SMLOUVA O KLINICKEM
HODNOCENI

uzaviena mezi Fakultni nemocnici v Motole, statni
prispévkovou organizaci, se sidlem V Uvalu 84, 150
06 Praha 5, Ceské republika, ICO: 000 64 203, DIC:
CZ 000 64 203, zastoupenou JUDr. Ing. Miloslavem
Ludvikem, MBA, feditelem (dale oznacovanou jen
jako “Poskytovatel zdravotnich sluzeb” nebo
“Poskytovatel ”) a

spole¢nosti  Quintiles Czech Republic, s.r.o., se
sidlem Radlicka 714/113a, Jinonice, 158 00 Praha 5,
Ceska republika, ICO: 247 68 651, DIC: CZ 247 68
651 (dale oznacovany jen jako “Quintiles”) a

spole¢nosti  Boehringer Ingelheim International
GmbH, se sidlem v Binger Strasse 173, 552 16
Ingelneim am Rhein, Némecko, ICO: HR B 21063,
DIC: DE 811 138149 (na zékladé plné moci
reprezentované spolecnosti Quintiles Czech Republic,
s.r.0.) (dale oznacovana jen jako ,,Zadavatel).

CLINICAL TRIAL AGREEMENT

Made between Fakultni nemocnice v Motole, state
budgetary organization, having a place of business
at V Uvalu 84,150 06 Praha 5, Czech Republic,
Identification number: 000 64 203, Tax identification
number: CZ 000 64 203, represented by JUDr. Ing.
Miloslav Ludvik, MBA, Director (the “Institution”)
and

Quintiles Czech Republic, s.r.o., having a place of
business Radlicka 714/113a, Jinonice, 158 00 Praha 5,
Czech Republic, Identification number: 247 68 651
Tax identification number: CZ 247 68651
(“Quintiles”) and

Boehringer Ingelheim International GmbH, having
a place of business at Binger Strasse 173, 552 16
Ingelheim am Rhein, Germany, Identification number:
HR B 21063, Tax ldentification Number: DE 811
138 149 (upon power of attorney represented by
Quintiles Czech Republic, s.r.0.) (the “Sponsor”).

CisLO PROTOCOL
PROTOKOLU: 1245.121 NUMBER: 1245.121
Randomizované, dvojité
}Zliiilrelg 22; fézléhmcﬁi A phase Il randomised,
o double-blind  trial  to
hodnotici U¢innost a evaluate efficacy and
] Er(;zpafclrillglf)tzinu 10 m safety of once daily
NAZEV Og’éf’aného - dnog PROTOCOL | empagliflozin 10 mg
PROTOKOLU: genné v orOVIféni s TITLE: compared to placebo, in
lacebemlF acientil s patients  with  chronic
P -y P « Heart Failure with reduced
chronickym srdeCnim Eiection Fraction
selhanim se snizenou (I£|FrEF)
ejekeéni frakei (HFrEF). '
DATUM . PROTOCOL
PROTOKOLU: 23. listopadu 2017 DATE: 23 November, 2017
ZADAVATEL: Boehringer Ingelheim SPONSOR: Boehringer Ingelheim
Kardiologicka klinika 2. Location where Kardiologicka klinika 2.
Misto, kde bude | LF UK a FN Motol, ktera . LF UK a FN Motol,
provadéna Studie: | je soucasti Poskytovatele the study will be which is a division/part of
conducted: o
the Institution
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KLICOVE

DATUM

ZARAZENI

(KEY

ENROLLMENT 100 Kkalendainich dni
DATE): po Inicia¢ni navstévé
(datum, ke | Mista vykonu

klinického hodnoceni

kterému je Misto
vykonu klinického
hodnoceni

povinno  zaiadit

alespoi
h)

(“Zkousejici”)

VZHLEDEM Kk tomu, Ze Zkousejici a Poskytovatel
(spolecné dale jen ‘“Misto vykonu klinického
hodnoceni”) jsou odhodlani provést klinické
hodnoceni (dale jen “Studie”) tykajici se lécivého
ptipravku — chranéné slouceniny empagliflozin
Zadavatele (,,Hodnocené 1é¢ivo*), v souladu se shora
uvedenym protokolem a jakymikoli jeho dodatky
(dale jen “Protokol”) a vzhledem k tomu, ze Quintiles
pozadal Poskytovatele o provedeni Studie;

VZHLEDEM Kk tomu, Ze tato smlouva neupravuje
ujednani mezi Zadavatelem, Quintiles a ZkousSejicim,
a proto bude mezi Zadavatelem, Quintiles a
ZkouSejicim uzaviena samostatnd smlouva o
provedeni klinického hodnoceni 1éCiv, na zakladé
které mj. budou Zkousejici a studijni personal
odménéni za provedeni této Studie.

Na tomto zakladé, doslo ke sjednani nize uvedenych

podminek:

1. Quintiles timto ustanovuje Poskytovatele k
provedeni Studie a Poskytovatel souhlasi s
tim, ze zajisti, Ze Poskytovatel a zaméstnanci
a zastupci Poskytovatele provedou Studii v
souladu s Protokolem, podminkami této
smlouvy, a to vCetn¢ a v souladu s ptilohou
“Podminky a nalezitosti”, ktera predstavuje
nedilnou soucast této smlouvy jako jeji
Priloha A, ptilohou “Platebni rozvrh”, ktera
predstavuje nedilnou soucast této smlouvy
jako jeji Priloha B, a jakymkoli dodatky ci
doplnénimi téchto dokumentl, jez timto
uvozenim predstavuji nedilnou soucast této
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KEY
ENROLLMENT
DATE:
(date by which
site is to enroll
at least 100 Calendar Days after
) Site Initiation Visit
(the
“Investigator”)
WHEREAS, the Investigator and Institution,

(hereafter, jointly, the “Site”) are willing to conduct a
clinical trial (the “Study”) relating to Sponsor’s
proprietary compound - pharmaceutical Empagliflozin
(the “Investigational Product™), in accordance with the
above-referenced protocol and any subsequent
amendments thereto (the “Protocol”,) and Quintiles
requests the Institution to undertake such Study;

WHEREAS, this Agreement does not cover the
arrangements between Sponsor, Quintiles and
Investigator and thus, a separate Clinical Trial
Agreement with the Investigator, Sponsor and
Quintiles shall be executed, on the basis of which the
Investigator and Study Staff shall be reimbursed for
the performance of the Study.

NOW THEREFORE, the following is agreed:

1. Quintiles hereby appoints the Institution to
conduct the Study, and the Institution agrees to
ensure that the Institution and the Institution’s
employees and agents will conduct the Study in
accordance with the Protocol, the terms of this
agreement, including the Terms and Conditions
attached as Attachment A, the Payment
Schedule and Budget attached as Attachment B,
and any other attachments hereto, which all are
incorporated by reference herein  (the
“Agreement”), good clinical practices (“GCP”),
including, without limitation, the International
Conference on Harmonisation Harmonised



smlouvy (dale jen “Smlouva”), spravnou
klinickou praxi (,,GCP®), v¢etné mij.
S harmonizovanymi pokyny pro spravhou
klinickou praxi Mezindrodni konference pro
harmonizaci (,JCH GCP*) a veskerymi
platnymi z&vaznymi pravnimi piedpisy a
nafizenimi. Poskytovatel timto potvrzuje, Ze
ma dostate¢né Casové moznosti, kapacity a
zdroje k provedeni Studie, a to pfi dodrzeni
nejvysSich kvalitativnich standardd. Misto
vykonu klinického hodnoceni rozumi a
souhlasi, ze pokud Misto vykonu klinického
hodnoceni nezafadi nejméné

do klicového data ndboru (Key Enrollment
Date), pak mize spole¢nost Quintiles ukon¢it
tuto Smlouvu v souladu s oddilem 6 Ptilohy
A

Studie bude provedena v souladu s povolenim
vydanym Statnim tGstavem pro kontrolu 1éCiv,
souhlasem Etické komise pro multicentricka
klinicka hodnoceni a souhlasem etické komise
Poskytovatele.

Veskeré platby budou poskytnuty v souladu s
podminkami stanovenymi v Prfiloze B,
pric¢emz posledni platba bude provedena poté,
co Misto vykonu klinického hodnoceni splni
veskeré své povinnosti, a poté, co Quintiles
obdrzi veskeré formulafe pro zdznam udajti o
subjektech hodnoceni - Case Report Forms
(dale jen “formulare CRF”) a v pfipadé, ze
Quintiles o to pozada, veskeré ostatni Diivérné
udaje ve smyslu jejich definice uvedené v
Clanku 2, Piilohy A (Davérné tdaje).
Poskytovatel bude jednat jako nezavisly
dodavatel smluvniho plnéni, a nebude jakkoli
povazovan za zaméstnance C¢i zastupce
Quintiles ¢i Zadavatele. Ani Quintiles ani
Zadavatel nebudou mit jakoukoli
odpovédnost vztahujici se k nahradam,
odskodnéni, narokim vztahujicim se k
diichodovému pftipojisténi, pracovnépravnim
odméndm, srazkovym ¢i jinym
pracovnépravnim danim ohledné
Poskytovatele. Poskytovatel prohlasuje a
souhlasi, Ze rozhodnuti a  Usudek
ZkousSejiciho, pokud jde o poradenstvi a péci
o kazdého pacienta, nebude ovlivnéno
uhradou, kterou Poskytovatel obdrzi na
zakladé této Smlouvy. Smluvni strany timto
souhlasi, Ze nize uvedeny pfijemce platby je

Tripartite Guideline for Good Clinical Practice
(“ICH GCP Guidelines) and all applicable laws
and regulations. The Institution hereby confirms
that it has enough time and resources to perform
the Study according to the highest quality
standards. The Site understands and agrees that
if Site has not enrolled at least

by the Key Enrollment Date then Quintiles may
terminate this Agreement in accordance with
Section 6 of Attachment A.

The Study will be conducted on the basis of the
approval issued by the State Institute for Drug
Control, approval of the Ethics Committee for
Multicentrics Trials and the approval of the
Ethics Committee of the Institution.

Payments shall be made in accordance with the
provisions set forth in Attachment B, with the
last payment being made after the Site completes
all its obligations, and Quintiles has received all
completed case report forms (“CRFs”) and, if
Quintiles requests, all other Confidential
Information as defined in Attachment A, Section
2 (Confidential Information). The Institution
will act as an independent contractor, and shall
not be considered the employee or agent of
Quintiles or Sponsor. Neither Quintiles nor
Sponsor shall be responsible for any employee
benefits, pensions, workers’ compensation,
withholding, or employment-related taxes as to
the Institution. The Institution acknowledges and
agrees that Investigator’s judgment with respect
to Investigator’s advice to and care of each
subject is not affected by the compensation
Institution receives hereunder. 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”):
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fadnym piijemcem platby dle této Smlouvy, a
dale, ze platby provedené na zaklad¢ této
Smlouvy budou realizovany vyhradné vuéi
nize uvedenému pfijemci platby (déale jen
“Prijemce platby”):

NAZEV Fakultni nemocnice v PAYEE NAME: | Fakultni nemocnice v
PRIJEMCE Motole Motole
PLATBY:
ADRESA V Uvalu 84, 150 06 PAYEE V Uvalu 84, 150 06 Praha
PRIJEMCE Praha 5, Ceskd republika ADDRESS: 5, Czech Republic
PLATBY: ’ ’
DANOVE TAX ID
IDENTIFIKACNI | CZ 000 64 203 NUMBER: CZ 000 64 203
CisLO:
BANKOVNI BANK
UDAJE: DETAILS:
Dojde-li k jakymkoli zménam ohledné In case of changes in the Payee’s bank details,
bankovnich  udaji  Pfijemce  platby, Institution is obliged to inform Quintiles in
Poskytovatel je v takovém piipadé o této writing. Parties agree that in case of changes in
skute¢nosti povinen informovat Quintiles, a bank details which do not involve a change of
to odeslanim pisemného ozndmeni. Smluvni payee or change of country location of bank
strany souhlasi, ze v pfipad¢, ze ptijde pouze account, no further amendments are required.
o zménu vyhradné se vztahujici k bankovnim
udajum Piijemce platby a které nepusobi
zménu v subjektu Piijemce platby nebo
zménu statu, v némz je bankovni ucet ziizen,
nebude zapotiebi uzavirat jakykoli dalsi
dodatek.
Poskytovatel bude opravnén ve lhaté tiiceti Institution will have thirty (30) days from the
(30) dntt od obdrzeni zaveretné platby receipt of final payment to dispute any payment
rozporovat jakoukoli platbu, pfipadné discrepancies during the course of the Study.
nesrovnalost, k niz doSlo bé¢hem vykonu
Studie.
Smluvni strany timto berou na védomi, Ze The parties acknowledge that the designated
shora definovany Pfijemce platby je Payee is authorized to receive all of the payments

for the services performed under this Agreement.
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opravnén obdrzet veskeré platby za sluzby
vykonané na zaklad¢ této Smlouvy.

Ptedpokladana hodnota finan¢niho plnéni dle
podminek této Smlouvy Ccini pfiblizné
694 694,00 K¢.

Tato Smlouva nabude ucinnosti k datu jejiho
uvetejnéni v registru smluv a jeji t¢innost
bude trvat do okamziku jejiho splnéni ¢i
ukonceni jeji platnosti v souladu s
podminkami stanovenymi v Ptiloze A.

Povaha arozsah Studie jsou popsany
v Protokolu.  Protokol  v¢etné¢  vSech
dodatkti/aprav a slozka zkousSejiciho v misté
klinického hodnoceni (ISF) ptedstavuji
nedilnou soucast této Smlouvy a nabyvaji
platnosti az po jejim podpisu. Nastane-li mezi
Protokolem atouto Smlouvou rozpor,
v medicinskych a védeckych zalezitostech
ave véci provadéni Studie je urcujici
Protokol a vSechny ostatni zaleZitosti se fidi
podminkami této Smlouvy.

Pred zahajenim Studie a v jejim pribéhu
mohou byt Zkousejici, jeho tym a rovnéz
personal Mista vykonu klinického hodnoceni
pozadani o poskytnuti osobnich udaju. Tyto
udaje jsou predmétem Upravy pravnich
predpisi na ochranu osobnich udaji.
V ptipadé Zkousejiciho mohou tyto osobni
udaje obsahovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
publika¢ni ¢innost, Zivotopisy a vzdélavaci
¢innost pro nasledujici ucely:

a) provedeni klinickych hodnoceni,

b) prezkoumani statnimi kontrolnimi
organy, zadavatelem, Quintiles, jejich
zastupci a pobockami, dcefinymi i
sesterskymi spole¢nostmi,

c) jednani wvsouladu spravnimi a
regulac¢nimi pozadavky,

d) uvefejnéni na www.clinicaltrials.gov
a webovych strankdch a v databazich
podobného ucelu; a

e) wulozeni do databdzi =z davoda
usnadnéni  vybéru  zkouSejicich  pro
budouci klinicka hodnoceni. Jména Clent
zkousejiciho tymu mohou byt zpracovana
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The estimated value of financial payment under
this Agreement shall be approximately
694 694,00 CZK.

