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Boehringer Ingelheim RCV GmbH & Co KG

Bl Contract No.: 978100

CLINICAL TRIAL AGREEMENT
(“Agreement”)
between

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

and

Vysokospecializovany odborny ustav
geriatricky sv. Lukasa v Kosiciach n. o.
Strojarenska 1099/13, 040 01 Kosice,
Slovakia
VAT-ID-No. resp. Taxpayer Ident. No.:
2021823892
("Institution")

RECITALS
WHEREAS, Sponsor, a research-
driven  pharmaceutical  company, is

conducting a clinical trial of Vicadrostat (BI
690517) (“Investigational Product™)
according to the Clinical Trial Protocol for Bl
Trial No. 1378-0041 including all
documents attached thereto and referenced
therein (“Protocol™) entitled “A Phase 111
double-blind, randomised, parallel-group
superiority trial to evaluate efficacy and
safety of the combined wuse of oral
vicadrostat (BI 690517) and empagliflozin
compared with placebo and empagliflozin
in participants with type 2 diabetes,
hypertension and established
cardiovascular  disease* as amended
(“Trial™), incorporated herein by reference
and provided to Institution by the Sponsor
under separate cover in the regulatory
document package: and

WHEREAS. the Parties understand

that the regulatory responsibility and

ZMLUVA O VYKONANI KLINICKEHO
SKUSANIA
(d'alej len ..Zmluva®)

uzavreta medzi

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11, 1121 Vieden,
Rakusko
IC DPH: ATU 64226215
(d’alej len ..Zadavatel™)

a

VysokoSpecializovany odborny ustav
geriatricky sv. Lukasa v KoSiciach n. o.
Strojarenska 1099/13, 040 01 Kosice,
Slovenska republika
IC DPH resp. identifika¢né &islo dafiovnika:
2021823892
(d’alej len ..InStitdcia™)

UVODNE USTANOVENIA

VZHCADOM K TOMU, Ze
Zadavatel, vyskumna farmaceuticka
spolo¢nost, vykonava klinické skuSanie
Vicadrostat (BI 690517) (d’alej len ,.skusany
liek*) v sulade s protokolom klinického
skusania pre klinické skasanie BI €& 1378-
0041, vratane  vsetkych  dokumentov
prilozenych k tejto zmluve a odkazov
uvedenych v tejto zmluve (d’alej len
.protokol). s nazvom ,Dvojito zaslepené,
randomizované nadradené klinické
skuSanie fazy 111, s paralelnymi skupinami,
na vyhodnotenie ucinnosti a bezpecnosti
kombinovaného uzivania  perorilneho
vicadrostatu (BI 690517) a empagliflozinu v
porovnani s placebom a empagliflozinom u
ucastnikov s diabetom 2. typu, hypertenziou
a zistenym kardiovaskulirnym ochorenim.*
v platnom zneni (d’alej len ,.skusanie®), ktoré
si zahrnuté v tomto dokumente odkazom
a ktoré poskytol Zadavatel InstitGcii v
samostatnom obale v baliku regulaénych
dokumentov: a

VZHLADOM K TOMU, ze zmluvné
strany berd na vedomie, Ze regulatnu

BI Trial No. 1378-0041 / Slovakia / Site No. SVKO010 / Institution @ enng Page | of 66



Boehringer Ingelheim RCV GmbH & Co KG

BI Contract No.: 978100

sponsorship of the Trial lies with Boehringer
Ingelheim RCV GmbH & Co KG, Dr.
Boehringer-Gasse  5-11, 1121  Vienna,
Austria, and  Boehringer  Ingelheim
International GmbH, Binger Str. 173, 55216
Ingelheim am Rhein, Germany:

WHEREAS, Sponsor has engaged a
Contract Research Organisation (“CRO”), to
act as an independent contractor, but not as a
party to this Agreement, to carry out on
behalf of Sponsor certain of Sponsor’s
responsibilities with respect to the Trial,
which may include, but are not limited to,
contract negotiation and management, site
payment. site monitoring, and/or other Trial
related activities; and

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

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

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

NOW, THEREFORE, Parties hereto
agree as follows:

1. OBLIGATIONS OF
INSTITUTION

1.1 Conduct of the Trial.

Protocol. Investigator will conduct the
Trial at Institution’s facility/-ies
located at Endocrinology Clinic at
Strojarenska 1099/13, 040 01 Kosice,

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

zodpovednost’ nesie a sponzorom skusania je
spolo¢nost’ Boehringer Ingelheim RCV GmbH
& Co KG, Dr. Boehringer-Gasse 5-11, 1121
Vieden, Rakutsko, a Boehringer Ingelheim
International GmbH, Binger Str. 173, 55216
Ingelheim am Rhein, Nemecko;

VZHCADOM K TOMU, Ze
Zadavatel' angazoval zmluvni vyskumnu
organiziaciu (,.CRO"), aby konala ako
nezavisly dodavatel’, ale nie ako ucastnik tejto
Zmluvy, s cielom splnit’ menom Zadévatela
ur¢ité jeho povinnosti v sivislosti so skuSanim,
ktoré moézu okrem iného zahrfiat’ rokovania o
zmluve a riadenie zmluvy, thradu pracovisku,
sledovanie pracoviska a/alebo iné ¢innosti
suvisiace so skuSanim; a

VZHLCADOM K TOMU, Ze
Zadavatel' chce vyuzit' sluzby Institicie s
cielom vykonavat skSanie v sulade s
protokolom: a

VZHLEADOM K TOMU, Ze Institicia
prevadzkuje  zariadenie  zapojené  do
vyskumnych ¢innosti a sluzieb, vratane
vytvarania, implementacie a dokumentovania
klinického vyskumu, testovania a skuSok a
7ela si zucastnit’ sa ako pracovisko pre vykon
skusania, ako je stanovené v tejto Zmluve; a

VZHLCADOM K TOMU, ze
Skusajuci sa zaobera lekarskym vyskumom v
mene Indtitucie a Zela si zG¢astnit’ sa a posobit
ako hlavny Skusajici v mene Institicie a
vykonavat" klinické skusky ako sucast
skusania, ako je stanovené v tejto Zmluve.

PRETO, SA TERAZ zmluvné strany
dohodli takto:

1. POVINNOSTI INSTITUCIE

1.1 Priebeh skuasania.

1.1.1 Protokol. Skusajici bude vykonavat' v

sulade s  protokolom  skudSanie
v zariadeni/-iach InStiticie, ktoré sa
nachadza/-ji v  Endokrinologickej

ambulancii na adrese Strojarenska

FE portiiagl
O Ingethem g
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BI Trial No. 1378-0041 / Slovakia / Site No. SVKO010 / Institution

Slovakia in accordance with the

Protocol.
Trial Staff and Facilities.

Assoc. Prof. Zbynek Schroner, MD,
PhD. (“Investigator™) is as principal
investigator  responsible for the
conduct of the Trial. Institution will
providle an adequate number of
qualified 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 under Section 1.1.4).
Trial Staff means any employees of
Institution, and/or contractors engaged
by Institution, who are involved in
performing the Trial, including,
without  limitation, any  sub-
investigator(s). study coordinator(s),
and any other contractors, agents and
employees of  Institution or
Investigator who assist Institution with
the Trial. Institution shall inform
Sponsor promptly in writing (including
by email) about all changes impacting
the Trial Staff and/or the facilities. The
Parties agree that a separate contract
between Sponsor and Investigator for
the performances of Trial related
services will be concluded. The Parties
further agrees that Sponsor will
perform payments directly to the
Investigator as compensation for the
services performed by the Investigator
according to the separate contract.

Performance and Delegation. Any
and all research and procedures
pertaining to the Trial will be
performed only by the Investigator or
Trial Staff assigned thereto by
Institution and Institution  will
supervise the work of all assigned Trial
Staff, and Institution may not delegate
this duty. Notwithstanding the

1099/13. 040 01 Kosice, Slovenska
republika.

Skusajuci personial a zariadenia
urcené na vykon skiSania.

Doc. MUDr. Zbynek Schroner, PhD.
(d’alej len ,,Skasajuci) je ako hlavny
Skusajuci zodpovedny za vykonavanie
skusania. Institacia poskytne
dostato¢ny pocet kvalifikovanych
zamestnancov ako skusajuci personal a
zodpovedajuce zariadenia a bude
vyzadovat, aby skuSajuci personal a
zariadenia  vykonavali  skuSanie
spravne a  bezpetne, v sulade
s protokolom a platnymi pravnymi
predpismi (ako je uvedené nizSie v

¢lanku 1.1.4). SkaSajuci  personal
znamena vsetkych  zamestnancov
Institcie a/alebo dodavatel'ov

angazovanych Instituciou, ktori s
zapojeni do vykonavania skusania,
vratane, no bez obmedzenia, kazdého
pomocného skusajuceho (vSetkych
pomocnych spolu-skusajucich),
koordinatora(ov) skusania a v3etkych
ostatnych dodavatelov, zastupcov
a zamestnancov  Institicie  alebo
Skusajaceho, ktori pomahaju Institicii
so skusanim. Institucia bezodkladne
pisomne  informuje = Zadévatel'a
(vratane e-mailu) o vietkych zmenach,
ktoré maju vplyv na skusajuci personal
a/alebo zariadenia. Strany sa dohodli,
7e Zadavatel a Skusajuci uzatvoria
samostatni zmluvu na poskytovanie
sluzieb suvisiacich so skuSanim.
Strany d'alej suhlasia s tym, ze
Zadavatel' uhradi platby priamo
Skusajucemu ako odmenu za sluzby,
ktoré poskytne Skusajuci podla
osobitnej zmluvy.

Vykon a poverenie. Vsetky vyskumy
a postupy tykajuce sa skusania vykona
len Skusajuci alebo skusajuci personal,
ktorého pridelila Institicia pre dané
sksanie a Institicia bude dohliadat” na
pracu celého prideleného skisajuceho
personalu, pri¢om Institicia nesmie
preniest’ tito povinnost. Bez dotknutia
sa vysSie uvedeného ma Indtitucia

Page 3 of 66
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BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

BI Contract No.: 978100

foregoing, Institution may delegate
other duties of Investigator and/or
duties of Institution’s assigned Trial
Staff under this Agreement to third-
parties provided that (i) Investigator
will personally supervise the work of
the third-party; (ii) the third-party will
only assign and/or delegate Trial
related activities to its own employees;
(iii) the third-party will be deemed
Institution’s agent, and Institution will
remain fully responsible for the
performance of such third-parties
under this Agreement; (iv) Institution
and the third-party have entered into a
written  agreement  (the  “Side
Agreement”) that () binds such third-
party to terms and conditions that are
at least as stringent as those contained
in this Agreement, including, but not
limited to, those regarding Trial
conduct, confidentiality, intellectual
property, use of information, record
retention, and monitoring, and (b) does
not conflict with any of Sponsor’s
rights and obligations under this
Agreement; and (v), (if applicable
under Applicable Law, as defined
below) Sponsor will be deemed a third-
party beneficiary of the Side
Agreement and will be entitled to
enforce  any  applicable terms
thereunder as related to this Agreement
and/or the Trial. Institution will
provide a copy of any Side Agreement
to Sponsor..

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

pravo  preniest  iné  povinnosti
Skusajuceho  a/alebo  povinnosti
pridelené¢  skidajucemu  persondlu

Institucie podla tejto Zmluvy na tretie
osoby za predpokladu, Ze (i) Skusajuci
bude osobne dohliadat’ na ¢&innost
tretej osoby: (ii) tretia osoba prideli
a/alebo deleguje ¢innosti stvisiace so
skisanim iba svojim  vlastnym
zamestnancom; (iii) tretia osoba sa
bude povazovat za zastupcu Institucie
a Institicia bude plne zodpovedna za
¢innost’ prislusnych tretich osob podl'a
tejto Zmluvy; (iv) Institicia a tretia
osoba uzavreli pisomnu zmluvu (d’alej
len “vedlaj$ia zmluva”). ktora (a)
zavizuje prislusnu tretiu osobu na
dodrziavanie podmienok, ktoré su
minimalne rovnako prisne, ako
podmienky uvedené v tejto Zmluve,
vratane, no nie vylu¢ne, podmienok
tykajucich sa vykonavania skuSania,
dovernosti, duSevného vlastnictva,
pouzivania informacii, uchovavania
zdznamov a monitorovania, a (b) nie je
v rozpore so ziadnymi pravami a
povinnostami Zadavatel'a podla tejto
Zmluvy; a (v) (ak sa uplatiuje podla
platnych pravnych predpisov, ako je
definované nizsie) Zadavatel' bude
povazovany za tretiu osobu opravnenu
z vedl'aj$ej zmluvy a bude opravneny
uplatinovat’ vsetky platné podmienky
podla predmetnej zmluvy v stvislosti
s touto Zmluvou a/alebo skuSanim.
Institicia je povinna  poskytnat
Zadavatelovi kopiu kazdej vedlajsej
zmluvy.,

Dodrziavanie. InStiticia vyslovne

sihlasi s tym, Ze (a zaruCuje, Ze
sktsajuci personal) bude vykonavat

skisanie starostlivo, efektivne a
zruéne, \Y sulade
[0 vyt Page 4 of 66
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(i) this Agreement,

(i) the Protocol including any
amendments / modifications (the
“Protocol™),

(iii) the investigator site file (ISF),

(iv) any specific Trial instructions,
other than the Protocol, issued by
Sponsor;

(v) any applicable international,
national, or local government law,
statute, rule, requirement, code,
regulation, ordinance, guideline or
official publication that applies,
directly or indirectly, to any party
or to the conduct of clinical trials,
this Trial, or this Agreement, as
amended from time to time, in
particular, without being limited
to, the International Conference on
Harmonisation Harmonised
Tripartite Guideline for Good
Clinical Practice (“ICH GCP”),
the principles laid down in the
Declaration of the Helsinki, most
current version (as long as local
laws 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, any
conditions imposed by a
competent Institutional Review
Board/ Ethics Committee
(“IRB/EC™), as well as all
applicable drug, data protection/
privacy, anti-competitive, anti-
corruption, anti-bribery and anti-
kickback law and all industry
regulations on the cooperation of
the pharmaceutical industry with
the medical profession. including
but not limited to, the IFPMA

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

s nalezitymivedeckymi postupmi a v
prisnom sulade s

(1)
(ii)

(v)

touto Zmluvou,

protokolom, vratane v3etkych

zmien/Gprav (dalej len
protokol*),

(iii) dokumentaciou pre skusajiceho
(ISF),

(iv) v8etkymi osobitnymi pokynmi
Skusajiceho, inymi ako
protokolom, ktoré vydal
Zadavatel’;
vietkymi medzinarodnymi,
vnutrostatnymi alebo
samospravnymi zakonmi,
Statitmi, pravidlami, kodexmi,
nariadeniami, vyhlaskami,

usmerneniami alebo vestnikmi v
plathom zneni v danom C(ase,
ktoré sa vztahuju, ¢i uz priamo
alebo nepriamo, na ktorikol'vek
stranu alebo vykon klinickych
skusani, tohto sktisania alebo tejto
Zmluvy v platnom zneni; a to
najmd, okrem iného,
usmerneniami Medzinarodnej
konferencie o  harmonizacii
harmonizovanej tripartity  pre
ucely spravnej klinickej praxe
(d’alej len ,JCH GCP*), zasadami
ustanovenymi v Helsinskej
deklaracii. najaktualnejsej verzii
(pokial'  vnutrostatne  zakony
nevyzaduju dodrziavat' iné verzie)
a pripadne pravidlami sprévnej
vyrobnej praxe a  spravnej
laboratornej praxe, ak sa uplatnia,
a  pravidlami upravujucimi
ziskavanie a skladovanie vzoriek
l'udskych tkaniv a testovanie
DNA, ako aj savisiacimi
predpismi vladnych a regula¢nych
organov, vsetkymi podmienkami,
ktoré stanovil prislusny
Institucionalny kontrolny
vybor/eticka komisia (d'alej len
LIRB/EC*), ako aj platné zakony o
liekoch, 0 ochrane
udajov/sukromia,  zdkony o

£ Nfasirvey® Page 5 of 66
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Code of Marketing Practices, the
EFPIA Code of practice on the
promotion of medicines, the
PhRMA Code on Interactions with
Health Care Professionals, the
AIFP Ethical Code, if applicable
(e.g. for investigator meetings) (in
the following collectively
“Applicable Law™).

Qualification of Investigator and
other Trial Staff.

Qualification. Institution will ensure
that Investigator and Trial Staff are, at
all times during the term of this
Agreement, qualified by education,

training and  experience  with
appropriate expertise to conduct the
Trial in accordance with this

Agreement and the Protocol. If the
Investigator is, at any time, no longer
qualified or unable to perform any of
the activities of the Trial, Institution
and Sponsor may mutually agree to a
substitute Investigator. Institution will
notify Sponsor, in writing,
immediately upon learning that the
Investigator is or will be unable to
perform any of the activities of the
Trial. Institution will use its best efforts
to identify and obtain a substitute
Investigator acceptable to Sponsor
within thirty (30) days following such
notice to Sponsor. If an acceptable
Investigator cannot be obtained within
thirty (30) days, Sponsor may, at its
discretion, immediately terminate this
Agreement in accordance with Section
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.

12

1.2.1

ochrane hospodarskej sttaze,
proti korupcii, proti podplacaniu a
proti spitnym platbam a vSetkymi
priemyselnymi  predpismi o
spolupréci farmaceutického
priemyslu s lekarskou profesiou,
vratane, okrem iného, kodexu
IFPMA 0 marketingovych
praktikach, kodexu EFPIA o
reklame liekov, kodexu PhRMA o
interakcii  so  zdravotnickymi
pracovnikmi, Etického kodexu
AIFP, ak sa uplatni (napr. pre
stretnutia so skusajucimi) (d’alej
spolo¢ne len platné pravne
predpisy™)

Kvalifikacia SkuaSajiceho a dalsi
skasajuci personal.

Kvalifikacia. Institicia zabezpeci, ze
Skusajuci a skasajuci personal buda po
cela dobu trvania tejto Zmluvy
kvalifikovanymi osobami, ato na
zaklade vzdelania, praxe a skusenosti
so  zodpovedajucimi  odbornymi
znalost'ami, na vykonanie skiSania v
stlade s touto Zmluvou a protokolom.
Ak prestane byt’ Skusajuci kedykol'vek
kvalifikovanou osobou alebo nebude
schopny vykonavat niektord z ¢innosti
skiisania, moOze sa InStitucia a
Zadavatel' vzdjomne dohodnut' na
nahradnom Skusajucom. Inétiticia
oznami pisomne Zadavatelovi ihned
po zisteni, ze je Skusajlci neschopny
vykonavat’ ¢innosti skuania, alebo ze
nebude schopny vykonavat ¢innosti
skidania. InStiticia vynalozi svoje
najlepsie usilie, aby do tridsiatich (30)
dni odo dna oznamenia Zadavatel'ovi
identifikovala a ziskala nahradného
Skusajuceho, ktory bude prijatelny pre
Zadavatel'a. Ak nie je mozné ziskat
prijatelného Skusajuceho do
tridsiatich (30) dni, moze Zadavatel,
podl'a svojho uvéazenia, okamzite
ukon¢it’ tuto Zmluvu v silade s niZsie
uvedenym  bodom  14.3. Pred
prevzatim ulohy Skuasajuceho musi
nahradny Skusajici pisomne sthlasit’,
Ze pre neho budu vsetky povinnosti a

Page 6 of 66
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1.3
1.3

1.3.2

1.4

1.4.1

1.4.2

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

Curriculum Vitae. Institution will
provide an up-to-date curriculum vitae
for Investigator, any sub-investigators

as well as  other relevant
documentation requested by the
competent IRB/EC or regulatory

authorities or Sponsor needed for the
conduct of the Trial.

Notifications and Submissions.
Notification/Submission to
Authorities, IRB/EC and health

insurance companies. In accordance
with Applicable Law, before initiating
and during the conduct of the Trial,
Institution will ensure that (i) all
necessary submissions, notifications
and/or application(s) have been made,
(ii) all necessary documentation and
information is available, and (i) all
required reviews and approvals (or
favourable opinions) by applicable
regulatory  authorities, competent
IRB/EC  and health insurance
companies have been obtained.

Agreement. Institution agrees that this
Agreement may be forwarded to
competent regulatory authorities as
well as competent IRB/ECs and health
insurance companies, where requested
by such.

Recruitment and Enrollment of
Trial Participants.

General. Subjects will be enrolled as
participants in the Trial (“Trial
Participants™) in accordance with the
terms and conditions of the Protocol
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.

Competitive Recruitment. Institution
acknowledges and agrees that the Trial
will involve the participation of

1.2.2

1.3
1.3.1

1.3.2

1.4

1.4.1

podmienky vyplyvajice z tejto
Zmluvy zavidzné.

iivotopis. Indtiticia  zabezpeci
aktudlny  Zivotopis  Skusajuceho,
spoluskusajucich, ako aj dalSiu
prislusnu dokumentaciu, ktort
vyzaduje prislusny IRB/EC alebo

regula¢né organy, alebo Zadavatel,
ktora je potrebnda na vykonanie
skusania.

Ozniamenia a predkladanie.

Oznamenie/predloZenie turadom,
IRB/EC a zdravotnej poistovni.
Indtitucia zabezpe¢i pred a pocas
vykondvania skuSania v sulade s
platnymi pravnymi predpismi, Ze (i)
boli  vykonané vSetky potrebné
podania, oznamenia a/alebo Ziadosti,
(ii) st k dispozicii vietky potrebné
dokumenty a informacie, a (7ii) boli
ziskané vietky pozadované kontroly a
opravnenia (alebo kladné stanoviska)
prisludnych regulaénych organov,
IRB/EC a zdravotnych poistovni.

Zmluva. [nstiticia sthlasi, Ze tato
Zmluva modze byt  predloZzena
prislusnym regulaénym organom, ako
aj prislusnym IRB/EC a zdravotnym
poistovniam, ak to vyZaduju.

Nabor a zarad’ovanie ucastnikov
skusania.

Vieobecné. Osoby budt zaradené ako
ucastnici klinického skusania (d'alej
len ., uc¢astnici skGsania™) v sulade s
podmienkami  protokolu a tejto
Zmluvy. Skusajuci zaradi ucastnikov
ska$ania v prisnom sulade s kritériami
pre zaradenie a vyradenie, ako je
uvedené v protokole, a to bez odchylok
alebo vynimiek.

Konkurenény ndbor. Institicia berie
na vedomie a suhlasi s tym, ze skusanie

bude zahfnatt ucast  viacerych
W oy Page 7 of 66
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multiple sites and recruitment will be
competitive and closed when the
desired overall number of evaluable
Trial Participants has been obtained.
Institution acknowledges and agrees
that Investigator may enroll additional
Trial  Participants  only  after
Investigator obtains prior written
approval from Sponsor.

Informed Consent, Data Protection /
Privacy.

Trial Participant Consent. Institution
and Investigator shall ensure to have

(i) obtained from each Trial
Participant prior to enrolling such
subject in the Trial a valid, dated,
signed informed consent (the
“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 Sponsor and
approved by the competent
IRB/EC, and

the respective data collection form
on file before the Trial Participant
begins to participate in the Trial.

(ii)

Data Protection Laws. During the
term of this Agreement, Sponsor and
Institution/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

1.5

1:5:1

1.5.2

pracovisk a nabor bude
konkurencieschopny a ukonéeny, ked
sa dosiahne celkovy pozadovany pocet
hodnotitelnych u&astnikov skusania.
Indtiticia berie na vedomie a suhlasi s
tym, e SkuSajuci moze zaradit
d’alsich uéastnikov skusania iba po
tom, ako ziska Skusajuci na to od
Zadavatela pisomny suhlas.

Informovany  suhlas, ochrana

osobnych udajov/sikromia.

