SMLOUVA ,
O KLINICKEM HODNOCENI

Mezi

CROMSOURCE s.r.l.
Via Giorgio De Sandre, 3
37135 Verona - Italy

zastoupen:
XXXXXXXXXX

Medical Director and Company CEO

(dale jen ,,CRO¥)
A

Nemocnice Jihlava, prispévkova organizace
Vrchlického 59

586 01 Jihlava

Ceska republika

ICO: 00090638

DIC: cz00090638

statni prispévkova organizace zrizena
rozhodnutim Ministerstva zdravotnictvi,
bez povinnosti zapisu do obchodniho
rejstiiku, zapsana v zivhostenském
rejstiiku  vedeném  Zivnostenskym
uradem mésta Jihlavy

zastoupen: IXXXXXXXXXXreditelem
nemocnice

(dale jen ,,Centrum®)

A
XXXXXXXX

Datum narozeni: XXXXXXXXXX
Adresa: XXXXXXXXXX

(dale jen ,,Hlavni zkousSejici”)

CLINICAL TRIAL AGREEMENT

Between

Represented by:CROMSOURCE s.r.l.
Via Giorgio De Sandre, 3
37135 Verona — ltaly

Represented by XXXXXXXXXX
Medical Director and Company CEO
VAT and Fiscal Code: 02792820231

(hereinafter referred to as the “CRO ”)

AND

Nemochnice Jihlava, pfispévkova
organizace

Vrchlického 59

586 01 Jihlava

ID No.: 00090638

VAT No.: CZ00090638

state contribution organization
established by decision of the Ministry
of Health, without the obligation to
register in the commercial register,
entered in the trade register
maintained by the Trade Office of the
City of Jihlavy.

Represented by:] XXXXXXXXXX,

hospital director

(hereinafter referred to as the “Center”)

AND

XXXXXXX

Date of birth: XXXXXXXXXX
Address: XXXXXXXXXX

(hereinafter referred to the

“Principal Investigator”)

as



(Centrum a Hlavni
spoleéné oznacovani
partneri”)

zkousejici dale
jako ,,Smluvni

uzaviena nize uvedeného dne, mésice a
roku podle ustanoveni § 1746 odst. 2
zakona ¢.89/2012 Sb., obcansky
zakonik, ve znéni pozdéjSich predpist
(dale jen ,,obéansky zakonik“), (dale jen
»omlouva®):

Preambule

VZHLEDEM K TOMU, ZE Zadavatel
pozadal Smluvni partnery, aby provedli
klinické hodnoceni s hodnocenym
léCivym pripravkem CHF5993 pMDI
200/6/12.5 pg HFA-152a (dale jen
,Hodnoceny lék“) s nazvem 12tydenni
dvojité zaslepena, multicentricka,
randomizovana, aktivné rizena,
2ramenna klinicka studie s paralelnimi
skupinami hodnotici bezpecnost
CHF5993 pMDI 200/6/12,5 ug HFA-152a
v porovnani s CHF5993 pMDI 200/6/12.5
Mg HFA-134a u pacientil s astmatem,

s €islem XXXXXXXXXX(dale jen ,,Studie®),
které je blize popsano v protokolu €. CLI-
05993AB6-03 , zaclenény odkazem na tuto
Smlouvy v €as od €asu pozménéné
(dale jen jako ,,Protokol”) Zadavatel si
ponechal CRO, aby provadéla urcité
sluzby ve vztahu ke studii (definované
nize) na zakladé samostatné smlouvy,
mimo jiné véetné smluv s centry
klinického vyzkumu.

VZHLEDEM K TOMU, ZE Smluvni
partneri disponuji znalostmi,
zkuSenostmi a zdroji nezbytnymi

k provedeni Studie, dle jejich nejlepsiho
védomi maji pristup k pozadovanému
poctu subjektii hodnoceni dle kritérii pro
zarazeni nebo vyrazeni, jak jsou

(the Center and the Principal
Investigator hereinafter collectively
referred to as the “Contracting
Partners”)

entered on this day, month and year
pursuant to Section 1746 (2) of Act no.
89/2012 of Coll., the Civil Code, as
amended (hereinafter referred to as
the “Civil Code”) (hereinafter referred
to as the “Agreement”)

Preamble
WHEREAS, CROQO’s client Chiesi
Farmaceutici Spa (“Sponsor”) s

evaluating the study drug [CHF5993
pMDI 200/6/12.5 pg HFA-152a] []
(hereinafter called the “Study Drug”)in
the context of a clinical trial titled “A 12-
week double-blind, multicentre,
randomised, active-controlled, 2-
arm, parallel-group clinical trial to
evaluate the safety of CHF5993 pMDI
200/6/12.5 ug HFA-152a, compared to
CHF5993 pMDI 200/6/12.5 ug HFA-
134a, in subjects with asthma” with
the number EUCT No 2023- 503333-
22-00, (hereinafter referred to as the
“Study”) as described in more detail in
protocol no. XXXXXXXXXXincorporated by
reference to this Agreement as
amended from time to time (hereinafter
referred to as the “Protocol”). Sponsor
has retained CRO to conduct certain
services in relation to the Study (defined
below) under separate contract
including without limitation contracting
with clinical research centers.

WHEREAS, the Contracting Partners
possess knowledge, experience and
resources necessary for conducting the
Study, have - to the best of their
knowledge - access to the required
number of trial subjects based on the
inclusion or exclusion criteria as laid



stanoveny v Protokolu, a jsou ochotni
Studii provést,

VZHLEDEM K TOMU, ze CRO si preje
zapojit smluvni partnery k provedeni

klinického

hodnoceni za (Gcelem

hodnoceni studovaného Iéku a smluvni
partnefri si preji provést takové klinické
hodnoceni v souladu s protokolem.

PROTO se smluvni strany (dale jen

»strany*

nebo ,smluvni strany“)

dohodly nasledovné:

Cl. 1 - Pfedmét Smlouvy

1.1 Pfedmétem této smlouvy je provadéni

klinického hodnoceni
povinnosti
hodnocenim

v centru a rozdéleni
klinickym
kontraktni

souvisejicich s
mezi zadavatele,

organizaci (CRO) a smluvni partnery.

1.2

Smluvni partnefi se zavazuji a zarucuiji
provedeni studie za podminek dohodnutych v
tomto dokumentu. Jakékoli odchylky od
Protokolu nebo zmény Protokolu, véetné, bez
omezeni, jakéhokoli zkoumani nebo hodnoceni
dalsich klinickych nebo laboratornich
parametrud, vyzaduji predchozi pisemny souhlas

CRO.

Cl. 2 — Povinnosti Smluvnich partnert

2.1.

Smluvni partnefi se zavazuji provést a
zdokumentovat Studii hospodarné a
s nalezitou odbornou pééi v pfisném
souladu s (a) Protokolem; a (b)
podminkami této Smlouvy; a (c) etickymi
zasadami Helsinské deklarace; a (d)
Harmonizovanym Tfistrannym Guideline
ICH pro spravnou klinickou praxi véetné
jeho naslednych zmén a obecné
pfijimanymi standardy spravné klinické
praxe; a (e) vSemi prisluSnymi pravnimi
predpisy, vcetné, ale ne vyhradné, nafizeni
EU €. 536/2014 (f) veskerymi piikazy a
smérnicemi pfislusnych organt verejné
moci a spravy a etickych komisi, jsou-li
takové. Centrum se zavazuje poskytnout
odpovidajici zdroje a vybaveni k provadéni
Studie.

down in the Protocol and are willing to
conduct the Study.

WHEREAS, CRO wishes to engage the
Contracting Partners to conduct a
clinical trial to evaluate the Study Drug,
and the Contracting Partners wish to
conduct such a clinical trial in
accordance with the Protocol.

THEREFORE, the parties (hereinafter
referred to as the “Parties” or the
“Contracting Parties”) have agreed as
follows:

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Study at the Center and
the division of Study-related obligations
among the Sponsor, the CRO and the
Contracting Partners.

1.2 The Contracting Partners covenant and
warrant to conduct the Study under the
terms and conditions agreed herein. Any
deviations  from the  Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or laboratory
parameters, require the prior written
approval of the CRO.

Article 2 — Obligations of the
Contracting Partners

2.1 The Contracting Partners shall conduct and
document the Study in a diligent and
efficient manner in strict compliance with (a)
the Protocol; and (b) the terms and
conditions of this Agreement; and (c) the
ethical principles of the Declaration of
Helsinki; and (d) the ICH Harmonised
Tripartite Guideline for Good Clinical
Practice as amended from time to time as
well as generally accepted standards of
Good Clinical Practice; and (e) all
applicable legal regulations, including but
not limited to Regulation EU No 536/2014;
and (f) all orders and directives of
competent public administration authorities
and ethics committees, if any. The Center
shall provide adequate resources and
facilities for the performance of the Study.

3



2.2.

2.3.

Studie bude v Centru provadéna pod
dohledem Hlavniho zkousejiciho, ktery je
odpovédny za jeji fadny prabéh. Hlavni
zkousejici je odpovédnym vedoucim
skupiny zkousejicich v pripadé, ze Studie
je v Centru provadéna vicero nez jednim
zkousejicim (takovi dalSi zkousejici se dale
oznaduji jako ,ZkousSejici“). Hlavni
zkousejici je odpovédny za blaho subjekti
hodnoceni  uéastnicich se  Studie
z hlediska poskytovani zdravotnich sluzeb
na nalezité odborné urovni.

Centrum zajisti, aby hlavni zkousejici
prohlasil a zarucil, Ze si precetl protokol a
plné mu porozumél.

Hlavni zkousSejici souc¢asné muize slouzit
pro CRO jako kontaktni osoba v Centru ve
vztahu ke Studii, pokud neni nize v této
Smlouvé stanoveno  jinak. Hlavni
zkousejici provadi Studii v ramci svého
zaméstnaneckého poméru k Centru.

2.4.Centrum se zavazuje umoznit a Hlavni

2.5.

zkousSejici se zavazuje zajistit, aby
ZkouSejici a ostatni osoby zahrnuté do
provadéni Studie (dale jen ,Clenové
studijniho  tymu“) jednali v souladu
s podminkami této Smlouvy. Centrum se
prostiednictvim Hlavniho zkousejiciho
zavazuje zajistit, ze pavodni i novi Clenové
studijniho tymu jsou Fadné proskoleni,
kvalifikovani a vzdélani, obzvlast’ ze se
zucéastnuji vSech skolicich setkani o Studii,
véetné sSkoleni na spravnou klinickou praxi
vyzadovanych a zajistovanych
Zadavatelem (€lenové studijniho tymu vSak
nemusi Skoleni na spravnou klinickou praxi
absolvovat, pokud se prokazi certifikatem
z absolvovaného Skoleni spravné klinické
praxe ne starSim 2 let k datu zahajeni
Studie). Zadavatel ma pravo odmitnout
konkrétni Cleny studijniho tymu, pokud se
Zadavatel domniva, ze nejsou pfrislusné
vzdélani a/nebo kvalifikovani.

Centrum se zavazuje umoznit Hlavnimu
zkousejicimu, Zkousejicim a Clentm
studijniho tymu, Gc€astnit se podle potieby
setkani zkousSejicich a telekonferenci
uskuteéniovanych v pribéhu Studie
v rozsahu pozadovaném Zadavatelem.

2.2 The Study at the Center shall be conducted
under the supervision of the Principal
Investigator who shall be responsible for
due course of the Study. The Principal
Investigator is the responsible head of the
group of investigators in case the Study is
conducted at the Center by several
investigators (such additional investigators
hereinafter referred to as “Investigators”).
The Principal Investigator is responsible for
the well-being of the trial subjects
participating in the Study in terms of
professional medical services provided.
The Center shall ensure that the Principal
Investigator represents and warrants that
he or she has read and fully understands
the Protocol.

2.3 The Principal Investigator may also serve
as the contact person for CRO with regard
to the Study at the Center, unless this
Agreement specifies otherwise. The
Principal Investigator shall conduct the
Study as part of his or her employment at
the Center.

2.4 The Center shall allow and the Principal
Investigator shall ensure that the
Investigators and other persons involved
with the Study (hereinafter referred to as
“Study Team Members”) comply with the
terms and conditions of this Agreement.
The Center shall ensure through the
Principal Investigator that original and new
Study Team Members are appropriately
trained, qualified and educated, in particular
that they participate in all training sessions
regarding the Study, including any good
clinical practice training required and
organized by the Sponsor (Study Team
Members, who have a good clinical practice
certificate that is not older than two years as
of the first day of the Study, are not required
to participate in good clinical practice
training).

2.5 The Center shall make it possible for the
Principal Investigator, Investigators and
Study Team Members, as required, to
participate in Investigators’ meetings and
teleconferences held in the course of the
Study to the extent requested by the
Sponsor.



2.6.

2.6.1

2.6.2

2.7.