This Agreement will become effective on the
date of its publication in the national Register of
Agreements and shall continue until completion
or until terminated in accordance with the
provision in Attachment A.

The nature and scope of the Study are described
in the Protocol. The Protocol, including any
amendments/modifications, and the investigator
site file (ISF) constitute an integral part of this
Agreement and shall be wvalid only upon
signature of this Agreement. In the event of a
conflict between the Protocol and this
Agreement, the Protocol will prevail with
respect to medical and scientific issues and to
Study conduct and the terms of the Agreement
will govern with respect to all other issues.

Both prior to and during the course of the Study,
the Investigator and his/her team as well as Site
staff may be called upon to provide personal
data. This data falls within the scope of the law
and regulations relating to the protection of
personal data. For the Investigator, this personal
data may include names, contact information,
work experience and professional qualifications,
publications, resumes, and educational
background for the following purposes:

a) the conduct of clinical trials,

b) verification by governmental or regulatory
agencies, the Sponsor, Quintiles, their
agents and affiliates,

c¢) compliance with legal and regulatory
requirements,

d) publication on www.clinicaltrials.gov and
websites and databases that serve a
comparable purpose; and

e) storage in databases to facilitate the
selection of investigators for future
clinical trials. Names of members of Site
staff may be processed in Quintiles’ study



v databazi kontaktd Quintiles, a to
vyhradné pro ucely klinického hodnoceni.

Kromé toho Poskytovatel bere na védomi, ze
Zkousejici a dalsi personal Mista vykonu
klinického  hodnoceni maji  povinnost
poskytnout platny, samostatny souhlas
obsahujici podrobné idaje o ochrané osobnich
udaju tykajici se shromazd’ovani, uchovavani
a zpracovani jejich osobnich 1udaja
souvisejicich se Studii (zvlasté, ale nejenom
pouze, jméno, adresu U Poskytovatele, titul,
odbornost), aby mohla byt osobni data
shroméazdéna, uchovavana, organizovana,
modifikovana, komunikovana, blokovana,
mazana nebo jinak pouzivana Zadavatelem
nebo jeho pobockami, dodavateli tietich stran
ucastnicimi se Studie, vybory pro posuzovani
cilovych ukazateli, vybory pro monitorovani
(bezpecnostnich) dat/vybory pro
monitorovani bezpecnostnich dat (DSMB),
kompetentnimi IRB/EK a vladnimi a
regulacnimi ufady v rdmci zemé, kde jsou
takové udaje ziskavany nebo mimo ni.

Zadavatel bude spravcem takovych osobnich
udaji, vyjma pfipadi, kdy Quintiles bude
nakladat s jakymikoliv osobnimi udaji dle této
Smlouvy jako spravce, v takovém pftipadé
bude v rozsahu takového nakladani spravcem
spole¢nosti Quintiles. Quintiles a Zadavatel
mohou zpracovavat ,,osobni
udaje” Zkousejictho a clenti tymu Mista
vykonu klinického hodnoceni, tak jak jsou
definovany ve Smérnici ochrany udaji
95/46/ES a v zakoné¢ ¢. 101/2000 Sb., o
ochran¢ osobnich udaji, v platném znéni
(spole¢né ,,legislativa na ochranu osobnich
udaju) pro ucely Studie a veSkeré takové
zpracovani  bude  probihat v souladu
S legislativou na ochranu osobnich udajt.

Poskytovatel souhlasi, 7e usudek 5.

Poskytovatele a Zkousejiciho, pokud jde o
poradenstvi a péci o kazdy subjekt hodnoceni,
nebude ovlivnén uhradou, kterou
Poskytovatel obdrzi na zakladé této Smlouvy,
a dale osvédcuje, ze tato kompenzace
nepfesahuje redlnou trzni hodnotu sluzeb,
které poskytuji a ze zadné platby nejsou
poskytovany za ucelem piimét jej k nakupu
nebo piedepisovani jakychkoliv 1ékt1, zatizeni

contacts database for study-related
purposes only.

In addition, the Institution acknowledges that
Investigator and other site staff involved in the
Study are obliged to give a valid, stand-alone
consent containing a detailed data protection
information covering the collection, storage
and processing of their personal data in
relation with the Study (in particular, but not
limited to, name, address at Institution, title,
professional background) so that personal data
can be collected, stored, organized, modified,
communicated, blocked, deleted or otherwise
used by Sponsor or any of its Affiliates, third
party vendors involved in the Study, Endpoint
Adjudication Committees, Data (Safety)
Monitoring Committees / Data Safety
Monitoring Boards (DSMB), competent
IRB/ECs and governmental or regulatory
authorities, within or outside the country
where such data originates.

The Sponsor shall be the data controller for
such personal data except that, if Quintiles
deals with any personal data under this
Agreement in the manner of a data controller,
Quintiles shall be the data controller of such
personal data to the extent of such dealings.
Quintiles and Sponsor may process "personal
data”, as defined in the Data Protection
Directive 95/46/EC and in the Act No.
101/2000 Coll., on the Protection of Personal
Data and on Amendment to Some Acts, as
amended (collectively "Data Protection
Legislation™), of the Investigator and Site staff
for study-related purposes and all such
processing will be carried out in accordance
with the Data Protection Legislation.

Institution  agrees that Institution and
Investigator’s judgment with respect to the
advice and care of each subject will not be
affected by the compensation Institution
receives from this Agreement, that such
compensation does not exceed the fair market
value of the services they are providing, and that
no payments are being provided to Institution for
the purpose of inducing Institution to purchase
or prescribe any drugs, devices or products. If
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nebo produktd. Pokud Zadavatel nebo
Quintiles poskytuje jakékoli produkty nebo
pfedméty pro pouziti ve Studii zdarma,
Poskytovatel souhlasi, Ze nebude zadat thradu
po zadném subjektu hodnoceni, pojistovné
nebo statnim ufad€ nebo jakékoli jiné tieti
strané za tyto zdarma poskytnuté produkty
nebo predméty. Poskytovatel souhlasi, Ze
nebude Zadat thradu po Zadném subjektu
hodnoceni, pojistovné nebo statnim trade za
jakékoliv navstévy, sluzby nebo vydaje
vzniklé v priabéhu Studie, za které obdrzeli
nahradu od Quintiles nebo Zadavatele, nebo
které nejsou soucasti bézné péce, kterou by za
normalnich  okolnosti poskytli subjektu
hodnoceni.

Poskytovatel timto prohlasuje a zarucuje, Ze
ani Poskytovatel, ani jakakoli fyzicka osoba ¢i
pravni subjekt jednajici jeho jménem, ani
jakykoli ptijemce platby dle podminek této
Smlouvy, pfimo ¢i nepfimo, nenabidne ci
nezaplati, ¢i nesjedna uhradu ¢i nabidku
takového plnéni, jakoukoli uhradu ¢i
poskytnuti  jakékoli majetkové hodnoty
jakémukoli zastupci vetejné moci (ve smyslu
definice nize uvedené) ¢i vefejnému subjektu,
a to s védomim ¢i imyslem, Ze takova uhrada,
platba, slib ¢i dar, ¢aste¢né ¢i zcela, je ucinén
za Ucelem ovlivnéni jakéhokoli ufedniho
postupu ¢i rozhodnuti, které svoji povahou
napomuze Quintiles,  Zadavateli ¢i
Poskytovateli ve  vztahu k  ziskani
neopravnéné vyhody ¢i ziskani ¢i udrzeni
obchodni prilezitosti ¢i k zajisténi poskytnuti
takové obchodni piilezitosti jakékoli osobé ¢i
subjektu.

Poskytovatel timto prohlasuje a zarucuje, ze
Poskytovatel ani jakykoli pfijemce platby dle
této Smlouvy, ¢i jakékoli osoba ¢i subjekt
jednajici jeho jménem, neni zastupcem
vefejné moci, ktery by pfijal nezakonnou
platbu za tcelem ovlivnéni Gfedniho jednani
nebo rozhodnuti, které by spole¢nosti
Quintiles, Zadavateli nebo Mistu klinického
hodnoceni napomohlo pfi ziskani nezakonné
vyhody nebo obchodni pfilezitosti, nebo pfi
zajisténi obchodni piilezitosti  jakékoliv
fyzické ¢i pravnické osobé. Poskytovatel se
zavazuje pisemné ozndmit po dobu platnosti
této Smlouvy Quintiles skuteCnost, Ze
Zkousejici, Ptijemce platby ¢i jakakoli osoba
¢i subjekt jednajici jménem Poskytovatele, se

the Sponsor or Quintiles provide any free
products or items for use in the Study, Institution
agrees that Institution will not bill any subject,
insurer or governmental agency, or any other
third party, for such free products or items.
Institution agrees that Institution will not bill any
subject, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which Institution has received
compensation from Quintiles or Sponsor, or
which are not part of the ordinary care they
would normally provide for the subject.

Institution represents and warrants that neither it
nor any individual or entity acting on its behalf,
nor any payee under this Agreement, will,
directly or indirectly, offer or pay, or authorize
an offer or payment of, any money or anything
of value to any Public Official (defined below)
or public entity, with the knowledge or intent
that the payment, promise or gift, in whole or in
part, will be made in order to influence an
official act or decision that will assist Quintiles,
Sponsor or the Institution in securing an
improper advantage or in obtaining or retaining
business or in directing business to any person or
entity.

Institution represents and warrants that neither it
nor any payee under this Agreement, nor any
person or entity acting on its behalf is a Public
Official who will accept any improper payment
for the purposes of influencing an official act or
decision that will assist Quintiles, Sponsor or the
Site in securing an improper advantage or in
obtaining or retaining business or in directing
business to any person or entity. Institution will
notify Quintiles in writing if Investigator, a
Payee or any person or entity acting on
Institution’s behalf becomes a Public Official
with the ability to influence an official act during
the term of this Agreement.
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stal/a zastupcem vetejné moci disponujice tak
moznosti ovlivnit jakékoli ufedni jednani,
postup ¢i rozhodnuti.

Vedle ostatnich prav a moznosti napravy
upravenych touto Smlouvou nebo zakonem,
Quintiles nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy v piipadé, ze
Poskytovatel porusi své zavazky a zaruky
upravené v tomto ¢lanku nebo v pfipadé, ze
Quintiles nebo Zadavatel zjisti, Ze ze strany
Poskytovatele ¢i jakékoli fyzické osoby ¢i
pravnické osoby jednajici jeho jménem, jsou
¢i byla poskytovana neopravnéna plnéni
zastupciim vefejné moci.

Pro ucely této Smlouvy, pojem ,zastupce
vefejné moci“ znamena jakykoliv Gfednik ¢i
zaméstnanec spravniho ufadu, mezinarodni
organizace vetejn¢ho typu ¢i jakékoli sekce,
oddéleni, organu ¢i pobocky téchto instituct,
nebo jakoukoli osobu jednajici v kompetenci
ufedni moci, a to ve prospéch jakékoli vetejné
organizace ¢i vefejného uskupeni; a dale
jakoukoli politickou stranu ¢i  zastupce
politické strany, ¢i jakéhokoli kandidata ci
uchazece o vykon funkce vefejné moci.

V nékterych  zemich  musi v souladu
s platnymi zakony, pfedpisy a pokyny vyrobci
lé¢iv  a zafizeni hlasit udaje o cennych
predmétech, poplatcich a thradach vydaji
poskytovatelim zdravotni péce, priCemz tyto
informace se nasledné zvetejnuji.
Poskytovatel si uvédomuje, ze aby mohl této
ohlasovaci povinnosti, jakoz 1 ostatnim
ptislusnym zakontim, dostat, je Zadavatel
povinen nahlasit veskeré platby ¢i jiné cenné
transfery, které spole¢nost Quintiles dle této
Smlouvy zde uvedenému prijemci plathy
poukaze. Poskytovatel souhlasi, Ze pro tyto
ucely poskytne Zadavateli piehled plateb
a pfislu$nych udaja (v€etné mj. nékterych
osobnich identifika¢nich udajti, jako je nazev
Poskytovatele, jeho adresa a zptsob platby).

I pokud je  Zkousejici zaméstnancem
Poskytovatele a tuto Smlouvu podepisuje jako
uznani dohody, ale nikoliv jakozto samostatna
smluvni strana, bude nicméné s ohledem na
ustanoveni této Smlouvy tykajici se
davérnosti, prav  duSevniho vlastnictvi

In addition to other rights or remedies under this
Agreement or at law, Quintiles or Sponsor may
terminate this Agreement if Institution breaches
any of the representations or warranties
contained in this Section or if Quintiles or
Sponsor learns that improper payments are being
or have been made to Public Officials by
Institution or any individual or entity acting on
its behalf.

For the purposes of this Agreement, ‘“Public
Official” means any officer or employee of a
government, a public international organization
or any department or agency thereof, or any
person acting in an official capacity, including,
for a public agency or enterprise; and any
political party or party official, or any candidate
for public office.

In  some countries, drug and device
manufacturers will be required to report data on
items of value, fees and expense reimbursement
payments made to health care providers pursuant
to applicable laws, regulations and guidance with
such information subsequently to be made
public. Institution understands that to comply
with this reporting obligation, as well as relevant
state laws, Sponsor will need to report any
payments or other transfers of value made by
Quintiles hereunder to the payee identified
herein. Institution consents to having such
summary of payments and corresponding
information (including, without limitation, such
personally identifiable information as Institution
name, address, and form of payment) provided to
Sponsor for this purpose.

If Investigator is an employee of Institution and
will be signing this Agreement as an
acknowledgement of understanding but not as a
separate party, Investigator will nonetheless be
deemed to be a separate party to this Agreement
with respect to the provisions in this Agreement
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a vydavatelskych prav a veskerych
ustanoveni této Smlouvy, kterda oznacuji
Zkousejiciho jako samostatnou smluvni
stranu, za samostatnou smluvni stranu této
Smlouvy povazovan.

9. Tato Smlouva je vyhotovena ve tiech (3)
stejnopisech, z nichz kazda smluvni strana
obdrzi po jednom paré.

Podepsano Quintiles Czech Republic s.r.o. na
zakladé plné moci ze dne 14. ¢ervence 2017 v
zastoupeni Boehringer Ingelheim International
GmbH:

Podpis:

Jméno:

Funkce:

Datum:

Na dukaz souhlasu pripojuje svij podpis
opravnény zastupce Quintiles Czech Republic
S.r.o.:

Podpis:

Jméno:

Funkce:

Datum:

Na dukaz souhlasu pripojuje svij podpis
opravnény zastupce Fakultni nemocnice v Motole:

Podpis:

Jméno: JUDr. Ing Miloslav Ludvik, MBA
Funkce: feditel

Datum:
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related to confidentiality, intellectual property
rights and publication rights and any provisions
in this agreement that designate Investigator as
the sole performing party.