Suihlas Géastnika skiasania. Institicia
a Skusajuci zabezpecia, ze

(i) pred zaradenim kazdého ucastnika
skusania do skusania, ziskaju od
kazdého ucastnika platny,
podpisany informovany suhlas s
uvedenim datumu (dalej len
LIC%), ktory upravuje (a) Gcast
ucastnika skusania v skasani, a (h)
zhromazd'ovanie, uchovavanie a
spractivanie  osobnych udajov
ucastnika skusania v suvislosti so
skiganim (a ak sa uplatiuje, aj
osobitny suhlas na vyskum/
biobanking v buducnosti),
pripraveny v stlade s formularom
IC, ktory zabezpetil Zadavatel' a
ktory schvalil prislusny IRB/EC,

v spise bude prislusny formular na
ziskavanie udajov predtym, ako sa
Gcastnik skuSania za¢ne podielat
na skusani.

(ii)

Priavne predpisy na ochranu
osobnych dwdajov. Pocas platnosti
tejto  Zmluvy moze Zadavatel,
Indtitacia/Skasajuci  zhromazd'ovat,
zdiel'at, spracuvat alebo pouzivat
uréité osobné daje (tak, ako st osobné
tdaje  definované v  pravnych
predpisoch na ochranu osobnych
udajov). “Pravne predpisy na ochranu
osobnych ddajov” znamenaji (i)
akykol'vek zdkon, Statut, vyhlasenie,
dekrét, smernicu, legislativne
opatrenie, prikaz. vyhlasku,
nariadenie, pravidlo alebo iné zaviizné
obmedzenie (v zneni pripadnych

75 pocunagl
(& ingribem e
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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. Institution and
Investigator will only process personal
data as permitted under applicable
Data Protection Laws.

(i) For purposes of the Trial, Sponsor
has entered and will enter into
agreements with certain service
providers, which are identified in
the Protocol and which act as
processors (together: “Service
Providers™). Under the agreements
with the Service Providers,
Sponsor is entitled to put
Institution into the position to
directly exercise the rights of a
controller and exporter. Sponsor
will take the necessary steps of
implementation without undue
delay after this Agreement has
been executed. To the extent
required, Sponsor will provide the
underlying contractual
documentation to Institution.

(ii) Institution will only exercise its
rights as a controller and exporter
to the extent required under Data
Protection  Laws  and in
compliance with Data Protection
Laws. To the extent reasonably
possible, Institution will provide
reasonable notice to Sponsor prior
to exercising these rights. If prior
notice is not provided, Institution
will provide notice without undue
delay after having exercised these
rights. Sponsor will only exercise
its rights as a controller and

Bl Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

neskorSich tprav, konsolidacii alebo
noviel), tykajuci sa ochrany fyzickych
0s6b v suvislosti so spracuvanim
osobnych udajov, ktorym je zmluvna
strana viazana, predovsetkym
Nariadenie Eurépskeho parlamentu a
Rady (EU) 2016/679 o ochrane
fyzickych  o0s6b  pri  spracuvani
osobnych udajov (*Vieobecné
nariadenie o ochrane udajov -
GDPR™); a (ii) akykolvek kodex
spravania alebo priru¢ka prilezitostne
zverejnené prislusnym regula¢nym
organom. Institucia a Skusajuci budu
spracuvat’ osobné tdaje iba tak, ako to
dovol'uju prilusné pravne predpisy na
ochranu osobnych tdajov.

(i) Na ucely skusania Zadavatel
uzavrel a uzavrie zmluvy s
ur¢itymi poskytovatel'mi sluzieb,
ktori st uvedeni v protokole a ktori
konaju  ako  sprostredkovatelia
(d'alej len poskytovatelia
sluzieb™). Na =zaklade zmlav s
poskytovatelmi  sluzieb  ma

Zadavatel  pravo umiestnit’
Instituciu do pozicie, v ktorej bude
priamo vykonavat’ prava

prevadzkovatela a  vyvozcu.
Zadavatel’ vykona potrebné kroky
na implementaciu bez zbyto¢ného
odkladu po uzavreti tejto Zmluvy.
ZadavateI poskytne Instittcii
podkladovu zmluvnu
dokumentaciu v  pozadovanom
rozsahu.

(ii) InStitucia bude vykonavat svoje
prava prevadzkovatel'a a vyvozcu
len v rozsahu pozadovanom
Pravnymi predpismi na ochranu
osobnych udajov. V primeranom
moznom  rozsahu  Institicia
poskytne Zadavatel'ovi relevantné
oznamenie pred vykonom tychto
prav. Ak sa oznamenie vopred
neposkytne, Institicia poskytne
oznamenie  bez  zbyto¢ného
odkladu po uplatneni tychto prav.
Zadavatel' bude vykonavat svoje
prava ako prevadzkovatel a

@ toray Page 9 of 66
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1.5.3 Notification

exporter to the extent permitted for
a sponsor under Data Protection
Law and within the framework of
the applicable regulatory
requirements.

(iii) Sponsor and Institution agree that
Institution will not become a
contracting party to the agreement
between Sponsor and the Service
Providers. Sponsor will continue
to exercise all contractual rights
other than those described above
under its contract with the Service
Providers. Institution will
immediately contact Sponsor if, in
its reasonable opinion, there is a
need to exercise contractual rights
(e.g. in the event of delays.
defects, force majeure, etc.).
Sponsor will bear the costs
associated with involving the
Service Providers.

and  Cooperation.
Institution shall notify the Sponsor
about the identity of the Data
Protection Officer / Data Privacy
Officer appointed at Institution.
Institution 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
personnel; (ii) inadvertent,
unauthorized, and/or unlawful
processing, collection, storage,
disclosure, access, alteration,

corruption, transfer, or sale or rental,
destruction, or use of personal data of
Trial Participants or of the Sponsor's
Personnel; 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 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

1.5.3

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

vyvozca len v rozsahu, ktory je pre
Zadavatela  povoleny  podla
Pravneho predpisu na ochranu
osobnych udajov, a v ramci
platnych regulaénych poziadaviek.

Zadavatel’ a Institucia sa dohodli,
7e Institcia sa nestane zmluvnou
stranou zmluvy medzi
Zadavatelom a poskytovatel'mi
sluzieb. Zadavatel' bude nad’alej
vykonavat’ vietky zmluvné prava
okrem tych, ktoré si uvedené
vySSie, na zaklade zmluvy s
poskytovatelmi sluzieb. Institucia
je povinna bezodkladne
kontaktovat Zadavatel'a, ak podl'a
jej odévodneného nazoru vznikne
potreba uplatnit’ zmluvné prava
(napriklad v pripade omeskania,
vad, vy33ej moci a podobne).
Zadavatel' znasa naklady spojené
so zapojenim poskytovatelov

(iii)

sluzieb.
Oznamovanie a spoluprica.
Indtiticia  oznami  Zadavatelovi

totoznost zodpovednej osoby/osoby
zodpovednej za ochranu sikromia
urtenej v ramci Institicie. Indtitdcia je
povinna pisomne oznamit’
Zadavatel'ovi bezodkladne (najneskor
viak do troch (3) dni) akukol'vek (i)
stratu alebo zneuzitie (akymkolvek
sposobom) osobnych udajov
ucastnikov skuSania alebo personalu
Zadavatel'a; (ii) nahodné, neopravnené
a/alebo  nezakonné  spraclivanie,
zhromazd'ovanie, uchovévanie,
spristupnenie, pristup, pozmenovanie,
poskodenie, prenos, predaj alebo
prenajom, zniCenie alebo pouZitie
osobnych tdajov Gcastnikov skiSania
alebo personalu Zadavatel'a; ako aj (iii)
akékol'vek  iné  konanie  alebo
opomenutie ohrozujice bezpe¢nost,
dovernost” alebo integritu osobnych
idajov uc¢astnikov skusania alebo
personalu Zadavatel'a, a to za uc¢elom
umoznit Zadavatel'ovi posudit’ kroky
potrebné za ucelom  vyrieSenia
vzniknutej situdcie v sulade s
Page 10 of 66
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1.5.4

1.3.5

1.6

1.6.1
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Sponsor in order to enable Sponsor to
comply  with applicable Data
Protection Laws, Institution will, and
will cause the Investigator and its Trial
Staff to assist and cooperate with
Sponsor to address any data
protection/privacy issue relating to the
Trial.

Further Notification. Institution shall
notify Sponsor immediately (but in no
event later than three (3) days from the
date) via eCRF of (i) the start of the
Trial; (7i) the first visit of the first Trial
Participants; (iii) the end of the
recruitment of Trial Participants for the
Trial; (iv) the end of the Trial; (v) a
temporary halt of the Trial; or (vi) the
resumption of the temporarily halted
Trial.

Contact Point. Under the IC
Institution will be appointed as the
point of contact for any data protection
related requests concerning Institution
or Sponsor in connection with the Trial
and any use of personal data according
to the IC. Institution 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'
rights under applicable Data Protection
Laws.

Use of Investigational Product and
Other Materials

Definition Trial Drug. In addition to
the Investigational Product, Sponsor
may provide or arrange for provision
of other drug products, if applicable, to
be used in the Trial in accordance with

1.5.4

1.5.5

1.6

1.6.1

prislusnymi pravnymi predpismi na
ochranu osobnych tudajov. Na zaklade
ziadosti Zadavatel'a na G¢ely dodrzania
prislusnych pravnych predpisov na
ochranu osobnych udajov je Institucia
povinna  poskytnut'  Zadavatel'ovi
suc¢innost’ a spolupracovat’ s nim za
ucelom rieSenia akéhokol'vek
problému v suvislosti s
ochranou/spracuivanim osobnych
udajov v suvislosti so skusanim a je
povinna zabezpecit' aj suéinnost’ a
spolupracu skusajiceho personalu.

Daliie oznamovanie. Inititicia je
povinna bezodkladne (najneskor vsak
do troch (3) dni od datumu) oznamit’
Zadavatel'ovi prostrednictvom eCRF
(i) zaciatok skaSania; (i) prva
navstevu prvych ucastnikov skusania;
(iii) ukon¢enie naboru ucastnikov
skasania do skuasania; (iv) ukoncenie
skusania: (v) docasné pozastavenie
skusania alebo (vi) pokracovanie
docasne pozastaveného skusania.

Kontaktné miesto. V zmysle IC bude
Institicia urcena ako kontaktné miesto
pre akékol'vek Zziadosti ohl'adom
ochrany osobnych udajov tykajuicich
sa InStiticie alebo Zadavatela v
suvislosti so skasanim a akymkol'vek
pouzitim osobnych udajov podla IC.
Institicia zodpovedd za vybavenie
takychto  ziadosti  (vratane ich
zdiel'ania so Zadavatelom v pripade
potreby) a komunikaciu s uc¢astnikmi
skusania; Zadavatel poskytne
primeranu su¢innost’, ak bude potrebna
na ucel zabezecenia suladu s pravami
Gcastnikov  skisania v zmysle
prislusnych pravnych predpisov na
ochranu osobnych tdajov.

Pouzitie skuSaného lieku a inych
materidlov

Definicia skasaného lieku. Zadavatel
moze zabezpecit alebo poskytnut
okrem skusaného lieku pripadne aj iné
lieky, ktoré sa maju pouzit’ v skusani v
sulade s protokolom. Skusany liek a

&' :.,,,nm-*
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the Protocol. The Investigational
Product and such other drug products
are collectively referred to herein as
“Trial Drug™.

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

Storage, Accounting, Return and
Destruction. Institution will be
responsible for (i) storing the Trial
Drug in a secure, limited access area
under appropriate climate conditions
specified in the Protocol and (ii)
accounting for all Trial Drug whether
or not such Trial Drug is used which
will be documented in the Trial Drug
accountability log. Upon completion
or termination of the Trial, Institution
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. if
applicable, for use in the Trial at no
cost to Institution. Sponsor may also
supply or arrange for the provision of
any other Trial Drug to be used in the
Trial at no cost to Institution, either
through provision of such Trial Drug
by Sponsor or reimbursement to
Institution by a third party payor.

1.6.2

1.6.3

2.1

takéto iné lieky st sihrnne oznaCované
ako ..skusany liek™.

Pouzitie skiSaného lieku. Institucia
zabezpedi, aby sa vietky skusané lieky
podavali len G¢astnikom skisania v
prisnom sulade s protokolom a iba pod
dohl'adom Skusajuceho. V Zziadnom
pripade sa Zziadne skusané lieky
nepouziji na iné ucely ako na Gcely
uvedené v protokole.

Skladovanie, sledovanie, vratenie a
znifenie. Indtiticia bude zodpovedna
za (i) skladovanie skusaného lieku na
bezpetnom mieste s obmedzenym
pristupom, za vhodnych klimatickych
podmienok stanovenych v protokole a
(ii) sledovanie vsetkych skusanych
lieckov bez ohl'adu na to, ¢i sa skusany
liek pouzil alebo nie, ktoré budu
zaznamenan¢ A protokole
sledovatelnosti  skisaného  lieku.
Institcia zodpoveda po dokonCeni
alebo ukonceni skuania za vSetky
pouzité mnoZstva skusaného lieku a
vrati, uchova alebo zni¢i, na vlastné
naklady Zadévatel'a a podl'a uvéZenia
Zadavatel'a vietky nepouzité¢ skuSané
licky v sulade s pokynmi, ktoré
poskytne Zadavatel.

POVINNOSTI ZADAVATELA

Dodavanie skiasaného lieku.
Zadavatel dod4 ska3any liek, v pripade
potreby, na ucely jeho pouZitia v
skusani bez toho, aby Instittcii vznikli
nejaké ndklady. Zadavatel moze tiez
dodavat’ alebo zabezpe¢it' poskytnutie
akéhokol'vek iného skusané¢ho lieku,
ktory sa ma pouzit' v skusani, bez toho,
aby Indtitucii vznikli nejaké naklady. a
to bud prostrednictvom dorucenia
tohto sktsaného lieku Zadavatelom

alebo  ako  nahradu  InStitacii
prostrednictvom tretej strany ako
platitela.
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Notification/Submission to
Authorities, IRB/EC and health
insurance companies. 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, competent
IRB/EC  and health insurance
companies have been obtained.

Compensation

Budget. As compensation for all Trial
services  performed under this
Agreement., Sponsor will compensate
Institution at fair market value
according tothe itemized payment
schedule attached as Appendix 1
(“Payment Schedule™). Such amounts
are fully inclusive for all services
provided by Institution in connection
with the Trial and include all
applicable direct and indirect costs,
overhead, fees, and other assessments
due to Institution and other persons or
entities providing any services or
goods in connection with the Trial, but
does not include standard of care costs.
Except as specifically agreed to by
Sponsor in writing, neither Institution,
nor Investigator, nor any other person
or entity will be entitled to any
payments in connection with the Trial
or activities conducted pursuant to this
Agreement in addition to the amounts
set forth in the Payment Schedule. Any
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.

2.2

2.3
2.3.1

Oznamenie/predlozenie uradom,
IRB/EC a zdravotnym poist’ovniam.
Pred a pocas vykonu skisania
zabezpeti Zadavate v sulade s
platnymi pravnymi predpismi, Ze (i)
boli  vykonané vsetky potrebné
podania, oznamenia a/alebo Ziadosti.
(i1) sa k dispozicii vsetky potrebné
dokumenty a informacie, a (iii) boli
ziskané vsetky pozadované posudky
a suhlasy (alebo kladné stanoviska)
prislusnych  regulaénych organov,
IRB/EC a zdravotnych poistovni.

Odmena

Rozpodet. Zadavatel' uhradi Institacii
odmenu v skuto¢nej trhovej hodnote za
vietky sluzby spojené so skuSanim
poskytnuté v sulade s touto Zmluvou,
podla  polozkového  platobného
kalendara, ktory je prilozeny k tejto
Zmluve ako Priloha ¢. 1 (dalej len
.platobny kalendar™). Tieto sumy plne
zahfnaju vietky sluzby, ktoré
poskytuje Institicia v suvislosti so
skisanim a zahriaja vsetky prislusné
priame a nepriame naklady, rezijné,
poplatky a d’al$ie mimoriadne vydavky
splatné v prospech Institucie a inych
subjektov alebo osob, ktoré poskytuji
sluzby alebo tovar v suvislosti so
skasanim, no nezahrfiiaju ndklady na
Standardnu starostlivost. S vynimkou
pripadov, kedy Zadavatel' udelil svoj
vyslovny pisomny suhlas, InStiticia,
Skusajuci ani Ziadna ind osoba alebo
subjekt nemaju narok na Ziadne platby
v stvislosti so skusanim alebo
¢innostami vykonavanymi podla tejto
Zmluvy nad ramec sim uvedenych v
platobnom kalendari. Zmluvna strana
znasa svoje vlastné naklady vzniknuté
v suvislosti s pripravou, dojednanim,
uzatvorenim a plnenim tejto Zmluvy,
vratane, okrem iného, v3etkych
poplatkov za pravne sluzby, poplatkov
auditora a dalSich poplatkov za
poskytnuté odborné sluzby.

Page 13 of 66
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to Appendix 1 shall be made to
Institution within thirty (30) days of
receipt of an invoice by Institution
detailing value added tax (VAT)
separately to a bank designated by
Institution. Invoices shall be made in
accordance with the specifications set
forth in the invoice requirements
mentioned in Appendix 1 and
Appendix 4, which shall be modified in
the event of a change in the applicable
legal requirements.

Overpayments, Final Accounting

and Payment.

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

Final payment hereunder will be
expressly  conditioned  upon
receipt by Sponsor of any and all
required data or other information
from Institution and Investigator
in a timely manner and as required
by this Agreement and the
Protocol, in a form satisfactory to
Sponsor. The final payment will
be processed after Sponsor’s
close-out visit to
Institution/Investigator, when all
(original paper and electronic)
case report forms the
(“CRFs/eCRFs™) have been
completed and logged for all Trial
Participants enrolled at
Institution/Investigator, all queries
to Institution/Investigator have
been resolved, and Institution’s/
Investigator’s data, including the

(ii)

2353

Prilohy €. 1 budu zrealizované v
prospech Indtitucie do tridsiatich (30)
dni od doru¢enia faktury Institdcii s
podrobnym uvedenim dane z pridane;j
hodnoty (DPH) osobitne banke urenej

Instituciou. Faktary budu
vyhotovované \ sulade so
Specifikaciami uvedenymi v

poziadavkach na faktury uvedenych v
Prilohe ¢&. 1 a Prilohe &. 4, ktoré budu
upravené v pripade zmeny poziadaviek
platnych pravnych predpisov.

Preplatky, konelné zudtovanie a
uhrada.

(i) Ak uhradi Zadavatel' v priebehu
skigania akékol'vek  finan¢né
prostriedky v prospech Indtitucie
nad ramec splatnej sumy v zmysle
platobného  kalendara,  vrati
Institicia Zadavatelovi takéto
prebytoéné finantné prostriedky
do Sestdesiatich (60) dni od
doru¢enia pisomného oznamenia
Zadavatel'a Institacii alebo odo
diia, kedy Institucia zistila takéto
preplatky, podla toho, ktorda z
tychto skuto¢nosti nastane skor.

Zavereéna uhrada podla tejto
Zmluvy bude vyslovne
podmienena véasnym doru¢enim
Zadavatel'ovi vietkych
pozadovanych udajov alebo inych
informacii zo strany Instittcie a od
Skusajuceho v stlade
s poziadavkami vyplyvajucimi z
tejto Zmluvy a protokolu, a to vo
forme. ktora bude vyhovovat
Zadavatelovi. Zavere¢na platba
bude spracovana po zaveretnej
naviteve Zadavatel'a Institacie/
Skusajuceho, po vyplneni
vietkych (originalov v papierovej

(ii)

a elektronickej forme)
zaznamovych formularov
formularov 0&astnika skusania
(.CRF/eCRF*) a  prihlaseni

vietkych zaradenych ucastnikov
stadie v Indtitucii/u Skusajiceho,

= e bl
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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.

(iii) Except as otherwise provided in

this Agreement, the failure of
Institution to make demand for
payment within the earlier of
twelve (12) months of termination
of this Agreement, or completion
of the Trial by Institution and
Investigator will be considered a
waiver by Institution of its right to
receive payment.

(iii)

po vyrieSeni vsetkych otazok

adresovanych Institacii/
Skusajicemu, a potom, ako
klinicky  monitor Zadavatel'a

skontroluje a schvali vietky udaje
skudania  Institicie/Skadajiceho
uvedené v protokole
sledovatel'nosti. Zavere¢na platba
bude zahfnat' vietky zostavajice
schvélené predbezné poplatky za
navitevy  ucastnika  skuSania
a/alebo  vSetky zostavajuce
schvalené fakturovatelné polozky
uvedené v platobnom kalendari.

Pokial' v tejto Zmluve nie je
uvedené inak, ak InStiticia
nepoziada o platbu do dvanastich
(12) mesiacov od zaniku tejto
Zmluvy alebo od ukonéenia
skudania Instituciou a Skasajucim,
bude sa to povaZovat za vzdanie
sa prava Institacie na platbu.

2.3.4 Dane.
(i) VSeobecna ¢ast’. Vietky platby v

2.3.4 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 or
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 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.

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

ramci alebo v suvislosti s touto
Zmluvou musia zahrnat vsetky
Dane a kazdd strana je
zodpovedna za a je povinna
znasat, platit’ alebo urovnat’ svoje
vlastné Dane vymerané danovym
alebo inym organom, okrem
pripadov uvedenych nizsie v tejto
Zmluve.

.Dane” znamenaju vsetky formy
predbezného alebo koneéného
zdanenia, vnutrostatne a
zahrani¢né  dane, poplatky,
odvody. cla a iné vymery alebo
platby  akéhokol'vek  druhu
(vratane najmd, av3ak nie vylu¢ne
dani z  predaja.  uzivania,
spotrebnych dani. dani z cennych
papierov, z prevodu, majetku,
dane z pridanej hodnoty, z tovarov
a sluzieb, zrazkovej dane a
fransizovych  dani) spolu s
akymikol'vek turokmi, pokutami
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(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.

2.3.5 Reporting of Payments. Pursuant to

3.1

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

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 Institution agrees to
such disclosure and/or publication.
The Institution gives its express
consent that Sponsor may use
(including disclosing), collect, process,
record, commit and transmit their
personal data for the aforesaid purpose.

3. TRIAL DOCUMENTS

Collection and Storage. Institution
will ensure that Investigator will
accurately maintain, organize, keep
current, complete and preserve all
essential documents relating to the
Trial which allow verification of the
conduct of the Trial and the quality of
the data generated (Clinical Trial
Master File). including, but not limited
to, (i) written or electronic records,
copies of paper original and electronic
CRFs. accounts, notes, reports,
materials and data collected or

alebo priplatkami v suvislosti s

tymito  daflami,  poplatkami,
odvodmi, clami alebo inymi
vymerami alebo platbami.

(i DPH alebo podobné dane.

Vietky platby splatné v stlade s
podmienkami tejto Zmluvy su
vyjadrené bez dane z pridanej
hodnoty (DPH) alebo podobnych
nepriamych dani (napriklad dane
za tovar a sluzby). DPH/nepriame
dane budu pripotitané k splatnym
platbam v sulade s podmienkami,
pokial to zakon umozni.

2.3.5 Nahlasovanie platieb. V niektorych

3.1

krajinoich musia vyrobcovia liekov
a zdravotnickych pomécok nahlasovat
podla platnych pravnych predpisov
vietky polozky majice ur¢itu hodnotu,
vratane, okrem iného, poplatkov,
vydavkov za stravovanie, vzdelavacich
predmetov, darov, uhrad vydavkov a
inych platieb a hodnét, ktoré boli
poskytnuté zdravotnickym
pracovnikom. Tieto hlasenia mézu byt
zverejnené v sulade s platnymi
zakonnymi poziadavkami. Indtitucia
sihlasi s takymto spristupnenim
a/alebo zverejnenim. Institicia
vyslovene sthlasi, Ze Zadavatel' moze
pouzivat  (vratane  spristupnenia),
zhromazd'ovat’, spracuvat,
zaznamenavat', odovzdavat a prenasat’
osobné udaje pre vyssie uvedené ucely.