2.7.1

2.7.2

Smluvni partnefi nejsou opravnéni
uzavirat subdodavatelské smlouvy u
zadnych z prisluSsnych zavazka z této
smlouvy, pokud k tomu CRO nebo
zadavatel vyslovné a pisemné neudéli
souhlas. Udéleni takového souhlasu je na
vyluéném rozhodnuti Zadavatele.
V pripadé povoleného smluvniho zajisténi
povinnosti Centrum:

je povinno zajistit u subjektu, na néjz svou
povinnost prenasi, dodrzovani podminek,
zejména tyto podminky (a) které jsou
vzhledem k charakteru pozadované sluzby
relevantni a podobné podminkam této
Smlouvy, vcéetné, avSak nejen, I|hit
k plnéni povinnosti, (b) na zakladé kterych
treti strana postoupi vesSkera prava
k vysledkiim své ¢innosti/Studie na
Centrum anebo Zadavatele a (c) dle
kterych treti strana umozni Zadavateli
nebo tietim stranam smluvné opravnénym
Zadavatelem a pfislusnym regulatornim
ufadim provedeni auditi a inspekci u
takové treti strany, coz soucasné
neznamena omezeni povinnosti Centra ve
vztahu k auditim a inspekcim; a

bude nést odpovédnost za fadné plnéni
vSech zajisténych nebo delegovanych
povinnosti.

Smluvni partnefi se zavazuji vynalozit
veskeré usili k zarazeni subjektt
hodnoceni do Studie v souladu
s pozadavky na zafazovani a lhatami
stanovenymi v Protokolu. Souc¢asné lhaty
vztahujici se k provadéni Studie jsou
nasledujici:

Predpokladany zacatek naboru subjektu
hodnoceni je kvéten 2024 a predpokladané
ukonceni listopad 2024. Nabor subjekt
hodnoceni se vzdy Fidi aktualnimi
podminkami Protokolu.

Hlavni zkousejici souhlasi, ze CRO, pod
vedenim Zadavatele, muize jednostranné
kdykoli zménit pocet subjektii hodnoceni,
které Hlavni zkousSejici do Studie muze
zaradit a/nebo ¢&asovy harmonogram
naboru, a to prostiednictvim vydani
pfislusného pokynu ke Studii. Takovy
pokyn se nedotkne jiz zarazenych subjektu
hodnoceni.

2.6 The Contracting Partners are not allowed to
subcontract any of the respective
obligations under this Agreement unless
specifically authorized in writing by CRO or
Sponsor. The granting of such consent shall
be within the Sponsor’s sole discretion. In
the case that such consent is granted, the
Center shall:

2.6.1 make sure that such subcontractors
observe the terms and conditions, in
particular those terms and conditions (a)
that are relevant to the nature of
requested services and similar to the
terms and conditions of this Agreement,
including — without limitation - the
timelines for fulfilling obligations, (b)
based on which the third party shall assign
all rights with regard to the results of its
performance/the Study to the Center or
the Sponsor and (c) based on which the
third party shall allow the Sponsor or third
parties contracted by the Sponsor and
competent regulatory authorities to
perform audits and inspections at such a
third party’ site, whereas this shall not limit
the Center's obligations with respect to
audits and inspections; and

2.6.2 be responsible for due performance of all
delegated or subcontracted duties.

2.7 The Contracting Partners agree to make
maximum efforts to enroll trial subjects in
the Study in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for
conducting the Study are as follows:

2.7.1 Recruitment of trial subjects is expected to
begin on May 2024 [e] and to be
completed by November 2024
Recruitment of trial subjects is always
governed by current terms and conditions
of the Protocol.

2.7.2 The Principal Investigator agrees that the
CRO, under Sponsor’'s direction, may
unilaterally change the number of trial
subjects that the Principal Investigator
shall include in the Study and/or the
recruitment timeframe by issuing a
relevant instruction for the Study. Such an
instruction shall not concern the already
included trial subjects.



2.8

Hlavni zkousejici se zavazuje do Studie
zaradit pouze radné zpUsobilé subjekty
hodnoceni v souladu s Protokolem.

2.9 Smluvni partnefi se dohodli, ze zajisti,
aby se klinické hodnoceni provadélo na
zakladé povoleni udéleného Statnim
ustavem pro kontrolu lé¢iv a prislusnou
etickou komisi pres Informacni systém
klinickych hodnoceni (CTIS) v souladu s
nafizenim Evropského parlamentu a Rady
(EU) ¢&. 536/2014. Smluvni partnefi se
zavazuji poskytnout CRO soucinnost pfi
pripravé dokumentt tykajicich se Studie a
predat Zadavateli nebo treti strané urcené
Zadavatelem bezodkladné vesSkera
prohlaseni nezbytnd k povoleni Studie
regulatornimi organy a/nebo etickymi
komisemi, vcetné avSak nejen (i)
Prohlaseni o finanénich zajmech, (ii) CV a
(iii) potvrzeni o odpovidajicim vybaveni
mista hodnoceni. Smluvni partnefi se
zavazuji zajistit, ze poskytnuté dokumenty
tykajici se Studie jsou uplné a spravné.
»Propojenou osobou“ se rozumi jakakoli
pravnicka osoba nebo spole¢nost, ktera
pfimo nebo nepfimo, prostrednictvim
jednoho ¢&i vice prostiednikli, vykonava
kontrolu, je kontrolovana anebo je pod
spole€énou kontrolou se smluvni stranou.

2.10 Hlavni zkousSejici se zavazuje vsechny

subjekty hodnoceni odpovidajicim
zpusobem informovat o cilech, metodach,
predpokladanych pfinosech a
potencialnich rizicich Studie a o
okolnostech, za kterych by jejich osobni
udaje mohly byt zpfistupnény Zadavateli,
jeho Propojenym osobam, pfisluSnym
organtm, tretim stranam, jez poskytuji
sluzby Zadavateli a/nebo etickym komisim.
Hlavni zkouSejici se zavazuje zajistit, ze
subjekty hodnoceni se zuéastni Studie
teprve poté, co podepiSi informovany
souhlas subjektu hodnoceni poskytnuty
Zadavatelem. Hlavni zkouSejici uchova
original takového souhlasu ve
zdravotnické dokumentaci subjektu
hodnoceni. Pokud subjekt hodnoceni sviij
souhlas v priibéhu Studie odvola, Smluvni
partnefi nesmi ve vztahu ktomuto
subjektu hodnoceni provést zadné dalSi
postupy v ramci Studie vyjma pfipadnych

opatieni  tykajicich se nasledného
sledovani predepsanych Protokolem,
s nimiz subjekt hodnoceni souhlasil.

Nasledna lécba subjektu hodnoceni, ktera
nesouvisi se Studii, je vyhradni Iékafskou

2.8 The Principal

2.9

2.9

Investigator agrees to
include in the Study only such trial
subjects that are duly suitable for the
Study in compliance with the Protocol.

The Contracting Partners agree to ensure
that the Study shall be conducted in
compliance with the approval issued by
the State Institute for Drug Control and the
designated Competent Ethics Committee
through CTIS as according to Regulation
536/2014. The Contracting Partners agree
to cooperate with the CRO in preparing
documents concerning the Study and to
immediately provide the Sponsor or a third
party specified by the Sponsor with all
declarations necessary for the approval of
the Study by regulatory authorities and
ethics committee, including without
limitation, if applicable, (i) Financial
Interest Declarations, (i) CVs and (iii)
confirmation of adequate trial site facilities.
The Contracting Partners shall ensure that
the provided Study documents are
complete and correct. “Affiliate” shall
mean any legal entity or company, which
directly or indirectly, through one or more
intermediaries, controls, is controlled by or
is under joint control with a Contracting
Party.

2.10The Principal Investigator agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and
potential risks of the Study and the
circumstances under which their personal
data might be disclosed to the Sponsor, its
Affiliates, competent authorities, third
parties providing services for the Sponsor
and/or ethics committees. The Principal
Investigator agrees to ensure that the trial
subjects shall not participate in the Study
until after they sign their informed consent
provided by the Sponsor. The Principal
Investigator shall keep the original of such
consent in the ftrial subjects’ medical
records. If such consent is revoked in the
course of the Study, no further Study-
related procedures may be performed by
the Contracting Partners with regard to the
respective trial subject, except for any
Study-related follow-up monitoring laid
down in the Protocol and consented to by
the trial subject. Subsequent treatment of
the trial subject, which is not related to the
Study, lies in the sole medical
responsibility and legal liability of the
Contracting Partners.



2.10

211

2.12

2.13

odpovédnosti a pravni
Smluvnich partnera.

odpovédnosti

Smluvni partnefi se zavazuji zajistit, ze
subjekty hodnoceni zafazené do Studie se
v Centru nebudou ucastnit specifického
Ié¢ebného programu dle § 49 zakona ¢.
378/2007 Sb., o Iécivech (dale jen ,,zakon o

lécivech®) ani jiného klinického
hodnoceni, pfi kterém by subjekty
hodnoceni uzivaly v Ceské republice

neregistrovany léc€ivy pripravek v priibéhu
Studie ani béhem doby preruseni Studie
specifikované v Protokolu bez
predchoziho pisemného souhlasu
Zadavatele.

Pokud v pribéhu Studie v Centru dojde
k poSkozeni zdravi subjektu hodnoceni,
Smluvni partnefi se zavazuji informovat o
kazdé takové udalosti CRO (i) v pripadé
zavazného nezadouciho ucinku a/nebo
zavazné nezadouci prihody a/nebo
v pripadech téhotenstvi, jsou-li takové,
nejpozdéji do 24 hodin a (ii) v pripadé
nezadouciho u€inku a/nebo nezadouci
prihody neprodlené Vv ramci lhat
stanovenych v Protokolu a jinych
pokynech danych Zadavatelem o hlaseni
dat tykajicich se bezpecnosti. Soucasti
takového hlaseni musi byt také posouzeni
pri€inné souvislosti. O jakémkoliv jiném
poskozeni zdravi subjektu hodnoceni
nebo jakémkoliv zavazném poruseni
Protokolu nebo pokyna spravné klinickeé
praxe musi Smluvni partnefi informovat
CRO bez zbyteéného odkladu.

Smluvni partnefi se zavazuji bez
zbyteéného prodleni zodpovédét vSechny
dotazy Zadavatel, CRO nebo osob
povérenych CRO tykajici se dokumentace
nezadouci udalosti. Toto zahrnuje zejména
aktivni nasledné sledovani a objasnéni
pfislusnych nesrovnalosti v hlasenich
nezadoucich prihod a pfripadl téhotenstvi.
Za ucelem hlaseni nezadoucich pfihod a
pripadd téhotenstvi jsou Smluvni partneri
povinni pouzivat formulare poskytnuté
Zadavatelem, jsou-li takové.

Béhem a po skonceni Studie se zavazuji

Smluvni partnefi predlozit Zadavateli
veskeré dokumenty pfrijaté od uaradu,
etickych komisi a/nebo pfislusnych

regulatornich organt tykajici se jakychkoli
souhlasti nebo povoleni nebo prislusné
komunikace vztahujici se k bezpeénosti ve
vztahu ke Studii do 24 hodin od jejich
obdrzeni.

2.12

The Contracting Partners shall ensure that
the trial subjects included in the Study do
not participate in a specific treatment
program according to Section 49 of Act
No. 378/2007 Coll., on Medicinal Products
(“Act on Medicinal Products”) or in any
other clinical trial in which the trial subjects
would use medicinal products not
registered in the Czech Republic in the
course of the Study or during any
suspension period specified in the
Protocol without the prior written consent
of the Sponsor.

2.11If in the course of the Study at the Center
trial subjects’ health is harmed, the
Contracting Partners shall inform the CRO
of any such event (i) in case of any serious
adverse effect and/or serious adverse
events and/or, if applicable, in case of
pregnancy, within 24 hours at the latest
and (ii) in case of any adverse effect
and/or adverse event immediately within
the timelines specified in the Protocol and
other instructions on safety-related data
reporting provided by the Sponsor. Such
reporting must also include an
assessment of causality. Any other harm
to health of trial subjects or any breach of
the Protocol or good clinical practice
guidelines must be reported to the CRO
without undue delay.

The Contracting Partners agree to
immediately answer any questions of the
Sponsor, CRO or their duly authorized
representatives regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For
the purposes of adverse event and
pregnancy reporting, the Contracting
Partners must use the forms provided by
the Sponsor, if applicable.

2.13 During and after completion of the Study,

the Contracting Partners shall submit to
the Sponsor all documents received from
authorities, ethics committee/s, and/or
competent regulatory authorities
regarding any consent or authorization or
safety- related communication with
respect to the Study within 24 hours
following their receipt.