9. This Agreement has been executed in three (3)
counterparts, and each party shall obtain one
counterpart.

Signed by Quintiles Czech Republic s.r.o., under a
Power of Attorney dated 14 July 2017, for and on
behalf of Boehringer Ingelheim International
GmbH:

By:

Name:

Title:

Date:

ACKNOWLEDGED AND AGREED BY Quintiles
Czech Republic s.r.o.:

By:

Name:

Title:

Date:

ACKNOWLEDGED AND AGREED BY Fakultni
nemocnice v Motole:

By:

Name: JUDr. Ing Miloslav Ludvik, MBA
Title: Director

Date:




Ja, nize podepsany, || GGG i«
Zkousejici potvrzuji, ze jsem se fadné seznamil se
smlouvou a vSemi jejimi piilohami a piislusnou
dokumentaci k této Studii a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Dale se
zavazuji nezvefejiiovat informace tykajici se
predmétné Studie bez predchoziho pisemného
souhlasu zadavatele, zachovavat mlCenlivost o vSech
poskytnutych informacich, povazovat tyto za diivérné
a zdrzet se jakéhokoliv jiného uziti té€chto informaci a
vysledkli nez pro ucely této Studie. Jako Zkousejici
souhlasim s tim, Ze zadavatel (a popi. i Quintiles)
bude/budou shromazd’ovat, pouzivat, zpracovavat a
zvetejiovat mé osobni tudaje, vcetné jména,
kvalifikace a zkuSenosti v klinickém hodnoceni, mé
finan¢ni udaje vztahujici se mimo jiné k obdrzené
odméné a finanni ndhrad¢ a dalsi osobni udaje k
administrativnim ¢elim v souvislosti se Studii, popf.
k poskytnuti etickym komisim a statnim Gfadim a
zavazuji se  zajistit tento souhlas i od
spoluzkousejici(ho/ch) a ostatnich ¢lenti studijniho
tymu.

Jméno: [N
Funkce: ZkouSejici
Datum:

Podpis:

Prilohy:

Ptiloha A — Podminky a naleZitosti

Ptiloha B — Platebni rozvrh

Ptiloha C — Vybaveni

Piiloha D — Verze Smlouvy o provedeni klinického
hodnoceni ur¢ena pro zvetejnéni
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I, hereunder signed, | GGG - the

Investigator, hereby certify, that | have duly read this
Agreement and all its attachments along with any/all
documentation submitted in relation to this Study and
I do further oblige to ensure the fulfillment of the
obligations stipulated herein. I do further affirm not to
disclose any information related to this Study unless
prior approval of the Sponsor is obtained, and also
oblige to maintain secrecy about any/all submitted
information, to maintain such information as
confidential and to refrain from any use of such
information and results other than for purposes of this
Study. As the Investigator, | consent to the collection,
use, processing and disclosure of my personal data by
the Sponsor (or Quintiles), including name,
qualification and experience in clinical trials, my
financial data concerning, including but not limited to,
received remuneration and financial compensation
and other personal data for administrative purposes in
relation to the Study, or for disclosure to ethics
committees and applicable regulatory authorities and |
agree to obtain such consents also from Co-
Investigator(s) and other members of Study team.

Name: [ENNEEE

Position: Investigator
Date:

Signature:

Attachments:

Attachment A - Terms and conditions
Attachment B - Budget and payment schedule
Attachment C - Equipment

Attachment D — Version of the Clinical Trial
Agreement intended for publication
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PRILOHA A
PODMINKY A NALEZITOSTI

Vsechny ndzvy odstave budou mit vyznam jim
pfifazeny ve Smlouve.

1) Vykon Studie. Smluvni strany Smlouvy souhlasi s
tim, ze Studie bude provedena v piisném souladu s
Protokolem, béznou Iékaiskou praxi, Helsinskou
deklaraci 2013, platnymi pravnimi predpisy Ceské
republiky, jakoz 1 zavaznymi nafizenimi a
smérnicemi, GCP, zejména v souladu se zakonem ¢.
378/2007 Sb., o léCivech, v platném znéni (dale jen
“Zakon o 1é¢ivech”) a vyhlaskou ¢. 226/2008 Sh. o
spravné klinické praxi a blizS§ich podminkach
klinického hodnoceni 1é¢ivych ptipravkil, v platném
znéni a zakona €. 372/2011 Sb. o zdravotnich sluzbach
a podminkach jejich poskytovani (dale jen ,,Zakon o
zdravotnich sluzbach*), v platném znéni. Poskytovatel
poskytne k fadnému a bezpe¢nému provedeni Studie
dostateCny  pocet  kvalifikovaného  personalu
a vyhovujici zafizeni.

Poskytovatel souhlasi, ze tato Smlouva o klinickém
hodnoceni smi byt na zadost pfedlozena Etické komisi
(EK), ptip. (kompetentnim) regulacnim uradim.

Zkousejici je povinen zkontrolovat veskeré¢ CRF, a je
povinen zajistit jejich presnost a uplnost, dale je
povinen seznamit se s a nalezité porozumét
informacim a dajim uvedenym v instrukci nazvané
“Investigator’s Brochure” ¢i v pokynech ve vztahu ke
zdravotnickym prostfedkiim, je povinen zajistit, Ze
budou naplnény veskeré pozadavky pisemnych
informovanych souhlasti, a ze formulaf pisemného
informovaného souhlasu byl schvalen Zadavatelem.
Poskytovatel  Studii  nezahaji anebude Vv ni
pokracovat, ptip. nedovoli Zkousejicimu Studii zahajit
nebo v ni pokra¢ovat, pokud:
a) nebyla dosud uéinéna vSechna nezbytna
podani ¢i oznameni piislusnym regulacnim
ufadam, a/nebo

b) neni =zatim k dispozici vSechna nezbytna
dokumentace, a/nebo

c) dosud nebyla =ziskana veSkera povinna
vyjadieni a souhlasy (¢i jina kladna

stanoviska) ze strany piisluSnych regula¢nich
uradt, Etické komise pro multicentricka
hodnoceni a Mistnich etickych komisi (dale
jen “EC”).
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ATTACHMENT A
TERMS AND CONDITIONS

All capitalized terms used herein shall have the
meaning ascribed to them in the Agreement.

1) Conduct of the Study. The parties to the
Agreement agree that the Study will be performed in
strict accordance with the applicable Protocol,
accepted medical practice, the Declaration of Helsinki
2013, applicable laws of the Czech Republic,
regulations and guidelines, and GCP, in particular Act
No 378/2007 Coll.,, on pharmaceuticals and on
amendments to some related acts (“Act on
Pharmaceuticals) and Decree No 226/2008 Coll., on
good clinical practice and detailed conditions of
clinical trials on medicinal products, as amended and
Act No. 372/2011 Coll., on Medical Services and
terms and conditions of performance of such services
(,, Act on Medical Services®). The Institution will
provide an adequate number of qualified staff and
adequate facilities to conduct the Study properly and
safely.

The Institution agrees, that this Clinical Trial
Agreement may be forwarded to Ethics Committee
(EC) and /or regulatory (competent) authorities, where
requested.

The Investigator shall review all CRFs to ensure their
accuracy and completeness, shall review and
understand the information in the investigator’s
brochure or device labeling instructions as applicable,
shall ensure that all informed consent requirements are
met and that the informed consent form has been
approved by Sponsor. Institution shall only commence
and continue and not permit the Investigator to
commence and continue with the Study unless and/or
as long as:

a) all necessary submissions or notifications to
the applicable regulatory authorities have
been made and/or

all necessary documentation and information
is available and/or

that all required reviews and approvals (or
favorable opinions) by applicable regulatory
authorities, Ethics Committee for
Multicentrics Trials and Local Ethics
Committees (“ECs”) are obtained.

b)
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Poskytovatel se zavazuje, Ze zajisti, Ze bude vést
ptesné, kompletni a Citelné Zaznamy ze studie. Pro
ucely této Smlouvy znamenaji ,,Ziaznamy ze
studie* v8echny zaznamy, které je tfeba vést dle
Protokolu, platnych zakond a pravidel a piedpist
veskerych regulaénich wfadid, do jejichz pravomoci
Studie spada. Misto vykonu klinického hodnoceni se
zavazuje, ze bez zbyteéného odkladu a v plném
rozsahu ptedlozi Quintiles ¢i Zadavateli ¢i jejich
zastupcum veskera data, udaje, zaznamy a informace
vztahujici se ke Studii, a to béhem bé&zné pracovni
doby a dale jim poskytne promptni soucinnost za
ucelem neprodleného vyteseni jakychkoli dotazi a
dale k provadéni auditu ¢i kontrol zaznami subjekti
hodnoceni, ¢i souvisejicich zprav, protokolt ¢i
datovych zdroji. Takova kontrola nebo audit vSak
musi byt ohlasen alespoii 3 dny pfedem a nesmi narusit
bézny chod Poskytovatele. Misto klinického
hodnoceni je povinno wuchovavat veSkerou
dokumentaci ke Studii, napt. Protokol, zdznamy
subjektl hodnoceni (CRF), slozku zkousejiciho
Zmista hodnoceni (ISF), informovany souhlas,
zdrojové udaje, dokumenty, podle nichZz je mozno
urit totoznost subjektt, Vvsouladu s platnymi
zakonnymi pozadavky, v kazdém ptipadé vSak po
dobu nejméné patnacti (15) let po ukonceni nebo
predCasném ukonceni Studie. Zadavatel bude
informovat Poskytovatele nejpozdéji 6 mésici pred
uplynutim doby archivace o tom, jakym zptisobem
bude s témito zdznamy a dokumenty patiicimi ke
klinickému hodnoceni nalozeno, v piipadé, Ze
Zadavatel ve stanovené dob&é Poskytovatele
informovat nebude, ma se za to, Ze souhlasi se
skartaci. V piipadé, Ze bude Zadavatel zadat o
prodlouzeni doby archivace u Poskytovatele, je
Poskytovatel opravnén po Zadavateli pozadovat
umérné zpoplatnéni. O jakékoliv netimysIné ztraté
nebo znifeni Zaznaml ze studie Misto klinického
hodnoceni neprodlené vyrozumi spole¢nost Quintiles
nebo Zadavatele.

Misto klinického hodnoceni ma za tkol pfipravit
avést presnou auplnou databazi (,,Databaze®)
pacientti zafazenych do Studie v souladu s Protokolem
a zakony, které jsou v Misté klinického hodnoceni
Vv platnosti. Pfi dodrZeni zdvazkt o divérnosti dle této
Smlouvy je Poskytovatel opravnén pouzivat databazi
i pro vlastni potieby.

Poskytovatel preda ¢i jinak zpfistupni spolecnosti
Quintiles ¢i Zadavateli pouze osobni udaje pacientt,
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The Institution agrees to ensure to maintain accurate,
complete, and legible Study Records. For the purposes
of this Agreement, “Study Records” means all
records required to be maintained under the Protocol,
applicable laws and rules and regulations of any
regulatory authority with jurisdiction over the Study.
The Institution shall promptly and fully produce all
data, records and information relating to the Study to
Quintiles and the Sponsor and their representatives
during normal business hours, and shall assist them in
promptly resolving any questions and in performing
audits or reviews of original subject records, reports,
or data sources. However, such review or audit must
be notified at least 3 days in advance and must not
disrupt Institution’s regular operation. Site is obliged
to retain the entire Study documentation, e.g. Protocol,
CRFs, ISF, informed consent form, source data,
documents facilitating identification of the Study
subjects, in accordance with the applicable legal
requirements, and in any event, at least for a period of
fifteen (15) years after the end or the premature
termination of the Study. Sponsor will inform the
Institution at least 6 months before the expiry of the
archiving period how it further wishes to deal with the
Study Records which belong to the Study. If Sponsor
fails to inform the Institution within the agreed time, it
will be presumed that Sponsor agrees that Study
Records will be destroyed. If the Sponsor wishes an
extended archiving period at Institution, the Institution
is entitled to request a reasonable fee for such service.
Site will notify Quintiles and/or Sponsor immediately
in writing of any accidental loss or destruction of
Study records.

The Site shall be responsible to prepare and maintain
an accurate and complete database
(“Database”) regarding the patients enrolled in the
Study according to the Protocol and mandatory law
applicable to the Site. The Institution may use the
Database for its own purposes, subject to the
confidentiality obligations under this Agreement.

The Institution shall not transfer or make in any other
way accessible to Quintiles or the Sponsor any
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které prosly anonymizaci, pfip. pokud byly vyzadany
na zakladé platnych zakont ¢i kompetentnimi organy.
Zadavatel, ptip. spole¢nost Quintiles jsou opravnéni
poverit  kvuli  splnéni  povinnych  zakonnych
pozadavkil nékteré ze svych zamé&stnanct ¢i externich
spolupracovnikt (Clinical research associates, CRA)
kontrolou pfesnosti aUplnosti Databaze, tito
spolupracovnici (CRA) maji nicméné zakazano
spolecnosti Quintiles nebo Zadavateli zpfistupnit
jakékoliv osobni udaje pacienti, pfi¢emz vzdy budou
postupovat v souladu s platnymi pravnimi ptedpisy
Ceské republiky/EU na ochranu osobnich tidaji.

Poskytovatel souhlasi, Ze poskytne pomoc a
soucinnost zastupciim Quintiles a Zadavatele pfi jejich
navstéveé Mista vykonu klinického hodnoceni, a Misto
vykonu klinického hodnoceni déle souhlasi, Ze zajisti,
7Ze jeho zaméstnanci ¢i zastupci nebudou klast
piekazky témto zastupcim v souvislosti s plnénim
jejich shora uvedené kontrolni Cinnosti, ¢i jakkoli
jinak pro né vytvaret nehostinné ¢i nepratelské
prostfedi pro vykon pifedmétné kontrolni cinnosti.
Takové navstévy vsak musi byt ohlasen alespon 3 dny
pfedem a nesmi narusit bézny chod Poskytovatele.

Poskytovatel pouzije Hodnocené 1é¢ivo a jakékoli
srovnavaci piipravky, jez budou Mistu klinického
hodnoceni poskytnuty zdarma v souvislosti se Studii,
v souladu s Protokolem a veskerymi platnymi zakony,
pravidly a ptedpisy, a to vyhradné za ucelem fadného
splnéni Studie, a bude uchovavat veskeré hodnocené
1éCivo asrovnavaci pripravky na uzavieném a
zabezpeceném misté, a to po celou dobu hodnoceni.
Poskytovatel prohlasuje a zavazuje se, Ze ponese
odpovédnost za veSkeré klinické materiadly (vcetné
Hodnoceného 1é¢iva a srovnavacich ptipravki), které
mu spolecnost Quintiles/Zadavatel poskytli, a vést
pisemné zaznamy o vSech klinickych materialech
a zafizenich, které mu spole¢nost Quintiles/Zadavatel
dodali, dale ze zajisti vhodné kontrolni mechanismy,
aby se s Hodnocenym lé¢ivem a ostatnimi klinickymi
materialy zachazelo fadné. Po dokonceni i
predcasném ukonceni Studie Misto vykonu klinického
hodnoceni vrati nebo zlikviduje veskeré nepouzité
Hodnocené 1éCivo, srovnavaci piipravky ¢i vybaveni a
materialy, jakoz 1 veSkeré Duvérné tdaje (ve smyslu
nize uvedeném) dle pokynt spolecnosti Quintiles ¢i
Zadavatele.