3. DOKUMENTY SKUSANIA

Zhromazd’ovanie a skladovanie.
Inititticia zabezpedi, Ze Skusajici bude
starostlivo viest', zorganizuje,
aktualizuje, vyplni a ochrani vsetky
relevantné dokumenty tykajuce sa
sktdania, ktoré umoziiuji overenie
pricbehu  skusania a  kvality
generovanych udajov (hlavny sibor
skusania), vratane, okrem iného, (i)
pisomnych alebo  elektronickych
zaznamov, kopii origindlov CRF v
papierovej a elektronickej forme,
uétov, poznamok, sprav, materidlov a

£ b gl
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performed as part of the Trial under
this Agreement, including clinical data
and patient medical care records and
progress reports for each Trial
Participant (including, without
limitation, treatment entries, x-rays,
biopsy reports, ultrasound photographs
and other diagnostic images), and
(i1) 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.

Document Storage and Protection.
Institution 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. Institution will make all
documents available for review,
copying, audit and inspection in
accordance with Section 4 hereof.

Retention and Destruction. Without
limiting the foregoing, Institution 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
Institution. After the expiration of the
retention period required above,
Institution shall provide written notice

3.2

3:3

udajov, ktoré zhromazdil alebo
vykonal ako sucast’ skusania podla
tejto Zmluvy, vratane klinickych

udajov a zaznamov o lekdrskej
starostlivosti  pacientov asprav o
priebehu  skudania za  kazdého
uc¢astnika (vratane., okrem iného,
zaznamov  lie¢by,  rontgenovych
snimok, sprav z biopsie,

ultrazvukovych snimok a dalSich
diagnostickych snimok). a (ii) vSetky
ostatné zaznamy, udaje alebo spravy
suvisiace s klinickym skudanim alebo

ktoré boli vytvorené ako sucast
klinického skusania (napriklad
protokol, formular informovaného

sthlasu, zdrojové udaje, dokumenty
umoznujice identifikaciu Gc¢astnikov
skusania), ktoré su potrebné na zaklade
platnych pravnych predpisov. v plnom
stlade s protokolom.

Skladovanie dokumenticie a
ochrana. Institicia bude (i) viest' a
ulozi tieto dokumenty bezpe¢nym
sposobom, ktory je vhodny pre
prisludny typ Gdajov a ktory je v sulade
s platnymi pravnymi predpismi, a (ii)
chranit’ dokumenty pred
neopravnenym pouzivanim,
pristupom, kopirovanim, zverejnenim,
stratou a poSkodenim. InStiticia je
povinna spristupnit’ vietky dokumenty
na nahliadnutie kopirovanie, audit a
kontrolu v sulade s oddielom 4 tejto
Zmluvy.

Uchovavanie a  znifenie. Bez
obmedzenia vysSie uvedeného bude
Indtitucia archivovat hlavny subor
klinického skusania, ktory obsahuje
vietky podstatné dokumenty
umoziujuce overenie, ako bolo
skusanie vykonané a kvalitu ziskanych
udajov v ich pdvodnom formate, a to
po dobu dvadsiatich piatich (25) rokov
odo dna (i) ukoncenia tejto Zmluvy

alebo (ii) ukoncenia klinického
skasania (na  zaklade  datumu
zaveretnej navstevy v danom
pracovisku  sku$ania) zo  strany

Institucie. Po uplynuti hore uvedenej
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3.9
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to the Sponsor or its designated party
and destroy all essential documents.

Database. Institution will ensure that
Investigator will be responsible to
prepare and maintain an accurate and
complete database for all Trial
Participants according to the Protocol
and Applicable Law (“Database™).
Institution may use the Database for its
own purposes, subject to the
confidentiality obligations under this
Agreement. Institution 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 authorities.
Sponsor may assign certain of its
employees or external  vendors
(clinical research associates, “CRASs”)
to review and control accuracy and
completeness of the Database in order
to comply with Applicable Law;
however, such CRAs are restricted
from disclosing any personal data of
Trial Participants to the Sponsor stored
at Institution.

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

34

3.5

doby uchovévania Institucia predlozi
Zadavatel'ovi alebo nim urtenej osobe
pisomné oznamenie a zni¢i vietky
podstatné dokumenty.

Datab#za. InStiticia zabezpeli, Ze

Skusajuci bude zodpovedny za
pripravu a udrZiavanie presnej a
kompletnej databazy vietkych
Gtastnikov  skusania v sulade s
protokolom  aplatnymi  pravnymi
predpismi (d'alej len databaza™).

Institicia mozZe pouzivat databazu pre
svoje vlastné ucely, na ktoré sa
vztahuji povinnosti zachovavania
ml¢anlivosti  vyplyvajuce z tejto
Zmluvy. Indtiticia neodovzda ani
nespristupni inym sposobom
dostupnym  Zadavatel'ovi,  Ziadne
osobné tudaje ucastnikov skuSania,
pokial takéto udaje neboli
pseudonymizované

(zneidentifikované), alebo ak sa takéto
zverejnenie vyZaduje na zéklade
platnych pravnych predpisov, alebo ak
tak vyzaduju prislusné organy.
Zadavatel' je opravneny poziadat
niektorého zo svojich zamestnancov
alebo externého dodavatela (monitor

klinickych skusani, .,CRA*), aby
preskumal a skontroloval spravnost a
uplnost  databazy za  ucelom
dosiahnutia  siladu s  platnymi

pravnymi predpismi. Takéto CRA
véak nemaji pravo  spristupnit
Zadavatel'ovi osobné tdaje Gcastnikov
skusania uchovavané v Institucii.

Dorucovanie informacii
Zadavatelovi. Institicia zabezpeti.
aby Skuasajuci poskytol Zadavatelovi
vyplnené CRF/eCRF, podla potreby,
za kazdého Gi¢astnika skusania a d'alSie
takéto spravy, vzdy a v sulade s
poziadavkami protokolu a platnych
pravnych predpisov. Institicia
zarutuje. Ze vietky eCRF alebo CRF
predlozené Zadavatel'ovi s pravdive,
iplné a spravne a presne odraZajl
vysledky skusania. Institucia poskytne
Zadavatel'ovi do Sest'desiatich (60) dni
od ukonéenia klinického skuidania alebo
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4.1

4.2
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Agreement, Institution 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 under Applicable Law or
hereunder, IRB/EC, health insurance
companies and regulatory authorities,
including foreign regulatory
authorities, may, at any time during
normal business hours, (i) inspect any
facilities used for the conduct of the
Trial, (ii) monitor and/or audit the
conduct of the Trial, (iii) inspect, audit
and/or copy any and all Trial
documents, source data/documents,
medical records, work product, and
required licenses, certificates and
accreditations, or (iv) interview any
person involved in the Trial
Additionally. during the term of this
Agreement and for a period of twenty-
four (24) months after completion of
the Trial, Sponsor shall be entitled to
inspect Institution’s financial accounts
directly related to the Trial. Institution
will, and will cause its Trial Staff to,
cooperate with any of the foregoing
activities and will provide timely
access to requested documentation and
facilities.

Electronic Records System. Without
limiting the foregoing, if Institution
stores and retains its records in an
electronic records system, Institution
will promptly upon request allow
access to Trial documents and other
required documents and information
through such electronic records
system. In the event it is not possible,
after exercise of commercially
reasonable efforts, to allow access to
Trial documents in Institution’s

4.1

4.2

4.

skor, v pripade ukonc¢enia platnosti tejto
Zmluvy, vietky potrebné udaje v silade
s  podmienkami  tejto  Zmluvy
a protokolom.

MONITOROVANIE, AUDITY A
KONTROLY

Pristup. Zadavatel, jeho zastupcovia
a, ak je to vhodné podla platnych
pravnych predpisov alebo podla tejto
Zmluvy, IRB/EC, zdravotné poistovne
a regulatné  organy,  vratane
zahrani¢nych regulaénych orgéanov,
moézu  kedykol'vek pocas beznej
pracovnej doby., (i) skontrolovat
vietky zariadenia pouzivané na
vykonavanie klinického skusania, (ii)
monitorovat” a/alebo podrobit” priebeh
skusania auditu, (iii) kontrolovat’,
podrobit’ auditu a/alebo kopirovat
vsetky dokumenty, zdrojové
udaje/dokumenty, lekarske zaznamy,
pracovne produkty skudania a potrebné
opravnenia, certifikaty a akreditacie,
alebo  (iv)  vypotuvat  osoby
podiel'ajice sa na klinickom skusani.
Okrem toho je Zadavatel opravneny
pocas celej doby platnosti tejto Zmluvy
a pocas dvadsiatich Styroch (24)
mesiacov po ukonceni klinického
skusania kontrolovat" finan¢né ucty
Institacie, ktoré priamo suvisia s
klinickym skusanim. Institicia
zabezpeti, aby aj skusajuci personal
spolupracoval pri  vykone vysSie
uvedenych ¢innosti a zabezpeci véasny
pristup k pozadovanej dokumentacii a
do zariadeni.

Systém elektronickej registratury.
Bez obmedzenia vy3Sie uvedeného,
ak Institacia skladuje a uchovéva svoje
zaznamy v systéme elektronickej
registratury, povoli bezodkladne na
poziadanie pristup k dokumentom

skusania a k dalsim potrebnym
dokumentom a informéciam
prostrednictvom  takéhoto systému

elektronickej registratary. V pripade,
ze po vynalozeni primeraného usilia
nie je mozné umoznit' pristup k
Page 19 of 66
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4.3.1

43.2

433
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electronic records system without
jeopardizing data protection or privacy
rights of other patients of Institution,
Institution will print and provide to the
requestor certified hardcopies of all
relevant documents and information.
Institution will maintain, create,
modify, archive, retrieve and transmit,
and make available for inspection by
regulatory authorities, all electronic
records in compliance with any
Applicable Law including, but not
limited to. Title 21 U.S. Code of

Federal  Regulations, Part 11
“Electronic Records; Electronic
Signatures™.

Regulatory Authority Inspections.

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

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

43

4.3.1

43.2

Sponsor Attendance. Institution shall 4.3.3

permit Sponsor to attend any such

dokumentom  skusania v ramci
systému elektronickej registratury
Indtiticie bez ohrozenia ochrany
udajov alebo prava na stkromie inych
pacientov Indtitucie, Institucia vytlacia
poskytne ziadatel'ovi overené
vytlagené kopie vetkych prislusnych
dokumentov a informacii. Institicia
bude v sulade s platnymi pravnymi
predpismi, vratane, nie viak vyluéne,
hlavy 21  Federalneho  kddexu
Spojenych Statov Americkych (U.S.
Code of Federal Regulations), oddielu
11 “Elektronické zaznamy;
elektronické podpisy™, viest, vytvarat’,
upravovat, archivovat, ziskavat a
prenasat’ a spristupni k nahliadnutiu

regulaénym organom vietky
elektronické zaznamy.

Kontroly zo strany regulainého
uradu.

Oznamenie. Indtiticia  okamZite
telefonicky, faxom alebo
prostrednictvom  e-mailu  oznami
Zadavatelovi, ak v suvislosti s

klinickym skusanim alebo v stvislosti
s akoukol'vek zileZitostou, ktord mézu
mat vplyv na vykon klinického
skusania zo strany Institicie, vladny
alebo regula¢ny organ alebo zdravotna
poistovia  poziada o povolenie
vykonat' kontrolu alebo ak skontroluje
zariadenia alebo vyskumné zaznamy
Indtitacie.

Kopie. Institicia poskytne
Zadavatelovi v sulade s platnymi
pravnymi predpismi pisomne kopie
vietkych materialov, sprav,
korespondencie, vyhlaseni, formularov
a zaznamov, ktoré Institicia dostane,
ziska alebo vytvori na zaklade takejto
kontroly v suvislosti s klinickym
skiganim alebo v suvislosti s uritou
zalezitost'ou, ktora moze mat’ vplyv na
vykon klinického skudania zo strany
Institacie.

Uéast® Zadavatel’a. Institicia umozni
Zadavatelovi zGcastnit' sa kazdej
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inspection unless prohibited by
Applicable Law or the competent
governmental or regulatory authority.
If any proposed correspondence from
Institution to a governmental or
regulatory authority or a health
insurance company relates directly or
indirectly to Institution’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. Institution 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 Institution by
Sponsor, its Affiliates, or its agents,
and/or generated under this Agreement
and/or relating to the Trial (collectively
referred to as "Sponsor Confidential
Information") confidential and shall
not (i) disclose the Sponsor
Confidential Information to any third
party without the prior written
approval of Sponsor, or (ii) use the
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 6.2.1) and Results (as
defined in 6.3) 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 7.

5.1

takejto kontroly, pokial to nezakazuju
platné pravne predpisy alebo prisluiné
vladne alebo regula¢né organy. Ak sa
niektora navrhovana kore$pondencia
zo strany Institucie vladnemu alebo
regula¢nému organu alebo zdravotnej
poistovni tyka priamo alebo nepriamo
¢innosti Intitucie v sulade s touto
Zmluvou, bude mat’ Zadavatel' pravo
preskumat’ tuto KoreSpondenciu a
pozadovat’ jej primerant kontrolu.

5. DOVERNOST

Povinnost’ zachovavat’ dovernost’ a
nepouzivat’. Indtitdcia musi
zachovavat’ dovernost’ v suvislosti so
vsetkymi udajmi, know-how,
lie¢ivami a vSetkymi ostatnymi
informaciami (vratane, okrem iného,
dokumentov. opisov, udajov. (e)CFR,

fotografii, videi a pokynov) a
materiadlov (vratane, okrem iného,
skusaného lieku a porovnavacich
lickov - komparatorov), ktoré jej

poskytol alebo spristupnil bez ohl'adu
na sposob (t. j. pisomne alebo

elektronicky) Zadavatel jeho
pridruzené spolo¢nosti alebo jeho
zastupcovia  a/alebo  ktoré  boli

vytvorené na zaklade tejto Zmluvy
a/alebo. ktoré shvisia s klinickym
skusanim (spolu dalej len ,ddéverné
informacie Zadavatel'a™) a nesmie (i)
prezradit' ziadne ddverné informacie
Zadavatel'a ziadnej tretej strane bez
predchadzajuceho pisomného sthlasu
Zadavatel'a, ani (ii) pouzivat’ doverné
informéacie Zadavatel'a na iny tcel nez
na vykonavanie skiSania a splnenie
svojich zavizkov vyplyvajucich z tejto
Zmluvy. Dusevné vlastnictvo
Zadavatela (definované v ¢lanku
6.2.1) a vysledky (definované v ¢lanku
6.3) sa povazuju za doverné informacie
Zadavatel'a; vysledky sa nepovazuju za
doverné informacie Zadavatel'a iba na
acel  zverejnenia v sulade s

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

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

Non-Written Information. If Sponsor
Confidential Information is disclosed
by Sponsor or its Affiliates to
Institution other than in written or
electronic form. then Institution
obligations of confidentiality and non-
use shall only apply if the respective
Sponsor Confidential Information is
indicated upon disclosure as being
confidential and is then summarised
electronically or in writing and
provided to Institution within thirty
(30) days after initial disclosure,
except for any such Sponsor
Confidential Information that, based
on the nature of the information, a

5.2

5.3

podmienkami podla &lanku 7 tejto
Zmluvy.

Na ucely tejto Zmluvy., znamena
pridruzena spolo¢nost™ alebo
.pridruzené spolo¢nosti* kazda osoba
alebo subjekt. ktoru riadi, ktora ovlada
alebo ma pod spolo¢nou kontrolou
Zadavatel' alebo Institicia. Na tento
Gi¢el, znamena ,.kontrola® priame alebo
nepriame  nomindlne  vlastnictvo
najmenej pétdesiatich percent (50 %)
podielu na hlasovacich pravach (alebo
ich ekvivalent) takejto osoby alebo
subjektu  alebo  pravo  riadit,
vymenovat alebo odvolat’ vé¢Sinu
alebo viacerych ¢lenov predstavenstva
(alebo ich ekvivalent) alebo pravo
kontrolovat vieobecné hospodarenie
takejto osoby alebo subjektu, v sulade
so zmluvou alebo ak tak vyplyva zo
zakona alebo inak.

Spristupifiovanie udajov ostatnym.
Pred zapojenim alebo zaclenenim do
skusania Intitcia obmedzi
zverejiiovanie ddvernych informécii
Zadavatel'a len na tie osoby, ktoré sa
zGtastiuji skisania v mene Institacie
a ktoré ich potrebuji poznat a
zabezpeti, ze kazda takato osoba je
zmluvne viazana povinnost'ou uchovat
dovernost a  nepouzivat  dané
informacie asponl v takej miere, ako je
uvedené v tejto Zmluve.

Iné ako pisomné informacie. Ak
Zadavatel' alebo jeho pridruzené
spolo¢nosti  spristupnia  Institicii
doverné informécie Zadavatel'a v inej
ako v pisomnej alebo elektronickej
forme, potom sa povinnost’ Institicie
zachovat  dovernost’ a nepouzivat dané
informacie uplatni iba v pripade, ak st
prislusné doverné informacie
Zadavatela oznafené pri zverejneni
ako doverné, apotom  zhrnuté
elektronicky  alebo  pisomne a
poskytnuté Indtittcii do tridsiatich (30)
dni od prvotného spristupnenia s
vynimkou akychkol'vek dovernych

informacii Zadavatela, ktoré by
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reasonable person would understand is
the confidential information of
Sponsor.

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

Exemption. These confidentiality and
non-use obligations do not apply to: (i)
information already in the possession
of Institution 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 Institution or others involved
in the Trial, (iii) information which has
been disclosed to Institution 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/EC or
competent regulatory authority in
connection with the Trial provided,
however, that such information shall
be disclosed only to the extent
reasonably necessary, (v) information
required to be disclosed under the
order of a court of competent
jurisdiction, provided that Institution
promptly notifies Sponsor of such
obligation  beforechand and the
information to be disclosed and fully

54

5.5

rozumna osoba na zdklade ich povahy
povazovala za doverné informacie
Zadavatela.

Vratenie dévernych informacii
Zadavatela. Indtiticia sahlasi a
zaviézuje sa, a to bud okamzite na
ziadost' Zadavatel'a alebo po skon¢eni
alebo ukonéeni platnosti tejto Zmluvy,
7ze Zadavatel'ovi vrati vSetky doverné
informacie Zadavatel'a, okrem tych
dokumentov, ktoré vytvorila Institicia
pre potreby dodrzania prisludnych
poziadaviek alebo postupov na
uchovanie dokumentov, ale len v
takom rozsahu, ako to vyzaduju platné
pravne predpisy a vsetky takto
uchovavané dokumenty budiu aj
nad’alej podliehat” ustanoveniam tejto
Zmluvy suvisiacim so zachovavanim
dovernosti.

VynimKy. Tieto povinnosti
zachovania dovernosti a nepouzivania
informacii sa nevztahuji na: (i)
informéacie, ktoré Institucia uz mala k
dispozicii predtym, ako ich Zadavatel
alebo jeho pridruzené spolo¢nosti
spristupnili, ako o tom sveddia
pisomné zaznamy, (ii) informacie.
ktoré sa stani verejnymi zverejnenim
alebo inym spdsobom bez porusenia
pravnej povinnosti zo strany InStitucie
alebo inych osob, ktoré st zapojené do
klinického skusania, (iii) informacie,
ktoré boli spristupnené Institicii z
incho  zdroja  bez  akejkol'vek
povinnosti zachovavat’ dovernost a
ktoré neboli ziskané, ¢ uz priamo
alebo nepriamo, od Zadavatel'a alebo
jeho pridruzenych spolo¢nosti, alebo
(iv) informacie, ktoré maji byt
zverejnené podla platnych pravnych
predpisov alebo na ucely podania
ziadosti alebo iného podania alebo iné
ucely jednajuc s IRB/EC alebo
prislusnym regulaénym organom v
suvislosti s klinickym skasanim, av3ak
za predpokladu, Ze tieto informacie
budi zverejnené iba v primeranom
nevyhnutnom rozsahu, (v) informacie,
ktoré maju byt zverejnené na zéklade
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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. Institution
undertakes to  protect  Sponsor
Confidential Information (including
but not limited to patent-relevant,
scientific or technical information)
against unauthorized access by third
parties. If Sponsor Confidential
Information is communicated via
Internet Mail, use of Internet Mail
Encryption Technology is compulsory
(for direct communication between the
Parties, Sponsor provides for a suitable

technology at http://guides.boehringer-
ingelheim.com free of charge).

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

INTELLECTUAL PROPERTY

Background IP

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

5.6

5.7

6.1

6.1.1

nariadenia  prislusného sudu, za
predpokladu, Ze Institicia vopred
bezodkladne informuje Zadavatela o
tejto povinnosti a ozndami mu
informacie, ktoré maju byt zverejnené,
a bude plne spolupracovat so
Zadavatelom, ak o to poziada, na
ochrane a zachovani dovernosti tychto
informacii poziadanim o vydanie
ochranného prikazu alebo iny podobny
pravny nastroj.

Technolégia Sifrovania. Institucia sa
zavizuje ochranovat doverné
informacie Zad4avatel'a (vratane, okrem
iného,  informacie  sdvisiace s
patentom, vedecké alebo technické
informéacie) pred  neopravnenym
pristupom tretich stran. Ak su doverné
informacie Zadavatel'a poskytnuté
prostrednictvom internetovej posty,
vyzaduje sa pouzit  Sifrovaciu
technolégiu internetovej posty (Pre
priamu komunikaciu medzi stranami
Zadavatel zabezpeci vhodnua
technologiu, ktora je  dostupna

bezplatne na http:/guides.boehringer-
ingelheim.com ).

Oznamenie o poruSeni. Institucia
okamzite informuje Zadéavatela o
kazdej  strate, odhaleni alebo
neopravnenom  pouzivani  alebo
zverejneni akejkol'vek casti alebo
vietkych ~ dovernych  informacii
Zadavatela.

6. DUSEVNE VLASTNICTVO

Povodné dusevného

vlastnictva

prava

Vlastnictvo. Kazda strana a alebo jej
pridruzend spolo¢nost musi byt a
zostane vlastnikom v3etkych udajov,
dokumentov, know-how, informacii.
materialov, lie¢iv, vratane, okrem
iného, skusaného lieku, a v3etkych
inych prav dudevného vlastnictva,
ktoré su poskytované druhej strane s
ciefom vyuzit' ich v ramci skuSania
(dalej len ..povodné prava duSevného
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not affect the ownership of any
Background Intellectual Property.

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

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,
(i) all intellectual property rights in the
Investigational Product, (ii)all data,
technical information, inventions,
discoveries, developments,

6.1.2

6.2
6.2.1

vlastnictva™) a tato Zmluva
neovplyviiuje vlastnictvo Ziadnych
povodnych prav dusevného

vlastnictva.

Udelenie opravnenia. Kazda zmluvna
strana udel'uje druhej strane bezplatnu,
nevyhradnu licenciu na pouzivanie
povodnych prav dusevného
vlastnictva, patriace jej alebo jej
pridruzenej spolo¢nosti, len za u¢elom
vykonania klinického skigania. Ziadna
strana  nesmie  udelit  Ziadne
sublicencie na pouzivanie poévodnych
prav duSevného vlastnictva druhej
strany, okrem pripadov, kedy moze
Zadavatel umoznit’ svojim
pridruzenym  spolo¢nostiam  alebo
tretej strane, ktora pracuje pre alebo v
mene  Zadavatela  alebo  jeho
pridruzenych spolo¢nosti, pouzivat’
povodné prava duSevného vlastnictva
Indtiticie na uely vykonavania
skusania. Okrem toho Institicia tymto
udel'uje  Zadavatelovi a  jeho
pridruzenym spolo¢nostiam  trvalu,
neodvolatel'nt, plne splatenu
nevyhradnu licenciu platni na celom
svete s moznostou  poskytnat
sublicencie, na  pouzivanie jej
povodnych prav dusevného
vlastnictva, ktoré mézu byt potrebné
pre Zadavatel'a a/alebo jeho pridruzené
spolo¢nosti pre riadne vyuZivanie prav
Zadavatela a/alebo jeho pridruzenych
spolo¢nosti k dusevnému vlastnictvu
Zadavatel'a alebo stivisiacich
s duevnym vlastnictvom Zadavatel'a a
vysledkami, ako je definované nizsie.