2.14 Smluvni

2.15

2.16

2.17

2.18

partnefi se zavazuji pouzivat
Hodnoceny Iék vyhradné pro ucely
provadéni Studie a pouze zplisobem
specifikovanym v Protokolu. Smluvni
partnefi jsou odpovédni za fadné
prijimani, pouzivani, nakladani,
skladovani a vedeni dikladné a presné
evidence zachazeni s Hodnocenym lékem
v pribéhu Studie v souladu s pozadavky
spravné klinické praxe, spravné
Iékarenské praxe a Protokolem. Navic se
Smluvni partnefi zavazuji vratit anebo
zajistit radnou likvidaci nepouzitého
Hodnoceného léku, pokud si Zadavatel
likvidaci vyzadal (na naklady Zadavatele),
a tuto likvidaci radné zdokumentovat.

Centrum se timto zavazuje zajistit
uskladnéni, pripravu, kontrolu a distribuci
Hodnoceného Iéku v souladu s
ustanovenim Protokolu, platnych zakonu a
v souladu se vS§emi ustanovenimi pokynu
LEK-12 Statniho ustavu pro kontrolu Iéciv.
Smluvni partnefi nebudou vyzadovat
zaplaceni Hodnoceného Iéku nebo
jakékoliv sluzby hrazené Zadavatelem
podle této Smlouvy po subjektu hodnoceni
nebo treti strané, jako je napfiklad
zdravotni pojiStovna.

Centrum se zavazuje jmenovat dostateény
pocet zastupcu, ktefi splnuji kvalifikacni
pozadavky na vykon povolani farmaceuta
ve smyslu zakona ¢&. 95/2004 Sb.,
o podminkach ziskavani a uznavani
odborné zpulsobilosti a specializované
zpusobilosti k vykonu zdravotnického
povolani lékare, zubniho lékare
a farmaceuta, ve znéni pozdéjSich
predpist, nebo farmaceutického asistenta
ve smyslu zakona €. 96/2004 Sb.,
o nelékaiskych zdravotnickych
povolanich, ve znéni pozdéjsSich predpisu.
Tito =zastupci budou odpovédni za
nakladani s Hodnocenym Ilékem a za
vedeni souvisejicich zaznamu a
dokumentace. lhned po jmenovani tohoto
zastupce nebo zastupctli, oznami Centrum
Zadavateli pisemné jméno a pfijmeni
povéfenych osob ¢i osob, spolu s
prislusnymi kontaktnimi informacemi.

Hlavni zkouSejici se zavazuje odebirat
Hodnoceny lék v souladu s Protokolem, a
to v davkovani potiebném pro kazdou
jednotlivou navstévu subjektu hodnoceni.

Kdykoli o to Zadavatel pozada, zavazuji se
Smluvni partnefi podat hlaseni o postupu

2.14 The Contracting Partners agree to use the
Study Drug exclusively for the purposes of
conducting the Study and only as
specified in the Protocol. The Contracting
Partners are responsible for the proper
receipt, use, handling, storage and
keeping detailed and accurate records of
handling of the Study Drug in the course
of the Study pursuant to the requirements
of good clinical practice, good pharmacy
practice and Protocol. The Contracting
Partners agree to return any unused
Study Drug or properly liquidate any
unused Study Drug, provided that the
Sponsor requested such liquidation (at the
expense of the Sponsor), and properly
document such liquidation.

2.15 The Center hereby agrees to ensure that
the Study Drug is stored, prepared,
inspected and distributed in compliance
with the Protocol, the applicable law and
all provisions of the LEK-12 guideline
issued by the State Institute for Drug
Control. The Contracting Partners shall
not charge any trial subject or third party,
such as a health insurance company, for
the Study Drug or for any services paid for
by the Sponsor under this Agreement.

2.16 The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position
of a pharmacist pursuant to Act no.
95/2004 Coll., on conditions for
acquisition and recognition of
professional qualifications and
specialized qualifications for physicians,
dentists and pharmacists, as amended,
or for pharmaceutical assistants pursuant
to Act no. 96/2004 of Coll.,, on non-
medical health professions, as amended.
These  representatives  shall be
responsible for handling the Study Drug
and for keeping related records and
documentation. Immediately after the
appointment of the representative(s), the
Center shall notify the Sponsor in writing
about the first and last name and contact
details of such appointees.

2.17 The Principal Investigator agrees to draw
the Study Drug in compliance with the
Protocol and in doses required for every
visit of the trial subject.

2.18 The Contracting Partners agree to report

on the progress of the Study at the
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2.19

2.20

ve Studii v Centru véetné
zarazovani subjekti hodnoceni.

udaja o

Hlavni zkousejici je povinen
shromazd’'ovat data a vkladat je do 48 hodi
n od jejich vytvoreni do elektronickych
zaznamovych listd (dale jen ,CRF%)
v souladu s ndlezitostmi stanovenymi
v Protokolu. Hlavni zkousejici se zavazuje
pravidelné predavat CRF CRO a veSkerou
dokumentaci vyzadovanou Protokolem,
aby je CRO mohl pfimo €i prostrednictvim
jiného subjektu pribézné zpracovavat.
V pripadé prodleni delSim nez 10
pracovnich dnl s vkladanim udaji je

Zadavatel opravnén, na zakladé
pisemného oznameni doruéeného
Hlavnimu zkousejicimu, zastavit

zarazovani subjekttl hodnoceni Hlavnim
zkousejicim az do doby, kdy je vkladani
udaji aktualizované. Pokud bude mit toto
za nasledek prodleni v zafazovani subjektu
hodnoceni, Zadavateli pfrislusi prava
stanovena v €l. 12.4. Ve Ihité 5 pracovnich
dnll po oSetfeni posledniho ze subjektu
hodnoceni, musi byt dokonéeno vlozeni
veskerych zbyvajicich CRF, souvisejici
dokumentace a rovnéz nepouzité CRF
v listinné podobé, jsou-li takové, musi byt
predany Zadavateli anebo na pozadani
Zadavatele zni¢eny. Smluvni partnefi se
zavazuji poskytovat soucéinnost pfi
pohotovém objasnovani jakychkoli dotazu
tykajicich se udaji v CRF a vénovat se
témto dotaziim a zodpovidat je nejpozdéji
ve lhateé 5 (péti) pracovnich dni. Zadavatel
nebo CRO muize pozadovat odpovédi i
v kratSim ¢asovém uUseku s ohledem na
klicova stadia Studie, jako napi. Cista
databaze. Smluvni partnefi se dale na
zadost Zadavatele zavazuji poskytovat
priméfenou soucdinnost pii pripravé
celkové zpravy o Studii. Centrum zajisti, ze
CRF nebudou pfistupné nikomu jinému
nez Clenim studijniho tymu a Hlavnimu
zkousSejicimu a pristup knim, pokud
budou v elektronické podobé, bude
chranén pristupovym jménem a heslem.

Hlavni zkousejici je povinen zajistit, ze
vSechny CRF poskytnuté Zadavateli jsou
pravdivé, presné a radné vyplnény a ze
jsou vérnym odrazem skuteénych
vysledkGi Studie. Hlavni zkousSejici se
rovnéz zavazuje predat Zadavateli kopie
vSech zprav, véetné vsSech aktualizaci a
zmén, které si vyzadala eticka komise.

Center, including information about the
enrolment of trial subjects, upon the
Sponsor’s request.

2.19 The Principal Investigator must collect data
and enter them within forty-eight (48)
hours of their generation in the : electronic
case report forms (hereinafter referred to
as “CRFs”) in accordance with the
requirements set forth in the Protocol. The
Principal Investigator agrees to regularly
forward CRFs and any documentation
required in the Protocol to the CRO so that
the Sponsor could process them directly
or through another entity on a continuous
basis. In case of a delay with data entering
for more than 10 working days, the
Sponsor shall have the right by giving
written notice to the Principal Investigator
to stop the recruitment of trial subjects by
the Principal Investigator until data
entering is up to date. If this results in a
delay with recruiting trial subjects, the
Sponsor shall have the rights set forth in
Article 12.4. Within five working days of
the last trial subject's treatment, all
outstanding CRFs must be entered and
related documentation as well as unused
paper CRFs, if applicable, must be
forwarded to the Sponsor or destroyed
upon the Sponsor's request. The
Contracting Partners agree to assist in
promptly clarifying any questions
concerning CRF data and to address and
answer such questions within five (5)
working days. Sponsor or CRO may
request answers sooner than that due to
key Study milestones, such as a clean
database. Furthermore, the Contracting
Partners agree to reasonably assist in
preparing the overall Study report upon
the Sponsor’s request. The Center shall
ensure that CRFs shall not be available to
any persons other than Study Team
Members and the Principal Investigator
and that access to CRFs, if they are in
electronic form, shall be protected by user
name and password.

2.20 The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor are
true, complete, correct and accurate and
reflect the actual results of the Study. The
Principal Investigator also agrees to
provide the Sponsor with copies of all
reports, including all updates and
changes, that were requested by the
ethics committee.



221

2.22

2.23

Centrum se zavazuje uchovavat veskerou
elektronickou i jinou dokumentaci, véetné
zdrojové dokumentace a slozky
Zkousejiciho, vyzadovanych ICH predpisy
a prislusnymi pravnimi predpisy
upravujicimi provadéni Studie, po delSi
z nasledujicich dvou dob: 1) dvacetpét let
(25) let po skoncéeni Studie, podle nafizeni
EU 536/2014 nebo 2) jakoukoli delsi dobu
pro archivaci dokumentace stanovenou
prisluSnymi pravnimi predpisy. Studijni
dokumentace musi byt uchovavana na
vhodném misté a vhodnym zpisobem a
Centrum je povinno vést zaznamy o misté,
kde je dokumentace Studie uchovavana,
aby tato byla pohotové k dispozici na
zadost povéreného zastupce Zadavatele,
etické komise, auditora nebo prislusnych
uradi. Centrum je povinno Zadavatele
informovat v pripadé, ze planuje
archivovat dokumentaci Studie mimo své
vlastni prostory.

Smluvni partnefi jsou si védomi, ze CRO,
v zastoupeni Zadavatele dukladné
monitoruje provadéni Studie a pravidelné
navs$tévuje Centrum. Smluvni partnefi se
zavazuji pFrimérené podporovat tyto
monitorovaci aktivity, vcetné ale bez
omezeni, poskytnutim pristupu
povéfenému zastupci Zadavatele do
prostor a kdatim dle potieby a
spolupracovat se Zadavatelem nebo
prislusnou treti stranou v tomto ohledu. Na
zadost Zadavatele jsou Hlavni zkousSejici a
Clenové studijniho tymu povinni se
zucastnit osobni diskuze.

Zadavatel, CRO a statni organy, jako je
napr. Ufad pro potraviny a léky Spojenych
statu americkych (,,FDA“) maji pravo
provadét audit ¢i inspekci zaznamu
Smluvnich partnert, veskeré  jiné
dokumentace a prostor souvisejicich
s provadénim Studie, a to kdykoli
v pribéhu a/nebo po dobu 25 let po
skonceni Studie a bez jakychkoli narokt
Smluvnich partnerG na zvlastni platbu. V
pripadé, ze audit provadi zadavatel nebo
CRO, musi byt oznamen s pfimérenym
predstihem. Smluvni partnefi jsou povinni
poskytovat CRO, jim povérenym
zastupcim nebo veskerym statnim
organim soucinnost pfi pInéni jejich uloh
v souladu s Protokolem a podniknout
vesSkeré pifimérené kroky pozadované CRO
nebo statnimi organy za
ucelem odstranéni nedostatkd zjiSténych
béhem auditu nebo inspekce.

2.21 The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
Investigator’s files required by ICH
guidelines and applicable laws regulating
Study performance for the longer of the
following period: 1) at least twenty-five
(25) years after the end of the Study as
according to EU Regulation 536/2014, or
2) any longer documentation archiving
period laid down in applicable legal
regulations. Study documentation must be
kept in a suitable location and manner,
and the Center must keep record of the
location where Study documentation is
stored to ensure that it is readily available
upon the request of the Sponsor's
appointed representative, the ethics
committee, an auditor or competent
authorities. The Center must notify the
Sponsor in the event that the Center plans
to archive Study documentation outside of
its own premises.

2.22 The Contracting Partners understand that
the CRO, on behalf of Sponsor, closely
monitors the performance of the Study
and regularly visits the Center. The
Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation, by
providing the Sponsor's appointed
representative with access to the facilities
and data as necessary and to cooperate
with the Sponsor or the relevant third party
in this regard. The Principal Investigator
and Study Team Members must
participate in personal discussions upon
the request of the Sponsor.

2.23 The Sponsor, CRO and government
authorities, such as for example the US
Food and Drug Administration (the
“FDA”) have the right to audit or inspect
the Contracting Partners’ records, any and
all other documentation and the facility
relating to the Study at any time during the
Study and/or for another 25 years after
completion of the Study and without the
Contracting Partners’ right to special
payment. Where the audit is carried out by
Sponsor or CRO, it shall be announced
with reasonable advance. The Contracting
Partners must assist the Sponsor, the
CRO, their designated representatives or
all government authorities in performing
their tasks pursuant to the Protocol and
take any and all reasonable actions
requested by the Sponsor, the CRO or
government authorities to remedy
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deficiencies noted during an audit or
inspection.