Zadavatel, prostrednictvim Quintiles zajisti distribuci
zasilky Hodnoceného 1é¢iva do 1ékarny Poskytovatele,
kde je lékdrnik pfevezme a zkontroluje (jako jiné
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personal data of patients, unless such data has been
pseudonomised or if such disclosure is required under
applicable law or requested by the competent
authorities. The Sponsor and/or Quintiles may assign
certain of its employees or external vendors (clinical
research associates/CRAS) to review and control
accuracy and completeness of the Database in order to
comply with mandatory law; however such CRAs are
restricted from disclosing any personal data of the
patients to Quintiles or the Sponsor, and shall always
act in accordance with applicable legislation of the
Czech Republic/EU on personal data protection.

The Institution agrees to cooperate with the
representatives of Quintiles and Sponsor who visit the
Site, and the Institution agrees to ensure that the
employees, agents and representatives of the Site do
not harass, or otherwise create a hostile working
environment for, such representatives. However, such
visit must be notified at least 3 days in advance and
must not disrupt Institution’s regular operation.

The Institution shall use the Investigational Product,
and any comparator products provided to Site free of
charge in connection with the Study in accordance
with the Protocol and any applicable laws, rules and
regulations, solely for the purpose of properly
completing the Study and shall maintain all
Investigational Product and any comparator products
in a locked, secured area at all times. Institution
represents and warrants to account for all clinical
supplies (including the Investigational Product and
comparator products) provided by Quintiles/Sponsor
and keep a written inventory of any clinical supplies
and equipment supplied by Quintiles or Sponsor,
maintain appropriate controls to ensure proper
handling of any Investigational Product and other
clinical supplies. Upon completion or termination of
the Study, the Site shall return retain, or dispose all
unused Investigational Product, comparator products,
equipment, and materials and all Confidential
Information (as defined below) in accordance with
instructions to be provided by Quintiles/Sponsor.

Sponsor, via Quintiles shall ensure distribution of
shipment of the Investigational Product to the
pharmacy of the Institution, where it shall be received
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zasilky - tzn. neni-li poskozena, v ptipad¢ zvlastnich
pozadavkii na transport, byly-li tyto pozadavky
dodrzeny, ptijem zasilky potvrdi), Hodnocené 1é¢ivo
bude v Iékarn¢ uchovavano, pfipravovano, nasledné si
na zadanku zkousejici Hodnocené 1é¢ivo vyzvedne na
Misto vykonu klinického hodnoceni, kde je za n€ plné
odpovédny.

Quintiles je povinno oznamit do 3 pracovnich dni
pred dodanim, kdy bude zasilka do lékarny predana,
bud’to emailem nebo telefonicky farmaceutovi, ktery
je studii za nemocni¢ni Iékarnu povéien.

Quintiles zajisti dodavku na adresu: FN Motol,
nemocni¢ni 1ékarna, V Uvalu 84, 150 06 Praha 5,
Ceska republika. Likvidaci nevyuzitého Hodnoceného
1éc¢iva si Zadavatel nebo Quintiles zajisti na vlastni
naklady.

Poskytovatel se zavazuje, Ze zajisti, aby ZkouSejici:
a) dodrzoval veskeré statni i mistni pozadavky
na hlaseni nezadoucich piihod pfislusnym
etickym komisim, prip. vSem
(spolu)zkousejicim;
shromazd’oval, dokumentoval a hlasil
informace o vSech nezadoucich piihodach,
zavaznych i nezavaznych, jak jsou definovany
Protokolem (,,Nezadouci ptihody*), v souladu
s pokyny uvedenymi ve sloZzce zkousejiciho
v misté¢ Kklinického hodnoceni, platnymi
zékony a vSemi podminkami stanovenymi ve
schvaleni  etické  komise/institucionalni
hodnotici komise (,,IRB“) ¢i  vSemi
(spolu)zkousejicimi, ake kterym dojde
v dobé¢ od podpisu informovaného souhlasu az
do ukonceni Studie, véetn¢ vSech fazi po
ukonceni 1é¢by, jak stanovuje Protokol;

b)

hlasil Zadavateli vSechny zde popsané
Zavazné nezadouci piihody (,,SAE®) do
dvaceti ¢tyf (24) hodin nebo pfistiho
pracovniho dne, podle toho, co nastane dfive,
aby mél Zadavatel dostatek casu na podani
hlaSeni Zdravotnim ufadtm;
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and examined by the pharmacist (in the same manner
as any other shipment — e.g. whether the delivery is
unharmed, in the event of any specific requirements as
to the means of transportation also whether such
requirements have been duly met, and due acceptance
of the delivery shall be confirmed), Investigational
Product shall be stored and prepared for administration
in the pharmacy, and consequently, on the basis of an
order form, the Investigator shall collect the
Investigational Product and transport it to the Site.
Investigator shall assume full liability over the
Investigational Product once delivered to the Site.

Quintiles hereby agrees to notify the appointed
pharmacist at Institution, who is authorised to
participate in the Study, via e-mail or by phone, within
3 working days prior to the delivery of the
Investigational Product, as to when the shipment is to
be delivered to the pharmacy.

Quintiles shall secure delivery to following address:
Fakultni nemocnice Motol, nemocni¢ni 1ékarna, V
Uvalu 84, 150 06 Praha 5, Czech Republic. Disposal
of any unused Investigational Product shall be
performed by the Sponsor or Quintiles at the expense
of the Sponsor.

Institution undertakes to cause the Investigator to:

a) comply with all national and local
requirements to notify the pertinent ethics
committee or any (sub) investigators of
adverse events;
collect, document and report information on
all adverse events, serious and non-serious,
as defined in the Protocol (“Adverse
Events”), in accordance with the instructions
provided in the investigator site file,
applicable laws and any condition of
approval  imposed by the ethics
committee/Institutional  Review  Board
(“IRB”), or any (sub) investigators, that
occur for each Study subject from the point
the Study subject signs informed consent
until completion of the Study, including any
post treatment period specified in the
Protocol;
report any Serious Adverse Event (“SAE”)
as herein described to Sponsor within
twenty-four (24) hours or the next business
day, whichever is shorter to allow the
Sponsor to perform the reporting towards the
Health Authorities;

b)
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d) shromazdoval a hlasil informace o vSech
SAE, které se usubjektu hodnoceni
vyskytnou kdykoliv po ukonceni Studie,
domniva-li se Zkousejici, ze maji spojitost
s Hodnocenym lé¢ivem;

se stejnym zplsobem pokusil shromazdovat
ahlasit  Zadavateli informace o SAE
Z nasledného sledovani dle pozadavki
Zadavatele nebo spolecnosti Quintiles.

Na zakladé a v souladu s ICH GCP 4.8 (pisemny
informovany souhlas subjektu Studie) bude Zadavatel
neprodlené informovat Misto vykonu klinického
hodnoceni, mistni etické komise a Quintiles, o
jakémkoli poznatku i zjisténi, jeZ budou zpisobila
ovlivnit bezpecnost subjektd Studie nebo ovlivnit
jejich ochotu pokracovat v Gcasti ve Studii, ovlivnit
provadéni Studie, ¢i zplsobilé ovlivnit zménu
poskytnutého souhlasu mistni etické komise ohledné
pokracovani Studie.

Predpokladana doba trvani klinického hodnoceni je od
BN o BN oo podichi
pfipadné zméné€ v navaznosti na
Zadavatele ¢i zmény Protokolu.

pozadavky

2) Divérné udaje. Poskytovatel bude zachovavat
duvérnost veskerych udaji, know-how, pfipravki
a ostatnich informaci (v¢etné mj. dokumentu, popist,
dat, CRF, fotografii, video-materiald a pokynd), a
materiald  (véetné mj. hodnoceného IéCiva a
srovnavacich piipravki), poskytnuté Poskytovateli ze
strany Quintiles, Zadavatele ¢i jejich zastupct (bez
ohledu na to, zda v podobé ustni, pisemné C¢Ci
elektronické), jakoz i veskerych ostatnich udaju,
materiald, zprav a informaci vztahujicich se ke Studii
a k jejimu provadéni ¢i vyvoji (dale jen “Diavérné
udaje”) a nepreda je zadné teti strané bez predchoziho
pisemného souhlasu Zadavatele nebo spolecnosti
Quintiles, ani nepouzije Duaveérné udaje K jinym
ucelim nez k provadéni Studie. Poskytovatel je
povinen zajistovat a zachovavat pfisnou duvérnost
divérnych tdajl a je opravnén je zpiistupnit ¢i odhalit
vyhradng tém zaméstnanciim, ktefi jsou bezprostfedné
zapojeni do provadéni Studie, avSak v rezimu
omezeného piistupu a v jen nezbytném rozsahu, za
podminky, Ze tito zaméstnanci jsou vazani
srovhatelnou povinnosti zachovani davérnosti jako
Poskytovatel dle této Smlouvy. Tyto povinnosti ve
vztahu k ochran¢ davérnych udaji a jejich
nezneuzivani zlstanou v platnosti po dobu deseti (10)
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d) collect and report information on any SAE
that occurs at any time after Study
completion by the Study subject to Sponsor
if the Investigator suspects a causal
relationship to the Investigational Product;
attempt to collect and report to Sponsor
follow up information on SAEs as requested
by Quintiles and/or Sponsor in the same
manner.

In accordance with ICH GCP 4.8 (Informed Consent
of Trial Subjects), Sponsor will promptly report to the
Site, the Local Ethics Committees, and Quintiles, any
finding that could affect the safety of participants or
their willingness to continue participation in the Study,
influence the conduct of the Study, or alter the Local
Ethics Committees approval to continue the Study.

The estimated Study duration is from || G
until and is subject to change in
accordance the Sponsor and Protocol
requirements.

with

2) Confidential Information. Institution shall keep
all data, know-how, substances and all other
information (including, but not limited to, documents,
descriptions, data, CRFs, photographs, videos and
instructions), and materials (including, but not limited
to, the Investigational Product and comparator
products), provided to the Institution by Quintiles,
Sponsor, or their agents, (whether verbal, written or
electronic), and all data, materials, reports and
information, relating to the Study or its progress
(hereinafter, the “Confidential Information”)
confidential and shall not disclose the Confidential
Information to any third party without the prior written
approval of Sponsor and/or Quintiles, or use the
Confidential Information for any other purpose than
the conduct of the Study. The Institution shall keep
the Confidential Information strictly confidential and
shall disclose it only to its employees involved in
conducting the Study on a need-to-know basis
provided always that such employees are bound by a
substantially similar secrecy obligation as the
Institution ~ under  this  Agreement.  These
confidentiality and non-use obligations shall continue
until ten (10) years after completion of the Study, but
shall not apply to information to the extent that it:
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let po dokonceni Studie, nebudou se vsak vztahovat na

udaje, které:
a) jiz Poskytovatel mél k dispozici pied
tim, nez mu je Zadavatel a/nebo spole¢nost
Quintiles poskytli, coz je pisemné¢ dolozeno,
nebo jsou ¢i se stanou vefejné znamymi bez
zavinéni Poskytovatele;
b) jsou Mistu klinického hodnoceni
zvefejnény, sdéleny ¢i poskytnuty treti
stranou, jez neni vdzana zadnou povinnosti
mlcenlivosti anebo Ize toto rozumné
predpokladat;
C) musi byt zvefejnény, odhaleny c¢i
sdéleny etické komisi ¢i  pfislusSnému
kontrolnimu ufadu;
d) musi byt zahrnuty v kterémkoli
pisemném informovaném souhlasu subjektu
hodnoceni;
e) jsou publikovany
s Clankem 4 této Smlouvy; nebo,

v souladu

jejichz odhaleni, zvefejnéni, zpiistupnéni ¢i sdéleni je
pozadovano na zakladé povinnosti stanovené
pfislusnym pravnim pfedpisem za podminky, Ze
Poskytovatel otom Zadavatele nebo spole¢nost
Quintiles bez zbyte¢ného odkladu pisemné zpravil,
aumoznil jim tak usilovat o ochranné opatfeni
k omezeni nebo zabranéni Gniku; a dale za podminky,
7ze misto hodnoceni zpfistupni pouze ty Duvérné
udaje, které je nutno zpfistupnit v souladu s pokyny
pravniho zastupce Poskytovatele. Veskeré Duvérné
udaje, které ma Poskytovatel vuschové, se po
ukonceni nebo uplynuti Studie nebo zapojeni Mista
klinického hodnoceni do ni musi ihned vratit
spolecnosti Quintiles nebo Zadavateli, ptipadné pokud
si to spolecnost Quintiles nebo Zadavatel vyzadaji,
svyjimkou téch udaji, které si je Poskytovatel
povinen ponechat v souladu S mistnimi pravnimi
predpisy nebo spravnou klinickou praxi.

Pokud se Duavérné udaje Zadavatele piredavaji
prostfednictvim e-mailu, pouziji smluvni strany
Sifrovaci technologie. Pro ucely piimé komunikace
mezi vSemi smluvnimi stranami této Smlouvy
poskytne Zadavatel zdarma vhodnou technologii na
adrese http://guides.boehringer-ingelheim.com/. Bez
ohledu na vyse uvedené vsak v pfipad¢, Zze Zadavatel
opomene pfi piedavani Dtvérnych informaci takovou
Sifrovaci technologii pouzit, divérna povaha téchto
udajt ani jejich vlastnictvi tim nebudou nijak dotCeny.
Tyto tudaje =zistavaji inadale Duavérnymi udaji
a vztahuji se na né omezeni uvedena zde v celém ¢l. 2.
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is already in the possession of Institution prior
to its disclosure Sponsor and/or Quintiles as
evidenced by written records, is or becomes
publicly available through no fault of the
Institution;

is disclosed to the Site by a third party not
subject/or presumably not subject to any
obligation of confidence;

b)

must be disclosed to ECs, or applicable
regulatory authorities;

must be included in any subject’s informed
consent form;

e) is published in accordance with Section 4
herein; or,

is required to be disclosed by applicable law provided
that Institution has given prompt and written notice to
Sponsor and/or Quintiles to enable Sponsor and/or
Quintiles to seek a protective order to limit or prevent
disclosure; and provided, further, that Institution will
disclose only such Confidential Information that is
required to be disclosed under instructions from
Institution’s counsel. All Confidential Information in
Institution’s custody will be returned promptly to
Quintiles or Sponsor upon termination or expiry of the
Study or Site’s participation therein, or if Quintiles or
Sponsor, as the case may be, so requests, except for
that information which is required to be kept by Site
according to local laws or GCPs.