Novoziskané dusevné vlastnictvo

Definicia ,,duSevného vlastnictva
Zadavatela®. Ako je pouzivané v tejto
Zmluve, »dusevné vlastnictvo
Zadavatel'a™ znamena vsetky prava,
naroky a podiely v duSevnom
vlastnictve a materialoch, ktoré su
predmetom klinického skusania alebo
protokolu, vratane, okrem iného, (i)
vietkych prav duSevného vlastnictva

tykajucich sa skasaného lieku, (ii)
vietkych udajov, technickych
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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 the Investigational
Product or its uses, the Trial or the
Protocol, (iii) all intellectual property
otherwise derived. conceived.
discovered, developed or reduced to
practice as a direct or indirect result of
the Institution’s or Investigator’s
performance of any services under or
pursuant to this Agreement or during
the course of or in connection with the
Trial and relating to or incorporating
the Investigational Product or its use,
including but not limited to any such
intellectual property generated upon
any review or other use of Trial data,
and (iv)any intellectual property
incorporating or derived from Sponsor
Confidential Information, whether
generated or developed by Institution,
Investigator or Sponsor or their
respective agents, employees or
contractors, either solely or jointly
with others.

Ownership.

(i) Sponsor Intellectual Property is
the sole and exclusive property of
Sponsor. Institution shall assign
and hereby assign to Sponsor all of
their right. title and interest in
Sponsor Intellectual Property.
Institution will ensure that the
Investigator and all Trial Staff or
other persons carrying out
Institution’s obligation under or
pursuant to this Agreement have
already assigned to the Institution,
by their employment obligations
or otherwise, or shall assign to the
Institution all right, title and

6.2.2

informacii,  vynalezov,  objavov,
vyvojov. vylepseni, zlepSeni, softvéru,
know-how, metod, technik, vzorcov,
udajov, procesov a inych vlastnych
myslienok (¢i uz patentovatelnych
alebo registrovatelnych na zaklade
patentu, autorského prava alebo
podobnych pravnych predpisov) a
materialov stvisiacich so skuSanym
lieckom alebo jeho pouzitim). skisania
alebo protokolu, (iii) vSetkych prav

dusevného vlastnictva inak
odvodenych, koncipovanych,
objavenych, vyvinutych alebo

zavedenych do praxe, ako priamy
alebo nepriamy nasledok poskytovania
sluzieb zo strany Indtiticie alebo
Skusajuceho v sulade s touto Zmluvou
alebo v priebehu alebo v stvislosti so
skuanim a vztahujucich sa na alebo
obsahujicich skusany liek alebo jeho
pouzitim, vratane, okrem in¢ho,
akéhokol'vek  takého  duSevného
vlastnictva vytvoreného pocas
kontroly alebo iného pouzivania
tidajov skusania a (iv) duSevného
vlastnictva  zahriujiceho  alebo
odvodeného z prav  dusevného
vlastnictva, ktoré vytvorila alebo
vyvinula bud  Indtiticia  alebo
Skugajuci alebo Zadavatel alebo ich
prislusni  zastupcovia, zamestnanci
alebo dodavatelia, ¢i uz samostatne
alebo spolo¢ne s ostatnymi.

Vlastnicke prava.

(i) Dusevné vlastnictvo Zadavatel'a je
vyhradnym a vyluénym majetkom
Zadavatel'a. Institicia postupi a
tymto postupuje Zadavatelovi
vietky svoje prava, naroky a
podiely na dusevnom vlastnictve
Zadavatela.. Indtiticia je povinna
zabezpeCit, aby Skuasajici a
vietok skusajuci personal alebo
akékol'vek iné osoby. ktoré plnia
povinnosti Institucie podla tejto
Zmluvy alebo v silade s fou,
postupili na Institiciu, v ramci
plnenia  svojich  pracovnych
povinnosti alebo inak alebo Ze v
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interest that they may have in
Sponsor Intellectual Property in
order to give full effect of the
foregoing assignment of rights to
Sponsor.

All intellectual property derived,
conceived, discovered, developed
or reduced to practice solely by
Institution and as a direct or
indirect result of the Institution or
Investigator’s performance of any
services under or pursuant to this
Agreement or during the course of
or in connection with the Trial, but
that is not within the scope of
Sponsor Intellectual Property as
defined in Section 6.2.1, is the sole

and exclusive property of
Institution (“Institution
Intellectual Property™).

Institution  hereby grants to
Sponsor a worldwide, perpetual,
irrevocable, sub-licensable, fully
paid-up and royalty free, non-
exclusive license to wuse such
Institution 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.

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

conceived, discovered. developed
or reduced to practice jointly by
Institution 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

(ii)

budicnosti na Indtiticiu postupia
vietky prava, naroky a podiely,
ktoré¢ vlastnia vo vztahu k
dudevnému vlastnictvu Zadavatel'a,
a to na ucely Uplného postipenia
prav v prospech Zadavatel'a, ako je
uvedené vyssie.

Akékol'vek duSevné vlastnictvo
odvodené, vytvorené, objavené,
vyvinuté alebo uvedené do praxe
vylu¢ne Instituciou ako priamy
alebo nepriamy vysledok
Indtiticie ~ alebo  poskytnutia
akychkol'vek sluzieb zo strany
Skusajuceho na ziklade tejto
Zmluvy alebo v stlade s fiou alebo
poc¢as trvania skuSania alebo v
suvisosti s nim, ktoré vSak
nespada do ramca dusevného
vlastnictva Zadavatela v zmysle
¢lanku 6.2.1 tejto Zmluvy, je
vyluénym a vyhradnym majetkom
Institicie (“duSevné vlastnictvo

Indtitacie™). Indtiticia  tymto
udeluje Zadavatel'ovi,
neodvolatelnu,  plne  splatenq,

nevyhradnu licenciu s celosvetovou
platnostou, bez ¢asového
obmedzenia. s pravom udelovat
sub-licenciu a bez licen¢ného
poplatku, na pouzitie dusevného
vlastnictva Indtitucie Zadavatel'om
a/alebo jeho pridruzenymi
spolo¢nostami podl'a potreby alebo
v nevyhnutnom rozsahu na ucel
tplného vyuzitia prav Zadavatela
a/alebo  jeho pridruzenych
spolo¢nosti k skusanému lieku.
akémukol'vek dusevnému
vlastnictvu  Zadavatela alebo
vysledkom.

(iii) Akékol'vek duSevné vlastnictvo

odvodené, vytvorené, objavené,
vyvinuté alebo uvedené do praxe
spolo¢ne [nstitaciou a
Zadavatelom na =zaklade tejto
Zmluvy alebo v stlade s nou alebo
pocas trvania skusania alebo v
suvislosti s nim, ktoré vSak
nespada do ramca duSevného
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Section 6.2.1. is the joint property
of Institution and Sponsor (*“Joint
Intellectual Property™). Sponsor
is hereby granted an option to
negotiate an exclusive, worldwide,
compensation-bearing license
under Institution’s rights to any
Institution Intellectual Property or
Joint Intellectual Property. which
option shall extend for one-
hundred and eighty (180) days
following of the relevant
intellectual  property.  Upon
Sponsor’s exercise of the option
the Parties shall promptly
negotiate a license agreement in
good faith.

Filings. Sponsor may file any patent
applications covering Sponsor
Intellectual Property in the name and at
the cost of Sponsor. If required.
Institution will provide Sponsor with
all necessary assistance, even after
expiration or termination of this
Agreement, in order to enable Sponsor
to apply for, obtain, maintain in force,
enforce, and defend such patents,
without any further payment from
Sponsor.

Use by Institution. Institution shall be
permitted to use any Sponsor
Intellectual ~ Property made or
developed by Institution , subject to the
obligations set forth in Article 5
(Confidentiality), for internal, non-

commercial  research and  for
educational ~ purposes and  the
preparation  of  publications in
accordance with Article 7
(Publication, Publicity and
Transparency ).

6.2.3

6.2.4

Results. Any and all information, 6.3

data, results,
substances

documents, reports,
know-how, discoveries,

vlastnictva Zadavatel'a v zmysle
¢lanku 6.2.1 tejto Zmluvy, je
spoloénym majetkom Indtitucie a
Zadavatel'a (“spolo¢né duSevné
vlastnictvo™). Zadavatel ma na
zaklade tejto Zmluvy pravo ziskat
vyhradnu, odplatna licenciu s
celosvetovou  platnostou  na
zaklade prav  Institicie K
akémukol'vek dusevnému
vlastnictvu  Indtitcie  alebo
spolo¢nému dusevnému
vlastnictvu, pri¢om toto pravo trvéa
po dobu stoosemdesiat (180) dni
od vytvorenia prislusného
dusevného vlastnictva. Ak
Zadavatel' uplatni toto pravo,
zmluvné strany su  povinné
bezodkladne a v dobrej viere
dohodnut  podmienky licen¢nej
zmluvy.

Prihlasky. Zadavatel moze podat
akékol'vek  patentové  prihlasky
tykajuce sa dusevného vlastnictva
Zadavatel'a v mene a na naklady
Zadavatel'a. Institicia poskytne v
pripade potreby Zadavatel'ovi vietku
potrebnu sa¢innost’, a to aj po vyprsani
platnosti alebo ukonéeni platnosti tejto
Zmluvy, s cielom umoznit’
Zadavatelovi prihlasit,, ziskat', udrzat
v platnosti, uplatnit’ a ochréanit’ patenty,
bez akejkol'vek kompenzacie zo strany
Zadavatela.

Uzivanie zo strany InStitdcie.
Institucia bude mat’ dovolené pouZivat
akékol'vek duSevné vlastnictvo
Zadavatel'a , ktoré vytvorila alebo
vyvinula, v salade s povinnostami
uvedenymi v oddiele 5 (Dévernost),
pre ucely interného, nekomer¢ného
vyskumu a na vzdelavacie Gcely a na
pripravu  publikdcii v silade s
oddielom 7 (Publikovanie, zverejnenie
a transparentnost’).

Vysledky. Vsetky informacie,
dokumenty. spravy, udaje, vysledky,

know-how, objavy, lie¢iva a in¢
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and other materials generated or
developed as a result of or in
connection with the Trial and relating
to or incorporating the Investigational
Product or its use, and all copies
thereof (the “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,
Institution hereby grants Sponsor and
obligates 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.

Specimens and Genetic Data.
Sponsor shall have the exclusive right
and license to use 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 Institution access
to Specimens and Genetic Data only
for purposes of the Trial. Institution
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

6.4

6.5

materialy vytvorené alebo vyvinuté v
dosledku alebo v stvislosti s skianim
a vztahujuce sa na alebo obsahujice
skusany liek alebo jeho pouzitie a
vietky ich kopie (dalej len ,,vysledky*)
st vyluénym a vyhradnym majetkom
Zadavatela a Zadavatel' ich moze
pouzit’ pre l'ubovolny ucel.

Vyhradné priva a licencie. V
pripade, ze Zadavatel nemdze podla
platnych pravnych predpisov ziskat
ani zabezpecit' vlastnicke prava k
dusevnému vlastnictvu Zadavatel'a
alebo vysledkom, Institicia tymto
udel'uje Zadavatelovi a zavizuje
skusajuci personal k udeleniu
Zadavatel'ovi, podla potreby,
exkluzivnej, neobmedzenej, c¢asovo
neobmedzenej, plne splatenej a
bezplatnej licencie s celosvetovou
platnostou, vratane prava udelit’ sub-
licenciu na  pouzite  takéhoto
dusevného vlastnictva Zadavatela na
akykol'vek ucel.

Vzorky a genetické udaje. Zadavatel
vlastni vyluéné pravo a licenciu na
pouzivanie vSetkych biologickych
materialov a vzoriek, akymi sa
napriklad krv alebo tkaniva, ziskané od

ucastnikov  skuSania na zdklade
protokolu (dalej len ,vzorky™),
rovnako ako RNA, DNA a proteinové
sekvencie, polymorfizmus  dlzky

restrikénych fragmentov (RFLP) a
podobné udaje zhromazdované v
sulade s protokolom (dalej len
.genetické udaje”). Kazdé pouzitie
genetickych udajov a/alebo vzoriek, ¢i
uz k tomu ddjde ako sucast’ skusania
alebo mimo  skO$ania,  bude
uskuto¢nené v sulade s protokolom,
inymi pisomnymi pokynmi,
formularom informovaného sthlasu a
platnymi pravnymi predpismi.
Zadavatel’ umozni Institucii pristup ku
vzorkam a genetickym udajom len na
ucely skusania. Pocas priebehu
skasania poskytne InStiticia vcas
Zadavatel'ovi alebo jeho prisludnému

(5 borbiiigd
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event later than sixty (60) days
following the completion of the Trial
by Institution or the earlier termination
of this Agreement.

Third Party Engagement. Where any
third party (including but not limited to
a research assistant or contractor) is
involved in the Trial, Institution shall
ensure that such third party assigns all
rights, title and interest that he/she/it
may have in any Sponsor Intellectual
Property and/or the Results to
Institution 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.
Institution is solely responsible to
compensate such third parties and its
employees in case of commercial
exploitation of inventions.

Disclosure. Institution shall disclose
promptly and in writing to Sponsor all
intellectual property and Results
arising under this Agreement.

No Conflict. Institution warrants by
the execution of this Agreement, that
neither it 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 Sponsor
Intellectual ~ Property, Institution
Intellectual Property, Joint Intellectual
Property or Results existing at the time
of the execution of this Agreement or
arising out of or related to its
performance thereunder.

6.6

6.7

6.8

splnomocnencovi vzorky a genetické
adaje, ako je uvedené v protokole,
avsak najneskor do Sest'desiatich (60)
dni po ukonéeni klinického skusania zo
strany Institicie alebo skor, ak dojde k
ukonéeniu platnosti tejto Zmluvy.

Zapojenie tretej strany. V pripade, ze
je do skusania zapojena aj tretia strana

(vratane,  nie vSak vyluéne,
vyskumného asistenta alebo
zhotovitela), musi [ndtitucia

zabezpeCit', Ze jej takdto tretia strana
postupi vietky prava, naroky a podiely,
ktoré modze mat v ramci duSevného
vlastnictva Zadavatel'a a/alebo
vysledkov, s ciefom umoznit
efektivne plnenie ustanoveni tejto
Zmluvy s ohladom na duSevné
vlastnictvo vratane povinnosti
uvedenych vyssie v ¢lanku 6.2, 6.3 a
6.4 tejto Zmluvy. Institacia je vyluéne
zodpovedna za odmenenie takychto
tretich stran a svojich zamestnancov v
pripade komeréného vyuzitia
vynalezov.

Poskytovanie informacii. Institicia
bezodkladne  pisomne  poskytne
Zadavatel'ovi vsetko dudevné
vlastnictvo a vysledky vyplyvajice z
tejto Zmluvy.

Bez  konfliktu. Intiticia  sa
podpisanim tejto Zmluvy zarucuje, Ze
ona sama, ani ziadny ¢len skasajuceho
persondlu  zapojeny do skudSania
neuzavrel a ani neuzavrie Ziadnu
zmluvni dohodu alebo vztah, ktory by
bol v akomkolvek rozpore s
majetkovym zaujmom alebo pravom
dusevného vlastnictva Zadavatela
Indtiticie,  spoloénym  duSevnym
vlastnictvom alebo vysledkami
existujucimi v cCase uzavretia tejto
Zmluvy alebo vyplyvajicimi z jej

plnenia alebo shvisiacimi s jej
plnenim.
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PUBLICATION, PUBLICITY
AND TRANSPARENCY

Publication.

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

Publication by Institution. Sponsor
acknowledges that Institution has the
right to publish the results that
Institution contributes and generates 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. If Institution and/or
Investigator publish the results of the
Trial, Sponsor is hereby granted a
perpetual, royalty-free license to make,
display and distribute copies of such
publications under any copyright rights
or privileges of Investigator or
Institution.

Good Publication Practice. For all
publications relating to the Trial or
including any Trial data, Sponsor and
Institution agree to comply with the
Good Publication Practise Guidelines
(found at: http://www.ismpp.org) and
all ethical standards concerning
publications and authorship, including
the “Recommendations for the
Conduct, Reporting, Editing and
Publication of Scholarly Work in
Medical Journals™, as established by
the International Committee of
Medical Journal Editors (“ICMIJE™)
(found at http://www.icmje.org)

7. PUBLIKOVANIE, ZVEREJNENIE A

7.1

7.1

7.1.3

TRANSPARENTNOST
Publikovanie.

Publikovanie zo strany Zadavatela.
Zadavatel ma neobmedzené prava
publikovat’ vysledky, pri¢om ich moze
poskytnut’ tretej strane za ucCelom
publikovania.

Publikovanie zo strany InStitacie.
Zadavatel’ potvrdzuje, Ze Indtitucia ma
pravo publikovat” vysledky. ktoré
InStiticia  vytvori a  poskytne
v dosledku vykonu skii$ania na iné nez
komeréné ucely s nalezitym ohl'adom
na ochranu dovernych informacii
Zadavatela a v sulade s niZsie
uvedenym odsekom, ktory suvisi so
spoloénym publikovanim viacerych
centier. Ak Institicia a/alebo Skusajuci
zverejni vysledky skusania,
Zadavatel'ovi sa tymto udeluje trvala,
bezplatna licencia na vyhotovenie,
vystavenie a distribuciu kopii takychto
publikacii na zaklade akychkol'vek
autorskych  prav  alebo  vysad
Skusajuceho alebo Indtiticie.

Spravna publika¢na prax. Zadavatel
a InStiticia sa dohodli, Ze vSetky
publikacie tykajuce sa skaSania alebo
zahfnajuce vSetky udaje skusania budu
uskuto¢nené v sulade s usmerneniami
spravnej publika¢nej praxe (najdete na

adrese: http://www.ismpp.org) a
vietkymi etickymi normami
suvisiacimi s publikdciami  a
autorskymi pravami, vratane
“Odporucani pre vedenie,
vykazovanie, editovanie a
publikovanie vedeckych prac v

lekarskych ¢asopisoch™, ako stanovuje

Medzinarodny  vybor  redaktorov
lekarskych  ¢asopisov (., ICMIE™)
(najdete na adrese:
http://www.icmje.org ).
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submission for any written, electronic,
oral or audio-visual publication,
Institution shall first submit to Sponsor
a copy of any proposed abstract,
poster, presentation slides, manuscript
or any other material at least sixty (60)
days in advance of such proposed date
of submission for publication for
review by Sponsor. Unless Sponsor
informs Institution in writing during
the sixty (60) days period, that the
proposed publication must be (i)
delayed in order to protect a potentially
patentable invention or (ii) changed to
avoid the potential disclosure of
Sponsor  Confidential ~Information,
Institution shall be free to proceed with
the proposed publication. Institution
shall remove from any proposed
publication ~material all Sponsor
Confidential Information identified by
Sponsor in writing to Institution during
the sixty (60) days” period. In no event
will any Sponsor Confidential
Information be included in any
published material without the prior
written approval of Sponsor. For the
sole purpose of publications approved
by Sponsor under this Section 7, all
data and results generated by
Institution and/or Investigator during
the performance of the Trial shall not
be considered Sponsor Confidential
Information. If within the sixty (60)
days review period Sponsor notifies
Institution that it desires to file a patent
application covering a potentially
patentable invention disclosed in the
publication,, Institution 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.

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

71.4 Submission of Publications. Prior to 7.1.4 Predkladanie  publikacii. Pred

predlozenim akychkol'vek pisomnych,
elektronickych, ustnych ¢&i  audio-
vizualnych publikéacii musi Institucia
najprv predlozit Zadavatel'ovi kopiu
kazdého  navrhnutého  abstraktu,
plagétu, snimok prezentacie, rukopisu
alebo iného materialu v lehote aspon
Yestdesiat (60) dni pred tymto
navrhovanym datumom publikacie na
cely kontroly Zadavatela. Pokial
pocas Sest'desiatich (60) dni Zadavatel
pisomne neinformuje Intiticiu, Ze
navrhovanu publikéciu je potrebné (i)
odlozit' pre ugely ochrany potencidlne
patentovateného vynalezu, alebo (ii)
zmenit, aby sa zabranilo moZnému
zverejneniu  dovernych  informacii
Zadavatel'a, bude Institucia opravnena
pokracovat’ \' navrhovanom
zverejneni. Indtiticia je povinna
odstranit z kazdého navrhovaného
publikatného  materidlu  v3etky
doverné informacie Zadavatel'a, ktoré
Zadavatel  pisomne identifikoval
Indtitucii v lehote 3est'desiat (60) dni.
\Y ziadnom pripade bez
predchadzajiceho pisomného suhlasu
Zadavatela nebudu ziadne doverné
informacie Zadavatela zahrnuté do
akéhokol'vek publikovaného
materidlu. Vyluéne na icely publikécii
schvalenych Zadavatelom podla tohto
oddielu 7 sa vetky udaje a vysledky,
vytvorené Institiciou a/alebo
Skusajucim  pocas  vykonavania
ski$ania nepovazuju za ddoverné
informacie Zadavatela. Ak v lehote
Sest'desiat (60) dni na preskumanie
Zadavatel oznami Institacii, Zze ma
zaujem podat’ patentovu prihlaSku
vztahujucu sa na  potencidlne
patentovatelny vyndlez zverejneny v
publikécii, Institacia odlozi ziadost' o
takuto publikaciu o dobu, na ktorej sa
v dobrej viere dohodnu obidve strany.
Tato doba vsak nemdZe byt dlhsia ako
osemnast’ (18) mesiacov od podania
patentovej prihlasky, ktora sa vztahuje
na prisluny vynalez.
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7.1.5 Multi-Center Publication. Institution 7.1.5 Multicentrické

7.2
7.2.1

7.2.2
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acknowledges that if the Trial is part of
a multi-center trial, Sponsor anticipates
a joint multi-center primary full
publication. Therefore, Institution
agrees not to publish, present or
otherwise disclose any results of or
information pertaining to Institution’s
activities conducted under this
Agreement before such multi-center
publication has been published.
Without limiting the foregoing, if there
is no joint multi-center publication
within eighteen (18) months after
completion of the Trial at all sites,
Institution shall have the right to
publish and present the results of
Institution’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.

Use of Trial Information. Institution
will not 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 subject
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,

7.2.2

publikovanie.
Indtiticia berie na vedomie, ze ak je
skisanie sucastou skusania

vykonavaného vo viacerych centrach
(multicentricky), Zadavatel' ocakava
spolo¢nu primarnu kompletni
publikaciu viacerych centier. Institicia
preto suhlasi, Zze pred zverejnenim
takejto  multicentrickej  publikacie
nebude publikovat’, prezentovat' ani
inak zverejiiovat ziadne vysledky
alebo informécie suvisiace
s vykonanymi ¢innostami Institucie
podl'a tejto Zmluvy. Bez obmedzenia
vysSie  uvedeného, ak nebude
zverejnena ziadna spolo¢na
multicentricka publikacia do
osemnastich  (18) mesiacov  po
ukonéeni skuSania vo  vSetkych
pracoviskach, InStiticia ma pravo
zverejnit a prezentovat vysledky
vykonanych ¢innosti InStiticie v
silade s touto Zmluvou, vratane
vysledkov, ktoré vytvorila a ktorymi
prispela do skaSania, s ohladom na
kontrolu a pripomienkovanie, ako je
uvedené v predchadzajicom odseku.

Autorské prava. Autorské prava ku

vietkym  publikdciam  stvisiacim
s skisanim budi stanovené na zaklade
vzajomnej dohody. Zadavatel ma
pravo menovat’ spoluautorov.
Zverejnenie.

Pouzitie informacii o skaSani.
Indtiticia nepouzije bez

predchadzajiceho pisomného suhlasu
Zadavatel'a ziadne informacie tykajuce
sa sku3ania, vratane, okrem iného,

existencie skuSania alebo inych
verejne  dostupnych informacii v
I'ubovolnych propagacnych.
reklamnych alebo naborovych

materialoch pre subjekty.