2.24 Smluvni partnefi se zavazuji, ze béhem a 2.24 The Contracting Partners shall, during and

2.25

po skonceni Studie, umozni a budou
podporovat veskeré kontroly
odpovédnych uradt bez jakychkoli naroku
na zvlastni odménu ¢&i nahradu. Smluvni
partnefi jsou povinni informovat CRO a
Zadavatel o kazdé takové inspekci ¢i
zaméru takovou inspekci provést ihned
poté, co se o nich dozvi. Smluvni partnefi
se zavazuji umoznit, aby Zadavatel mohl
byt pfitomen na kazdé inspekci provadéné
ufady nebo podobnymi institucemi. Pred
vyjadienim se k nalezim takové inspekce,
budou-li néjaké, jsou Smluvni partnefi
povinni odpovéd’ posoudit a prodiskutovat
se Zadavatelem. Smluvni partnefi bez
zbyteéného odkladu poskytnou Zadavateli
kopie jakychkoliv zjisténi nebo kontrol
odpovédnych uradi ve vztahu ke Studii.

Smluvni partnefi nesmi védomé vyuzivat
sluzeb, bez ohledu na jejich objem,
zadnych osob, jim bylo poskytovani téchto
sluzeb zakazano FDA nebo kterymkoli
jinym prisluSsnym organem v pribéhu
provadéni Studie. Smluvni partnefi dale
zavazné prohlasuji, ze dle jejich znalosti
ani jim ani jejich zaméstnancim,
zmocnéncum ¢i zastupcum, ktefi se
ucastni provadéni Studie, nebylo zakazano
provadét cinnosti, jez jsou provadéné
v ramci Studie, ze strany FDA ¢i jiného
organu, ani podle jejich nejlepsiho védomi
v souc¢asné dobé neprobiha zadné Fizeni
tykajici se takového zakazu ve vztahu
k témto osobam, zejména na zakladé (i)
United States 21 U.S.C. § 335a a (ii) Hlavy
21 Code of Federal Regulation § 312.70
nebo podle § 312.70 nebo 2z jiného
srovnatelného dlivodu dle prislusné
jurisdikce. Smluvni partnefi se zavazuji
v priabéhu Studie a po dobu 3 let po jejim
ukonéeni ihned informovat Zadavatele,
pokud se dozvi, ze bude zahajeno takové
fizeni ve vztahu k Hlavnhimu zkousejicimu,
Centru ¢i jeho zaméstnanci. Smluvni
partnefi dale zaruéuji a zavazuji se, ze dle
jejich znalosti nejsou subjektem
pfedchozich ani probihajicich Setreni,
vyzev, upozornéni nebo vymahani
rozhodnuti organt statni spravy
vztahujicich se ke klinickému hodnoceni,
které by nebyly oznameny Zadavateli.
V pripadé, ze nastane skutecnost podle
predchozi véty ve vztahu ke Studii,
Smluvni partnefi to bez zbyte€ného
odkladu sdéli Zadavateli.

2.25

after the Study, allow and support any
inspections of responsible authorities
without any right to special payment or
reimbursement. The Contracting Partners
must inform CRO and Sponsor about any
such inspection or the intent to conduct
such inspection as soon as the
Contracting Partners learn about it. The
Contracting Partners shall allow the
Sponsor to be present at any inspection
conducted by authorities or similar
institutions. Prior to responding to the
findings of any such inspection, if any, the
Contracting Partners must review and
discuss such response with the Sponsor.
The Contracting Partners shall promptly
provide the Sponsor with copies of any
findings or inspections of responsible
authorities in relation to the Study.

The Contracting Partners may not
knowingly use the services, regardless of
their volume, of any person prohibited to
provide such services by the FDA or any
other competent authority in the course of
the Study. Furthermore, the Contracting
Partners represent and warrant that, as far
as they know, neither them nor their
employees, agents or representatives,
who are involved in the Study, have been
prohibited by the FDA or any other
competent authority to perform the
activities that are performed during the
Study, nor that they are currently, to the
best of their knowledge, the subject of
proceedings concerning such prohibition
by the FDA or any other authority, in
particular on the basis of (i) United States
21 U.S.C. Section 335a and (ii) Title 21
Code of Federal Regulation, Section
312.70 or any other comparable ground in
the jurisdiction of reference. During the
Study and for a period of 3 years after its
completion, the Contracting Partners
agree to promptly notify the Sponsor
about any such proceedings initiated
against the Principal Investigator, the
Center or its employees. Furthermore, the
Contracting Partners represent and
warrant that, as far as they know, they are
not the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public
administration authorities that concern the
clinical trial and have not been disclosed
to the Sponsor. The Contracting Partners
shall notify the Sponsor about the fact
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2.26

2.27

2.28

2.29

V pripadé, ze Hlavni zkousejici v pribéhu
Studie ukonéi pracovnépravni vztah s
Centrem, Centrum je povinno o této
skuteénosti informovat Zadavatele
neprodlené poté, co se o tom dozvi, a
soucasné navrhnout fadné kvalifikovanou
osobu jako nového hlavniho zkousejiciho.
Zadavatel ma pravo vznést namitky vuci
tomuto nahrazeni. Centrum zajisti, ze se
novy hlavnim zkousejicim, aby se pisemné
zavazal k dodrzovani podminek
sjednanych v této Smilouvé. Pokud
Centrum a Zadavatel nejsou schopni
domluvit se na osobé nového hlavniho
zkousSejiciho anebo pokud novy hlavni

zkousejici neni ochoten zavazat se
k podminkam stanovenym touto
Smlouvou, Zadavatel je opravnén

vypovédét tuto Smlouvu v souladu s €l
12.5. Centrum a Hlavni zkousSejici jsou
povinni neprodlené pisemné informovat
Zadavatele o vSech zménach, které maji
vliv na dostupnost zdroji a/nebo Clent

studijniho tymu provadéjiciho Studii.

Smluvni partnefi se zavazuji pfimo a
neprodlené informovat CRO emalil
cromsource.trecosteam
cromsource.trecosteam@cromsource.co
m v pripadé, ze subjekt hodnoceni
ucastnici se Studie oznami ¢&i vyjadrFi
nazor, ze doslo k poskozeni jeho zdravi
v dasledku ucasti ve Studii, a Ze ma proto
pravo na finanéni nahradu.

Smluvni partnefi se zavazuji poskytovat
zdravotni sluzby subjektiim, jejichz ucast
ve Studii neskongila, v pripadé ¢asteéného
uzavieni Studie, a dale také subjektim
zafazenym do nasledného sledovani po
skonéeni Studie, v souladu s etickymi
pravidly.

V pripadé, ze pri Studii pouziva Centrum,
Hlavni zkousejici nebo Clenové studijniho
tymu pristrojové vybaveni, které vyzaduje
servis, kalibraci nebo jinou zvlastni péci,
Centrum se zavazuje udrzovat takové
pristrojové vybaveni zplsobilé fadného
provozu, o éemz je povinno na vyzadani
poskytnout CRO odpovidajici
dokumentaci.

described in the previous sentence
without undue delay.

2.26 In the event that the Principal Investigator

terminates his or her employment at the
Center, the Center shall inform the
Sponsor as soon as it learns about it and
shall propose a duly qualified person
acting as a new principal investigator. The
Sponsor shall have the right to object to
such replacement. The Center shall
ensure the new principal investigator
agrees in writing to the terms and
conditions stipulated in this Agreement. If
the Center and the Sponsor are unable to
agree on the new principal investigator or
if the new principal investigator is unwilling
to agree to the terms and conditions
stipulated in this Agreement, the Sponsor
shall have the right to terminate this
Agreement in accordance with Article
12.5. The Center and the Principal
Investigator must immediately inform the
Sponsor in writing about any and all
changes having an impact on the
availability of resources and/or Study
Team Members conducting the Study.

2.27 The Contracting Partners agree to inform

2.28

2.29

the CRO email cromsource.trecosteam
cromsource.trecosteam@cromsource.co
m directly and immediately in the case
that a trial subject participating in the
Study announces or opines that his or her
health has been damaged due to his or
her participation in the Study and that
he/she is therefore entitled to financial
compensation.

The Contracting Partners undertake to
provide medical services to trial subjects
whose participation in the Study has not
yet ended, in the case of a partial closure
of the Study, as well as to subjects
included in the post Study follow-up in
compliance with ethics rules.

In the case that the Center, the Principal
Investigator or Study Team Members use
in the course of the Study devices that
require servicing, calibration or any other
special care, the Center agrees to
maintain such devices in due operational
condition and to provide relevant
documentation thereof to the CRO upon
the request of the CRO.
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3.1

Cl. 3 — Povinnosti Zadavatele

Zadavatel se zavazuje  Smluvnim
partnerim poskytnout zdarma v mnozstvi
a casovych intervalech pro fadné
provedeni Studie Hodnoceny Iék, nezbytné
vzory CRF a dalSi informace a dalsi
lIécivolplacebo vyzadované pro provadéni
Studie, napf CHF5993 200/6/12,5 pg fixni
kombinace BDP 200 ug + FF 6 ug + GB 12,5
Hg, prostrednictvim pMDI s hnacim plynem
HFA152a (testovany produkt) CHF5993
200/6/12,5 ug fixni kombinace BDP 200 ug
+ FF 6 pg + GB 12,5 pg prostrednictvim
pMDI s hnacim plynem HFA134a
(referenéni produkt a faze run-in [AXMP]),
placebo prostrednictvim pMDI s hnacim
plynem HFA-134a (placebo; pouze pro

ucely vzdélavani)

3.2 Hodnoceny lék (jakoz i dalsi lIécivo, placebo,

je-li vyzadovano Protokolem) bude dodavan na
nasledujici adresu:

Nemocnice Jihlava, pfispévkova
organizace

Nemocni¢ni |ékarna

XXXXXXXXXXVrchlického 59
586 01 Jihlava
Ceska republika

3.3 Farmaceut pred prvni dodavkou HLP
(hodnocenych lécivych pFipravki):

a) je proskolen ve vSech povinnostech
vyplyvajicich ze smlouvy;

b)obdrzi Sanon (Pharmacy File)

c) obdrzi kontakty na monitora, véetné
zastupcu (telefon, e-mail)

d) Zasilky jsou oznaceny jménem studijniho
farmaceuta a adresou lékarny

e)Zadavatel se zavazuje dorucovat radné
oznacené zasilky HLP v pracovni dny v dobé
od 7:15 do 15:00.

f) Zadavatel se zavazuje po ukonceni
klinického hodnoceni odebrat

nespotiebovana baleni hodnocenych lécivych

pripravkl na vlastni naklady zpét

Article 3 — Obligations of the
Sponsor

3.1 The Sponsor agrees to provide the
Contracting Partners with the Study Drug,
necessary CRF templates, other
information and other drugs/placebo
required for the performance of the Study
free of charge and in the quantity and
frequency necessary for the proper
performance of the Study, for example
select as applicable: CHF5993
200/6/12.5 ug fixed combination of BDP
200 pg + FF 6 ug + GB 12.5 ug, via pMDI
with HFA152a propellant (Test product)
CHF5993 200/6/12.5 ug fixed
combination of BDP 200 ug + FF 6 ug +
GB 12.5 ug, via pMDI with HFA134a
propellant (Reference product and run-
in [AXMP]), Placebo via pMDI with HFA-
134a propellant (Placebo; only for
training purposes)

3.2 The Study Drug (as well as any other

drugs, placebo, if required by the Protocol)

shall be delivered to the following address:

Nemochnice Jihlava, pfispévkova

organizace

Nemocnicni Iékarna

XXXXXXXXXXVrchlického 59

586 01 Jihlava

Ceska republika

3.3 The pharmacist before the first supply
of IMP (investigated medicinal products):
a) is trained in all obligations resulting
from the contract;

b) receive a pharmacy file

c) receives contacts for the CRA, including
representatives (phone, e-mail)

d) Shipments are marked with the name of
the study pharmacist and the address of
the pharmacy

e) The Sponsor undertakes to deliver
properly marked IMP shipments on
working days between 7:15 a.m. and 3:00
p.m.

f) The sponsor undertakes to take back
unused packages of IMP its own expense
after the end of the clinical study.

13



3.4.Hodnoceny lék, nezbytné vzory CRF a dalsi
informace vyzadované pro provadéni
Studie poskytnuté Centru jsou a zlstavaji
vlastnictvim Zadavatele. Zadavatel
prohlasuje, Zze jsou splnény veskeré
podminky stanovené prisluSnymi pravnimi
predpisy pro vyrobu (dovoz) dodavaného
Hodnoceného lé¢iva a jeho distribuci do

Centra.

3.5. Zadavatel se zavazuje poskytovat
Hlavnimu zkousejicimi pfislusné nové
informace o bezpeénosti tykajici se
Hodnoceného Iéku bez zbyteéného
odkladu.

