized to use
these.

7. DATA ARCHIVAL

After completion of the Trial, Sponsor
will provide the Investigator with a CD-
ROM containing the entered and signed
data for all Trial Participants of his/her
site, including the audit traill /
discrepancy details. Investigator will
confirm the receipt, as well as the
verification of  completeness and
correctness of the data contained on the
CD-ROM to Sponsor. Investigator will
archive the CD-ROM as part of the ISF
file, to be readily available for audit and
inspection purposes.

[The remainder of this page is intentionally
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6.1.

7.1.

osmi (48) hodin po navstévé Subjektu
hodnoceni. ZkouSejici musi zajistit,
aby se zapsand data dala spojovat se
zdrojovou dokumentaci, kterd md byt
uchovévana % prostorach
Poskytovatele/ZkousSejictho. Zapis dat
do pocitacového systému mohou
provadét pouze Opravnéni uzivatelé. Je
podstatné, aby ZkouSejici zajistil, Ze
data zapsana do pocitacového systému
bude mozno vzdy spojit se zdrojovou
dokumentaci uchovavanou v
prostordch Zkousejictho. Zapis dat do
pocitacového systému musi provadét
pouze Opravnéni uZivatelé.

6.  PODEPISOVANI UDAJU
ZkouSejici  potvrdi  elektronickym
podpisem uplnost a spravnost vSech
dat pfepsanych Oprdvnénymi uZivateli
do pocitacového systému. Tento
elektronicky podpis méa stejné pravni
postaveni jako vlastnoruéni podpis
(pokud to stanovi i1 PfisluSné pravni
piedpisy). Elektronicky podpis je
piidélen k uzivatelskému jménu a
heslu Zkousejiciho, které neni Zadna
Jiné osoba oprdvnéna uZzivat.

7.  ARCHIVOVANI UDAJU
Zadavatel poskytne ZkouSejicimu po
dokonceni Klinického hodnoceni CD-
ROM se zapsanymi a podepsanymi
tdaji o vech Ucastnicich Klinického
hodnoceni v jeho mist€ provadéni
klinického hodnoceni, v¢etné zaznamu
0 kontrole / informaci 0
nesrovnalostech. ZkouSejici potvrdi
Zadavateli pifjem a ové€ii uplnosti a
spravnosti udaji obsazenych na CD-
ROMu a bude uchovavat CD-ROM
jako soucdst souboru ISF tak, aby byl
pohotové k dispozici pro tucely auditu a
kontroly.

[Zbytek této strdanky je umyslné ponechdn

prdazdny.]
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