Pouzitie nazvu, loga a ochrannych
znamok. Ziadna zo stran tejto Zmluvy
nie je opravnena pouzit nazov (nazvy).
logo(-4), ochranni znamku (ochranné

znamky). fyzicki podobu, mena
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owner symbol, or other image in any
press release, advertising or other form
of publicity without prior written
consent of the other party/parties,
except as otherwise required by
Applicable Law, Sponsor may use the

Institution’s name and  other
identifying 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 ICMIE applicable
requirements and all applicable laws
regarding clinical trial registration
prior to the recruitment of the first Trial
Participant and will report the results
of the Trial publicly when and to the
extent legally required.

Data and Document Sharing.
Institution acknowledges 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).

7.3
7.3.1

7.3.2

zamestnancov, symbol majitel'a ani iné
zobrazenie druhej strany/inych stran
alebo jej pridruzenych spolo¢nosti v
tlatovej sprave, reklame ¢i inej forme
propagacie, bez predchadzajuceho
pisomného sthlasu druhej zmluvnej
strany/stran, okrem pripadov. kedy tak
vyzaduji platné pravne predpisy,
pricom Zadavatel' méZe pouzit' nazov
Indtiticie a  iné  identifikatné
informécie v publikaciach
a komunikaciach  stvisiacich  so
skusanim, vratane webovych lokalit

a bulletinov, prihlasok alebo
formularov skusania alebo inych
materialov, ktoré sa predkladaju

regulaénému organu a/alebo pre ucely
iného zverejnenia., ak tak vyZzadujd
platné pravne predpisy. ako napriklad
uverejnenie v registroch klinického
skusania.

Transparentnost’.

Registre a nahlasovanie. Zadavatel
dodrzi poziadavky ICMIJE o registracii
klinického skusania a vyhlasuje, Ze
zaregistruje  skuSanie v sulade
s platnymi poziadavkami ICMJE a
vietkymi platnymi pravnymi
predpismi, ktoré sa tykaju registracie
klinického skusania pred pribratim
prvého ti¢astnika skasania a Ze verejne
oznami vysledky skusania v Case a v
rozsahu ako  stanovuju  pravne
predpisy.

Zdiel’anie udajov a dokumentov.
Institicia potvrdzuje, Ze Zadavatel
moze zdielat' v sulade so spolo¢nymi
Zasadami pre zodpovedné zdielanie
udajov klinického skusania™ EFPIA a
PhRMA  (najdete na  adrese:
www.efpia.eu_alebo www.phrma.org).
spravu klinického sku$ania, sivisiace
dokumenty a udaje klinického
sktidania na Grovni pacienta s tretimi
stranami (viac informacii ndjdete na
adrese: http://trials.boehringer-
ingelheim.com/transparency_policy.ht
ml).
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PROVISION OF EQUIPMENT

AND ELECTRONIC DATA CAPTURE

8.1

8.2

9.1
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Use of Electronic Data Capture. If 8.1

Electronic Data Capture (“EDC”) is
used, the Institution and/or
Investigator comply with Appendix 2
“Electronic Data Capture (EDC) -
Terms and Conditions™.

Use of other Equipment. If the
Sponsor provides the Institution and/or
Investigator with any other equipment
(“*Equipment™) for use in connection
with performance of services in the
Trial,  the Institution  and/or
Investigator  will document the
Equipment in the “Equipment Loaned
Log” of the ISF and comply with the
terms and conditions set forth in

Appendix 3.

TRIAL PARTICIPANT INJURY,
INSURANCE

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

8.2

9.1

8. POSKYTOVANIE

PRISTROJOVEHO VYBAVENIA A

ELEKTRONICKE
ZHROMAZDOVANIE UDAJOV

Pouzivanie elektronického
zhromazd’'ovania udajov. Ak sa
pouziva elektronické zhromazd'ovanie
udajov (d’alej len “EDC™), Institucia
a/alebo Skusajuci postupuje v silade s
Prilohou  ¢. 2 “Elektronické
zhromazd'ovanie udajov (EDC) -
podmienky™.

Pouzivanie iného pristrojového
vybavenia. Ak Zadavatel poskytne
Institacii a/alebo Skusajticemu

akékol'vek iné pristrojové vybavenie
(d'alej len “*Pristrojové vybavenie™) na
pouzitie v suvislosti s poskytovanim
sluzieb v ramci skd3ania, Institicia
a/alebo  Skusajici je  povinny
zdokumentovat® pristrojové vybavenie
v “Denniku pozi¢aného Pristrojového
vybavenia”, ktory je sucastou ISF a
dodrziavat podmienky uvedené v
Prilohe ¢. 3.

9. ZRANENIA UCASTNIKOV

SKUSANIA, POISTENIE

ucastnika  skuSania.
bezodkladne  pisomne
oznami Zadavatelovi kazdy narok
vyplyvajuci z ochorenia alebo
zranenia, ktoré vznikli skuto¢ne alebo
udajne v dosledku ucasti na skusani a
umozni Zadavatelovi vybavit' takéto
naroky  (vratane  dohovorov o
urovnani), pricom  musi  plne
spolupracovat’ so Zadavatelom pri
vybavovani tychto narokov. Institicia
poskytne Zadavatelovi dostato¢nu
dokumentaciu  na  kontrolu a
spracovanie kazdej nahrady ujmy
ucastnika  skusania, avSak  pod
podmienkou, Ze z dokumentacie, ktora
bude predlozena Zadavatel'ovi, budi
odstranené vsetky identifikacné udaje
pacienta.

Zranenie
[nstitucia
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Medical Liability Insurance.
Institution will secure and maintain in
full force and effect throughout the
performance of the Trial, at their own
expense, insurance or self-insurance
that provides appropriate coverage for
claims for damages arising out of acts
or omissions of Institution,
Institution’s employees and/or agents
in the Trial and in their performance of
this Agreement. Institution shall
promptly provide evidence of its
insurance upon request by Sponsor.

Clinical Trial Insurance. Sponsor,
where required by Applicable Law, has
effected sufficient insurance to
compensate damages suffered by Trial
Participants as a direct result of their
participation in the Trial. To that
extent. such clinical trial insurance
may also cover the relevant liability of
Institution. However, the Parties
understand that the clinical trial
insurance is not intended as nor is a
substitute for full and complete
malpractice and other forms of liability
insurance.

FINANCIAL DISCLOSURE

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

Financial Disclosure Questionnaire.
Institution will ensure that all
investigators listed on the Trial staff
list (i.e., the delegation log) at the time
of Trial initiation as well as all
investigators  joining after  Trial

9.2

9.3

Zakonné poistenie zodpovednosti.
Institucia zabezpe¢i a ponechd si na
vlastné ndklady v plnej platnosti a
Géinnosti, po celd dobu vykonu
skusania, poistenie alebo samo-
poistenie, ktoré poskytuje
zodpovedajuce krytie narokov na
nahradu $kody vyplyvajicu z konania

alebo opomenutia Instittcie,
zamestnancov ~ a/alebo  zastupcov
Institicie pri vykone klinického

skiidania a plneni tejto  Zmluvy.
Institcia musi okamzite na Ziadost

Zadavatela predlozit dokazy o
poisteni.
Poistenie  klinického  skuSania.

Zadavatel, ak tak vyzaduja platné
pravne predpisy, ma zabezpecené
dostato¢né poistenie nahrady Skody,
ktoré by mohli utrpiet ucastnici
skusania ako priamy dosledok ich
Gcasti v skusani. V tomto rozsahu
mdze poistenie skusania zahffat' aj
prislusni  zodpovednost'  Institucie.
Strany vSak sthlasia, Ze poistenie
skugania nie je uréené a ani nenahradza
kompletné ~a  Gplné  poistenie
zodpovednosti za $kodu spdsobeni
zanedbanim povinnej starostlivosti a
ani iné formy poistenia zodpovednosti.

10. POSKYTOVANIE FINANCNYCH

10.1

INFORMACII

Spoluprica. Inititicia sa zavizuje
spolupracovat so Zadavate[om pri
poskytovani informacii, ktoré¢ moze
Zadavatel’ pozadovat’ s ciefom dodrzat
poziadavky hlavy 21 amerického
kédexu federalnych nariadeni (U.S.
Code of Federal Regulations), 54. ¢ast’
.Zverejiovanie finanénych udajov
skusajucimi klinického skusania®.

Dotaznik pre zverejiiovanie
finanénych informécii. Institucia
zabezpedi, aby vsetci skdSajuci, ktori
st uvedeni v zozname skusajuceho
personalu (t. j. protokol
splnomocnenych o0sob), poskytli v ¢ase
Page 36 of 66
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initiation, will provide sufficient and
accurate financial information in
English on the Financial Disclosure
Questionnaire (“FDQ™) provided by
the Sponsor. This certification /
disclosure must include disclosure
interest from their spouse and/or

children. Changes to reportable
financial  information must be
promptly communicated to the

Sponsor during the course of the Trial
and for one (1) year following
completion of the Trial. If Investigator
or any sub-investigators refuse to
disclose  their  interests,  such
individuals will not be allowed to
participate in the Trial.

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

11. DEBARMENT

Representation and  Warranty.
Institution represents and warrants that
Institution and its  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

10.3

11.1

zaCatia skaSania, ako aj vSetci
skusajuci, ktori sa pridaji po zacati
skusania, dostato¢né a presné finan¢né
informéacie v angli¢tine v dotazniku pre
zverejnovanie finan¢énych informacii
(..FDQ*). ktory zabezpeci Zadavatel.
Toto osved&enie/zverejnenie
informéacii musi zahriat’ aj informacie
tykajice sa ich manzela/manzelky
a/alebo deti. Zmeny vo vykazovanych
finan¢nych informaciach musia byt
okamzite oznamené Zadavatelovi po
celt dobu skudania a po dobu jedného
(1) roka od ukoncenia skt$ania. V
pripade, ak  Skua3ajuci  alebo
spoluskusajuci odmietnu zverejnit’ ich
takéto informacie, takéto osoby
nebudi mat’ dovolené zucastnit’ sa
skusania.

Kontrola a predkladanie
regulaénym  dradom. Institicia
stihlasi, Ze vyplnené FDQ mozu

podliehat’ kontrole zo strany vladnych
alebo regulacnych organov,
Zadavatela a ich zastupcov aze v
U.S.A. mézu byt FDQ sucastou
podani regulaénym organom a Ze si
organizacia U.S. Food and Drug
Administration (FDA) vyhradzuje
pravo zverejnit informacie, ak sa
domnieva, ze ide o verejny zaujem.
Institicia a Skusajuci zabezpecia, Ze

od kazdého skusajuceho ziskaju
predchadzajuci pisomny suhlas
potrebny pre vykonanie takejto
kontroly a prevodu.

11. VYLUCENIE
Vyhlasenia a zaruka. InStitucia

vyhlasuje a zarucuje, Ze Institicia a jej
prislusni zamestnanci, dodéavatelia a
zastupcovia, vratane spoluskusajucich,
neboli nikdy obmedzeni. vylueni,
diskvalifikovani, ani im nebola
pozastavend ¢innost’ a nebol im dany
ani zdkaz zugastnit’ sa skasani. Dalej
vyhlasuju, Ze nie st predmetom
ziadneho vySetrovania regula¢nymi
organmi za vylucenie a nie sl ani
predmetom ziadneho obmedzenia ani
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governmental or regulatory authority
or professional body with respect to the
performance of scientific or clinical
investigations.

Notification. Institution shall notify
Sponsor immediately in writing if
Institution or any of its 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.

Termination. Debarment. suspension
or proposed debarment of Institution or
its 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 Article 14 below.

ANTI-BRIBERY AND ANTI-
CORRUPTION

Prohibition. Institution represents that
it, its owners, their members of the
board of directors and the supervisory
board, directors, employees, sub-
contractors and agents will act in
compliance with any applicable anti-
bribery/anti-corruption  laws  and
regulations, industry and professional
codes of practice or this Agreement
and will not, directly or indirectly.

(i) offer, promise or give a bribe, any
benefit or other advantage to any
Public Official, as defined below,
or any other third party including
legal entities in exchange for an
improper advantage, in particular

11.2

11.3

sankcii amerického organu U.S. FDA a
ani iného vladneho alebo regulaéného
organu alebo profesijného organu,
pokial' ide o vykon vedeckych alebo
klinickych skusok.

Oznamenie. Institucia bezodkladne
pisomne oznami Zadavatel'ovi, ak by
bola Institcia alebo niektory z jej
zamestnancov, dodavatelov  alebo
zastupcov, vratane spoluskusajicich
obmedzena, vylac¢ena,
diskvalifikovana alebo by jej bol
pozastaveny vykon &innosti alebo by
mala zakéazané podiel'at’ sa na skusani
alebo ak by sa stala predmetom
vySetrovania pre vylucenie alebo by z
in¢ho dovodu podlichala
obmedzeniam alebo sankciam.

Ukonéenie. Vyligenie, pozastavenie
alebo navrhnuté vyla¢enie Institicie
alebo jej zamestnancov vladnym alebo
regulaénym organom bude dévodom
automatického ukoncenia platnosti
tejto Zmluvy zo strany Zadévatel'a, na
zaklade vlastného uvazenia
Zadavatela, v sulade s niZSie
uvedenym oddielom 14.

12. BOJ PROTI UPLATKOM A PROTI

12.1

KORUPCII

Zakaz. Indtiticia vyhlasuje, Ze ona
sama, jej  vlastnici,  ¢&lenovia
predstavenstva a dozornej rady,
konatelia, zamestnanci, sub-
dodavatelia a zastupcovia budi konat
v sulade so vietkymi prislusnymi anti-
korupénymi pravnymi predpismi a
nariadeniami a etickymi kodexami
platnymi v ramci prislusného odvetvia
a profesie alebo uvedenymi v tejto
Zmluve a Ze nebudi priamo ani
nepriamo

(i) ponukat, sl'ubovat’ alebo
poskytovat uplatok, akykol'vek
prospech alebo ini  vyhodu
akémukol'vek verejnému
¢initelovi, ako je definovany
nizsie, alebo akejkol'vek inej tretej

FEN Dol gl
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(a) to comply with regulatory
requirements, (b) to enter into
transactions of any kind, including
business transactions in which
Sponsor is involved, or (c¢) to
obtain any other improper
advantage:

(ii) except where there is a legal
obligation, give anything of value
to any Public Official without the
prior written approval by Sponsor,
regardless of whether or not such
benefit might constitute a bribe:;

(iii) give anything of value to any third
party for the purpose of offering,
promising or giving a bribe or any
other improper advantage to a
Public Official or to reimburse a
subcontractor, agent or any other
third party for such bribe or any
other improper advantage;

(iv) request, accept a promise of or
receive any payment, benefit or
other advantage from any third
party for oneself or for a third
party in exchange for an improper
advantage in the procurement of
goods or services in connection
with this Agreement.

Public Official. For the purpose of this
Agreement, “Public Official” means
any officer, employee or representative
of a national or foreign government or
international organization and of any
respective  associated department,
agency. institution and organization,
including public companies and
political parties as well as any person
acting in an official capacity for any
such  government,  international
organization, department, agency.
institution and organization as well as

122

osobe vratane pravnickych osob
vymenou za neprimeranu vyhodu,
najmi (a) za splnenie regulaénych
poziadaviek, (b) za uzavretie
transakcii  akéhokol'vek druhu
vratane obchodnych transakcii, na
ktorych sa podiela Zadavatel,
alebo (c) za ziskanie akejkol'vek
inej neprimeranej vyhody;

(ii) s vynimkou pripadov, ked’ existuje
zakonna povinnost, poskytovat
¢okol'vek majuce hodnotu
akémukol'vek verejnému
¢initel'ovi bez predchadzajticeho
pisomného suhlasu Zadavatela,
bez ohl'adu na to, ¢i takato vyhoda
moze alebo nemoze predstavovat
uplatok:

(iii) poskytovat  ¢okolvek majice
hodnotu tretej osobe s cielom
ponuknut’, sI'ubit” alebo poskytnuat’
uplatok alebo akukol'vek inu
neopravnent vyhodu verejnému
¢initelovi alebo nahradit’
subdodavatel'ovi, zastupcovi
alebo akejkol'vek inej tretej osobe
takyto aplatok alebo akukol'vek
int neopravnent vyhodu;

(iv) pozadovat, prijat’ prislub alebo
prijat’ akukol'vek platbu, benefit
alebo int vyhodu od akejkol'vek
tretej osoby pre seba alebo pre
tretiu  osobu  vymenou za
neprimeranti vyhodu pri
obstaravani tovaru alebo sluZieb v
suvislosti s touto Zmluvou.

Verejny Cinitel. Na ucely tejto
Zmluvy, znamena .verejny Cinitel™
kazdy uradnik, zamestnanec alebo
zastupca narodnej alebo zahrani¢nej
vlady alebo medzinarodnej
organizacie a akéhokol'vek prislusného
ministerstva, agentury, inStiticie a
organizacie vratane verejnych
spolo¢nosti a politickych stran, ako aj
akakol'vek osoba konajuca v Gradnom
postaveni pre akikol'vek takuto vladu,

medzinarodnu organizaciu,
ministerstvo, agenturu, inStiticiu a
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healthcare professionals, working in
healthcare institutions, in which the
national, regional or local government
owns an interest or which are financed
partly or as a whole by the respective
government.

Reporting to Sponsor. Institution
shall report violations of this anti-
bribery/anti-corruption  clause  to
Sponsor.

Information. Institution shall ensure
that its owners, its members of the
board of directors and the supervisory
board, directors, employees,
subcontractors and agents receive, if
necessary, appropriate anti-
bribery/anti-corruption training and
are informed of the obligations under
this anti-bribery/anti-corruption
clause.

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 Institution violates
its obligations under this section.
Institution shall indemnify and hold
Sponsor harmless for any loss or
damage resulting of a breach by the
Institution and/or Investigator, its
directors. officers, employees, sub-
contractors and agents of this section
or of any Applicable Law.

Certificate. Upon Sponsor’s request
from time to time, Institution agrees to
certify compliance with the foregoing
in a form suitable for Sponsor.

12.3

12.4

12.5

12.6

organizaciu, ako aj zdravotnicki
pracovnici pracujuci v zdravotnickych
zariadeniach, v ktorych ma narodna,
regionalna alebo miestna vlada podiel
alebo ktoré su ¢iasto¢ne alebo Gplne
financované prislusnou vladou.

Hlasenia Zadavatelovi. Institicia
musi Zadavatelovi nahlasit’ kazdé
porusenie tejto dolozky o boji proti
podplacaniwkorupcii.

Informdcie. Institicia je povinna
zabezpetit', aby jej vlastnici, ¢lenovia
jej predstavenstva a dozornej rady,
riaditelia, zamestnanci, subdodavatelia
a zastupcovia absolvovali v pripade
potreby vhodné $kolenie o boji proti
podplacaniwkorupcii a boli
informovani 0 povinnostiach
vyplyvajtcich z tejto dolozky o boji
proti podplacaniuw/korupcii.

Désledky porusenia. Kazdé porusenie
tohto ¢&lanku predstavuje zévazné
porueniec  Zmluvy. Okrem ingj
sankcie, ako stanovuju platné pravne
predpisy a/alebo tato Zmluva, moze
Zadavatel' okamzite odstupit’ od tejto
Zmluvy. ak Indtiticia porudi svoje
povinnosti vyplyvajuce z tohto ¢lanku.
Indtiticia  je  povinna  nahradit
Zadavatel'ovi akukol'vek stratu alebo
gkodu, ktordA mu vznikne z dovodu
porudenia tohto ¢lanku alebo platnych
pravnych  predpisov  zo  strany
Intitucie a/alebo Skusajuceho, jej

konatel'ov, predstavitelov,
zamestnancov, subdodavatelov a
zastupcov.

Osvedé&enie. Institicia sa zavizuje na
zaklade Ziadosti Zadévatel'a podanej
prileZitostne osved¢it' sulad s hore
uvedenym vo forme vhodnej pre
Zadavatela.

b b gl
Ingetheim

e

Page 40 of 66



Boehringer Ingelheim RCV GmbH & Co KG

BI Contract No.: 978100

13:1

13.2

133

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

13. TRADE COMPLIANCE

Items. The Parties acknowledge that
any products, goods, software,
technology (specific technical
information  necessary  for the
development, production or use of a
product) and technical services
provided by either Party under this
Agreement (hereinafter “Items™) may
be subject to international, EU, U.S. or
other applicable trade compliance
and/or export control laws and
regulations  (hereinafter  “Laws™)
restricting exports, re-exports, transfer
or disclosures, regardless of the mode
of provision. The Parties shall comply
with all such Laws.

Notification. If the Item is subject to
any restriction or license requirement
under the Laws, the Parties shall notify
each other about these restrictions
accordingly. Upon request, the Parties
shall cooperate with each other by
providing information and other
assistance  necessary  for  the
classification, export documentation,
license determination, export licensing
etc. of Items provided under this
Agreement.

Confirmation. The Parties confirm
that they are neither a Sanctioned Party
in terms of UN, U.S., EU or any
national Sanctioned Party List nor
Controlled by a Sanctioned Party. The
Parties notify each other without delay
in case of any changes of this status.

13. DODRZIAVANIE

OBCHODNYCH

PRAVIDIEL

13.1

13.2

13.3

Polozky. Zmluvné strany beru na
vedomie, Ze akékol'vek vyrobky, tovar,
softvér,  technologie  (Specifické
technické informacie potrebné na
vyvoj, vyrobu alebo pouzivanie
vyrobku) a  technické  sluzby
poskytované ktoroukol'vek zmluvnou
stranou na zaklade tejto Zmluvy (d’alej

len .polozky”) mobzu podlichat
medzinarodnym, eurdépskym,
americkym alebo inym platnym

obchodnopravnym predpisom a/alebo
predpisom o kontrole vyvozu (d'alej
len ,Pravne predpisy”), ktoré
obmedzuju vyvoz, opdtovny vyvoz,
prevod alebo zverejnenie bez ohladu
na sposob poskytnutia. Zmluvné strany
su povinné dodrziavat vietky takéto
Pravne predpisy.

Ozniamenie. Ak sa na polozku
vzt'ahuje akékol'vek obmedzenie alebo
licen¢na poziadavka podla Pravnych
predpisov, zmluvné strany su povinné
sa o tychto obmedzeniach navzidjom
informovat. Zmluvné strany s
povinné spolupracovat’ a navzajom si
na poziadanie poskytnit’ informécie a
ini pomoc potrebni na klasifikaciu,

vyvozni  dokumentdciu,  urCenie
licencie, udelenie vyvoznej licencie a
podobne, pokial ide o poloZky

poskytované podla tejto Zmluvy.

Potvrdenie. Zmluvné strany
potvrdzuji, Ze ani jedna z nich nie je
sankcionovanou osobou v zmysle
zoznamu sankcionovanych osob OSN,
USA. EU alebo akéhokol'vek
narodného zoznamu sankcionovanych
osdb, a nie si ani kontrolované
sankcionovanou osobou. Zmluvné
strany su povinné navzajom sa
bezodkladne informovat v pripade
akejkol'vek zmeny tohto statusu.
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TERM, TERMINATION AND

EFFECTS OF TERMINATION

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

Automatic Termination. The Parties
agree that this Agreement shall be
terminated automatically if the Trial is
not formally initiated at the Institution
(i.e. no initiation visit performed). The
termination shall be effective upon
Sponsor’s communication to the
Institution 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 Institution. 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
Institution and if (i) the Institution or
Investigator fails to meet enrollment
goals of the Trial as specified in the
Protocol within the timeframe, if any,
specified by Sponsor or fails to enroll
any patient within the first 3 months
after Trial initiation, (i) Sponsor
becomes aware of any efficacy or
safety  information that could
significantly affect  or  alter

14. DOBA PLATNOSTI, UKONCENIE A

14.1

14.2

14.3

14.4

UCINKY UKONCENIA

Trvanie. Téato zmluva nadobuda
uéinnost’ ditom posledného podpisania
(d’alej len ,,datum acinnosti®) a plati az
do ukongenia skusania (t. j. do dna
vykonania zavere¢nej navStevy na
pracovisku), pokial' nebola ukon¢ena
skor, ako je uvedené nizZsie.