36. [

Aniz by se smluvni strany vyslovné dohodly,
CRO je opravnéna zajistit nebo ujednat, aby
prodejce poskytl pfi provadéni klinického
hodnoceni smluvnim partnerdim do uzivani
urcité vybaveni (dale jen ,vybaveni“) nebo
interni materidly. Interni materidly mohou
zahrnovat poditaovy software, metodiky,
ratingové stupnice a dalSi nastroje, jejichz
vlastnikem je nebo na néz ma licenci CRO nebo
zadavatel (dale souhrnné jen ,materialy“).
Vybaveni nebo materialy poskytované pro ucely
klinického hodnoceni a veSkeré pozadavky,
které se jich tykaji, jsou popsany v Priloze €. 4.
Veskeré tyto materidly nebo vybaveni ziustavaji
ve vlastnictvi zadavatele nebo CRO, podle
situace, a nebude-li pisemné ujednano jinak,
budou CRO nebo =zadavateli vraceny po
ukongéeni klinického hodnoceni nebo neprodiené
na pisemnou zadost CRO nebo zadavatele

Cl. 4 - Odména

4.1.

CRO se zavazuje zaplatit Smluvnim CRO se
zavazuje zaplatit smluvnim partnerim za radné
provedené ¢innosti na zakladé této smiouvy,
vCetné prevodu prav dle ¢l. 5, odménu ve vysi,
zpUsobem a za podminek ujednanych smluvnimi
stranami dale v tomto ¢lanku smlouvy a Priloze
¢. 1, v kazdém pripadé poté, co CRO obdrzi
finanéni prostiredky na takovou platbu od
zadavatele. Centrum bude jedinym pfFijemcem
veskerych ¢astek vyplacenych na zakladé této
smlouvy a souhlasi s tim, ze vyplati prisluSnou
¢ast odmény hlavnimu zkousejicimu a ¢leniim

3.4

3.5

3.6

4.1

The Study Drug, necessary CRF
templates and other information required
for the performance of the Study and
provided to the Center are and shall
remain the Sponsor’s property. The
Sponsor declares that all conditions
stipulated in applicable laws regulating
the production (import) of the provided
Study Drug and the distribution of the
Study Drug to the Center have been met.

The Sponsor agrees to provide the
Principal Investigator  with new
information regarding the safety of the
Study Drug without undue delay.

Unless expressly agreed by the Parties, CRO
may provide, or arrange for a vendor to
provide, certain equipment (“Equipment”) or
proprietary materials for use by the
Contracting Partners during the conduct of
Study. Such proprietary materials may
include computer software,
methodologies, rating scales and other
instruments that are owned or licensed for
use by CRO or Sponsor (collectively,
“Materials”). Equipment or Materials to be

provided for the Study and any
requirements relating to them are
described in Appendix 4 . Any such

Materials or Equipment shall remain the
property of Sponsor or CRO, as the case
may be, and unless otherwise agreed in
writing shall be returned to CRO or
Sponsor at the end of the Study or
promptly on receipt of written request from
CRO or Sponsor.

Article 4 — Remuneration

For the activities properly performed
based on this Agreement, including the
transfer of rights under Article 5, the
CRO, shall provide the Contracting
Partners with remuneration in the
amount, by means and under the terms
agreed by the Parties below herein and
in Appendix 1, in any case after funds for
such payment have been received by
CRO from Sponsor. The Center shall be
the only recipient of all payments
hereunder and agrees to pay a relevant
part of the remuneration to the Principal
Investigator and Study Team Members
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tymu klinického hodnoceni v souladu se svymi
internimi predpisy. CRO prohlasuje a zaruéuje,
ze s zadnym zaméstnancem centra neuzaviela
dohodu o provedeni klinického hodnoceni.
Odména pro hlavniho zkousSejiciho a ¢leny tymu
klinického hodnoceni je ve vyluéné
odpovédnosti centra; ani hlavni zkousejici, ani
zadny ¢len tymu klinického hodnoceni nejsou
opravnéni se dozadovat u CRO nebo zadavatele
zadné pifimé odmény.

4.2 Smluvni partnefi prohlasuji, ze finanéni
prostiedky, které obdrzi podle této smiouvy,
nejsou duplicitni s jinymi finan€énimi prostredky
ziskanymi na studii.

4.3 CRO nezaplati za subjekty klinického
hodnoceni, u nichz CRO rozhodla, ze byly do
klinického hodnoceni zarazeny v rozporu s
Protokolem (tj. kritérii pro zarazeni/vylouéeni),
nebo v pfipadé, Ze smluvni partnefi (véetné ¢lent
tymu klinického hodnoceni) zasadnim
zpusobem porusi Protokol. CRO provede platby
pouze k datu navstévy, kdy k tomuto poruseni
doslo. Smluvni strany berou na védomi, ze
odchylka od protokolu, ktera je nezbytna z
Iékarského hlediska, a odchylka schvalena CRO
nebo zadavatelem se nebudou povazovat za
poruseni protokolu

4.4 Pokud je klinické hodnoceni z jakéhokoli
divodu ukonceno, je dohodnuto, ze
vyplacené ¢éastky nebo ¢astky, které se
maji vyplatit, budou vyplaceny pomérnym
dilem podle skute¢cné odvedené prace na
zakladé protokolu a rozpoctu ke
klinickému hodnoceni. Centru budou
uhrazeny vesSkeré predem schvalené
nezrusitelné zavazky z  klinického
hodnoceni, které  vznikly Ffadnym
zpusobem pred prijetim vypovédi od
centra, a to v rozsahu, v némz uvedené
zavazky nelze rozumné zmirnit. Jakékoli
finanéni prostiedky, které nejsou splatné
dle tohoto vypoétu, avsak byly jiz
uhrazeny, budou vraceny CRO ve I|hité
triceti (30) dnu od data vypovédi a poté, co
centrum pievezme od CRO nebo
zadavatele podkladovou dokumentaci,
ktera takovy preplatek doklada. Pokud tak
smluvni partnefi neucini béhem
nasledujicich patnacti (15) dni, je CRO dle
svého vlastniho uvazeni opravnéna pokryt

pursuant to its internal rules. The CRO
represents and warrants that it did not
conclude any agreement about the
performance of the Study with any
employee of the Center. The
remuneration of the Principal
Investigator and the Study Team
Members is the sole exclusive
responsibility of the Center; neither the
Principal Investigator nor any Study
Team Member shall have the right to
claim any direct remuneration from CRO
or Sponsor.

4.2 The Contracting Partners certifies
that the funding received under this
Agreement is not duplicative of any other
funding received for the Study.

4.3

CRO shall make no payment for Study
subjects whom CRO has determined to
have been entered into the Study in
violation of the Protocol (i.e.,
inclusion/exclusion criteria violation) or
for significant Protocol violations caused
by the Contracting Partners (including its
Study Staff Members). Payments shall be
made by CRO only up to the visit in which
the violation occurred. The Parties
acknowledge that a deviation from the
Protocol that arises out of medical
necessity or is approved by CRO or
Sponsor shall not be considered a
Protocol violation.

4.4 If the Study is terminated for any
reason it is agreed that the amounts paid
or to be paid, will be made proportionally
to the actual work performed pursuant to
the Protocol and the Study budget. The
Center will be reimbursed for any pre-
approved non-cancelable obligations for
the Study properly incurred prior to receipt
of notice of termination by the Center to
the extent said obligations cannot be
reasonably mitigated. Any funds not due
under this calculation, but already paid,
shall be returned to CRO, within thirty (30)
days of the termination date and Center
receipt of supporting documentation from
CRO or Sponsor evidencing such
overpayment. If the Contracting Partners
fails to do so within the subsequent fifteen
(15) days, CRO, in its sole discretion, may
apply such unearned sums to payments
otherwise due in connection with the
participation of any of the Contracting
Partners in another Sponsor study or may
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témito nezaslouzenymi ¢€astkami platby,
které by jinak byly splatné v souvislosti s
ucasti kohokoli ze smluvnich partnerti v
jiné studii zadavatele, nebo uplatnit jiné
prostiedky napravy, které ma k dispozici.
Pro ucely vyjasnéni plati, ze pokud se
smluvni strany neshodnou na ¢astkach
preplatku, setkaji se a budou jednat v
dobré vire, aby se dohodly na vzajemné
prijatelném FfeSeni dfive, nez CRO nebo
zadavatel pristoupi k néjakému z opatreni
uvedenych v této ¢asti smlouvy.

45 Smluvni partnefi souhlasi s tim, ze
kompenzace pfrijaté na zakladé této
smlouvy nepfesahuji spravedlivou trzni
hodnotu sluzeb poskytovanych dle této
smlouvy a Ze se centru nevyplaceji zadné
platby s cilem pfimét kohokoli ze
smluvnich partnert k nakupu nebo
predepisovani jakychkoli IéCiv, prostredk
nebo produktl. Centrum nebude tGc¢tovat a
zajisti, aby ani hlavni zkous$ejici netuctoval
zadnému pacientovi, pojistiteli nebo
organu statni spravy zadné polozky,
navstévy, sluzby nebo vydaje stanovené
CRO nebo ZADAVATELI ¢i hrazené CRO
nebo ZADAVATELEM. Podobné nebudou
smluvni partnefi nabizet zadné penézni
prostiedky nebo cenné véci zadnému
statnimu urednikovi nebo zastupiteli, aby
ho nepatficnym zpuisobem ovliviovali pfi
uredni ¢innosti. Centrum zajisti, aby byly
zavedeny finanéni kontroly a aby byly
platby a prevody ¢astek pfiméfené a v
souladu se spravedlivou trzni hodnotou v
prislusné jurisdikci

4.6 VSechny originaly faktur vystavovanych v

souvislosti s klinickym hodnocenim je nutno

odeslat CRO na adresy [XXXXXXXXXXa

XXXXXXXXXXa bude se s nimi zachazet tak, jak
se uvadi v Priloze ¢. 1.

4.7 a Centrum bere na védomi, ze CRO ani
ZADAVATEL nenesou odpovédnost za Uhradu
poskytnutych sluzeb v pfipadé, ze k nim nebyla
vystavena faktura ve Ihité Sedesati (60)
kalendarnich dnt .

Cl. 5 — Prava k vysledkaim

5.1. Zadavateli patfi vyhradni prava ke vSem
vysledkiim, datim, zjiSténim, objevim,
vynalezim a specifikacim, bez ohledu na
to zda jsou zpusobilé byt predmétem
patentové ochrany €i nikoli, které vznikly,
byly vytvorené, odvozené,

pursue other available remedies. For
clarification purposes, if the Parties
disagree on the overpayment amounts,
they shall meet and discuss in good faith
to agree a mutually acceptable solution
prior to CRO or Sponsor taking any of the
actions listed in this section.

4.5 The Contracting Partners agree that
the compensation received under this
Agreement does not exceed the fair
market value of the services to be
provided herein and that no payments are
being provided to the Center for the
purpose of inducing any of the
Contracting Partners to purchase or
prescribe any drugs, devices or products.
Center shall not, and shall ensure that
Principal Investigator does not, bill any
patient, insurer, or governmental agency
for any items, visits, services or expenses
provided or paid for by CRO or
SPONSOR. Similarly, the Contracting
Partners shall not provide any money or
item of value to any government official or
representative to improperly influence
government actions. The Center shall
ensure that financial controls are in place
and that payments and transfers of value
are reasonable and consistent with fair
market value in the relevant jurisdiction.

4.6 All original invoices pertaining to the Study
shall be submitted to CRO at [XXXXXXXXXX,
and shall manage as provided in Apendix 1.

4.7 Center acknowledges neither CRO
nor SPONSOR shall be responsible for
payment of services performed if it is
not invoiced within sixty (60) calendar
days

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive rights
to all results, data, findings, discoveries,
inventions and  specifications,  whether
patentable or not, that were originated,
conceived, derived, produced, discovered,
invented or otherwise made by the Center, the
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5.2.

5.3.

54

55

vyprodukované, objevené, vymyslené
nebo jinak ucinéné Centrem, Hlavnim
zkousejicim a/nebo Cleny studijniho tymu
v souvislosti s provadénim Studie (dale
jen ,Vysledky“). Smluvni partnefi timto
pfedem postupuji veSkera sva majetkova
prava k Vysledkim na Zadavatele a
Zadavatel tato postoupena prava pfrijima.
Odména za tento prevod je jiz zahrnuta
v odméné Smluvnich partnert dle pfilohy
¢.1. Smluvni partneri neziskavaji
k Vysledkiim pIlnénim této Smlouvy zadna
prava.

VSechna zdravotnickd dokumentace a
puvodni zdrojova dokumentace ziistane
majetkem Centra; nicméné, Zadavatel je
opravnén je pouzit vsouladu stouto

Smilouvou a souhlasem subjekta
hodnoceni. Zpristupnéni Vysledkt
jakémukoli subjektu, vcéetné smluvni

vyzkumné organizace ¢i etické komise
anebo regulatorniho organu nebude
povazovano za udéleni vlastnického prava
k témto informacim témto subjektiim.