If Sponsor Confidential Information is communicated
via Internet mail, the parties will use Internet mail
encryption technology. For direct communication
between all of the parties to this Agreement, Sponsor
provides a suitable technology free of charge at
http://guides.boehringer-ingelheim.com/. Without
limiting the foregoing, any failure by Sponsor to use
such Internet mail encryption technology in its
communication of any Confidential Information will
not affect the confidential and proprietary nature of
such information. Rather, such information will
continue to be Confidential Information and subject to
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Poskytovatel souhlasi, Ze bude jednat v souladu s
veskerymi zAvaznymi pravnimi piedpisy Ceské
republiky na tseku ochrany osobnich tidajti a ochrany
dat.

3) Vlastnicka prava a prava duSevniho vlastnictvi

Chranéné informace: Veskeré dokumenty, udaje,
know-how, vzorce, proteiny asekvence DNA
i hodnocené 1é¢ivo, srovnavaci piipravek a placebo,
které Poskytovatel nebo ZkousSejici obdrzi pro ucely
Studie, jsou abudou majetkem Zadavatele ana
vyzadani je tfeba je Zadavateli, spole¢nosti Quintiles,
nebo jimi povétenym osobam vratit.

Prava K vysledkim: Veskeré udaje, informace
a materialy, které Poskytovatel nebo ZkouSejici
vyvine nebo ziska v souvislosti se Studii (,,Vysledky
studie®), jsou vyluénym a vyhradnim vlastnictvim
Zadavatele. Zadavatel je opravnén pouzivat Vysledky
studie ve spojitosti se vSemi svymi vyzkumy,
vyvojem, marketingem ¢i reklamou i v§emi ostatnimi
zpisoby, které mohou byt v ramci obchodnich zajmu
Zadavatele povazovany za vhodné. Vsechna prava
k Vysledkim studie, které Poskytovatel ziska béhem
Studie, postoupi Zadavateli. O Vysledcich studie bude
Zkousejici pisemné informovat spole¢nost Quintiles
a Zadavatele, a to kazdého zvlast.

Dusevni vlastnictvi:
a) ,DuSevni vlastnictvi“ zde oznacuje
veskera prava, naroky a podily na dusevnim
vlastnictvi ~ a materidlech, ktera  jsou
predmétem Studie nebo Protokolu, véetné mj.
veskerych vlastnickych prav k Hodnocenému
lécivu avSem  Udajim,  technickym
informacim, vynaleziim, objeviim, vyvoji,
zlepSenim, vylepSenim, softwaru, know-how,
metodam, technikdm, vzorcim, udajim,
postupiim a ostatnim chranénym napadim (at’
jiz je 1ze dle patentovych, autorskych ¢i jinych
podobnych prav patentovat i registrovat,

nebo nikoliv) amaterialim  spojenych
s veSkerymi produkty (vCetné mj.
Hodnoceného 1éC¢iva), Studii nebo
Protokolem, ¢i jinak odvozenym,
vymysSlenym, objevenym, vyvinutym i

zavedenym do praxe v piimé nebo nepiimé
souvislosti S poskytovanim sluzeb
Poskytovatelem dle této Smlouvy, hebo
v prubéhu Studie ¢i v souvislosti s ni, at’ je
vyvinul ¢i vytvoril Poskytovatel, spolecnost
Quintiles nebo Zadavatel nebo jejich zastupci,
zaméstnanci ¢i  dodavatelé, ato bud
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the restrictions of this entire Section 2. The Institution,
agrees to comply with any applicable data privacy and
data protection legislation of Czech Republic.

3) Ownership and Intellectual Property Rights
Proprietary Information: All documents, data, know-
how, formulas, protein and DNA sequences, and the
Investigational Product, comparator, placebo provided
to the Institution or Investigator for purposes of the
Study are and shall remain the property of Sponsor and
will be returned to Sponsor, Quintiles, or their
respective designees upon request.

Rights to Results: All data, information and materials
developed or generated by Institution or Investigator
as a result, or arising out, of the Study (“Study
Results™) shall be the sole and exclusive property of
Sponsor. Sponsor may use Study Results in connection
with any of its research, development, marketing or
promotional activities and in any other manner
deemed appropriate to Sponsor's business interests.
The Institution assigns all rights of Study Results
obtained in the Study to Sponsor. Investigator shall
notify Quintiles or Sponsor of the Study Results
promptly, separately and in writing.

Intellectual Property:
@ As used herein, “Intellectual
Property” shall mean all rights, title and
interest in and to the intellectual property and
materials that are the subject of the Study or the
Protocol, including, without limitation, all
property rights in the Investigational Product
and all data, technical information, inventions,
discoveries, developments, improvements,
enhancements, software, know-how, methods,
techniques, formulae, data, processes and other
proprietary ideas (whether or not patentable or
registrable under patent, copyright or similar
laws) and materials related to any product
(including, without limitation, the
Investigational Product), the Study or the
Protocol, or otherwise derived, conceived,
discovered, developed or reduced to practice as
a direct or indirect result of the Institution’s
performance of any services under or pursuant
to this Agreement or during the course of or in
connection with the Study whether generated
or developed by the Institution, Quintiles or
Sponsor or their respective agents, employees
or contractors, either solely or jointly with
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samostatn¢, nebo spoleén€¢ s ostatnimi.
Poskytovatel a Zkousejici berou na védomi,
ze veskeré Dusevni vlastnictvi se povazuje za
Duavérné informace a vztahuji se na néj
ustanoveni ¢l. 2.

b) Veskeré DuSevni vlastnictvi je
vyluénym a vyhradnim majetkem Zadavatele.
Poskytovatel ani jeho zaméstnanci ¢i zastupci
neziskdvaji na zakladé plnéni dle této
Smlouvy zadné Dusevni vlastnictvi ani Zadna
jina  prava  k Hodnocenému  Iécivu.
Poskytovatel timto souhlasi, Zze Zadavateli
postoupi a timto mu i postupuje veskera prava
k DuSevnimu  vlastnictvi iostatni prava
vyplyvajici ze Studie a praci provedenych dle
této Smlouvy, jestlize to neni v rozporu
s platnymi pravnimi piedpisy. Zadavatel je za
vSech  okolnosti  opravnén  pouZivat,
postupovat, licencovat ¢i prevadét vlastnictvi
jakéhokoliv DuSevniho vlastnictvi, aniz by
musel Poskytovateli vyplacet za takové
Dusevni vlastnictvi jakoukoliv nahradu.

C) Poskytovatel souhlasi, Ze Zadavatele
neodkladné¢ zpravi o vSech vynalezech,
objevech ¢i zlepSenich tykajicich se
Dusevniho vlastnictvi a zhotovi veskera
zakonem pozadovana prohléSeni, aby naroky
K ttmto vynalezim, objevim ¢i zlepSenim
byly pfevedeny na Zadavatele. Zadavatel ma
vyhradni a vyluéné pravo na vlastni vydaje
apod svym jménem ziskat, podat a soudné

others. Institution and Investigator
acknowledge that all Intellectual Property shall
be considered Confidential Information subject
to Section 2.

(b) All Intellectual Property shall be the sole and

(©)

exclusive property of Sponsor. The Institution,
including its employees or agents, shall not
acquire any Intellectual Property or any other
rights of any kind whatsoever with respect to
the Investigational Product as a result of
performance under this Agreement. The
Institution hereby agrees to assign and
herewith assigns to Sponsor all Intellectual
Property and other rights resulting from the
Study and the work under this Agreement,
unless this is inconsistent with applicable
legislation. At all times, Sponsor shall have the
exclusive right to use, assign, license or
transfer ownership of any Intellectual Property
without payment of any compensation to the
Institution for such Intellectual Property.

The Institution agrees to promptly notify
Sponsor of any such Intellectual Property
invention, discovery or improvement, and to
make all statements legally necessary to vest
title in such invention, discovery or
improvement in Sponsor. Sponsor shall have
the sole and exclusive right to obtain, file and
prosecute in its own name and at its expense,
applications for patents on any information

vymahat zadosti o patent K jakymkoliv derived from Intellectual Property. Upon
informacim odvozenym z DuSevniho request and at the expense of Sponsor, the
vlastnictvi. Poskytovatel bude na Zadost Institution shall assist Sponsor in securing and
Zadavatele ajeho naklady Zadavateli enforcing Sponsor’s rights in the Intellectual

napomocen pii zajistovani a vymahani jeho
prav na DuSevni vlastnictvi, v€etn¢ toho, Ze
Zadavateli poskytne vSechny pfislusné
arelevantni udaje ainformace, které se
Dusevniho vlastnictvi tykaji, a dale mu bude
napomocen pii poskytovani vSech prohlaseni,

Property, including disclosure to Sponsor of all
relevant or pertinent information and data with
respect to such Intellectual Property and the
execution of all oaths, assignments and other
instruments necessary in order to apply for and
obtain such rights and in order to assign and

postoupeni  adalsich listin  nezbytnych convey to Sponsor, its successors and assigns
k Zadosti otato prava ajejich ziskani the sole and exclusive rights, title and interest
a k prevedeni a postoupeni v8ech vyhradnich in and to such Intellectual Property and any
a vyluénych  prav, narokii  a podilt copyrights, patents or other intellectual

v DuSevnim vlastnictvi, vSech autorskych
pravech, patentech ¢i s tim spojenych jinych
pravech dusevniho vlastnictvi Zadavateli,
jeho nastupciim a nabyvatelim.

property rights relating thereto.
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d) Poskytovatel a ZkousSejici se
podpisem této Smlouvy zaruluji, Ze
neuzavieli ani neuzaviou Zadnou smlouvu ani
nevstoupi do smluvniho vztahu, ktery by byl
vrozporu spravy Zadavatele k jakymkoliv
Vysledkim studie, vynaleziim, objevim ¢i
technologiim, které vyplyvaji nebo se tykaji
jejich plnéni dle této Smlouvy.

4) Propagace a publikovani. Zadavatel ma
k Vysledkiim studie neomezena vydavatelskd prava
aje opravnén udaje predat ke zvefejnéni tietim
stranam. Spolecnost Quintiles a Zadavatel uznavaji
a berou na védomi zajem Poskytovatele na zvetfejnéni
praci tykajicich se Studie v ¢asopisech, na
konferencich ¢i jinak k nekomerénim ucelim.

Po ukonceni Studie, ne vSak dtive, nez budou poprvé
zvefejnény slouc¢ené vysledky Studie, nebo dokud
nebudou tdaje dostacujici (dle pfiméfeného soudu
Zadavatele), je Poskytovatel opravnén ptipravit udaje
k vydani. Nejméné Sedesat (60) dni pied predanim
jakékoli odborné prace ¢i jakychkoli jinych materialt
vztahujicich se ke Studii do tisku, ke kontrole ¢i revizi,
¢i jejich poskytnuti jakymkoli tfetim osobam
neucastnicim se na vykonu Studie, zavazuje se
Poskytovatel, Ze poskytne Zadavateli kopie veskerych
takovych odbornych praci ¢i jakychkoli jinych
materialti, a poskytne mu $edesat (60) dnti na revize a
kontrolu a pro pfipravu pfipominek k témto
pisemnostem. Pokud Zadavatel béhem této
Sedesatidenni  (60) lhity Poskytovatele a/nebo
Zkousejiciho pisemné nevyrozumi, ze pfipravovanou
publikaci je tieba z diivodu ochrany patentovatelnych

vynalezti odlozit nebo pozménit,
a) aby se piedeSlo zvefejnéni Duvérnych
informaci, obchodnich tajemstvi nebo know-

how;

b) aby byla zajiSténa piesnost prezentace Ci
publikace, nebo
c) aby mohly byt poskytnuty dodatecné

relevantni informace,

bude Poskytovatel smét zvefejnit vysledky/udaje
Studie za dodrZeni pravidel zvetejnéni dle tohoto Cl. 4.
Je-li tfeba navrzenou publikaci odlozit, Poskytovatel
pozdrzi podéni publikace na dobu predem dohodnutou
Vv dobré vife smluvnimi stranami, ne vSak déle nez
osmnact (18) mésici od doby, kdy Zadavatel
ptislusnou patentovou zadost podal. Poskytovatel dale
souhlasi, ze je-li Studie soucasti multicentrického
klinického hodnoceni, jakékoli publika¢ni cCinnost
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(d) Institution and Investigator warrant by the
execution of this Agreement that they have not
entered, and will not enter, into any contractual
agreement or relationship which would in any
way conflict with or compromise Sponsor’s
rights to, any Study Results, inventions,
discoveries, or technology arising out of or
related to their performance thereunder.

4) Publicity and Publication. Sponsor shall have
unrestricted publication rights for the Study Results
and may give the data to third parties for publication.
Quintiles and Sponsor recognize and acknowledge
Institution’s interest in making publications relating to
the Study in journals, at meetings or otherwise, for
non-commercial purposes.

Upon completion of the Study but not before the first
publication of the consolidated Study results, or when
data are adequate (in Sponsor’s reasonable
judgement), the Institution has the right to prepare the
data for publication. At least sixty (60) days prior to
submitting or presenting a manuscript or other
materials relating to the Study to a publisher, reviewer,
or other outside persons, the Institution shall provide
to Sponsor a copy of all such manuscripts and
materials, and allow Sponsor sixty (60) days to review
and comment on them. Unless Sponsor informs, the
Institution and/or Investigator in writing during this
sixty (60) day period that the proposed publication
must be delayed in order to protect a patentable
invention or changed

to avoid disclosure of Confidential
Information trade secrets or know-how,

a)

b) to ensure the accuracy of the presentation or
publication, or
to enable relevant supplementary information

to be provided,

<)

Institution shall be free to publish the Study results
Study results/data subject to the publication rules of
this Section 4. In the event that a delay of the proposed
publication is required, 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 submission of a
respective patent application by Sponsor. The
Institution agrees that if the Study is part of a multi-
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Poskytovatele vztahujici se k vysledkim Studie
provadéné v Misté vykonu klinického hodnoceni,
nebude ucinéna pfed prvnim multi-centrickym
zvetejnénim; avSak za podminky, Ze nedojde-li do
jednoho roku od wuzavieni databaze k multi-
centrickému zvefejnéni, Poskytovatel bude opravnén
publikovat nezavisle a samostatné v souladu s timto
ustanovenim.

Pro vSechny publikace souvisejici se Studii nebo
zahrnujici jakéakoli studijni data Zadavatel, Misto
provadéni klinického hodnoceni a Zkousejici souhlasi,
ze budou dodrzovat pokyny Spravné klinické praxe (k
dispozici na: http://www.ismpp.org) a vSechny etické
standardy tykajici se publikaci a autorstvi, vcetng
pravidel ~ Spravné  védecké  praxe, pokynu
Kk publikovani udaji z klinickych hodnoceni popsané
napt. vydavateli hlavnich 1ékafskych ¢asopist a etické
normy tykajici se publikovani a autorstvi, vcetné
»Doporu¢eni pro provadéni, hlaseni, editaci a
publikaci rukopist % odbornych
casopisech” stanovené Mezinarodnim vyborem pro
editory odbornych ¢asopisti (International Committee
of Medical Journal Editors [,,ICMJE*]).