Automatické ukoncenie. Zmluvné
strany sa dohodli, Ze tato Zmluva bude
ukon¢end automaticky, ak sa v
Institucii formalne nezacalo skuSanie

(t. j. nie je vykonand pociatoéna
naviteva). Ukoncenie  nadobuda
ucinnost’ po Zadavatel'ovom

pisomnom oznameni Institucii (staci
zaslanie e-mailu), Ze sa skuSanie
nezacne.

Ukondenie zo strany Zadavatela.
Zadavatel moze vypovedat tato
Zmluvu, ukonéit” skidanie podla tejto
Zmluvy alebo  ukon¢it  alebo
pozastavit zarad'ovanie alebo
randomizaciu Glastnikov  skuSania
z akéhokol'vek  dovodu  zaslanim
pisomnej vypovede Institucii najmenej
tridsat’ (30) dni pred takymto
ukonéenim. Datum ukoncenia bude
den, ktory je uvedeny v tejto vypovedi.

Okamzité ukoncenie zo strany
Zadavatela. Zadavatel moze
okamzite odstupit’ od tejto Zmluvy,
ukon¢it’ skusanie podla tejto Zmluvy

alebo ukoné¢it’ alebo pozastavit
zarad'ovanie alebo  randomizaciu
ucastnikov skusania zaslanim

pisomného oznamenia Institucii, a ak
(i) Institucia alebo Skusajuci nesplni
ciele zarad'ovania do skusania, ako je
uvedené v protokole v ¢asovom
harmonograme, ak existuje, ktory ur¢i
Zadavatel’, alebo ak pocas prvych 3
mesiacov po zacati sku$ania nezaradi
ziadneho pacienta, (ii) sa Zadavatel

dozvie akékol'vek informacie o
G¢innosti alebo bezpeénostné
@ ng Page 42 of 66
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continuation of the Trial, (iii) Sponsor
terminates its conduct of the entire
Trial in Sponsor’s sole discretion; or
(iv) there is a violation or a suspected
violation by Institution or Investigator
of any Applicable Law, the Protocol or
this Agreement, as determined within
Sponsor’s reasonable discretion. The
date of termination will be the date
specified in such notice.

Termination by Institution.
Institution may terminate  this
Agreement effective upon written
notice to Sponsor if Sponsor materially
breaches any of the terms or conditions
of this Agreement, and fails to cure
such breach within thirty (30) days
after receiving written notice thereof
from Institution specifying the breach
alleged by Institution. Further, if
Institution has indication of serious
physical harm being suffered by any of
the Trial Participants at its site, it may
immediately suspend enrollment of
Trial Participants at its site. In such
event, Institution will immediately
notify Sponsor of any such indication
and its determination to suspend
enrollment of Trial Participants at its
site but will continue to perform
follow-up procedures as set forth
hereunder.

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, Institution 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

14.5

14.6

informacie, ktoré by mohli vyznamne
ovplyvnit alebo zmenit’ pokraCovanie
skusania, (iii) Zadavatel ukonci
vykonavanie celého skdSania na
zaklade svojho uvazenia; alebo (iv) ak
déjde k poruseniu, alebo ak existuje
podozrenie na porusenie platného
pravneho predpisu, protokolu alebo
tejto Zmluvy zo strany Institucie alebo
Skusajticeho, ako stanovi Zadavatel na
zdklade svojho uvazenia. Datum
ukonéenia bude den. ktory je uvedeny
v tomto oznameni.

Ukonéenie zo strany InStiticie.
Indtiticia  modze  tito  Zmluvu
vypovedat po doruceni pisomne;j
vypovede Zadavatel'ovi, ak Zadavatel
porudi niektort z podmienok tejto
Zmluvy a nenapravi takéto poruSenie
do tridsiatich (30) dni po doruceni
pisomného oznamenia Institicie o
takomto poruseni, spolu s uvedenim
tdajného porusenia. Dalej, ak sa
Institicia dozvie, Ze niektory z
ucastnikov  skuSania utrpel vaznu
fyzickt ujmu na jej pracovisku, moze
okamzZite pozastavit zaradovanie
u¢astnikov  skdSania vo svojom
pracovisku. V takomto pripade
Institucia o tomto okamzite informuje

Zadavatela, ako aj o svojom
rozhodnuti pozastavit zarad’'ovanie
ucastnikov  skusania na  svojom
pracovisku, ale bude aj nadalej

pokratovat’ v naslednych postupoch,
ako je uvedené nizsie.

Uginky pozastavenia alebo
ukoncenia zarad’ovania. Ak bolo
zacaté zarad'ovanie alebo
randomizacia Ucastnikov skusania a
zaradovanie  alebo  randomizacia
d’alsich ucastnikov skusania bolo
ukoné¢ené alebo pozastavené, Institucia
primerane bud’ ukon¢i alebo pozastavi
zaradovanie a bude pokratovat v
skudani v sulade s protokolom a touto
Zmluvou so vsetkymi dovtedy
zaradenymi Ucastnikmi sktSania s
vynimkou tych, ktorych bezpecnost’ by
tym mohla byt ohrozena alebo ak

(G bachiag®
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14.7

14.7.1

14.7.2

14.7.3

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

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

Reimbursement of Costs. Upon early
termination for any reason, Institution
will use its 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 11.3 and
14.4 (iv), all costs for services
performed by Institution prior to
receipt of the termination notice and
authorized under the Protocol and
indicated in the Payment Schedule will

14.7

14.7.1

14.7.2

14.7.3
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Zadavatel' neposkytne Indtiticii iny
pokyn.

U¢inky ukoné&enia. Takéto ukoncenie
platnosti tejto Zmluvy bude mat
u¢inky. ako je uvedené nizie

Pokracovanie monitorovania
a uchovavanie udajov. Po doruceni
vypovede Zadavatel'a Intitucia ukonci
zaradovanie alebo randomizaciu a
lie¢bu vietkych ucastnikov skusania v
stulade s protokolom, okrem pripadov.
kedy by mohla byt ohrozena
bezpeénost tychto u¢astnikov skisania
alebo ak Zadavatel nariadi inak.
Institicia bude po takomto ukonceni
nadalej  monitorovat  ucastnikov
skusania a uchova klinické udaje, ako
je uvedené v protokole v sulade s ICH
GCP.

Poskytovanie idajov a zdravotnych
zaznamov. Indtiticia zabezpeti, Ze
Skusajuci (i) poskytne Zadavatelovi
vietky potrebné tdaje v stlade
s podmienkami tejto Zmluvy a/alebo
protokolu, a (ii) poskytne zastupcom
Zadavatela pristup k udajom a
zdravotnym zaznamom, a to ako pred,
tak aj po kone¢nej thrade, na ucely
preskumania a vyplnenia potrebnych
dokumentov a dokonéenia prislusného
prevodu alebo ukonfenia ucasti
ucastnikov skusania v skasani.

Ndhrada nakladov. Pri pred¢asnom
ukonteni z akéhokol'vek ddovodu
vynalozi Institicia vSetko usilie na to,
aby okamzite obmedzila alebo splnila
vietky nevybavené zaviizky a ukoncila
pracu. Pokial v tejto Zmluve vyslovne
nie je uvedené inak vo vztahu k
ukonéeniu zo strany Zadavatela v
zmysle ¢lanku 11.3 a 14.4 bod (iv) tejto
Zmluvy, Zadavatel nahradi vSetky
naklady za sluzby Intitacie, ktoré
Institucia poskytla pred dorucenim
vypovede a ktoré boli schvalené v
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15.

15.1

15.2

be reimbursed by Sponsor.

Notwithstanding the foregoing, if this
Agreement is terminated by Sponsor
pursuant to Section 14.4.(iv) as a result
of a violation by Institution 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 Institution,
Institution will reimburse Sponsor any
and all amounts paid (other non-
cancelable expenses) by Sponsor to
Institution under this Agreement
within thirty (30) days following
written request by Sponsor.

CONCLUDING PROVISIONS

No Violation. Institution represents
and warrants 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, or
any other restriction of any kind or
character to which such party is a party
or by which such party is bound.

Conflict of Interest. Institution
represents and warrants that neither
Institution nor any Trial Staff have any
conflict of interest that would affect
conduct of the Trial and that Institution
has not received any extra benefits
from Sponsor or any of its Affiliates
for participation in the Trial, including
offers to family members. Institution
will promptly notify Sponsor in writing

15.

15.1

152
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sulade s protokolom a uvedené v
platobnom kalendari.

Bez dotknutia sa vyssie uvedeného, ak
platnost’ tejto Zmluvy bude ukon¢ena
Zadavatelom podl'a ¢lanku 14.4 bod
(iv) z dovodu porusenia akychkol'vek
pravnych predpisov alebo nariadeni
alebo usmerneni ICH GCP zo strany
Institacie alebo Skuasajiaceho a ak
takéto porudenie ma negativny dopad
na integritu udajov skisania a/alebo na
vysledky  generované Institiciou,
Indtiticia je povinnd na zaklade
pisomnej Ziadosti Zadavatela do
tridsiatich ~ (30) dni  nahradit’
Zadavatelovi  vSetky sumy (iné
nenavratné vydavky), ktoré Zadavatel’
zaplatil Institucii na zéklade tejto
Zmluvy.

ZAVERECNE USTANOVENIA

Ziadne porusenie. Indtiticia
vyhlasuje a zaruCuje., ze uzavretie,
dorucenie a plnenie tejto Zmluvy z jej
strany (i) si nevyzaduje suhlas, vzdanie
sa, schvalenie,  povolenie  ani
opravnenie ziadnej osoby ani organu
verejnej moci, ktoré doteraz neziskala;
(ii) neporusuje ziadne ustanovenia
pravnych predpisov, ktoré sa na nu
vztahuju: (iii) nie je v rozpore a ani
nema za nasledok  porusenie
akejkol'vek dohody alebo pravneho
ukonu: a ani (iv) neporusuje Ziadne
sidne ani spravne rozhodnutie,
nariadenie a ani iné obmedzenie
akéhokol'vek typu a druhu, v ktorom je
strana ucastnikom alebo ktory je pre
danu stranu zavizny.

Konflikt zaujmov. Indtitucia
vyhlasuje a zaruuje, Ze ani ona ani
zamestnanci sku$ania nemaju Ziaden
konflikt zaujmov, ktory by
ovplyviioval priebeh skusania a Ze
indtitucia nedostala od Zadavatela
a ani od jeho pridruzenych spolo¢nosti
ziadne iné vyhody za u¢ast na skusani,
vratane  ponik pre  rodinnych
prislusnikov. Institucia bezodkladne
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154

133

15.6
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if any conflict of interest arises during
the term of this Agreement.

Assignment. Institution shall not 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 not
relieve Institution of its obligations
hereunder. It is understood by the
Parties that any right or obligation of
Sponsor under this Agreement may be
assigned to any of its Affiliates or a
third party, and that any right or
obligation of Sponsor under this
Agreement may be performed by any
of its Affiliates or a third party. Any
legal successor of Sponsor shall be
deemed an Affiliate of Sponsor for the
purpose of this Agreement.

Entire Agreement. This Agreement
sets forth the entire agreement between
the Parties and supersedes all previous
agreements, written or oral, regarding
the subject matter hereof. This
Agreement may be amended only by
an instrument in writing duly executed
on behalf of the Parties.

Conflict. In case of inconsistencies
between this Agreement and any
Appendix hereof, the terms of this
Agreement shall prevail unless agreed
to explicitly that the Appendix should
prevail. In the event there is a
discrepancy between this Agreement
and the Protocol. the Protocol will
govern with respect to medical and
scientific issues and to the 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

153

154

15.5

15.6

pisomne oznami Zadavatel'ovi, ak by
pocas trvania tejto Zmluvy vznikol
nejaky konflikt zaujmov.

Prevod. Inititucia nie je oprdvnena
postupit’. ani uzatvorit
subdodévatel'ski zmluvu, a ani inak
previest svoje prava a povinnosti
vyplyvajice z tejto Zmluvy, Uplne
alebo ¢iasto¢ne, na ziadnu tretiu stranu
bez predchadzajuceho  pisomného
sthlasu Zadavatela. Ziaden takyto
suhlas  nezbavuje  InStiticiu  jej
povinnosti  vyplyvajicich z tejto
Zmluvy. Strany sa zhoduju., Zze
Zadavatel moze previest prava a
povinnosti vyplyvajice z tejto Zmluvy
na niektora zo svojich pridruzenych
spolo¢nosti alebo na tretiu osobu a Ze
préva a povinnosti vyplyvajice z tejto
Zmluvy mdze vykonat niektord z jeho
pridruzenych spolo¢nosti alebo tretia
strana. Vsetci prdvni nastupcovia
Zadavatel'a sa na Gely tejto Zmluvy
buda povazovat za pridruzenu
spolo¢nost’ Zadavatela.

Celi Zmluva. Tato  Zmluva
predstavuje Gplni  dohodu medzi
stranami a  nahradza  v3etky
predchadzajuce  dohody, pisomné
alebo Ustne, tykajuce sa predmetu tejto
Zmluvy. Tato Zmluva sa moZze menit
len pisomnymi dodatkami riadne
podpisanymi v mene obidvoch stran.

Konflikt. V pripade rozporu medzi
touto Zmluvou a akymkol'vek
dodatkom k tejto Zmluve budi mat
prednost podmienky tejto Zmluvy,
pokial' nie je vyslovne dohodnuté, ze
bude mat prednost dodatok. Ak
existuje rozpor medzi touto Zmluvou a
protokolom, rozhoduje protokol pokial
ide o lekarske a vedecké otizky a
vykonavanie skiania, a tdito Zmluva
bude rozhodujica pre vsetky ostatné
otazky.

Vys&ia moc. Ak bude niektora zo stran
v omeskani s plnenim svojich
povinnosti  vyplyvajucich z tejto
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prevented by circumstances beyond its
reasonable control, that Party will not
be in breach of this Agreement because
of that delay in performance. However,
such Party shall promptly give to the
other Party written notice claiming
force majeure and shall use its best
efforts to eliminate the effect of such
force majeure, insofar as is possible
and with all reasonable dispatch. If the
period of delay or failure should extend
for more than three (3) months then the
non-defaulting Party shall have the
right to terminate this Agreement
forthwith upon written notice at any
time after expiration of said three (3)
months period.

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

Severability. The invalidity of any
provision of this Agreement or any
loophole in this Agreement shall not
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

15.7

15.8

15.9

Zmluvy bez toho, aby jej v tom branili
okolnosti, ktoré nemohla objektivne
ovplyvnit, nebude toto povazované za
porusenie Zmluvy touto stranou v
dosledku omeskania s plnenim. Takato
strana bezodkladne pisomne oznami
druhej strane, Ze ide o vy$$iu moc a
vynalozi vSetko usilie, aby eliminovala
vplyv tejto vysSej moci, pokial je to
mozné. Ak by doba omeskania alebo
neplnenia mala trvat’ viac ako tri (3)
mesiace, potom ma strana, ktora nie je
v omeSkani, pravo kedykol'vek tato
Zmluvu okamzite ukon¢it pisomnou
vypoved'ou s platnostou po uplynuti
tychto troch (3) mesiacov.

Zrieknutie sa narokov. Kazdé
zrieknutie sa narokov musi byt
pisomné, aby bolo u¢inné. Pokial nie
je vyslovne uvedené inak, nepdjde o
pokracujuce vzdanie sa narokov a ani
nebude branit’ strane vzdavajicej sa
narokov uplatnit’ ustanovenia tejto
Zmluvy, ktorych sa dané zrieknutie
netyka.

Oddelitel’nost’. Neplatnost’
ktoréhokol'vek  ustanovenia tejto
Zmluvy alebo skuto¢nosti, ktoré v tejto
Zmluve nie st upravené, nemaju vplyv
na platnost’ inych ustanoveni tejto
Zmluvy. Strany sa zavdzuju nahradit’
neplatné ustanovenie alebo doplnit’
skuto¢nosti v tejto Zmluve neupravené
inym ustanovenim, ktoré pravne ¢&o
najpresnejsie odraza povodne
zamysl'any obchodny ciel' zmluvnych
stran.

Nezavislé zmluvné strany. Pri plneni
tejto Zmluvy sa bude kazda strana
povazovat za nezavisli zmluvna
stranu, a preto nebude mat Ziadna
strana narok na Ziadne vyhody
vzt'ahujuce sa na zamestnancov druhej
strany. Tato Zmluva nezaklada Ziaden
zamestnanecky pomer medzi
Skusajiicim a Zadavatel'om. Ziadna zo
zmluvnych stran nie je opravnena
posobit’ ako zastupca druhej strany pre
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purpose, and no Party shall enter into

any contract, warranty or
representation as to any matler on
behalf of the other Party.

Survival. The terms and conditions of
the Sections titled Compliance; Safety
Reporting: ~ Overpayment, 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
English and in Slovak. The Parties
hereto agree that the Slovak version
shall prevail in case of any discrepancy
between the versions.

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.
Either party may change its notice
address by sending written notification
to the other party clearly indicating the
change:

15.10

1511

15.12
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iadne Gcely a Ziadna strana nemoze
uzatvorit zmluvu, poskytovat’ zéruku
alebo vyhlasenia v mene druhej strany.

Zotrvanie v platnosti. Ustanovenia
¢lankov s nazvom ,Dodrziavanie®,
..Bezpeénostné hlasenia™, Preplatky®,
.Zaveretné zultovanie a uhrada®,
.Nahlasovanie platieb”, ,.Dokumenty

skudania™, ,,Uéinky ukondéenia®,
.Ochrana  osobnych  tdajov  /
sikromia®, .Dovernost™, .Dusevné
vlastnictvo Zadavatela®™,
.,Publikovanie, publicita a
transparentnost™, .Monitorovanie,
audity a kontroly” a .Zverejiovanie
finanénych informacii* zostani v

platnosti aj po ukonceni platnosti alebo
splneni u¢elu tejto Zmluvy.

Jazyk Zmluvy. Tato dohoda bola
vyhotovend v anglickom a slovenskom
jazyku a zmluvné strany sa dohodli, ze
v pripade rozdielov medzi jazykovymi
verziami prednost’ bude mat’ slovenska
jazykova verzia.

Oznamenie. Vsetky oznamenia na
zéklade tejto Zmluvy budd zaslané
(prvou triedou alebo doporucenou
postou, poStovné predplatené, s
doru¢enkou) alebo odovzdané
renomovanej kuriérskej sluzbe na
dorucenie na druhy defi. Ozndmenia
budi odoslané na meno/nazov a
adresu, ako je uvedené nizSie Kazda
zmluvna strana ma pravo zmenit’ svoju
adresu na doru¢ovanie oznameni
zaslanim pisomného oznamenia druhe;j
zmluvnej strane. v ktorom jasne uvedie
zmenu:
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15.14

If to Institution:

odborny
Lukasa v

Vysokospecializovany
ustav geriatricky sv.
Kosiciach n. o.
Strojarenska 1099/13
040 01 Kosice

Slovakia

Attention: PhDr. Juraj Svkora, MPH,
MBA
Email: svkora@gckosice.sk

If to Sponsor:

Boehringer Ingelheim RCYV GmbH
& Co KG

Dr. Boehringer Gasse 5-11

1121 Vienna

Austria

Office: LAW RCV

Counterparts & Signature. The

Parties agree that each may execute

this Agreement and any amendment

thereof by:

(i) ahand-written signature on a hard-
copy document;

(ii) by an electronic signature (e.g.,
DocuSign®).

Delivery by hardcopy, facsimile copy

or electronically transmitted copy (e.g.,

Adobe PDF file format) of this

Agreement or any amendment thereof

shall be deemed valid and acceptable to

the Parties.

Governing Law. This Agreement
shall be construed in accordance with
and governed exclusively by the laws
of the Slovak 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

15.13

15.14
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Ak ide o dorucenie Institucii:

odborny
Lukdsa v

VysokoSpecializovany
ustav geriatricky sv.
KoSiciach n. o.
Strojarenska 1099/13
040 01 Kosice
Slovenska republika

Do rak: PhDr. Juraj Svkora, MPH,
MBA

E-mail: svkora@gckosice.sk

Ak ide o doru¢enie Zadavatel'ovi:

Boehringer Ingelheim RCV GmbH
& Co KG

Dr. Boehringer-Gasse 5-11

1121 Vieden

Rakusko

Oddelenie: LAW RCV

Zmluvné strany a podpis. Zmluvné
strany sa dohodli, Ze mozu uzavriet
tuto Dohodu a akykol'vek jej dodatok
nasledovnym sposobom:

(i) vlastnoru¢nym podpisom
vytlaéného dokumentu
(ii) elektronickym podpisom

(napriklad DocuSign®).
Doru¢enie  tejto  Dohody alebo
akéhokol'vek jej dodatku formou
vytlateného dokumentu, faxovej kopie
alebo elektronickej kopie (napriklad vo
formate Adobe PDF) sa bude
povazovat za platné a prijatelné
Zmluvnymi stranami.

Rozhodné prave. Tato Zmluva sa

vykladd podla a riadi zakonmi
Slovenskej  republiky,  vynimajuc
kolizne normy v pripade stretu

pravnych poriadkov. V pripade vzniku
rozporu alebo naroku vyplyvajiceho
alebo suvisiaceho s ustanovenim tejto
Zmluvy, strany sa medzi sebou
pokusia urovnat dany spor najprv
zmierlivou cestou. VSetky spory
vzniknuté v  suvislosti s touto

(5) b gl
o' Ingeihemg

Page 49 of 66



Boehringer Ingelheim RCV GmbH & Co KG BI Contract No.: 978100

connection with this Agreement, Zmluvou, ktoré nebude moZné vyriesit
which cannot be settled amicably, shall zmierom, budlu rieSené vyluéne
be exclusively settled by the competent prostrednictvom  prislusnych sudov
Slovak courts. Slovenskej republiky.

[The remainder of this page is intentionally [Zvysok tejto strany je umyselne prdazdny. |
blank. ]
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IN WITNESS WHEREOF, the Parties have
executed this Agreement in 2 originals by their
duly authorized representatives.

Boehringer Ingelheim RCY GmbH & Co KG

Vienna/ Vo Viedni, dna, 22 September 2025

authorized ﬁgﬁéﬁr—é / pOdpl'B opravnenej
osoby
Name: Dr. Hermann Novak

Title: Regional Therapeutic Area Lead CNS,
Retinopathies & Emerging Areas

i.V.

INSTITUTION / INSTITUCIA

Koscie/Kosice.Z 4 09. 2075 2025

authorized signaturg / podpis opravnenej osoby

Name: PhDr. Juraj Sykora, MPH, MBA
Title: Director/Riaditel’

Vysoko$pecializovany
odborny Gstav geriatricky
sv. Lukasa v KoSiciach n.o.
Strojarenska 13, 040 01 Kogice

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

NA DOKAZ UZAVRETIA TEJTO
ZMLUVY strany podpisali tato Zmluvu v 2
vyhotoveniach  prostrednictvom  svojich
poverenych zastupcov.

Vienna/ Vo Viedni, dia, 22 September 2025

1.V:

e

authonye re / podpis opravnenej
osoby
Name: Dr. Ivana Popovic

Title: Regional Therapeutic Area Oncology
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Appendix 1
Payment Schedule

Boehringer Ingelheim, Protocol: 1378-0041

A.

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

PAYMENT TERMS

The Parties agree that the payee
designated below is the proper payee
for this Agreement, and that payments
under this Agreement will be made
only to the following payee (the
“Payee™):

PAYEE NAME:
Vysokospecializovany odborny ustav
geriatricky sv. Lukasa v Kosiciach n. o.