Vrozsahu, v jakém prava dusevniho
vlastnictvi k Vysledkiim nejsou
prevoditelna, udéluji timto Smluvni
partnefi Zadavateli vyhradni,
neodvolatelnou vV misté a Case
neomezenou licenci s pravem udélovat

podlicence, a to ke vSem zpusobim uziti
téchto Vysledk. Odména za tuto licenci je
jiz zahrnuta v odméné Smluvnich partnert
dle ¢él. 4. Centrum se zavazuje vyvinout
maximalni usili k tomu, aby skuteéni
vlastnici téchto prav dusevniho viastnictvi,
tzn. zaméstnanci Centra a/nebo
zucCastnéné treti strany, umozni Centru
udélit vySe uvedenou licenci Zadavateli.
Zadavatel neni povinen licenci vyuzit.

Pro odstranéni pochybnosti plati, ze
vynalezy, které jsou vylepSenimi, nebo
novym pouzitim ¢€i novymi Ilékovymi
formami Hodnoceného Iéku nebo vyplyvaji
z protokolu nebo dalSich dudvérnych
informaci (podle definice uvedené nize),
opiraji se o né nebo je vyuzivaji, jsou
vyhradnim majetkem zadavatel, jsou
vyluénym vlastnictvim Zadavatele.

Smluvni partnefi se zavazuji zajistit, ze
vesSkeré Vysledky (dale jen ,Vynalezy“),
u€inéné zaméstnanci Centra nebo jinymi
stranami zahrnutymi Smluvnimi partnery

Principal Investigator and/or Study Team
Members in connection with conducting the
Study (hereinafter referred to as “Results®).
The Contracting Partners hereby assign all of
their proprietary rights to Results to the Sponsor
in advance and the Sponsor accepts such
assigned rights. The royalty fee for this
assignment is already included in the
remuneration of the Contracting Partners under
Appendix 1 hereof. The Contracting Partners
shall not acquire any rights to Results by
performing this Agreement.

5.2 All medical records and original source
documents shall remain the property of
the Center; however, the Sponsor shall be
permitted to use them in accordance with
this Agreement and based on the consent
of trial subjects. Disclosure of Results to
any subject, including a contracted
research organization, ethics committee
or regulatory authority, shall not be
deemed as granting the ownership of such
information to these entities.

5.3 To the extent intellectual property rights to
Results are legally not assignable, the
Sponsor is hereby granted by the
Contracting Partners an exclusive,
worldwide, sub-licensable, time-unlimited
and irrevocable license for unlimited use
of these Results. The royalty fee for this
license is already included in the
remuneration of the Contracting Partners
under Appendix 1. The Center ensure that
the actual owners of the intellectual
property rights, i.e. employees of the
Center and/or involved third parties, would
allow the Center to grant the
aforementioned license to the Sponsor.

5.4 To eliminate any doubts, an invention that
iS an improvement, a new use or a new
drug form of the Study Drug, or that
derives from, relies upon or uses the
Protocol or any other Confidential
Information (as defined below) shall be the

sole property of the Sponsor.

5.5 The Contracting Partners agree to ensure
that all Results (hereinafter referred to as
“Inventions”) made by employees of the
Center or other parties included in the

Study by the Contracting Partners shall be
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5.6

5.7

6.1.

6.2.

do provadéni Studie, budou bezodkladné
oznameny Zadavateli.

Zadavatel anebo kterakoli s nim Propojena
osoba jsou opravnéni podat prihlasku
patentu pro tyto Vynalezy svym vlastnim
jménem anebo jménem uréené treti strany,
na vlastni naklady, s uvedenim jména
vynalezce(-0) v prihlasce patentu. Smluvni
partnefi se zavazuji podepsat a zajistit, aby
zaméstnanci Centra a dalSi subjekty
zahrnuté Smluvnimi partnery do provadéni
Studie podepsali veskeré dokumenty a
poskytli takova svédectvi, jaké Zadavatel
uzna za nezbytné pro ucéely podani
prihlasky patentu a ziskani patentu za
ucéelem ochrany opravnénych zajmiu
Zadavatele k duSevnimu vlastnictvi, ktera
vzniknou ze Studie.

Zadavatel udéluje Smluvnim partnerim

nevyhradni licenci k Vysledkiim
vytvorenym v Centru pro interni
nekomeréni vyzkumné a nekomercni

vzdélavaci ucely pfi dodrzeni podminek
zachovavani davérnosti a podminek pro
publikovani, jez jsou obsazeny v této
Smlouvé. Tato licence neopraviuje
k udélovani jakychkoliv podlicenci.

Cl. 6 — Zachovavani davérnosti

Smluvni partnefi souhlasi s tim, ze budou
prisné dlvérné zachazet se vSemi
informacemi, které obdrzi od zadavatele,
CRO anebo propojenych osob anebo jejich
jménem v souvislosti s klinickym
hodnocenim, hodnocenym lékem,
protokolem nebo touto smlouvou a stejné
tak v souvislosti s vysledky (dale jen
»duvérné informace®). Smluvni partnefri
smi vyuzivat diivérné informace pouze pro
ucely pInéni této smlouvy a zavazuiji se, ze
tyto diivérné informace nezpristupni zadné
treti strané bez predchoziho pisemného
souhlasu zadavatele, s vyjimkou stran
povérfenych zadavatelem. Smluvni partnefi
souhlasi s tim, ze umozni pristup k
davérnym informacim pouze osobam, jez
se s davérnymi informacemi maji potrebu
seznamovat pro uéely poskytovani sluzeb
na zakladé této smlouvy, a i to pouze
tehdy, pokud tyto osoby byly smluvnimi
partnery  prokazatelné zavazany k
dodrzovani podminek alespon tak
prisnych, jako jsou podminky dle tohoto €l.
6

reported to the Sponsor without undue
delay.
5.6 The Sponsor or any of its Affiliates shall
have the right to file a patent application
for such Inventions under its own name or
under the name of a designated third party

and at its own expense, with the
inventor(s) named in the patent
application. The Contracting Partners

agree to sign and to have employees of
the Center and other parties involved in
the Study by the Contracting Parties sign
all documents and give such testimony as
the Sponsor deems necessary for filing a
patent application and for obtaining a
patent in order to protect its intellectual
property interests arising from the Study.

5.7 The Sponsor provides the Contracting
Partners with a non-exclusive license to
Results created at the Center for internal
non-commercial research and non-
commercial educational purposes, subject
to confidentiality and publication terms
specified in this Agreement. Such license
does not allow for granting any sub-
licenses.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat as
strictly confidential all information received
from or on behalf of the Sponsor, CRO or
any of the respective Affiliates in relation
to the Study, the Study Drug, the Protocol
or this Agreement as well as Results
(hereinafter referred to as “Confidential
Information”) The Contracting Partners
may use Confidential Information only for
the purposes of performance of this
Agreement and agree not to disclose such
Confidential Information to any third party
other than parties authorized by the
Sponsor without the Sponsor’s prior
written consent. The Contracting Partners
agree to provide access to Confidential
Information only to persons that need to
know Confidential Information for the
purpose of providing services based on
this Agreement and only if such persons
were provably bound by the Contracting
Partners to observe confidentiality
obligations that are at least as stringent as
the conditions under this Article 6.

6.2 Notwithstanding the above, the Contracting
Partners shall be allowed to publish the
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Bez ohledu na vysSe uvedené skuteénosti je

smluvnim
vysledky klinického hodnoceni

partnerim  povoleno zvefejnit

v pfisném

souladu s podminkami €l. 7 nize.

6.3.

6.4.

6.5.

6.6.

6.7.

Pojem Duivérné informace, jak je pouzivan
v této Smlouvé, se nevztahuje na data a
informace, u nichz mohou Smluvni
partnefi prokazat, ze (i) jimi Centrum nebo
Hlavni  zkouSejici  disponovali bez
povinnosti miéenlivosti v dobé, kdy jim
byly zpfistupnéné Zadavatelem, CRO nebo
jeho pfislusnymi Propojenymi osobami,
anebo jménem nékterych z nich, (ii) jsou

nebo se stanou soucasti verejnych
informaci jinak nez jednanim i
opomenutim Centra nebo Hlavniho

zkousejiciho, (iii) je Centrum nebo Hlavni
zkousejici pravem nabyli od treti strany,
ktera neni vici Zadavateli nebo jeho
Propojenym osobam vazana vyslovnou
nebo predpokladanou povinnosti
mléenlivosti, nebo (iv) byly vytvoreny
nezavisle  Centrem nebo Hlavnim
zkousejicim bez odkazovani se na Diivérné
informace nebo jejich pouziti.

Navic jsou Smluvni partnefi opravnéni
zpristupnit Davérné informace v takovém
rozsahu, v jakém je takové zpristupnéni
vyzadovano pravnimi predpisy nebo
vykonatelnym soudnim rozhodnutim,
avSak za podminky, Zze Smluvni partnefi o
takoveé skutec¢nosti Vv pfiméreném
¢asovém predstihu informuji Zadavatele a
CRO, pfed zvefejnénim a najejich zadost
s nimi budou spolupracovat ve snaze
dosahnout opatieni za uéelem ochrany
nebo jiného pfiméfeného pravniho
prostiedku. Smluvni partnefi se zavazuji
vyvinout vSechno pfimérené usili, aby
zabezpedili dlvérné zachazeni s kteroukoli

z Dlavérnych informaci, jez bude
zpristupnéna.

Tyto povinnosti k zachovavani
mlicéenlivosti a zakazu pouzivani

Duvérnych informaci dle této Smlouvy
zastanou v platnosti i po skonceni této
Smlouvy.

Smluvni partnefi se zavazuji na zadost
Zadavatele zlikvidovat a smazat Davérné
informace, jimiz disponuji anebo je vratit
Zadavateli.

Veskeré dohody existujici pred uzavienim
této Smlouvy a tykajici se zachovavani

Results of the Study in strict compliance
with the terms of Article 7 below.

6.3 The term Confidential Information, as used
in this Agreement, does not apply to data
and information where the Contracting
Partners can prove that such data and
information (i) were already in possession
of the Center or the Principal Investigator
without the confidentiality obligation at the
time of their disclosure to them by or on
behalf of the Sponsor, CRO or any of the
respective Affiliates, (ii) are or become a
part of public information by means other
than by an act or omission on the part of
the Center or the Principal Investigator,
(iif) were legally acquired by the Center or
the Principal Investigator from a third party
not bound to the Sponsor or its Affiliates
by an explicit or implied confidentiality
obligaton or (iv) were created
independently by the Center or the
Principal Investigator without reference to
Confidential Information or its use.

6.4 Furthermore, the Contracting Partners may
disclose Confidential Information to the
extent required by law or an enforceable
court order, provided, however, that the
Contracting Partners shall give the
Sponsor and the CRO reasonable
advance notice prior to make nay
disclosure and shall cooperate with the
Sponsor or the CRO to seek a protective
order or any other appropriate remedy
upon the request. The Contracting
Partners agree to make maximum
reasonable efforts to ensure confidential
treatment of any Confidential Information
that shall be disclosed.

6.5 This confidentiality obligation and the
prohibition to use Confidential Information
as specified in this Agreement shall
remain in effect even after this Agreement
is terminated.

6.6 The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the
Sponsor upon the request of the Sponsor
or the CRO.

6.7 All pre-existing agreements regarding the
confidentiality obligation with regard to the
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6.8.

>

micenlivosti ve vztahu ke Studii, se
nahrazuji touto Smlouvou a pouze ve
vztahu ke Studii.

Zadavatel a CRO se zavazuje zachovavat
mléenlivost o skute€nostech, které
Centrum oznadci jako skute¢nosti dlivérné,
za stejnych podminek dle tohoto ¢l. 6

Cl. 7 - Publikovani, tiskové zpravy a

7.1.

7.1.1

7.1.2

7.1.3

verejna oznameni

Zadavatel uznava zajem Smluvnich
partneri na nekomerénim védeckém
publikovani Vysledkil, bez ohledu na to,
zda vysledek Studie je pozitivnhi &i
negativni. S ohledem na opravnéné zajmy
Zadavatele se Smluvni partnefi zavazuji
dodrzovat nasledujici povinnosti a
podminky pro publikovani:

Smluvni partnefi se zavazuji poskytovat
Zadavateli veSkeré navrhy na publikovani
nebo uUstni prezentace tykajici se Studie
nebo Hodnoceného Iéku nebo Vysledki
(dale jen ,Publikace”) nejméné Sedesat
(60) dnii pred zamySlenym predlozenim
nebo prezentaci Publikace, aby je
Zadavatel mohl zkontrolovat.

Pokud Zadavatel neucini viaéi Smluvnim
partnerim zadné oznameni ve lhité 45 dnu
ode dne, kdy mu byla doruéena zamyslena
Publikace, Smluvni partnefi se zavazuji
pfipomenout Zadavateli zamysSlené datum
Publikace. Smluvni partnefi nejsou
opravnéni publikovat Publikace bez
vyslovného souhlasu Zadavatele.