Autorstvi vSech publikaci tykajicich se Studie se
stanovi na zaklad¢ vzajemné dohody. Zadavatel je
opravnén jmenoval spoluautory. Neni-li dohodnuto
jinak, stava se spoluautorem hlavni ucelené publikace
Studie ten zastupce Zadavatele, ktery se na provedeni
Studie vyznamnou mérou podilel.

Poskytovatel zavaze vSechny své zaméstnance i jiné
treti strany, které se na provedeni Studie podileji, aby
plnili vyse uvedené zavazky.

Zadnd smluvni strana nepouZzije nazev, ochranné
znamky, loga, fyzické podoby, jména zaméstnance,
znaCky majitele Ci jiné vyobrazeni spojené se
Zadavatelem nebo jakoukoli jinou smluvni stranou ve
spojeni s jakoukoli inzertni, reklamni, publikacni ¢i
propagacni ¢innosti, ani jinou publika¢ni innosti,
aplikaci ¢i formatem bez piedchoziho pisemného
souhlasu, avSak s vyjimkou, Ze Zadavatel a Quintiles
budou opravnéni uzit nazvu Poskytovatele a jména
ZkousSejiciho pfi publikacni Cinnosti vztahujici se ke
Studii, jakoz i pfi vedeni souvisejici korespondence ¢i
komunikace, a to véetné webovych stranek klinickych
hodnoceni a v souvislosti s newslettery vztahujicimi se
ke Studii, jak je uvedeno v ¢l. 4 této Smlouvy. Dale je
Zadavatel opravnén pouzit jméno Poskytovatele
a/nebo Zkousejiciho V jakékoliv publikaci, aplikaci ¢i

Smlouva o klinickém hodnoceni / Clinical Trial Agreement
Boehringer Ingelheim 1245.121 / YXA41298

Fakultni nemocnice v Motole,

Verze/Version Redacted, 22052018

center study, any publication by the Institution of the
results of the Study conducted at the Site shall not be
made before the first multi-center publication;
provided, however, that if no multi-center publication
is made within one year from database lock, then the
Institution may publish individually in accordance
with this provision.

For all publications relating to the Study or including
any Study data, Sponsor, Site and Investigator 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 rules of Good Scientific Practice, the
guidelines for publications of clinical Study data as
outlined e.g. by editors of the major medical journals
as well as 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 (“ICMJE”) (found at http://www.icmje.org).

Authorship of any publications relating to the Study
shall be determined by mutual agreement. Sponsor has
the right to name co-authors. A representative of the
Sponsor substantially involved in the implementation
of the Study will serve as co-author in the primary full
publication of the study, unless otherwise agreed.

Institution shall oblige all its employees and other third
parties participating in the conduct of the Study to
comply with the above mentioned obligations.

No party hereto shall use any other party’s name, or
Sponsor’s name trademarks, logos, physical likeness,
employee name, owner symbol, or other image, in
connection with any advertising, publication or
promotion as well as in any other publications,
applications or forms without prior written permission,
except that the Sponsor and Quintiles may use the
Institution’s and Investigator’s name in Study
publications and communications, including clinical
trial websites and Study newsletters, and as stated in
Section 4 of the Agreement. Furthermore, Sponsor,
may use the name of Institution and/or Investigator in
any publication, 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.
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formatu, pfip. v jinych materialech, které predklada
kontrolnimu  ufadu a/mebo dal§i  zvefejnéni
pozadovana pfislusnym zakonem, jako jsou zveiejnéni
v registrech klinickych hodnoceni.

Identifikace obchodniho tajemstvi. Strany timto
potvrzuji a souhlasi, ze Pfiloha B, minimalni cil
naboru, ocCekavany pocet subjektti zatazenych do
Studie a ocekavané trvani Studie, Soubor informaci
pro zkouSejiciho, Smlouva o pojisténi klinického
hodnoceni, Protokol klinického hodnoceni a osobni
udaje osob (dale oznacované jako ,,Duveérné informace
specifické pro klinické hodnoceni) budou
povazovany za vyznamné informace v rdmci
zakonného vymezeni obchodniho tajemstvi (§ 504
zakona ¢. 89/2012 Sb., ob¢anského zakoniku, ve znéni
pozd&jsich piedpisli), protoze univerzalni pfistup k
takovym informacim muize mit vyznamny dopad na
ekonomické vysledky a pozici na trhu Zadavatele a
Clentt skupiny Zadavatele v ostatnich clenskych
zemich. Divérné informace specifické pro klinické
hodnoceni jsou bud’ soucasti textu hlavni Smlouvy,
nebo  jednotlivych  dodatki  této  Smlouvy.
Poskytovatel potvrzuje, Ze také povazuje Duvérné
informace specifické pro klinické hodnoceni za
vyznamné v ramci zakonné definice obchodniho
tajemstvi (§ 504 zakona ¢. 89/2012 Sb., obcanského
zakoniku, ve znéni pozdéjsich predpisti) a zavazuje se
udrzovat takové informace duvérné v souladu s
¢lankem 2 této Prilohy A.

Zverejnéni. Strany souhlasi, ze v pfipade, ze
Smlouva bude muset byt zvefejnéna podle
zakona €. 340/2015 Sb., o zvlaStnich podminkach
ucinnosti nékterych smluv, uvetejnovani téchto
smluv a o registru smluv (,,zdkon o registru
smluv) nebo podle dalsich souvisejicich
regulacnich opatieni, provedou nasledujici:

e  Poskytovatel zvefejni Smlouvu s ohledem
na postup uvedeny v tomto odstavci;

e  Duavérné informace specifické pro klinické
hodnoceni a dalsi divérné informace
podle Clanku 2 Piilohy A této Smlouvy
nebudou zvefejnény;

e Pro ucely zvetejnéni poskytne
Poskytovatel Spravci registru smluv kopii
podepsané smlouvy ve formatu, ktery
vyzaduje Zakon o registru smluv;

e  Poskytovatel bude informovat spole¢nosti
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Designation of Business Secret. Parties hereby
acknowledge and agree that Attachment B, the
minimum enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study, Investigator’s Brochure, Insurance Contracton
Clinical Trial Insurance, Clinical Trial Protocol and
personal data of the individuals, (further stated as
,»lrial Specific Confidential Information®), are
deemed as information significant within the meaning
of statutory definition of business secret (Section 504
of Act No. 89/2012 Coll., the Civil Code, as amended),
as universal access to such information may have a
substantial impact on economic results and market
position of the Sponsor and members of the Sponsor’s
group in other EU Member States. Trial Specific
Confidential Information are either part of the text of
the main Agreement or individual attachments to this
Agreement. Institution acknowledge that it also deem
Trial Specific Confidential Information significant
within the meaning of statutory definition of business
secret (Section 504 of Act No. 89/2012 Coll., the Civil
Code, as amended) and undertakes to keep such
information confidential in accordance with Section 2)
hereof.

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

o Institution shall disclose Agreement with
respect to procedure indicated in this
clause;

e  Trial Specific Confidential Information and
other confidential information according to
the Article 2 of the Attachment A of this
Agreement shall not be disclosed:;

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

o Institution shall inform Quintiles of the
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Quintiles o provedeném zvetejnéni
Smlouvy: (i) v registru smluv, je-li to
mozné, Poskytovatel uvede emailovou
adresu spolecnosti Quintiles pro ucel
poskytnuti potvrzeni ohledné¢ zvefejnéni
Smlouvy; (ii) v pfipadé€, Ze moznost (i)
vyse nelze provést, Poskytovatel poskytne
béhem 5 pracovnich dnd od pfijeti
potvrzeni o zvefejnéni Smlouvy takové
informace a pfislusné dikazy spolecnosti
Quintiles. Pro ucely tohoto odstavce bude
pouzita nasledujici emailova adresa

Sﬁoleénosti Quintiles:

e Poskytovatel zvefejni Smlouvu a rovnéz
poskytne  potvrzeni o  zvefejnéni
spole¢nosti Quintiles, jak je uvedeno vyse
v tomto odstavci do 30 dni ode dne
podpisu  smlouvy posledni smluvni
stranou;

e V piipadé¢, Ze Smlouva bude zvefejnéna v
rozporu se Zakonem o registru smluv
a/nebo touto Smlouvou, Poskytovatel
okamzité, ale ne pozdé&ji nez 2 dny od
okamziku, kdy se dozvi o takovém
poruSeni nebo od pfijeti pisemného
pozadavku od spolecnosti Quintiles,
zjedna napravu a zajisti, aby zvefejnéni
bylo v souladu se Zakonem o registru
smluv a rovnéz s touto Smlouvou;

Bez omezeni uplatiiovani pravidel uvedenych v
tomto ¢lanku vyse musi Poskytovatel v kazdém
pfipad¢ zvefejnit Smlouvu s ohledem na pozadavky
stanovené Zakonem o registru smluv, jakoz i
jakychkoli jinych platnych zakont. Poskytovatel
odSkodni a zajisti ochranu spolecnosti Quintiles proti
jakymkoli piipadnym Skoddm vzniklym z poruseni
Zakona o registru smluv nebo jinych platnych zakont
ze strany Poskytovatele.

4.1. Radné plnéni tohoto odstavce je povazovano za
podstatn¢ vyznamné pro ucely této Smlouvy;
poruseni jakychkoliv povinnosti stanovenych v
tomto oddile bude povazovano za zavazné
poruseni Smlouvy a kterakoli strana, ktera utrpi
Ujmu takovym porusenim ma narok na nahradu
vzniklé Gjmy.

V piipadé jakychkoli novelizaci Zakona o
registru smluv a/nebo souvisejicich zdkonnych
pozadavkd Strany souhlasi, Ze pfislusSnym
zpusobem upravi tuto Smlouvu, bude-li tfeba.

4.2.
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performed disclosure of the Agreement: (i)
in the Contract Register, if possible,
Institution shall include Quintiles’ email
address for the purpose of provision of the
confirmation about the disclosure of the
Agreement; (ii) in case option (i) above
could not be implemented, Institution shall
within 5 business days as of receipt of the
confirmation on the disclosure of the
Agreement provide such information and
the respective evidence to the Quintiles.
For the purposes of this clause following
email address of Quintiles shall be used:

o Institution shall disclose Agreement as well
as provide confirmation about the
disclosure to Quintiles as indicated above
in this clause within 30 days as of signing
of the Agreement by the last Party;

o In case the Agreement will be disclosed in
breach with the Contract Registry Act and
/ or this Agreement, the Institution shall
immediately but not later than within 2
days as of becoming aware of such breach
or as of receipt of the written request from
the Quintiles eliminate the breach and
ensure that the disclosure meets Contract
Registry Act as well as this Agreement;

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

4.1. Proper performance of this clause is considered
of significant importance for the purposes of
this Agreement; breach of any obligations
stipulated in this section will be considered as
serious breach of the Agreement and any Party
suffering by such breach shall be entitled to
claim the incurred damages.

In case of any amendments to the Contract
Registry Act and / or related legal requirements,
Parties agree to amend this Agreement
respectively, if needed.

4.2.
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43. Smluvni strany berou na védomi, Ze
Poskytovatel, jakoZto statni piispévkova
organizace, je povinen na dotaz tfeti osoby
poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném pfistupu k

informacim, ve znéni pozd¢jsich predpisii.

5) Monitorovani, provadéni kontrol a zikaz
vykonu dinnosti. Smluvni strany se dohodly na
castych inspekcich a ovéfovani zdrojovych tdaji u
Poskytovatele, které bude provadét monitor
jmenovany Zadavatelem nebo spole¢nosti Quintiles.
Monitor bude béhem Studie dochazet k Poskytovateli
na kontroly, aby se Zkousejicim a dal$im personalem
projednali postup Studie, pfiemz tito umozni
kontrolu veskerych udaja ze Studie, véetné 1€kaiskych
zaznami, o néZ monitor pozada. Poskytovatel vsak
nese i nadale odpovédnost za ptesné a tplné zadavani
udaji do zaznami subjektt hodnoceni (CRF).

Na zaklad¢ v¢asné piijaté vyzvy, ktera bude v piipadé
opravnénych zastupcii Quintiles nebo Zadavatele
uskuteCnéna alespon 3 dny piedem, souhlasi
Poskytovatel, Ze umozni opravnénym zastupcum
Quintiles, Zadavatele ¢i zastupciim kontrolnich urada
ptimy pfistup k zaznamim Poskytovatele, jez se
vztahuji ke Studii, a to vcetn¢ lékarskych zaznamu
subjektti hodnoceni, a to pro tcely vykonu kontrolni
¢innosti, auditu ¢i monitoringu, pfiCemz zaroven
takovou cCinnosti nesmi byt naruSen béZzny chod
Poskytovatele. Poskytovatel neprodlené vyrozumi
Quintiles, a rovnéZz Quintiles poskytne kopie
pfedmétnych pisemnosti, o jakychkoli oznamenich,
vyzvach, pozadavcich, korespondenci ¢i komunikaci
piijaté od ¢ zaslané jakéhokoli/jakémukoli
statniho/mu ¢i kontrolnitho/mu ufadu, jez se svoji
povahou budou vztahovat ke Studii, véetné¢ mj. pak
oznameni o provedeni kontroly prostor a zafizeni
Mista vykonu klinického hodnoceni a Poskytovatel
umozni Quintiles a Zadavateli Gcast pifi takovych
kontrolach. Poskytovatel se zavazuje, Ze vyvine
nezbytné Usili za ucelem oddéleni a nezvetejnéni,
nesdéleni ¢i nezpfistupnéni vSech téch materialt
divérné povahy, jichZ neni bezprostiedné pozadovano
béhem ¢i v souvislosti s takovymi kontrolnimi
navstévami.

Bude-li se jakakoliv navrzena korespondence mezi
Poskytovatelem aregulaénimi tfady pfimo tykat
¢innosti Poskytovatele dle této Smlouvy, Zadavatel
a/nebo spole¢nost Quintiles jsou opravnéni takovou
korespondenci  kontrolovat  a pozadovat v ni
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4.3. The parties hereby acknowledge that the
Institution, as a state budgetary organization, is
obliged to provide information upon third
person’s request pursuant to the Act No.
106/1999 Coll. on Free Access to Information,

as amended.

5) Monitoring, Inspection and Debarment. The
parties agree to frequent monitoring visits and source
data verification to the Institution by a monitor
appointed by Quintiles and/or Sponsor. The monitor
shall visit the Institution during the Study to discuss
Study progress with the Investigator and other
Institution personnel who will allow inspection of all
Study data including medical records requested by the
monitor. The Institution shall remain responsible for
the accurate and complete data entry in the CRFs.

When given reasonable notice, which in case of
authorized Quintiles and Sponsor personnel shall be
given at least 3 days in advance, the Institution agrees
to allow authorized Quintiles, Sponsor or regulatory
authority personnel direct access to the Institution’s
records relating to the Study, including subject
medical records, for monitoring, auditing, and
inspection purposes, however such activities must not
disrupt Institution’s regular operation. The Institution
shall immediately notify Quintiles of, and provide
Quintiles copies of, any inquiries, correspondence or
communications to or from any governmental or
regulatory authority relating to the Study, including,
but not limited to, requests for inspection of the
Institution’s facilities, and the Institution shall permit
Quintiles and Sponsor to attend any such inspections.
The Institution will make reasonable efforts to
separate, and not disclose, all confidential materials
that are not required to be disclosed during such
inspections.