PAYEE ADDRESS: Strojarenska
1099/13, 040 01 Kosice, Slovakia

TAX ID NUMBER: 2021823892

BANK DETAILS:

Vseobecna uverova banka,

Sturova 27/A Kosice — mesto

IBAN: SK 86 0200 0000 0000 6013
1512

SWIFT: SUBASKBX

FINANCIAL CONTACT:
PhDr. Juraj Sykora, MPH, MBA,

e-mail: sykora@gckosice.sk
Phone: 0907 898 870

Except as specifically agreed to by
Sponsor in writing, neither Institution
nor any other person or entity will be
entitled to any payments in connection
with the Trial or activities conducted
pursuant to this Agreement in addition
to the amounts set forth in the Payment
Schedule.

INVOICE REQUIREMENTS
Amounts which will be paid based on
an invoice issued by the Institution to
the Sponsor shall be payable within
thirty (30) days of Sponsor’s receipt of
an orderly invoice.

Priloha ¢&. 1
Platobny kalendar

Boehringer Ingelheim, Protokol: 1378-0041

A.

PLATOBNE PODMIENKY

Strany sa dohodli, Ze nizSie uvedeny
prijemca platieb je spravny prijemca
pre tito Zmluvu a ze Ghrady podla tejto
Zmluvy sa budu vykonavat len v
prospech niZ8ie uvedeného prijemcu
(d’alej len ..Prijemca®):

MENO PRIJEMCU PLATBY:
Vysoko3pecializovany odborny ustav
geriatricky sv. Lukasa v KoSiciach n. o.

ADRESA PRIJEMCU: Strojarenska
1099/13, 040 01 Kosice, Slovenska
republika

DIC: 2021823892

BANKOVE UDAJE:

Vieobecna tiverova banka,

Starova 27/A Kosice — mesto

IBAN: SK 86 0200 0000 0000 6013
1512,

SWIFT: SUBASKBX
KONTAKTNA . OSOBA PRE
FINANCNE OTAZKY:

PhDr. Juraj Sykora, MPH, MBA,
e-mail; sykora@gckosice.sk,

t. ¢. 0907 898 870

Okrem pripadov, kedy Zadavatel
pisomne vyslovne suhlasil, nebude mat’
Intitcia a ani ina osoba alebo subjekt
narok na platby stvisiace s vykonom
skusania alebo ¢innosti v stilade s touto
Zmluvou okrem sim stanovenych v
platobnom kalendari.

POZIADAVKY TYKAJUCE SA
FAKTUR

Sumy vyplacané na zaklade faktury
vystavenej Institiciou Zadavatel'ovi su
splatné v lehote tridsat’ (30) dni odo

7 puc gl
) tagetnem e
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The orderly invoice shall be issued by
the Institution in accordance with the
invoice  requirements listed in
Appendix 4 of this Agreement.

PAYMENT TRANSFER

Payments will be made via foreign
payment transfer solely to an account in
the country where the Institution
provided its work/services for the Trial
and is a tax resident of. Bank charges
related to payment transfer in EUR will
be borne by Sponsor. Payment transfers
in any other currency (e.g. local
currency) will be shared between
Sponsor and the Payee according to the
applicable  rates for  payment
transactions. Institution is obliged to
take care of the existence/correctness
as well as completeness and validity of
the bank details specified below in this
Agreement. In case any incorrect or
incomplete data is provided by the
Institution, the payment can not be
executed by Sponsor and Sponsor shall
not be liable for any payment delay, nor
shall Sponsor bear any bank charges
which occur because of incorrect or
incomplete bank details. In case of any
changes of bank details (e.g. new bank
account number, deactivation of bank
account  etc.) Institution  shall
immediately notify Sponsor of such
change.

PAYMENT FOR TRIAL VISITS
AND MILESTONES

Sponsor will compensate Institution
for completed Trial Participant visits
and/or milestones according to the
Payment Schedule. Payment for any
Trial Participants that exceed the
maximum enrollment rate for the
specific Trial, if any, that are properly
approved by Sponsor pursuant to this

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution @ s

dia dorucenia riadne vystavenej
faktary Zadavatel'ovi.

Faktira vystavena Institiciou je
vystavena riadne, ak bola vystavena v
sulade s poziadavkami uvedenymi v
Prilohe ¢. 4 tejto Zmluvy.

PLATBA PREVODOM

Platby budu vykonavané
prostrednictvom zahrani¢ného
platobného prevodu vyhradne na ucet v
krajine, kde Indtiticia vykonavala
svoju pracu/poskytovala sluzby pre
skusanie a v ktorej je danovym
rezidentom. Bankové poplatky spojené
s prevodom platieb v mene EUR hradi
Zadavatel.  Prevody  platieb v
akejkol'vek inej mene (napriklad v
miestnej mene) budu rozdelené medzi
Zadavatela a Prijemcu v sulade s
platnymi sadzbami pre platobné
transakcie. Institicia je povinna
zabezpe€it' existenciu/spravnost’, ako
aj uplnost’ a platnost’ nizSie uvedenych
bankovych udajov. V pripade, Zze
Institicia poskytne nespravne alebo
neuplné udaje, Zadavatel' nebude moct’
vykonat’ platbu a nebude zodpovedny
za omeskanie danej uhrady a nebude
ani znaSat® akékol'vek  bankové
poplatky, ktoré vyvstali z ddovodu
nespravnych alebo neuplnych
bankovych  uUdajov. 'V pripade
akejkol'vek zmeny bankovych udajov
(napriklad nové ¢islo bankového uctu,
zrusenie bankového uétu, a podobne)
Institicia je povinna bezodkladne
informovat’ Zadavatela o takejto
zmene.

PLATBA ZA NAVSTEVY

KLINICKEHO SKUSANIA A
MIiDNIKY

Zadavate  uhradi  InStitdcii  za
ukoncené navstevy ucastnikov

skusania a/alebo milniky podla
platobného kalendara. Platby za
vietkych ucastnikov skusania, ktori
prekro¢ia maximalnu mieru registracie
pre prisluiné skusanie, ktori boli riadne
schvaleni Zadavatel'om v stlade s touto
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Agreement will be reimbursed at the
same per visit amounts noted in the
Payment Schedule.

No payments will be made for Trial
Participants who do not precisely
meet the inclusion criteria set forth in
the Protocol or who have otherwise
been admitted to the Trial in violation
of or outside the scope of the
Protocol, unless otherwise agreed to
in writing by Sponsor.

Payment for Trial Participants is
contingent upon compliance with this
Agreement, and the Protocol;
completion and submission of case
report forms; timely data query
resolution; and maintenance of Trial
Drug accountability logs, as
determined by Sponsor in its
reasonable discretion.

SCREENING FAILURE AND
INCOMPLETE TRIAL
PARTICIPANTS PAYMENTS
Sponsor will pay Institution for a Trial
Participant’s visits which occur prior to
a screen failure, as set forth in the
Protocol (“Screen Failures™) according
to the Payment Schedule.

If a Trial Participant withdraws or is
withdrawn from the Trial prior to
completion (“Incomplete Trial
Participant™), Sponsor will  pay
Institution the pro rata costs per Trial
Participant as set forth in the Payment
Schedule.

Notwithstanding  the  foregoing,
Sponsor will not pay for Screen
Failures or  Incomplete  Trial
Participants that have only signed the
informed consent form and not
commenced participation in the Trial.

Sponsor reserves the right to not pay
for a Screen Failure or Incomplete Trial
Participant if (i) Sponsor determines
that the Trial Participant did not

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution @ ey

Zmluvou, budu uhradené v rovnakych
sumach za navstevu, ako je uvedené v
platobnom kalendari.

Za ucastnikov skiSania, ktori presne
nespinaju  kritérid pre  zaradenie
stanovené v protokole, alebo ktori boli
inym spdsobom zaradeni do sktsania v
rozpore s protokolom alebo mimo jeho
rozsah, nebudi vykonané Ziadne
platby, pokial’ so Zadavatelom nebolo
pisomne dohodnuté inak.

Platba za tuCastnikov je podmienena
dodrzanim tejto Zmluvy a protokolu,
vyhotovenim a predloZzenim
zdaznamovych formuldrov Ucastnika
sktidania, véasnym vyriedenim otazok
suvisiacich sudajmi a vedenim
dennikov  sledovanosti  skuSanych
lieckov tak. ako stanovi Zadavatel' na
zaklade vlastného uvazenia.

ZLYHANIE  SKRININGU A
PLATBY ZA NEUKONCENYCH
UCASTNIKOV SKUSANIA
Zadévatel’ uhradi Institicii za navstevy
ucastnikov  sk$ania, ktoré  boli
vykonané pred zlyhanim skriningu, ako
je stanovené v protokole (d’alej len
.zlyhanie skriningu”) vsuilade s
platobnym kalendarom.

Ak ucastnik skusania ukonéi svoju
ucast’ alebo bude jeho ucast’ zruSena
pred  dokontenim  (dalej len
.neukonceny ucastnik  skusania®),
uhradi Zadavatel' Institicii pomerné
naklady suvisiace s jeho tcastou tak,
ako je uvedené v platobnom kalendari.

Bez ohladu na vysSie uvedené,
Zadavatel' nezaplati ni¢ za zlyhanie
skriningu ani za neukon¢enych
ucastnikov skusania, ktori len podpisali
formular informovaného suhlasu, ale
nezapojili sa do skusania.

Zadavatel si  vyhradzuje pravo
neuhradit’ za zlyhanie skriningu ani za
neukonéenych ucastnikov skusania, ak
(i) Zadavatel' stanovi, ze ucastnik
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precisely meet the inclusion criteria set
forth in the Protocol at the time of
enrollment and that the exclusion of
such Trial Participant should have been
evident to Institution/Investigator
through the exercise of reasonable pre-
screening practices, or (ii)
Institution’s/Investigator’s violation of
the Protocol caused the Trial
Participant’s  screen  failure  or
withdrawal.

PAYMENT CYCLE

Payments will be made per visit and
according to the completed eCRF
screenshots twice a year. Payments will
be processed until 30 June (including
completed visits performed from
October to February) and 31 December
(including completed visits performed
from March to September) of the
respective accounting year to the Payee
as stated under A. above in EUR.

Break-Down Report. In the course of
the respective payment cycle, Sponsor
will provide to the financial contact
person indicated in this agreement a
notification letter with a break-down
report.

Break down report is the report
performed by  Sponsor  which
represents listings of completed eCRF
pages per patient and per visit and
forms the Dbasis for Institution
payments.

Invoiceable payment  process.
Invoicable payment process is the
process where Sponsor is performing
payments to the Institution based on the
received invoices issued by the
Institution. The invoices are issued on
the basis of break-down report
provided by the Sponsor.

In case of invoicable payment process,
Sponsor will reimburse the Institution
within 30 days of receipt of the orderly
invoice.

skiSania v Case zaradenia presne
nesplial  kritéria  pre  zaradenie
stanovené v protokole a Zze vylucenie
takéhoto ucastnika sktsania by malo
byt pre Indtitaciu/Skasajiceho
evidentné uplatnenim primeranych
predskriningovych postupov, alebo (ii)
porusenie  protokolu  zo  strany
Institacie/Skusajuceho sposobilo
zlyhanie skriningu ucastnika skusania
alebo zrusenie jeho uc¢asti na skusani.

PLATOBNY CYKLUS

Platby buda vykonavané za navstevu, a
to dvakrat do roka podl'a dokon¢enych
snimok obrazovky eCRF. Platby budua
uhradené Prijemcovi v eurach do 30.
juna (vratane dokonéenych navstev
vykonanych od oktobra do februara) a
do 31. decembra (vratane dokon¢enych
navstev vykonanych od marca do
septembra)  prisludného uctovného
obdobia, ako je uvedené vyssie v bode
A.

Podklady pre vyuétovanie. Pocas
priebehu prisludného platobného cyklu
Zadavatel' poskytne kontaktnej osobe
pre finan¢né otazky uvedenej v tejto
Zmluve rozpis s podkladmi pre
vyuétovanie.

Podklady pre vyaétovanie predstavuji
suhrn pripraveny Zadavatel'om, ktory
obsahuje vypisy vyplnenych eCRF
stran na jedného pacienta a za jednu
navitevu a tvori podklad pre platby
Institacie.

Platba na zaklade faktary. Platba na
zaklade faktary je proces. kedy
Zadavatel vykonava platby v prospech
Institicie na zaklade doru¢enych faktar
vystavenych Institiciou. Faktary sua
vystavené na zaklade podkladov pre
vyuctovanie poskytnutych
Zadavatel'om.

Pri uskuto¢neni platby na zaklade
faktary  Zadavatel uhradi sumu
Indtitucii v lehote 30 dni odo dna
dorucenia riadne vystavene) faktary.
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Self-billing payment process. Self-
billing payment process is the process
where Sponsor is performing payments
to the Institution on the basis of break-
down report without receiving invoices
from the Institution.

In case of self-billing process, Sponsor
will reimburse the Institution in
accordance with the payment cycle
information contained above in this
section (Section F).

In case the process for payments
stipulated under this point F. of this
Agreement changes, such change will
be agreed by the Parties in writing (e.g.
notification letter or e-mail
communication) and will not require an
amendment to this contract.

PATIENT REIMBURSEMENT

Trial  Participants ~ will  receive
reimbursement of  expenses for
exclusively Trial specific visits to the
Institution in accordance with the 1C
form the Trial Participant has signed. If
payments are made by the Investigator
/ Institution to or for the Trial
Participant, the payments will be
reimbursed by Sponsor or CRO upon
receipt of an orderly
documentation/invoice. Sponsor
reserves the right to organize patient
travel management and/or financial
reimbursement by a third party
engaged by Sponsor or Sponsor
representative.

OTHER EXPENSES

Any travel or hotel expenses required
due to the participation at investigator
meetings shall be agreed upon in
advance in writing (e-mail shall be
deemed equivalent to writing) with
Sponsor. In case of approval Sponsor
shall assume the agreed travel expenses
and subsistence costs incurred in
accordance with (i) Applicable Law,
(ii) applicable industry regulations on
the cooperation of the pharmaceutical
industry with the medical profession,
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Automaticka platba. Automaticka
platba je proces. kedy Zadavatel
vykonava platby v prospech Institacie
na zaklade podkladov pre vyactovanie
bez toho, aby mu bola doru¢ena faktira
zo strany Intitucie.

V  pripade automatickej  platby
Zadavatel' uhradi sumu Indtiticii v
stlade s informaciami o platobnom
cykle uvedenymi vy3sie v tomto bode
(bode F).

Pripadné zmeny procesov platieb
podla tohto bodu F musia byt pisomne
dohodnuté medzi zmluvnymi stranami
(napriklad na zéklade pisomného
ozndmenia alebo na zéklade e-mailovej
komunikacie), pricom nevyzaduji
uzavretie dodatku k tejto Zmluve.

UHRADA PACIENTOVI

Utastnici skt$ania obdrzia néhradu
cestovnych vydavkov a/alevo
vydavkov za stravu za navstevy
Indtitucie. ktoré sa tykaju vylucne
sktsania. v sulade s formularom IC,
ktory ucastnik skdania podpisal. Ak
Skusajuci/Institicia uskutoénia platby
Utastnikovi skusania, platby preplati
Zadavatel alebo CRO po prijati riadnej
dokumentacie/faktury. Zadavatel' si
vyhradzuje prévo organizovat riadenie
cestovania pacienta a/alebo finan¢nt
thradu trefou stranou najmutou

Zadavatel'om alebo zastupcom
Zadavatela.
OSTATNE NAKLADY

Vsetky cestovné vydavky alebo
vydavky za hotel, ktoré sii nevyhnutné
pre G¢ast’ na stretnutiach skudajucich,
odsuhlasi Zadavatel' pisomne vopred
(e-mail sa povaZzuje za rovnocenny
pisomnej forme). V pripade schvélenia
uhradi Zad4avatel’ dohodnuté cestovné a
stravu vynalozené v stlade s (i)
platnymi pravnymi predpismi, (i)
platnymi  predpismi odvetvia o
spolupraci farmaceutického priemyslu
so zdravotnickou profesiou, a (iii)
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precisely meet the inclusion criteria set
forth in the Protocol at the time of
enrollment and that the exclusion of
such Trial Participant should have been
evident to Institution/Investigator
through the exercise of reasonable pre-
screening practices, or (ii)
Institution’s/Investigator’s violation of
the Protocol caused the Trial
Participant’s  screen  failure  or
withdrawal.

PAYMENT CYCLE

Payments will be made per visit and
according to the completed eCRF
screenshots twice a year. Payments will
be processed until 30 June (including
completed visits performed from
October to February) and 31 December
(including completed visits performed
from March to September) of the
respective accounting year to the Payee
as stated under A. above in EUR.

Break-Down Report. In the course of
the respective payment cycle, Sponsor
will provide to the financial contact
person indicated in this agreement a
notification letter with a break-down
report.

Break down report is the report
performed by  Sponsor  which
represents listings of completed eCRF
pages per patient and per visit and
forms the basis for Institution
payments.

Invoiceable payment process.
Invoicable payment process is the
process where Sponsor is performing
payments to the Institution based on the
received invoices issued by the
Institution. The invoices are issued on
the basis of break-down report
provided by the Sponsor.

In case of invoicable payment process,
Sponsor will reimburse the Institution
within 30 days of receipt of the orderly
invoice.
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skuSania v Case zaradenia presne
nespinal  kritéria pre  zaradenie
stanovené v protokole a Ze vylucenie
takéhoto ucastnika skusania by malo
byt pre Instittciu/Skasajiceho
evidentné uplatnenim primeranych
predskriningovych postupov, alebo (ii)
poruSenie  protokolu zo  strany
Institacie/Skasajiceho sposobilo
zlyhanie skriningu Uc¢astnika skusania
alebo zrusenie jeho ucasti na skusani.

PLATOBNY CYKLUS

Platby budu vykonavané za navstevu, a
to dvakrat do roka podl'a dokon¢enych
snimok obrazovky eCRF. Platby budd
uhradené Prijemcovi v eurach do 30.
juna (vratane dokonéenych navstev
vykonanych od oktobra do februdra) a
do 31. decembra (vratane dokon¢enych
navitev vykonanych od marca do
septembra)  prisluného G¢tovného
obdobia, ako je uvedené vyssie v bode
A.

Podklady pre vyuctovanie. Pocas
priebehu prislusného platobného cyklu
Zadavatel' poskytne kontaktnej osobe
pre finanéné otazky uvedenej v tejto
Zmluve rozpis s podkladmi pre
vyuctovanie.

Podklady pre vyuctovanie predstavuju
stuhrn pripraveny Zadavatel'om, ktory
obsahuje vypisy vyplnenych eCRF
stran na jedného pacienta a za jednu
navstevu a tvori podklad pre platby
Institacie.

Platba na zaklade faktary. Platba na
zaklade faktary je proces, kedy
Zadavatel vykonava platby v prospech
Institucie na zaklade doru¢enych faktir
vystavenych InStiticiou. Faktary su
vystavené na zaklade podkladov pre
vytétovanie poskytnutych
Zadavatel'om.

Pri uskuto¢neni platby na zéklade
faktary Zadavate uhradi sumu
Institucii v lehote 30 dni odo dna
dorucenia riadne vystavenej faktury.
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Self-billing payment process. Self-
billing payment process is the process
where Sponsor is performing payments
to the Institution on the basis of break-
down report without receiving invoices
from the Institution.

In case of self-billing process, Sponsor
will reimburse the Institution in
accordance with the payment cycle
information contained above in this
section (Section F).

In case the process for payments
stipulated under this point F. of this
Agreement changes. such change will
be agreed by the Parties in writing (e.g.
notification letter or e-mail
communication) and will not require an
amendment to this contract.

PATIENT REIMBURSEMENT

Trial  Participants ~ will  receive
reimbursement of expenses  for
exclusively Trial specific visits to the
[nstitution in accordance with the IC
form the Trial Participant has signed. If
payments are made by the Investigator
/ Institution to or for the Trial
Participant. the payments will be
reimbursed by Sponsor or CRO upon
receipt of an orderly
documentation/invoice. Sponsor
reserves the right to organize patient
travel management and/or financial
reimbursement by a third party
engaged by Sponsor or Sponsor
representative.

OTHER EXPENSES

Any travel or hotel expenses required
due to the participation at investigator
meetings shall be agreed upon in
advance in writing (e-mail shall be
deemed equivalent to writing) with
Sponsor. In case of approval Sponsor
shall assume the agreed travel expenses
and subsistence costs incurred in
accordance with (i) Applicable Law,
(ii) applicable industry regulations on
the cooperation of the pharmaceutical
industry with the medical profession,
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Automaticka plathba. Automaticka
platba je proces, kedy Zadavatel
vykonéva platby v prospech Institucie
na zdklade podkladov pre vyuctovanie
bez toho, aby mu bola doru¢ena faktura
zo strany Institdcie.

V  pripade automatickej platby
Zadavatel' uhradi sumu Institucii v
silade s informéaciami o platobnom
cykle uvedenymi vy3sie v tomto bode
(bode F).

Pripadné zmeny procesov platieb
podra tohto bodu F musia byt pisomne
dohodnuté medzi zmluvnymi stranami
(napriklad na zéklade pisomného
oznamenia alebo na ziklade e-mailovej
komunikacie), pricom nevyzZaduju
uzavretie dodatku k tejto Zmluve.

UHRADA PACIENTOVI
Utastnici skudania obdrzia nahradu
cestovnych vydavkov a/alevo

vydavkov za stravu za navstevy
Indtiticie, ktoré sa tykaju vylucne
sktgania, v stlade s formularom IC,
ktory ucastnik skusania podpisal. Ak
Skusajuci/Indtitucia uskuto¢nia platby
Ucastnikovi skt3ania, platby preplati
Zadavatel’ alebo CRO po prijati riadnej
dokumentacie/faktiry. Zadavatel' si
vyhradzuje pravo organizovat' riadenie
cestovania pacienta a/alebo finan¢nu
Ghradu tretou stranou najmutou

Zadavatel'om alebo zastupcom
Zadavatela.
OSTATNE NAKLADY

Vietky cestovné vydavky alebo
vydavky za hotel, ktoré si nevyhnutné
pre G¢ast’ na stretnutiach skusajucich,
odsthlasi Zadavatel pisomne vopred
(e-mail sa povaZuje za rovnocenny
pisomnej forme). V pripade schvélenia
uhradi Zadavatel’ dohodnuté cestovné a
stravu vynalozené v sulade s (i)
platnymi pravnymi predpismi. (ii)
platnymi  predpismi  odvetvia o
spolupraci farmaceutického priemyslu
so zdravotnickou profesiou, a (iii)
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and (iij) Sponsor instructions.
Investigator(s) will present original
receipts, or other documentation
approved in writing by Sponsor. for all
incurred expenses for which it seeks
reimbursement. All personal extras
such as room service, minibar, laundry,
videos or others will not be reimbursed
by Sponsor.

pokynmi  Zadavatela.  Skuasajici
predlozi(-ia) originadly uctov alebo
inych dokumentov, ktoré pisomne
schvali  Zadavatel,  preukazujuice
vietky vynalozené naklady, ktoré
ziada(-ju) nahradit’. Vsetky dodato¢né
osobné naklady, ako je napriklad
izbova sluzba, minibar, prac¢ovna,
videa alebo iné, nebudu Zadavatel'om

nahradené.