Smluvni strany berou na védomi a
souhlasi, ze v pfipadé multicentrickych
studii se Vysledky Studie publikuji pouze
prostirednictvim koordinace se
Zadavatelem za uéelem kombinovani
vysledk( ze vSech center ucastnicich se
Studie. Smluvni partnefi jsou opravnéni
publikovat Vysledky jejich Centra za
podminky, ze celkové vysledky nebyly
publikovany do 18 mésict od dokonéeni
Studie, a soucasné za podminky
postupovani v souladu s podminkami
stanovenimi v tomto élanku.

Study shall be superseded by this
Agreement and only with regard to the
Study.

6.8 The Sponsor and CRO agrees to treat any
fact that the Center marks as
“Confidential” under the same conditions
provided in this Article 6.

Article 7 — Publication, Press
Releases and Public
Announcements

7.1 The Sponsor acknowledges the interest of
the Contracting Partners in the non-
commercial scientific  publication of
Results, regardless of whether the
outcome of the Study is positive or
negative. Considering the Sponsor's
reasonable interests, the Contracting
Partners agree to comply with the
following publication obligations and
terms:

7.1.1 The Contracting Partners agree to provide

the Sponsor with all proposed publications

or oral presentations relating to the Study
or the Study Drug or Results (hereinafter
referred to as the “Publication”) at least
sixty (60) days prior to the intended

submission or presentation of the
Publication in order to allow the Sponsor
to review it.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 days of the
Sponsor's receipt of the intended
Publication, the Contracting Partners

agree to remind the Sponsor of the
intended date of the Publication. The
Contracting Partners are not allowed to
publish Publications without the explicit
consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Study are published only
through coordination with the Sponsor in
order to combine the results of all centers
participating in the Study. The Contracting
Partners may publish Results of their
Centers on the condition that overall
results were not published within 18
months of the completion of the Study,
subject to the compliance with the terms
set forth in this Article.
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7.1.4 Zadavatel a Smluvni partnefi se zavazuji 7.1.4 The Sponsor and the Contracting Partners

7.1.5

7.1.6

7.1.7

prodiskutovat veskeré rozdily v nazorech
na zamysleny obsah Publikace za u¢elem
nalezeni feSeni  uspokojivého pro
Zadavatele i pro Smluvni partnery.
Zadavatel je opravnén navrhnout jakékoli
zmény Publikace, které odlvodnéné
povazuje za nezbytné pro védecké ucely.
Smluvni partnefi se zavazuji, ze
implementace takovych doporuéenych
zmén nebude bezdivodné odmitnuta.

Pokud Ize ocekavat, ze takova Publikace
by mohla mit nezadouci uGcinek na
zachovani diavérnosti kterékoli
z Davérnych informaci Zadavatele,
Smluvni partnefi se zavazuji zabranit
takové Publikaci, ledaze predmétna
Davérna informace nemtize byt vymazana
z Publikace bez Gjmy védecké spravnosti
Publikace.

Pokud by Publikace z pohledu Zadavatele
mohla mit nezadouci Gc¢inek na schopnost
ziskat patentovou ochranu pro kterykoli
Vynalez, Zadavatel ma pravo pozadovat
odklad Publikace na pfimérenou dobu za
UCelem pripravy a podani zadané
patentové prihlasky Zadavatelem nebo
jeho jménem, avSak tato doba nesmi
presahnout Sest (6) mésict od data, kdy
byla Zadavateli Publikace doruc¢ena ke
kontrole. Zadavatel ma pravo pozadovat
dalsSi odklad Publikace, pokud patentova
prihlaska byla podana a pokud pfihlaska
s pravem prednosti je netplna a v ramci 1
roku od podani prihlasky s pravem
pfednosti musi byt do zadosti doplnén
pfedmét patentové prihlasky. V tomto
pripadé ma Zadavatel pravo pozadovat
odklad jakékoli Publikace az do doplnéni
prihlasky s pravem prednosti. Zadavatel
nebude zakazovat Publikaci v pfipadé, kdy
informace, ktera je zplsobilda byt
predmétem patentové ochrany, byla
z planované Publikace odstranéna.

Smluvni partnefi se zavazuji zahrnout do
kazdé Publikace ustanoveni informuijici, ze
vytvoreni dat bylo podporeno Zadavatelem
a soucasné se Smluvni partnefi zavazuji
informovat o své mife angazovanosti ve
Studii a prospéchu, ktery jim ze Studie
plynul. Autorstvi a uznani za védecké

publikovani by mély byt v souladu
s Jednotnymi pozadavky na rukopisy
vydanymi Mezinarodnim vyborem

7.1.5

7.1.6

agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the
Publication, which the Sponsor
reasonably deems necessary for scientific
purposes. The Contracting Partners agree
that the implementation of such
recommended changes shall not be
unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any
of the Sponsor’s Confidential Information,
the Contracting Partners shall prevent
such Publication, unless the Confidential
Information can be deleted from the
Publication without detriment to the
scientific correctness of the Publication.

If the Publication may - in the Sponsor’'s
view - have an adverse effect on the ability
to obtain patent protection for any
Invention, the Sponsor may request a
delay of the Publication for a reasonable
period of time in order to enable the
preparation and filing of any desired
patent application by, or on behalf of, the
Sponsor; such period, however, may not
to exceed six (6) months from the day the
Sponsor received the intended Publication
for review. The Sponsor may request a
further delay of the Publication in the case
that the patent application has been filed
and the priority application is incomplete
and the subject-matter has to be added to
the application during the priority year. In
such a case, the Sponsor may request a
delay of any Publication until the
completion of the priority application. The
Sponsor shall not prohibit the Publication
if the patentable information was removed
from the planned Publication.

7.1.7 The Contracting Partners agree to include

in every Publication information that the
creation of data was supported by the
Sponsor as well as information about their
involvement in the Study and their benefits
from the Study. Authorship and
acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts
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7.2

7.3

7.4

7.5

8.1.

8.2.

redaktort lékarskych c¢asopisii - ICMJE
(Uniform Requirements for Manuscripts).

Smluvni partnefi se zavazuji zavazat
stejnymi povinnostmi a pozadavky na
publikovani, které jsou stanoveny v ¢l. 7.1
také vsechny Cleny studijniho tymu.

Zadavatel je opravnén zverejnit vysledky
Studie zpGsobem, ktery uzna za vhodny, a
to jak po celou dobu trvani této smiouvy,
tak po jejim ukonceni, dale je Zadavatel
opravnén umistit informace o Studii a o
Vysledcich na internet, napf. na stranky
www.ClinicalTrials.qov (zverejnéni
registru) a na stranky pro zveiejnéni
vysledkl, na firemni stranky Zadavatele
(zverejnéni registru a vysledkd) a v
kterékoli databazi vyzadované pravnimi
predpisy v souladu s prislusnymi
standardy ve vztahu k rozsahu, formé a
obsahu.

Smluvni partnefi se zavazuji nepublikovat
zadné tiskové zpravy nebo jina verejna
oznameni o Studii, Vysledcich Studie
a/nebo Hodnoceném Iéku bez piredchoziho
pisemného souhlasu Zadavatele,
s vyjimkou opravnéné zverejnénych a
verejné dostupnych informaci.

Cl. 8 —- Odpovédnost a odskodnéni

Smluvni partnefi odSkodni zadavatele za
veskeré naroky, zaloby, Setfeni nebo
pozadavky tretich stran, a to v rozsahu
zpusobeném v dusledku nebo plynoucim
ze (i) skuteéného nebo udajného
nedbalého nebo umysiného jednani nebo
opomenuti, (ii) poruseni jakychkoli
zavazku, které podle této smlouvy prevzal

kdokoli 'z nich nebo kdokoli ze
zaméstnancli centra ¢i dodavatell
vyuzivanych pfi plnéni této smlouvy

a/nebo (iii) nedodrzeni jakéhokoli platného
pravniho predpisu a protokolu.

Zadavatel je Smluvnim partnerim
(Centrum, Hlavni zkousejici dale
oznaéovani jen jako , Odskodiovana

strana“) povinen nahradit djmu (véetné
ujmy nemajetkové) v rozsahu, v jakém je
vi€i nim u prislusného soudu subjektem
hodnoceni nebo jinymi ktomu podle
platnych pravnich predpisti opravnénymi
osobami uspésné uplatnén zejména narok
na nahradu ajmy na zdravi (véetné smrti)
vzniklé z divodu uzivani Hodnoceného

8.2 The

issued by the International Committee of
Medical Journal Editors (ICMJE).

7.2 The Contracting Partners agree to impose

the same obligations and requirements for
publications as set forth in Article 7.1 on
all Study Team Members.

7.3 The Sponsor may publish Results of the

Study in any manner it deems appropriate,
both during, and following termination of
this Agreement; the Sponsor may also
post information about the Study and
Results on the Internet, e.g. on
www.ClinicalTrials.gov (register posting)
and on websites for results posting, on the
Sponsor’'s company website (register and
results posting) and in any other database
required by laws in accordance with
applicable standards regarding scope,
form and content.

7.4  The Contracting Partners agree not to

publish any press release or any other
public announcements about the Study,
Results of the Study and/or the Study
Drug without the Sponsor's prior written
consent, except for justifiably disclosed
and publicly available information.

7.6

Article 8 — Liability and Indemnity

8.1 The Contracting Partners shall indemnify
the Sponsor for any and all third party
claim, suits, investigations or demands to
the extent caused by or arising out of (i)
an actual or alleged negligent or willful act
or omission, (i) a breach of any
obligations assumed under this
Agreement by either of them or any
employee of the Center or contractors
used for the purposes of fulfilment of this
Agreement and/or (iii) a failure to comply
with any applicable law or regulation and
with the Protocol.

Sponsor shall indemnify the
Contracting Partners (hereinafter the
Center and the Principal Investigator
collectively referred to as the
“Indemnified Party”) for damage
(including non-pecuniary damage) to the
extent to which a trial subject or any other
person entitled under law successfully
claims damages to health (including
death) as a result of using the Study Drug
or any clinical intervention or procedure
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8.2.1

8.2.2

8.2.3

8.3.

8.4

Iéku nebo jakéhokoli vykonu nebo postupu
vykonaného na subjektu hodnoceni dle
pozadavku Protokolu, a to za podminky, ze
tato ujma:

nevznikla z divodu, Zze Odskodriovana
strana nejednala v souladu (@
s podminkami této Smlouvy; a/nebo (b)
Protokolem; a/nebo (c) vSemi pfisluSnymi
pravnimi predpisy a pravidly upravujicimi
provadéni Studie; a/nebo (d)
bezpeénostnimi opatifenimi a pisemnymi
pokyny Zadavatele nebo jeho Propojenych
osob; a/nebo

nevznikla z ddvodu nedbalého nebo
umysiného protipravniho jednani ¢i
opomenuti OdSkodriované strany; a/nebo

neni plné nahrazena z pojisténi
sjednaného v souladu s pravnimi predpisy
ve prospéch OdSkodnované strany.

Dale plati, ze pokud vznikne takova ujma
pouze zéasti zdavodd na strané
Odskodnované strany uvedenych v ¢l.
8.2.1, nebo 8.2.2, Odskodrnované strané
vznikd narok na nahradu uajmy vugéi
Zadavateli v rozsahu, v jakém se na vzniku
Skody nepodilely divody uvedené v €l
8.2.1 a/nebo 8.2.2.

Pravo Smluvnich partnerd na nahradu
ujmy dle ¢€l. 8.2 dale nevznikne a Zadavatel
nebude mit povinnost nahradu uajmy
poskytnout, s vyjimkou odst. 8.4.3, pouze
v rozsahu, ve kterém bude mit poruseni
nékteré z nize uvedenych povinnosti ze
strany Smluvnich partnerGi negativni vliv
na moznost UspésSné se branit proti
uplatnénému naroku na nahradu ujmy:

8.4.1Smluvni partnefi souhlasi s tim, ze upozorni
zadavatele pisemné a co mozna nejpodrobnéji o
pfipadném naroku a/nebo soudnim sporu, ktery
spada nebo by mohl spadat pod tato ustanoveni
o odskodnéni, a to ihned poté, co se o takovém
naroku nebo soudnim sporu dozvédi.

8.4.2 Smluvni partnefi souhlasi s tim, ze
upozorni zadavatele pisemné a co
mozna nejpodrobnéji o pripadném
naroku a/nebo soudnim sporu,
ktery spada nebo by mohl spadat
pod tato ustanoveni o odSkodnéni,
a to ihned poté, co se o takovém
naroku nebo soudnim sporu
dozvéd.

required by the Protocol in a competent
court of justice, provided that such
damage:

8.2.1did not arise from the failure of the

Indemnified Party to comply with (a) the
terms of this Agreement; and/or (b) the
Protocol, and/or (c) all applicable laws and
regulations governing the performance of
the Study, and/or (d) safety measures and
written instructions of the Sponsor or its
Affiliates; and/or

8.2.2 does not arise from a negligent or willful

8.3

8.4

8.4.1

8.4.2

act or omission of the Indemnified Party;
and/or

8.2.3 is not fully covered by insurance
taken out in compliance with applicable
laws for the benefit of the Indemnified
Party.