If any proposed correspondence from Institution to a
regulatory authority relates directly or indirectly to
Institution’s activities under this Agreement, Quintiles
and/or Sponsor will have the right to review such
correspondence and request reasonable revisions
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opodstatnéné Upravy. To neplati v piipadé, kdy je
statnim organem Poskytovateli stanovena lhita
k vyjadieni nebo jinému pravnimu jednani a jejim
zmeskdnim by, sohledem na jeji délku, hrozilo
Poskytovateli ulozeni sankce. Pokud Zadavatel nebo
spole¢nost Quintiles o takovou kontrolu pozadaji,
Poskytovatel jim umozni do zafizeni pfistup,
zptistupni jim dané materidly a na pozadani doplni
dalsi informace.

ZkouSejici bude spoletné s  Poskytovatelem
odpovédny za vedeni hlavnich dokument Studie, a to
po dobu 15 let po dokonceni Studie, a/nebo zptisobem
stanovenym v soucasnosti platnymi pravidly GCP), a
platnymi pravnimi predpisy, jakoz 1 pozadavky
Zadavatele, a pfijme vhodna opatfeni za ucelem
zabranéni nahodnému ¢i predcasnému zniceni shora
uvedené dokumentace. V piipadé, ze Zkousejici
ukonéi své pisobeni u Poskytovatele, podminky
odpovédnosti za vedeni Studijni dokumentace budou
sjednany ¢i rozhodnuty v souladu a na zakladé
prislusnych pravnich ptedpisi. V piipadé, ze
Zkousejici ¢i spoluzkousejici ukonci svou ptsobnost U
Poskytovatele ¢i na jeho strané dojde ke zmén¢ adresy
bydlisté, je povinen neprodlené vyrozumét o takové
skute¢nosti Zadavatele a spole¢nost Quintiles a sdélit
jim aktualni adresu. Poskytovatel prohlasuje a
potvrzuje, Ze ani Poskytovatel, a dle jeho nejlepsiho
védomi ani kterykoli z jeho zamé&stnancu, zastupct ¢i
jakékoli jina osoba, kterd se podili na vykonu Studie
pod jeho vedenim, nebyla zbavena pfislusného
opravnéni, nebyla ji uloZena sankce zakazu vykonu
¢innosti nebo jeho pozastaveni k vykonu klinickych
hodnoceni a déle, ze kterykoli z téchto subjektii neni
vySetfovan  jakoukoli kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni miize byt ulozeni
sankce zakazu vykonu Cinnosti ani se na n¢j jinak
nevztahuji 74dna omezeni ¢&i sankce ulozené Utadem
pro kontrolu potravin aléciv (FDA) ¢&i jinym
podobnym statnim Gfadem nebo odbornym organem
tykajici se provadéni védeckych nebo klinickych
vyzkumii ¢i odebrani opravnéni, a to v kterémkoli
staté, a Poskytovatel se dale zavazuje neprodlené
pisemné vyrozumeét Quintiles v piipadé, ze dojde k
uloZeni sankce zdkazu vykonu ¢innosti, k odejmuti
opravnéni k vykonu klinického hodnoceni ¢i k
zahajeni souvisejiciho fizeni.

6) Ukonceni platnosti. Quintiles nebo Zadavatel jsou
opravnéni ukoncit tuto Smlouvu doru¢enim pisemné
vypovédi, a to s okamzitou Géinnosti. Poskytovatel je
opravnén ukonCit platnost Smlouvy dorucenim
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thereto. This does not apply when the regulatory
authority gives the Institution a deadline for response
or other legal action and a potential failure to meet the
deadline, with respect to its length, would pose a
sanction threat to the Institution. In the event that
Quintiles or Sponsor requests to perform such an audit,
the Institution shall allow access to the facilities, make
documents available and provide further information
as requested.

The Investigator and the Institution, shall be jointly
responsible for maintaining essential Study documents
for 15 years after completing the Study and/or in the
manner specified by current GCP guidelines, local
laws, and Sponsor requirements and shall take
measures to prevent accidental or premature
destruction of these documents. If the Investigator
leaves an institution, then responsibility for
maintaining Study records shall be determined in
accordance  with  applicable  regulations. If
Investigator or sub-investigator leaves an institution or
otherwise changes addresses, he or she shall promptly
notify Sponsor and Quintiles of his or her new address.
The Institution represents and warrants that neither it,
nor, to the best of its knowledge, any of its employees,
agents or other persons performing the Study under its
direction, has been debarred, suspended, disqualified
or banned from conducting clinical trials or is under
investigation by any regulatory authority for
debarment or otherwise subject to any restrictions or
sanctions by the FDA or any other governmental
authority or professional body with respect to the
performance of scientific or clinical investigations.
Institution shall notify Quintiles immediately in
writing if any such investigation, disqualification,
debarment, or ban occurs.

6) Termination. Quintiles or Sponsor may terminate
this Agreement effective immediately upon written
notice. The Institution may terminate upon written
notice if circumstances beyond the Institution’s
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pisemné vypovedi v pripade, Ze okolnosti stojici mimo
moznosti, které je Misto vykonu klinického hodnoceni
zpusobilé ovlivnit, zabrani Mistu vykonu klinického
hodnoceni dokoncit Studii, nebo v pfipadé, ze
Poskytovatel dtvodné dosp&e k zavéru, 7Ze
pokraovani ve vykonu Studie predstavuje zdravotni
riziko. Na zakladé pfijaté vypoveédi. Misto vykonu
klinického hodnoceni neprodlen¢ ukon¢i nabor
jakychkoli subjektti hodnoceni, zavazuje se, ze bude
jednat v souladu s postupy stanovenymi pro piipad
ukonceni, dale zajisti, ze budou dokonceny jakékoli
piedepsané kontrolni prohlidky (follow-up), a vyvine
nezbytné¢ usili za ucCelem minimalizace dalSich
nakladd, pficemz Quintiles provede kone¢nou tthradu
za navstévy ¢i milniky, jez byly fadn¢ provedeny, ¢i
jichZ bylo fadné dosazeno v souladu s touto Smlouvou,
a to v ¢astkach, jez jsou definovany v Ptiloze B; avSak
pod podminkou, Zze ¢ast zavéreéné platby ve vysi
deseti procent (10%) bude zadrzena do okamziku
prijeti vSech souvisejicich formulait CRF a vyjasnéni
veskerych dotazli vztahujicim se k datiim a dajim a
dale po splnéni veSkerych ostatnich podminek a
ustanoveni stanovenych touto Smlouvou. Ani
Quintiles ani Zadavatel nebudou viéi Poskytovateli
odpovédni ve vztahu k jakémukoli uslému zisku,
ztraté  obchodnich  prilezitosti, ¢i  jakymkoli
souvisejicim Skodam. Dojde-li k divodné obavé, ze
doslo k podstatnému poruseni této Smlouvy, a ze v
této souvislosti bude nezbytné ukonéit platnost
Smlouvy, pak, s vyjimkou pfipadu a v rozsahu, aby
nedoslo k ohrozeni zdravi subjektd hodnoceni,
Quintiles a/nebo Zadavatel miize prerusit naplinovani
této Smlouvy, a to zCasti ¢i v celém rozsahu, véetné
mj. pak ve vztahu k naboru subjekt hodnoceni.

7) Naroky a odmitnuti naroka. Poskytovatel je
povinen bez zbyte¢ného odkladu poté, co se o takové
skuteCnosti dozvi, pisemné vyrozumét Quintiles a
Zadavatele o jakémkoli ndroku vztahujicimu se k
onemocnéni ¢i Wymeé na zdravi, k nimz skutecné ¢i
udajné doslo v souvislosti s nezadouci reakci na
hodnocené¢ [éCivo a =zavazuje se dale umoznit
Zadavateli vést jednani o vypotadani takového naroku
(v€etné jednani o mimosoudni nahradé ¢i vyporadani),
a pIné spolupracovat se Zadavatelem pii jednanich o
vypotadani takového naroku. Quintiles timto vyslovné
odmita jakoukoli odpovédnost v souvislosti s
hodnocenym 1éCivem, vcetn¢ jakéhokoli naroku
vztahujicimu se k odpovédnosti za Skodu zplisobenou
hodnocenym lé¢ivem, k niz doSlo v souvislosti s
podminkami zplsobenymi ¢i udajné zplsobenymi
podanim ¢i aplikaci takového hodnoceného 1éCiva, S
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reasonable control prevent the Site from completing
the Study, or if the Institution reasonably determines
that it is unsafe to continue the Study. Upon receipt of
notice of termination, the Site shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensure that any required
subject follow-up procedures are completed, and make
all reasonable efforts to minimize further costs, and
Quintiles shall make a final payment for visits or
milestones properly performed pursuant to this
Agreement in the amounts specified in Attachment B;
provided, however, that ten percent (10%) of this final
payment will be withheld until final acceptance by
Sponsor of all subject CRF pages and all data
clarifications issued and satisfaction of all other
applicable conditions set forth in the Agreement.
Neither Quintiles nor Sponsor shall be responsible to
the Institution for any lost profits, lost opportunities,
or other consequential damages. If a material breach
of this Agreement appears to have occurred and
termination may be required, then, except to the extent
that subject safety may be jeopardized, Quintiles
and/or Sponsor may suspend performance of all or part
of this Agreement, including, but not limited to,
subject enrollment.

7) Claims and Disclaimers and Insurance. The
Institution shall promptly notify Quintiles and Sponsor
in writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
Investigational Product and allow Sponsor to handle
such claim (including settlement negotiations), and
shall cooperate fully with Sponsor in its handling of
the claim. Quintiles expressly disclaims any liability in
connection with the Investigational Product, including
any liability for any product claim arising out of a
condition caused by or allegedly caused by the
administration of such product except to the extent that
such liability is caused by the negligence, willful
misconduct or breach of this Agreement by Quintiles.
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vyjimkou ptipadl, Ze tato odpovédnost je zptisobena
nedbalosti, umyslnym pochybenim nebo porusenim
této Smlouvy ze strany Quintiles.

Spolecnost  Quintiles ani  Zadavatel nenesou
odpovédnost za zadné spory, pozadavky ¢i naroky
(v€etn€ naroku tfetich stran) vznesenych ohledné
uhrady skod tfeti strané nebo Poskytovateli za:

a) Skody nebo wjmy utrpéné v disledku nebo
udajném dasledku nedbalosti nebo umyslného
protipravniho jednani ze strany Poskytovatele
nebo jeho zaméstnanct ¢i zastupct,

¢innosti vrozporu nebo mimo ramec této
Smlouvy, Protokolu, spravné klinické praxe nebo
jakychkoliv jinych platnych zakond,
neopravnéné zaruky, jez uéinil Poskytovatel nebo
jeho zaméstnanci ¢&i zastupci v souvislosti s
Hodnocenym lé¢ivem, nebo

vSechny piipady, kdy nebyl ziskan platny
informovany souhlas subjektu, ktery se Studie
ucastni.

b)

d)

Pojisténi  klinického hodnoceni: Zadavatel timto
prohlasuje a bere na védomi, Ze v souladu s § 52 odst.
3 pism. f) zak. ¢. 378/2007 Sb., o 1é¢ivech, ve znéni
pozdéjsich predpist, byla uzaviena smlouva pojisténi
odpovédnosti pro Hlavniho zkousejiciho a Zadavatele.
Toto pojisténi také nalezité¢ pokryva narok pro piipad
umrti subjektu nebo jeho jmy na zdravi v dusledku
jeho ucasti ve Studii a vzniklé v pribéhu jejiho
provadeéni.

Pojisténi  profesni odpovédnosti:  Poskytovatel
prohlasuje a potvrzuje, Ze v souladu s § 45 odstavcem
2, pismena n) zakona ¢ 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpisli, ma uzaviené
a bude wudrzovat vhodné pojisténi obecné
odpovédnosti za Skody zplsobené v souvislosti s
poskytovanim  zdravotnich sluzeb. Poskytovatel
souhlasi s tim, Ze na pozadani ovéri kdykoli platnost
takového pojisténi.

V piipadé¢ poskozeni zdravi subjektu hodnocenti, ktery
se ucastni Studie, budou Poskytovatel a Zadavatel
v piipadé, ze subjekt hodnoceni vznese narok na
nahradu Skody nebo jiné Ujmy nad rédmec jemu
poskytnutého  pojistného  plnéni, wusilovat o
mimosoudni vyrovnani narokl vznesenych subjektem
hodnoceni. = Pokud k takovému mimosoudnimu
vyrovnani dohodou nedojde, zavazuje se Zadavatel
poskytnout Poskytovateli nahradu $kody nebo jiné
Ujmy ve VvysSi subjektem hodnoceni nebo jeho
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Neither Quintiles nor Sponsor will be responsible for
any controversy, demand or claim (including third
party claims) for the payment of damages vis-a-vis any
third party or the Institution for:

a) injuries or damages incurred if they are the result
of or are alleged to be the result of negligence or
wilful misconduct on the part of the Institution or
its employees or agents;

activities contrary to or outside the scope of this
Agreement, the Protocol, GCP or any applicable
laws;

unauthorized warranties made by the Institution or
its employees or agents concerning the
Investigational Products; or

any case in which effective written informed
consent of the subject participating in the Study
was not obtained.

b)

d)

Clinical Trial Insurance: The Sponsor hereby
represents and acknowledges, that in accordance with
§ 52, paragraph 3, letter f) Act on Drugs No. 378/2007
Coll., as amended, contract insurance of liability for
damage for the Principal Investigator and the Sponsor
has been affected. This policy also duly covers
compensable death of subject or compensation of the
subject in case of injury resulting from and sustained
in course of performance of the Study.

Professional Liability Insurance: Institution hereby
represents and acknowledges that in accordance with
§ 45, paragraph 2, letter n) Act No. 372/2011 Coll., on
Medical Services, as amended, has concluded and
shall maintain the appropriate insurance of general
liability for damage caused in connection with
providing of medical services. Upon request,
Institution agrees to certify existence of such insurance
at any time.

In the case of any illness or injury that occurs to a
subject participating in Study the Sponsor and
Institution will (if the subject raises a claim beyond the
insurance benefit) seek to negotiate an out of court
compensation of subject’s claims. If this out of court
compensation is not acceptable than the Sponsor
agrees to reimburse the Institution damages in the
amount of subject’s claim or of subject's legal
representative's claim successfully claimed under
Czech legal order. This claim should apply to injury
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zakonnych zastupcii uspe€sné uplatnéného naroku u
soudu dle pravnich predpisti platnych v Ceské
republice. Tento narok se ptitom musi tykat poSkozeni
zdravi nebo smrti, kterd subjektu hodnoceni, jenz se
zaastnil Studie, vznikla v duasledku jeho ucasti
V klinickém  hodnoceni napf. v souvislosti s
uzitim/uzivanim  hodnoceného  1éCiva, spravné
aplikovaného v ramci vykonu Studie, vySetfeni,
hodnoceni nebo klinického zakroku nebo postupu
provedeného v ramci provadéni Studie, kterym by
subjekt hodnoceni nebyl vystaven, kdyby se Studie
nezucastnil.