NO OTHER ADDITIONAL FUNDING DO UVAHY NEBUQU BBANE ZIADNE
DALSIE FINANCNE POZIADAVKY

REQUESTS WILL BE CONSIDERED

The Payment Schedule is as follows:

swwe

Fee for Fee for cleaning
. Total Visit and answering the
Visit number Fee performance of queries until
per protocol/SVD the visit dntabase losk
100% 920% 10%
\A! € 170.00 € 153.00 €17.00
V2 € 200.00 € 180.00 € 20.00
V3 € 190.00 €171.00 € 19.00
V4 €101.00 € 90.90 €10.10
V5 € 247.00 €222.30 € 24.70
Vé €101.00 € 90.90 €10.10
V7 € 248.00 €223.20 € 24.80
V8 €101.00 € 90.90 €10.10
V9 € 248.00 €223.20 € 24.80
V10 €116.00 € 104.40 €11.60
Vil € 248.00 €223.20 € 24.80
V12 €101.00 € 90.90 €10.10
V13 € 248.00 €223.20 € 24.80
Vi4 €101.00 € 90.90 €10.10
V15 € 248.00 €223.20 € 24.80
V16 €101.00 € 90.90 €10.10
V17 € 248.00 € 223.20 € 24.80
V18 €101.00 € 90.90 €10.10
V19 € 248.00 €223.20 € 24.80
V20 € 101.00 € 90.90 €10.10
V21 € 248.00 € 223.20 € 24.80
V22 €101.00 € 90.90 €10.10
V23 € 248.00 € 223.20 € 24.80
V24 € 101.00 € 90.90 €10.10
V25 € 248.00 € 223.20 € 24.80
V26 € 101.00 € 90.90 €10.10
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EoT € 195.00 €175.50 € 19.50
FU/EoS € 188.00 € 169.20 € 18.80
Total € 4,897.00 € 4,407.30 € 489.70

As set forth in the budget table, Sponsor will
pay 10 % of the total fee for each visit for
cleaning and answering the queries until
database lock at completion of the Trial.

The above mentioned fees for visits/per
patient will be paid in accordance with the
Invoiceable payment process as described
““in Section F (Payment Cycle) above.

Unscheduled visits

In case of performance of unscheduled visits,
Sponsor shall reimburse Institution with
EUR 74.00 per unscheduled visit.
Unscheduled visits may be arranged if
necessary (for instance for medical reasons or
for repeating Trial procedures) as per
rationale documented by Investigator. This
documentation shall be provided to Sponsor
before unscheduled visits can be reimbursed.

Administrative Fee EUR 1,016.00
Sponsor will pay to Institution an
administrative fee to cover time spent for
document management training on Sponsor’s
portals at the initiation visit, document
exchange during the Trial and at the close out
visit.

The administrative fee will be paid as
follows:

Ako je uvedené v rozpottovej tabulke,
Zadavatel zaplati 10% z celkového poplatku
za kazdi navitevu za ¢istenie a zodpovedanie
otazok do doby uzavretia databazy pri
dokonéeni skusania.

Vyssie uvedené poplatky za navstevy/za
pacienta budu hradené v silade s pravidlami
platieb na zdklade faktiry ako je uvedené v
bode F (Platobny cyklus) vyssie.

Neplanované navstevy

V pripade vykonania neplanovanych navstev
zadavatel' uhradi Institacii 74.00 EUR za
kazdi nepldnovani navitevu. V pripade
potreby je mozné dohodnut neplanované
navitevy (napriklad zo zdravotnych dévodov
alebo kvoli opakovaniu postupov klinického
skusania) podla zdovodnenia
zdokumentovaného skusajucim lekdrom.
Tato dokumentacia sa poskytne zadavatel'ovi
predtym, ako bude mozné preplatit
neplanované navstevy.

Administrativny poplatok 1,016.00 EUR
Zadavatel' zaplati InStiticii administrativny
poplatok na pokrytie Casu straveného
Skolenim o spravovani dokumentov na
portaloch Zadavatela pri  pociatonej
naviteve, vymene dokumentov  pocas
skusania a pri zavere¢nej navsteve.

Administrativny  poplatok bude hradeny
nasledovne:

Administration Fee Total payment | Payable upon receipt of an
for Document Management/ in EUR/ orderly invoice/ Platba na
Administrativny poplatok za Celkovi platba | zaklade dorudenej, riadne
spriavu dokumentov v EUR vystavenej faktiary
Administration Fee 1 (Initiation after Site Initiation Visit/ po
visit, site level activities excluding pociato¢nej navsteve pracoviska
start-up activities) /

Administrativny poplatok 1 194.00

(Po¢iato¢na naviteva, aktivity na

Grovni pracoviska okrem

poc¢iato¢nych aktivit)
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Administration Fee 2 (Document
exchange during trial conduct — Site
Connect from initiation to Close out

50% after Site Initiation Visit
50 % with the cleaning fee/ 50%
po pociato¢nej navsteve

(Zavere¢na navsteva vratane spravy
dokumentov)

visit)/ Administrativny poplatok 2 686.00 pracoviska

(Vymena dokumentov pocas 50% spolu s poplatkom za
skusania — od zac¢iatku do Cistenie

zavere¢nej navstevy)

Administration Fee 3 (Close out with the cleaning fee/ spolu s
visit incl. document management)/ poplatkom za vy¢istenie
Administrativny poplatok 3 136.00

Audit Fee EUR 929.00

Sponsor shall pay to Institution an audit fee
in case of an audit by Sponsor or an
inspection by a competent authority to cover
workload and time spent in connection with
such audit or inspection.

The fee shall be payable to Institution within
thirty (30) days of Sponsor’s receipt of an
orderly invoice after the end of the audit or
inspection.

[The remainder of this page is intentionally
blank.]
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929.00 EUR

Zadavatel zaplati Institucii poplatok za audit
v pripade auditu Zadavatelom alebo
indpekcie kompetentnym organom na
pokrytie pracovnej zat'aZe a Casu straveného
v suvislosti s takymto auditom alebo
inSpekciou.

Poplatok za audit

Poplatok bude splatny Institucii do tridsiatich
(30) dni od prijatia riadnej faktary
Zadavatefom po skonéeni auditu alebo
inSpekcie.

[Zvysok tejto strany je umyselne prazdny. ]
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Appendix 2
Electronic Data Capture (EDC) - Terms

and Conditions

1. PROVISION OF COMPUTER
FOR DATA ENTRY

For this Trial an EDC system is used.
Institution/Investigator shall use their own
computer for Trial data entry.

If, in exceptional cases, Institution’s/
Investigator’s own computer cannot be used,
the Sponsor can provide
Institution/Investigator with a notebook
computer for the time of the Trial.

For this purpose, the Sponsor will
commission a third party contractor (the
“Vendor™) to deliver a notebook computer
and corresponding equipment. The Vendor
will be responsible for organizing the
delivery. for maintenance of notebook
computer and corresponding equipment as
well as for decommissioning at the end of the
Trial.

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

(i) The Vendor will work with

Institution to determine a suitable
location for the Computer and
determine the appropriate mode of
data connection.
Institution shall ensure that the
Computer is kept in a secure place.
When the Computer is not in use,
it must be stored so as to prevent
theft and/or damage. Institution
will reimburse Sponsor for any
damage to or loss or theft of the
Computer.

(ii)

(iii) Institution agrees to use the
Computer only in connection with
the services specified in the
Protocol (entry and transfer of the
Sponsor Trial data). No other
software may be installed on the
Computer except that provided by
and approved by Sponsor.
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Priloha €. 2
Elektronické zhromazd’ovanie udajov

(EDC) - Podmienky

1. POSKYTNUTIE POCITACA PRE
ZADAVANIE UDAJOV

Na ucely sktidania sa pouziva systém EDC. Na
zadavanie  Udajov o  skilani  bude
Indtitucia/Skusajuci  pouZivat svoj vlastny
pocitac.

Ak vo vynimo¢nych pripadoch nebude
pouzitie po&itata Institicie/vlastného pocitaca
Sktsajuceho mozné, moze Zadavatel
poskytnut’ Institicii/Skusajucemu notebook na
¢as trvania skusania.

Na tento ucel Zadavatel' poveri tretiu osobu
(dalej len “Dodavatel™) na ucely dodania
notebooku a  prislusného  vybavenia.
Dodavatel' bude zodpovedny za organizéciu
dodania, za Gdrzbu notebooku a prislusného
vybavenia, ako aj za vyradenie z prevadzky na
konci skusania.

V pripade. Ze Zadavatel' poskytne na ucely
skidania notebook alebo poécita¢ (d’alej len
.pocitac™), plati, ze:
(i) dodavatel  bude  spolupracovat
s Institiciou za uc¢elom urCenia
vhodného umiestnenia pocitata a
stanovenia vhodného rezimu
datového pripojenia,
Institucia zabezpedi, Ze pocita¢ bude
umiestneny stdle na bezpeénom
mieste. Ak sa pocita¢t nebude
pouzivat’, musi byt odlozeny tak, aby
sa predislo jeho kradezi a/alebo

(i)

poskodeniu. Institacia uhradi
Zadavatelovi kazdé poskodenie
alebo stratu alebo odcudzenie
pocitaca,

(iii) InstitGcia sa zavdzuje, Ze bude

pouzivat poc¢ita¢ len v suvislosti so
sluzbami uvedenymi v protokole
(zadavanie a  prenos  udajov
Zadavatel'a o skusani). Na poditaci
nesmie byt’ nainstalovany zZiadny iny
softvér okrem toho, ktory zabezpe¢il
a schvalil Zadavatel,
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(iv) At the conclusion of the Trial,

(v)

Institution understands and agrees
to return the Computer, in good
working condition, to Sponsor.
Reasonable costs for returning the
Computer will be borne by
Sponsor.

Any Computer supplied by the
Sponsor shall at all times remain
the property of the Sponsor.

[The remainder of this page is intentionally

blank.]

(iv) Institdcia sa zavidzuje, Ze po ukonceni
skusania vrati poc¢ita¢ Zadavatel'ovi v
dobrom funkénom stave. Zadavatel
znaSa primerané naklady na vratenie
Pocitaca,

(v) kazdy pocita¢, ktory poskytne
Zadavatel, zostava po celi dobu
majetkom Zadavatela.

[ZvySok tejto strany je umyselne prazdny.]
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Appendix 3
Equipment

Priloha &3
Pristrojové vvbavenie

In case Sponsor supplies Institution with V pripade, ze Zadavatel' poskytne Institucii
Equipment for use in the Trial, the following
shall apply:

1.1

1.2

2.1

2.2

3.1

1.PROVISION OF EQUIPMENT

Sponsor, as the owner of the
Equipment, or third party vendor
contracted by Sponsor (the “Vendor™)
will supply to Institution and
Investigator the Equipment.

The Equipment is loaned to Institution
and Investigator free of charge.

2.0BLIGATIONS OF SPONSOR

Sponsor shall provide Institution
and/or Investigator with the Equipment
in a condition fit for its proper use and
inform Institution how to use the
Equipment and about the requirements
for its regular standard maintenance.

Sponsor agrees to provide at its costs
and expenses maintenance and repair
of defects of the Equipment and of
consumable items and accessories
required for the use of the Equipment.
Maintenance or repairs Wwill be
provided only through Sponsor. In case
Institution breaches this provision, they
will be liable for the costs and expenses
of maintaining and repairing the
Equipment, and any damage that might
be caused to Equipment due to this.

3.0BLIGATIONS OF THE
INSTITUTION

Institution agrees to use the Equipment
only for the purpose of conducting the
Trial and in a manner adequate to the
nature and qualification of the
Equipment as well as in accordance
with the purpose it serves.

Pristrojové vybavenie, ktoré sa méa pouZzit
v ramci skusania, plati, Ze:

1. POSKYTNUTIE PRISTROJOVEHO
VYBAVENIA

1.1 Zadavatel, ako vlastnik Pristrojového
vybavenia, alebo zmluvny dodavatel
Zadavatel'a ako tretia strana (d'alej len
.dodavatel*) poskytne InStiticii a
Skiisajucemu Pristrojové vybavenie.

1.2 Pristrojové vybavenie sa InStitucii a
Skusajiicemu zapoZi¢iava bezodplatne.

2. POVINNOSTI ZADAVATELA

2.1 Zadavatel poskytne Pristrojové
vybavenie Institacii a/alebo
Skudajicemu v stave spdsobilom pre
jeho riadne uzivanie a informuje
Indtiticiu, ako pouzivat Pristrojové
vybavenie a o poziadavkich na jeho
pravidelni beZzni udrzbu.

2.2 Zadavatel sthlasi, Ze na svoje naklady a
vydavky zabezpe¢i Udrzbu a opravy
porich Pristrojového vybavenia, ako aj
spotrebny tovar a prisludenstvo, ktoré je
potrebné na pouzivanie Pristrojového
vybavenia. Udrzba a opravy budu
poskytované ~ iba  prostrednictvom
Zadavatel'a. V pripade, Zze Institicia
porusi  toto  ustanovenie,  bude
zodpovedna za naklady a vydavky na
adrzbu  a  opravu  Pristrojového
vybavenia a v3etky 3kody, ktoré by
mohli byt spdsobené na Pristrojovom
vybaveni ako nasledok takéhoto
porusenia.

3. POVINNOSTI INSTITUCIE

3.1 Institicia sa zavizuje, Ze bude pouzivat
Pristrojové vybavenie len pre ucely
vykonavania  skuSania  primeranym
sposobom  k povahe  acharakteru
Pristrojového vybavenia, ako aj v sulade
s (i¢elom, na ktory bolo ur¢ené.
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3.2

3i3

4.1
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Institution shall

(i)  use the Equipment in accordance
with operating
instructions/manuals provided as
well as all applicable laws,
regulations, and guidelines;

in the course of the handover of
the Equipment and before its use,
examine the technical condition
of the Equipment and confirm
that they have been informed
about the requirements on its use
and maintenance;

(ii)

determine and provide a suitable
location and facilities for the
Equipment and protect it from
loss or theft, destruction,
damage, or impairment;

(iii)

not modify the
without first obtaining
Sponsor’s written approval;
(v) immediately inform Sponsor if
any repair or maintenance of the
Equipment is necessary;

inform all other Trial Staff
members involved in the use of
the Equipment about the
requirements on its use and
maintenance;

document each supply and return
of in the “Equipment Loaned
Log” which is part of the ISF.

Equipment
the

(iv)

(vi)

(vii)

Upon request, Institution will provide
Sponsor with access to the Equipment
in order to perform regular service
inspections and to check whether the
Equipment is used in the way agreed
herein.

4.RETURN OF EQUIPMENT
As soon as the Equipment is not needed
any more, or at the latest, upon
completion of the Trial or termination
of this Agreement for any reason,
Institution understands and agrees to
either return, in good working
condition, to Sponsor or its Affiliate or

3.2

33

4.1

Institicia
(i)  bude pouzivat’ Pristrojové
vybavenie v stlade s dodanymi
prevadzkovymi pokynmi/navodmi
na obsluhu, ako aj platnymi
pravnym predpismi, nariadeniami
a smernicami;
(ii)  skontroluje technicky stav
Pristrojového vybavenia
v priebehu odovzdavania
Pristrojového vybavenia a pred
jeho pouzivanim a potvrdi, Ze bola
informovana o poziadavkach,
pokial' ide o pouzivanie a idrzbu
Pristrojového vybavenia:
uri a zabezpe¢i vhodné miesto
Pristrojového vybavenia, kde bude
Pristrojové vybavenie chranené
pred stratou, kradezou, zniCenim,

(iii)

poskodenim alebo
znehodnotenim;
(iv) neupravi Pristrojové vybavenie

bez predchadzajiceho pisomného

sthlasu Zadavatela;
(v) okamzite informujue Zadavatela o
kazdej potrebnej oprave alebo
udrzbe Pristrojového vybavenia;
informuje  skasajici  personal,
ktory pouziva Pristrojové
vybavenie, o  poziadavkich
suvisiacich s jeho pouzivanim a
udrzbou;

(vii) zaznamena kazdé dodanie a
vratenie do ,,.Dennika pozi¢aného
Pristrojového vybavenia™, ktory je
sucast'ou ISF.

Intiticia poskytne Zadavatel'ovi na jeho
ziadost  pristup k  Pristrojovému
vybaveniu s cielom vykonat” pravidelné
servisné prehliadky a skontrolovat, ¢i sa
Pristrojové vybavenie pouziva tak, ako
bolo dohodnuté v tejto Zmluve.

vi)

4. VRATENIE ZARIADENIA

V pripade, Ze Pristrojové vybavenie nie
je potrebné alebo najneskdr po
dokonceni skiisania alebo ukonceni tejto

Zmluvy z akéhokol'vek  dovodu,
Intiticia  rozumie  asuhlasi, Ze
Pristrojové  vybavenie bud  vrati

Zadavatel'ovi alebo jeho pobocke v
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destroy any Equipment supplied under
this Agreement, as directed in writing
by Sponsor. In case of an Equipment
return, the Parties shall mutually agree
on the exact date, time and location of
the return. Reasonable costs for
returning the Equipment will be borne
by Sponsor or its Affiliate.

In case Institution and/or Investigator
do not use the Equipment properly, use
it contrary to the purpose it serves or
use it for other purpose than conducting
the Trial, Sponsor shall be entitled to
request the immediate return of the
Equipment.

The Parties acknowledge that no
Equipment owned by Sponsor or
vendor can be left at the Institution
upon completion of the Trial.

[The remainder of this page is intentionally

BI Trial No. 1378-0041 / Slovakia / Site No. SVKO010 / Institution

blank.]

4.2

43

dobrom stave alebo zni¢i poskytnuté
Pristrojové vybavenie podla ftejto
Zmluvy, podla pisomnych pokynov
Zadavatela. V  pripade  vratenia
Pristrojového vybavenia sa strany
navzajom dohodni na presnom datume,
Case amieste vratenia. Primerané
naklady na vratenie Pristrojového
vybavenia bude hradit’ Zadavatel' alebo
jeho pridruzena spolo¢nost’.

V pripade, ze InStiticia a/alebo
Skasajuci  nepouzivali  Pristrojové
vybavenie spravnym sposobom,

pouzivali ho v rozpore s ucelom,
ktorému sluzi, alebo ho pouzivali na iny
ucel, ako na vykonanie skusania, bude
mat’ Zadavatel narok na okamzité
vratenie Pristrojového vybavenia.

Strany suhlasia, Ze po dokonceni
skiigania nebude Institicii ponechané
ziadne Pristrojové vybavenie, ktoré
vlastni Zadavatel’ alebo dodavatel'.

[Zvysok tejto strany je umyselne prazdny.]
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APPENDIX 4
Requirements for invoices

Please assure that your invoice contains the
following criteria corresponds to the required
format and sending process:

Required invoice content:

e Name and address of the supplier /
providing entrepreneur

e Name and address of the recipient (BI
RCV/Sponsor)

e  VAT-ID-number or taxpayer
identification number (in case of EU-
residents)

e Date of issue of invoice
consecutive invoice-number or contract-
number of the invoicing entrepreneur

e Quantity and description of the goods
supplied or services rendered

e Date of delivery or period in which the
services were rendered

e Price for the goods or services (net
consideration)
= indicating applicable tax rates and

particular tax exemptions

e amount of VAT
Name of Sponsor’s payment contact
State the following details, to ensure a
smooth and correct allocation of the
invoice:

BI Trial Number / Site Code or Number /
BI Contract Number and contract name
These details and the name of Sponsor’s
payment contact must also be mentioned
in case of any invoice related
correspondence.

ADDITIONAL REQUIREMENTS FOR

SUPPLIERS WITHIN THE EU:

e Supplier’'s VAT identification number

e Sponsor’s/BI RCV’s VAT identification
number for invoices with total amount
surpassing € 10.000,--
ATU 64226215

e  Amount of VAT for each VAT rate
applicable
OR — in case the reverse charge system
applies, i.e. Sponsor/BI RCV is
responsible for paying the VAT: Please

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

Priloha ¢. 4
Poziadavky tvkajice sa faktar

Uistite sa, ze Vasa faktira obsahuje
nasledovné kritérid, ma pozadovany format a
splina podmienky zasielania:

Pozadovany obsah faktiry:

e Meno a adresa dodavatel'a /
poskytovatela sluzieb

e Meno a adresa prijemcu (BI RCV /
Zadavatel’)

e DIC alebo IC DPH (v pripade rezidentov
EU)

e Datum vystavenia faktury

e Po sebe iduce ¢islo faktiry alebo ¢islo
zmluvy fakturujuceho podnikatel'a

e Mnozstvo a popis dodaného tovaru alebo
poskytnutych sluzieb

e Datum dorucenia alebo obdobie
poskytnutia sluZieb

e (Cena tovaru alebo sluzieb (vycislena
netto)
e uvadzajuca prislusné sadzby dane a

oslobodenia od dane

e Vyska DPH
Meno Zadéavatel'ovej kontaktnej osoby
pre platobné otazky

e Uved'te nasledovné udaje na
zabezpecenie v¢asného a spravneho
dorucenia faktary: BI ¢islo skasania /
kod alebo ¢islo pracoviska / Bl ¢islo
zmluvy a/alebo nazov zmluvy. Tieto
udaje a meno Zadavatel'ovej kontaktne;
osoby pre platobné otazky musia byt’
Specifikované aj v pripade akejkol'vek
korespondencie v stvislosti s faktarou.

DALSIE POZIADAVKY PRE

DODAVATELOV V RAMCI EU:

« IC DPH dodavatel'a

« IC DPH Zadavatel'a/ BI RCV v pripade
faktir s celkovou sumou presahujicou
10.000 €, ATU 64226215

«  Suma DPH pre kazdu aplikovatel'nt
sadzbu DPH
ALEBO
v pripade obratenc¢ho systému platby, t. j.
ak DPH plati Zadavatel’ / Bl RCV:
Prosim uved'te, Ze zodpovednost’ za
platenie DPH je prenesena na Zadavatel'a
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include a reference that the VAT liability
is shifted to Sponsor/BI RCV (e.g.
“Reverse Charge System — tax liability is
transferred to Bl RCV (recipient of
services) in accordance with § 19 UStG
1994™). In such case no VAT must be
shown on the invoice since in that case
Sponsor/BI RCV would have to pay
VAT twice.

Required invoice form:

Invoices must be in English language
(optionally: bilingual English/local
language)

Invoices must be typed or computer
generated (not handwritten)
Electronically submitted invoices (see
“Sending of the Invoice™ below) must be
* in pdf-Format

» digital resolution 300 dpi (pixel)

= in black and white only (no colour)

Sending of the invoice:

Invoices must be sent
= vyia e-mail attachment to:
pdf-invoices.at(@boehringer-

ingelheim.com
Please do not send paper invoices in
addition to PDF-invoices to avoid
duplicates.
For PDF-invoices to be processed
properly please e-mail each PDF-invoice
separately.

In case of change of the above mentioned

email

address or any other invoice

requirement, a written notification (e.g.
email) suffices.

BI Trial No. 1378-0041 / Slovakia / Site No. SVK010 / Institution

[The remainder of this page is intentionally

blank.]

/BI RCV (napriklad “obrateny rezim
platby — povinnost’ platit’ dan je
prenesena na Bl RCV (prijemcu sluZieb)
v sulade s § 19 UStG 1994”). V takomto
pripade nesmie byt DPH uvedena na
fakture, nakolko v takom pripade by
Zadévatel' / BI RCV musel DPH zaplatit
dvakrat.

Pozadovana forma faktary:

Faktary musia byt v anglickom jazyku

(pripadne v bilingvalnej podobe:

anglicky jazyk/miestny jazyk)

Faktry musia byt napisané strojom

alebo vytvorené poc¢itatom (nie rucne

napisan¢)

Elektronicky dorucované faktury (vid’

nizsie uvedené “Zasielanie faktar™)

musia

= byt vo formate pdf

= mat digitdlne rozlisenie 300 dpi
(pixelov)

* byt vyluéne ¢ierno-biele (nie
farebné)

Zasielanie faktir:

Faktary musia byt zasielané

= ako priloha e-mailu na adresu:
pdf-invoices.at@boehringer-
ingelheim.com

Aby nevznikali duplicity, neposielajte

faktary v listinnej forme sucasne s

elektronickymi faktirami v pdf formate.

Aby boli elektronické faktiry vo formate

pdf spracované korektne, zasielajte

kazdu elektronicku fakturu osobitnym e-

mailom.

V pripade zmeny vy$3ie uvedenej e-mailovej
adresy alebo akejkol'vek inej poziadavky na
fakturaciu postaduje pisomné ozndmenie
(napr. e-mail).

[Zvysok tejto strany je uimyselne prazdny. |

£ o e gl
(@) nerieings

Page 66 of 66