Poskytovatel je povinen nejpozdéji do dvaceti (20)
pracovnich dnti ode dne, kdy se dozvi, Ze byl vuéi
nému uplatnén narok na nahradu ujmy, ozndmit tuto
skute¢nost pisemné Zadavateli a Quintiles. Oznameni
bude odeslano doporucenou postou Zadavateli a
Quintiles.

Narok Poskytovatele na nahradu skody dle
predchoziho ustanoveni nevznika, jestlize:

a) poskozeni zdravi (vetné¢ smrti) subjektu
hodnoceni  bylo  zplisobeno  umysing,
védomou nedbalosti, protipravnim jednanim
nebo nesplnénim povinnosti  stanovené
Poskytovateli ¢i  ZkouSejicimu pravnim
predpisem nebo v této Smlouve, véetné vsech
jejich ptiloh;

b) na Zzidost Zadavatele mu Poskytovatel

neumoznil, a to na naklady Zadavatele,

ucastnit se mimosoudniho vyjednavani o

vzneseném naroku nebo nasledného soudniho

fizeni,

Poskytovatel uznal vzneseny narok, aniz by
obdrzel  predchozi  pisemny  souhlas
Zadavatele.

8) Formulare finan¢niho prohlaseni. V piipadé, zZe
Mistu vykonu klinického hodnoceni budou Quintiles
nebo Zadavatelem poskytnuty formulaie finan¢niho
prohléaseni, a to v souladu s regula¢nimi povinnostmi
pfedpisi  Spojenych  stitdt  americkych, bere
Poskytovatel na védomi povinnost kazdého
ucastniciho se zkousejiciho nebo spoluzkousejiciho,
ktefi se pfimo podili na 1é¢eni nebo sledovani subjekti
klinického hodnoceni, budou prislusnymi
zkouSejicimi a spoluzkouSejicimi tyto formulate
vyplnény a podepsany a bezodkladné odevzdany

Smlouva o klinickém hodnoceni / Clinical Trial Agreement
Boehringer Ingelheim 1245.121 / YXA41298

Fakultni nemocnice v Motole,

Verze/Version Redacted, 22052018

(including death) that occurred to the subject
participating in the Study and resulting from his
participation in the Study, for example resulting from
the intake of the Investigational Product and correctly
used in the Study, evaluation, assessment or clinical
operation or procedure performed within the Study
that the subject would have not been exposed to if
he/she had not participated in the Study.

The Institution has to notify Sponsor and Quintiles in
writing within twenty (20) working days of the date
the Institution became aware of the claim for damages
having been made. The notice shall be send by
registered post to the Sponsor and Quintiles.

Institution claim to obtain the damages reimbursed
according to the previous paragraph is invalid if

a) The injury of subject (including death) has
been caused by wilful act, wilful negligence,
wrongful conduct or breach of any obligation
stipulated for the Institution or the Investigator
by legal guideline or by this Agreement
including all its appendices;

b) Upon Sponsor’s request the Institution has not

made possible for the Sponsor take a part at

out of court negotiations concerning the claim
or resulting legal suit at law;

The Institution has recognised the claim
without prior obtaining Sponsor’s written
consent.

c)

8) Financial Disclosure. If Quintiles or Sponsor
provides financial disclosure forms to the Site
pursuant to U.S. regulatory requirements, then the
Institution acknowledges that, each listed or identified
investigator or subinvestigator who is directly
involved in the treatment or evaluation of research
subjects is obliged to promptly return to Quintiles a
financial disclosure form that has been completed and
signed by such investigator or subinvestigator, which
shall disclose any applicable interests held by those
investigators or subinvestigators or their spouses or
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Quintiles. Ve formulafi finan¢niho prohlaseni se
zkousSejici a spoluzkousejici pfiznavaji k moznym
finanénim z4jmim, které by tito nebo jejich rodinni
ptislusnici mohli mit v souvislosti s G¢asti na tomto
hodnoceni. Quintiles je opravnén zadrzet platby v
pfipadé€, ze neobdrzi vyplnény formulaf finan¢niho
prohlaseni od vSech zkousejicich a spoluzkousejicich.
Poskytovatel bere na védomi povinnost kazdého
zkousejiciho a spoluzkous$ejiciho Kk urychlené
aktualizaci formuldi podle potteby, s cilem zajistit
jejich pfesnost a Gplnost v prub&hu vykonu Studie a po
dobu jednoho roku po jejim dokonceni. Misto vykonu
klinického hodnoceni bere na védomi, ze vyplnéné
formulafe mohou kontrolovat zastupci k tomu
opravnénych zdravotnickych organt, Quintiles,
Zadavatele nebo jejich zastupci a souhlasi s takovymi
kontrolami.

9) Zasilani nebezpetného zboZi a infek¢niho
materialu. Zasilani nebezpecného zbozi a infekéniho
materidlu  (vCetné¢ infekénich vzorkd subjekti
hodnoceni) se fidi pfislusSnymi pravnimi pfedpisy na
urovni norem prava narodniho i mezinarodniho.
Poskytovatel odpovida za zajisténi toho, Ze kazda
osoba, ktera bude balit a manipulovat s nebezpecnym
zbozim nebo infekénim materidlem za Gcelem jeho
expedice od Poskytovatele, bude jednat v souladu s
veskerymi prislusnymi pravnimi ptedpisy.

10) Registrace a ohlasovani

Zadavatel bude dodrzovat pozadavky ICMIJE o
registraci klinického hodnoceni a prohlasuje, Ze
Klinické hodnoceni bude registrovano v souladu s
platnymi pozadavky ICMJE a vSemi pfislusSnymi
zakony tykajicimi se registrace klinického hodnoceni
pfed zafazenim prvniho ucastnika Klinického
hodnoceni a zvetejni zpravu o vysledcich Klinického
hodnoceni tak, jak je to vyzadovano zdkonem.

Misto vykonu klinického hodnoceni a Zkousejici
potvrzuji, ze Zadavatel mtize v souladu se spoleCnymi
»Zasadami pro zodpovédné sdileni dat z klinickych
hodnoceni* (Principles for Responsible Clinical Trial
Data Sharing) vydanymi EFPIA a PhRMA (k
dispozici na  adrese:  www.efpia.eu  nebo
www.phrma.org) sdilet zprdvu o klinickém
hodnoceni, souvisejici klinickou dokumentaci a data o
pacientovi z klinického hodnoceni s Zadateli tietich
stran (vice informaci lze nalézt na
http://trials.boehringer-
ingelheim.com/transparency_policy.html).
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dependent children. Quintiles may withhold payments
if it does not receive a completed form from each such
Investigator and subinvestigator. The Institution
acknowledges that each investigator or subinvestigator
is obliged to promptly update all such forms as needed
to maintain their accuracy and completeness during
the Study and for one (1) year after its completion.
The Site acknowledges that the completed forms may
be subject to review by governmental or regulatory
agencies, Sponsor, Quintiles, and their agents, and the
Site consents to such review.

9) Shipping of Dangerous Goods and Infectious
Materials. The shipment of dangerous goods and
infectious materials (including infectious subject
specimens) is subject to local, national, and
international laws and regulations. The Institution is
responsible for ensuring that each individual who
packages or handles any dangerous goods or infectious
materials for shipping from the Institution complies
with all applicable laws and regulations.

10) Registry and Reporting

Sponsor will adhere to the ICMJE requirements on
clinical trial registration and represents that the Trial
will be registered according to ICMJE 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.

Site and Investigator acknowledge that, Sponsor may,
in accordance with the joint ‘Principles for
Responsible Clinical Trial Data Sharing’” by EFPIA
and PhRMA (found at: www.efpia.eu or
www.phrma.org), share the clinical study report,
related clinical documents, and patient-level clinical
study data with third party requestors (more
information to be found at http://trials.boehringer-
ingelheim.com/transparency_policy.html).
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11) Dodateéna smluvni ustanoveni. Tato Smlouva,
véetné téchto Podminek a nalezitosti, predstavuje
vyhradni a uplnou dohodu mezi smluvnimi stranami,
jez nahrazuje veskera jejich ostatni pisemna ¢i tstni
ujednani vztahujici se ke Studii. Tato smlouva
nepokryva ujednani mezi Quintiles a Zkousejicim
tykajici se provadéni Studie ZkouSejicim. Tato
ujednani, vcetné plateb vi¢i ZkouSejicimu za
provadéni Studie, jsou podrobné upraveny v separatni
pisemné smlouvé. Jakdkoli zména ¢i dodatek této
Smlouvy nabude platnosti vyhradné, bude-li u¢inéna v
pisemné podobé a podepsana opravnénymi zastupci
vSech smluvnich stran. Neuplatnéni jakéhokoli
ustanoveni ¢i podminky obsazené v této Smlouve
nebude vykladano jako vzdani se vykonu takového
opravnéni ¢i podminky. V ptipadé, Zze jakakoli cast
této Smlouvy bude shleddna jako nevynutitelna,
zbytek Smlouvy zlstava nadale v ucinnosti. Tato
Smlouva je zadvazna vuci smluvnim stranam, jakoz i
jejich pravnim nastupcim ¢i vici postupnikim.
Poskytovatel neni opravnén postoupit ¢&i prevést
jakakoli prava ¢i zavazky vyplyvajici z této Smlouvy
ani na né uzaviit subdodavatelskou smlouvu bez
predchoziho pisemného souhlasu Quintiles nebo
Zadavatele. Takovy souhlas vSak Poskytovatele nijak
nezbavuje zavazku dle této Smlouvy.

Na zékladé¢ pozadavku Zadavatele, bude Quintiles
opravnén postoupit tuto Smlouvu na Zadavatele ¢i tieti
stranu a Quintiles nebude odpovédny ve vztahu k
jakémukoli zavazku ¢i odpovédnosti vyplyvajici z této
Smlouvy, k nimZz dojde po datu postoupeni, a
Poskytovatel timto poskytuje sviij souhlas s takovym
postoupenim.  Poskytovateli  bude  neprodlené
oznamena skute¢nost jakéhokoli postoupeni i
pfevodu ze strany postupnika. Ustanoveni této
Smlouvy, jez obsahuji prava a zavazky, jez svoji
povahou piesahuji okamzik dokonceni Studie,
zlistanou v platnosti i po okamziku ukonceni platnosti
této Smlouvy. Tato Smlouva se fidi vyhradné zakony
Ceské republiky, bez ohledu na ustanoveni
mezinarodniho prava.

Jakékoli spory vyplyvajici z této smlouvy ¢&i s ni

11) Additional Contractual Provisions.  This
Agreement, including these Terms and Conditions,
constitutes the sole and complete agreement between
the parties and replaces all other written and oral
agreements relating to the Study. This Agreement
does not cover the arrangements made between
Quintiles and Investigator concerning the conduct of
the Study by the Investigator. These arrangements,
including payments due to the Investigator for
performance of the Study, are detailed in a separate
written agreement. No amendments or modifications
to this Agreement shall be valid unless in writing and
signed by all the parties. Failure to enforce any term
of this Agreement shall not constitute a waiver of such
term. If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will remain
in effect. This Agreement shall be binding upon the
parties and their successors and assigns. The
Institution shall not assign, sub-contract or transfer any
rights or obligations under this Agreement without the
written consent of Quintiles or Sponsor. Any such
consent shall not relieve the Institution of its
obligations hereunder.

Upon Sponsor’s request, Quintiles may assign this
Agreement to Sponsor or to a third party, and Quintiles
shall not be responsible for any obligations or
liabilities under this Agreement that arise after the date
of the assignment, and the Institution hereby consents
to such an assignment. Institution will be given prompt
notice of such assignment by the assignee. The terms
of this Agreement that contain obligations or rights
that extend beyond the completion of the Study shall
survive termination or completion of this Agreement.
This Agreement shall be governed exclusively by the
laws of Czech Republic, without regard to the conflicts
of laws provisions thereof.

Any disputes arising out of this Agreement shall be

souvisejici budou feSeny vécné a mistné prisluSnym

resolved by the competent court of the Czech

soudem v Ceské republice.

12) V piipadé rozporu mezi ob&éma jazykovymi
verzemi je rozhodujici Ceska verze.
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Republic.

12) In case of any discrepancies between these two
language versions occurred, the Czech version
prevails.
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PRILOHA C

ATTACHMENT C

VYBAVENI

EQUIPMENT

Na zaklad€ ziskani veSkerych potfebnych schvaleni
etickou komisi a jinych schvaleni Zadavatel poskytne
prostfednictvim Dodavatele kazdému
randomizovanému subjektu s TLDM (cukrovkou 1.
typu) pfistroj k méfeni glukézy a ketonli a rovnéz
pomocné spotiebni materialy na pomoc pfi Gcasti ve
Studii. Zadavatel poskytne dostatek spotiebnich
materialti ke sledovani hladiny glukézy 8 az 10krat
denné béhem tucasti subjektu ve Studii.

Subject to any necessary IRB/IEC and other approvals
being obtained, Sponsor via Vendor shall provide
each randomised T1DM (Type 1 diabetes mellitus)
subject with a keto glucometer and ancillary supplies
to assist subject in Study participation. Sponsor shall
provide sufficient ancillary supplies for glucose
monitoring 8-10 times per day during the subject’s
ongoing participation in the Study.

RovnéZz na zékladé ziskani veskerych potiebnych
schvéleni etickou komisi a jinych schvaleni Misto
vykonu klinického hodnoceni upozorni subjekt, Zze po
ukonceni Ucasti ve Studii si muze pfistroj k méteni
glukézy a ketonli ponechat. Veskeré nepouzité
ptistroje k méteni glukdzy a ketond a nepouzité nebo
proslé spotiebni materialy vydané Mistu vykonu
klinického hodnoceni pro Gcely studie musi byt po
ukonceni Studie vraceny Quintiles.

Subject also to obtaining any necessary IRB/IEC and
other approvals, Site shall advise the subject that when
their participation in the Study ends, subject may
retain their keto glucometer. Any unused Kketo
glucometers and unused or expired ancillary supplies
issued to the Site for the purpose of the Study must be
returned to the Quintiles at the end of the Study.

Kazdy ptistroj k méfeni glukozy a ketont bude
poskytnut s uvedenymi pomocnymi spotiebnimi
materialy:

Each keto glucometer will be provided with the listed
ancillary supplies:

Pocet Unit
Popis produktu jednotek Product Description NS per
V baleni package
Glukometr 1 Blood Glucose Meter 1
Prouzky k testovani glukozy 50 Blood Glucose Test Strips 50
Tenké lancety 100 Thin Lancets 100
Kontrolni roztok 1 Control Solution 1
Ketony 10 Ketones 10
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