In the case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
be entitled to indemnification from the
Sponsor to the extent to which the reasons
indicated in Article 8.2.1 and/or 8.2.2 did
not contribute to the damage.

The Contracting Partners shall not be
entitled to indemnification under Article
8.2 and the Sponsor shall not provide
indemnification if the Contracting Partners
breach any of the following obligations
and such breach has a negative impact on
the possibility of successful defense
against the lodged claim:

The Contracting Partners agree to notify
the Sponsor in writing and as much as
possible about a claim and/or lawsuit that
falls or could fall under these provisions on
indemnification immediately upon learning
about such a claim or lawsuit.

The Contracting Partners agree to allow
the Sponsor to have full control over all
acts and defense against such a claim or
lawsuit, including the right to decide on its
settlement.
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8.4.3

8.4.4

9.1.

9.2.

Smluvni partnefi jsou
spolupracovat se Zadavatelem a jeho
pravnimi zastupci a pojistiteli pfi obrané
proti takovému naroku nebo Zzalobé, a
zajistit takovou spolupraci také svych
zaméstnanci; a

Smluvni partnefi nesmi uznat ani urovnat 8.4.4

zadny takovy narok nebo soudni fizeni bez
predchoziho pisemného souhlasu
Zadavatele.

Cl. 9 — Pojisténi

Zadavatel odpovida za zajiSténi pojisténi
pro ucely Studie v souladu s pfislusnymi
pravnimi predpisy. Za timto ucéelem
Zadavatel prohlasuje, ze zajistil pojiSténi
odpovédnosti Zadavatele a ZkousSejiciho
za Skodu (v€éetné nemajetkové ujmy, vyjma
nemajetkové Ujmy zplsobené porusenim
prav na ochranu osobnosti ¢i jména,
urazkou na cti, pomluvou, Sikanou,
obtéZzovanim, nerovnym zachazenim ¢i
jinymi zpUsoby diskriminace), jehoz
prostrednictvim je zajiSténo i odSkodnéni
v pripadé smrti subjektu hodnoceni nebo v
pripadé ujmy vzniklé na zdravi subjektu
hodnoceni v duasledku provadéni Studie
v souladu s § 58/2 zakona o lééivech. Pro
vylouéeni pochybnosti Zadavatel a
Smluvni partnefi prohlasuji, ze pojisténi
podle tohoto odstavce nenahrazuje
pojisténi vztahujici se k aktivitdm, které
nesouvisi se Studii, napf. bézné
poskytovani zdravotnich sluzeb.

Centrum bude na své vlastni naklady a
vydaje udrzovat pojistku, pojistny program
nebo samopojisténi ve vysi alespon CzZK
30,000,000, pfi€éemz pojistné kryti zahrnuje,
nikoli v8ak vyhradné, komplexni pojisténi

obecné odpovédnosti a profesni
odpovédnosti chranici centrum, jeho
jménem, hlavniho zkousejiciho, ¢leny

tymu klinického hodnoceni, podle situace,
véetné kryti za zanedbani Iékaiské péce,
chyb a opomenuti, k nimz doslo béhem
jejich ucasti na klinickych hodnocenich a
pfi provadéni klinickych hodnoceni na
lidech. Tato pojistka nebo pojistny
program budou pIné platné a uéinné po
dobu platnosti této smlouvy a dale po
dobu tii (3) let po uplynuti této smiouvy.
Centrum na vyzadani poskytne CRO
a/nebo Zadavateli doklady o pojisténi,
napf. platné aktualni osvédéeni o pojisténi.
Centrum zasle CRO pisemné oznameni ve

9.1

9.2

povinni 8.4.3 The Contracting Partners must cooperate

and require its employees to cooperate,
with the Sponsor and its attorneys and
insurers in the defense of such a claim or
lawsuit; and

The Contracting Partners may not
recognize or settle any such claim or
lawsuit without the prior written consent of
the Sponsor.

Article 9 — Insurance

The Sponsor shall be responsible for
taking out insurance for the purposes of
the Study in compliance with applicable
legal regulations. For these purposes, the
Sponsor represents and warrants that it
took out insurance of liability of the
Sponsor and the Investigator for damage
(including the non-pecuniary damage,
with the exception of non-pecuniary
damage caused by violation of personality
or name protection rights, by defamation,
slander, bullying, harassment, unequal
treatment or by any other way of
discrimination), including indemnification
in case of death of a trial subject or
damage to health to a trial subject due to
the Study performance pursuant to
Section § 58/2 of Pharmaceuticals Act. In
order to eliminate any doubts, the Sponsor
and the Contracting Partners represent
and warrant that this insurance does not
replace insurance covering activities
which are not related to the Study, e.g. a
regular provision of medical services.

Center shall, at its sole cost and expense
maintain a policy or program of insurance
or self-insurance at the level of at least CZK
30,000,000, with coverage that includes but
is not limited to, comprehensive general
liability and professional liability insurance
that covers the Center, on behalf of itself,
Principal  Investigator, Study  Staff
Members, as applicable, including
coverage for medical malpractice and
errors and omissions committed during
their participation in and conducting of
human clinical trials. Such policy or
program shall be in full force and effect
during the term of this Agreement and for
three (3) years thereafter. Upon request,
Center will provide CRO and/or Sponsor
with evidence of such insurance such as
current certificates of insurance. Center
shall notify CRO at least thirty (30)
calendar days in writing of any
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10.1.

Ihité nejméné triceti (30) kalendarnich dnu

o pripadném zruseni, neobnoveni
zasadnich zménach dotyéného kryti

Cl. 10 — Ochrana a zpfistupnéni
osobnich udaju

nebo

Smluvni partnefi prohlasuji a zarucuiji, ze
budou respektovat a dodrzovat vSechny
platné zahrani¢ni a mistni zakony, jimiz se

fidi soukromi, bezpe¢nost a zverejiovani

informaci o zdravotnim stavu a dalSich

osobnich informaci nebo
ziskanych a prezkoumavanych

zaznamu

pri

poskytovani sluzeb ve prospéch CRO a
zadavatele (v€etné, nikoli vSak vyhradné,

souboru elektronickych

transakci,

souboru lékarskych kodi, identifikatoru

poskytovatele,

identifikatoru

zaméstnavatele a identifikatoru pacienta),
a umozni pristup k takovym informacim
nebo zaznamim pouze tak, jak to povoluji
zakony prijaté v tomto ohledu, ve znéni

pozdéjSich predpisti, véetné, nikoli vSak
Zakona o prenositelnosti a

vyhradné,

odpovédnosti ve zdravotnim pojiSténi z
roku 1996 (dale jen ,HIPAA“) a Nafizeni

Evropského parlamentu a Rady

(EV)

2016/679 ze dne 27. dubna 2016 o ochrané

fyzickych osob v  souvislosti

se

zpracovanim osobnich udaji a o volném
pohybu téchto udaji (dale jen ,,obecné
nafizeni o ochrané udaja“, ,,GDPR") (a dale
souhrnné jen ,pravni predpisy o ochrané

soukromi*). Smluvni partnefi

dale

prohlasuji a zaruéuji, ze tam, kde je to

nezbytné podle mistnich

pravnich

predpisti o ochrané soukromi, si vyzadaji
u kazdého subjektu klinického hodnoceni
zarazeného do klinického hodnoceni

pfislusny formulai s povolenim,

ktery

umozni smluvnim partnerim predkladat
CRO a ZADAVATELI a také dalSim osobam
a subjektam, které urcil ZADAVATEL,

vyplnéné zaznamové formulare
zdrojovou dokumentaci a veskeré
informace vyzadované na

CRF,
dalsi

zakladé

protokolu. Smluvni partnefi v zadném
pripadé neposkytnou CRO ani zadavateli

zadné informace o pacientech a ani
nebo zadavatel je po nich

CRO

nebudou

vyzadovat, s vyjimkou pripadd, kdy to

povoluji pravni predpisy o ochrané
soukromi nebo povoleni s platnosti dle
pravnich predpisu, které subjekt
klinického hodnoceni podepsal. Smluvni

strany souhlasi s tim, ze tuto smlouvu

podle potifeby pozméni a doplni tak

, aby

byla v souladu s pravnimi predpisy o
ochrané soukromi nebo se zménami v
pravnich predpisech o ochrané soukromi.

10.1

cancellation, non-renewal, material

changes in said coverage.

or

Article 10 — Personal Data
Protection and Disclosure

The Contracting Partners represents and
warrants that it will respect and abide by
all applicable foreign and local laws
governing the privacy, security, and
disclosure of health information and other
personal information or records obtained
and reviewed in the course of providing
services to CRO and Sponsor (including,
but not limited to, electronic transaction
sets, medical code sets, provider
identifier, employer identifier and patient
identifier) and shall permit access to such
information or records only as authorized
by such laws promulgated thereunder, as
amended from time to time, including,
without limitation, the Health Insurance
Portability and Accountability Act of 1996
(“HIPAA”), the European Union
Regulation (EU) 2016/679 of the
European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement
of such data, (General Data Protection
Regulation — “GDPR”) (collectively the
“Privacy Laws”). The Contracting
Partners further represents and warrants
that, where necessary under local Privacy
Laws, it will obtain an appropriate
authorization form for each Study subject
enrolled in the Study which will enable the
Contractual Partners to provide CRO and
SPONSOR and other persons and entities
designated by SPONSOR with completed
CRFs, source documents and all other
information required by the Protocol. In no
event will the Contractual Partners
provide, or be required by CRO or
Sponsor to provide, any patient-specific
information to CRO or Sponsor, except as
authorized by the Privacy Laws or an
authorization valid under the Privacy Laws
and signed by the Study subject. The
Parties agree to amend this Agreement as
necessary to comply with the Privacy
Laws or changes in the Privacy Laws.
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10.2. V souladu s GDPR se rozumi, ze pro ucely 10.2

11.1.

11.2.

12.1.

provadéni klinického hodnoceni budou
INSTITUCE a ZADAVATEL jednat jako
nezavisli spravci udaji, kazdy v mezich
svych prislusnych pravomoci, ve smyslu
platnych pravnich predpisi o ochrané
soukromi. Rozumi se, ze CRO bude
vystupovat jako zadavatelliv zpracovatel
udaja

Cl. 11 — Trvani Smlouvy

Neni-li tato smlouva ukoncéena drive dle
smluvnich podminek, zac¢inda doba
platnosti a uc¢innosti této smlouvy datem
posledniho podpisu nize na této smlouvé a
smlouva zlstane v platnosti a G€innosti,
dokud klinické hodnoceni v centru

neskonéi a dokud CRO a =zadavatel
neobdrzi a nezkompletuji ke své pfimérené
vSeobecné spokojenosti vSechny
zaznamové formulare CRF a dalSi pfipadné
dokumenty tykajici se klinického
hodnoceni.

Prava a povinnosti Zadavatele a

Smluvnich partneri stanovené v této
Smlouvé, které s ohledem na svou povahu
maji pretrvat i po skonéeni této Smlouvy
(véetné prav s ohledem na vlastnictvi,
Vynalezy, zachovavani mlcenlivosti,
publikace, protikorupénich ustanoveni,
odpovédnosti a odskodnéni), zustavaji
v platnosti i po skonéeni nebo splnéni této
Smiouvy.

Cl. 12 — Ukonéeni

Bez ohledu na jakékoli jiné pravo ukongdit
tuto Smlouvu, jez miuze byt stanoveno
v této Smlouvé anebo vyplyva z obecné
zavaznych pravnich predpisi, CRO ma
pravo ukongit tuto Smlouvu kdykoli i bez
uvedeni divodu na zakladé vypovédi
s tricetidenni (30) vypovédni lhitou. lhned
po doruéeni vypovédi této Smlouvy na
zakladé kteréhokoli ustanoveni této
Smlouvy, se Centrum a Hlavni zkousejici
zavazuji (i) zastavit nabor a zarazovani
subjektt hodnoceni do Studie, (ii) zastavit

provadéni veskerych postupd, u jiz
zarazenych subjekti hodnoceni, a to
v mife, vjaké to dovoluje Iékarské

hledisko, a (iii) zdrzet se dalSich nakladui a
vydajii. V pripadé, ze Centrum nebo

In accordance with GDPR, it is understood
that for the performance of the Study,
INSTITUTION and SPONSOR will act as
independent Data Controllers, each one
within its relevant terms of reference,
under the meaning of the applicable
Privacy Laws. It is understood that CRO
will act as Data Processor of the
SPONSOR.

Article 11 — Term of the Agreement

11.1 Unless earlier terminated in accordance
with the provisions of this Agreement, the
term of this Agreement shall commence
on the date of last signature of this
Agreement below and shall continue in
force until the Study has been completed
at Center and all CRFs, and any other
pertinent Study-related documents have
been received by and completed to the
reasonable satisfaction of CRO and
Sponsor.

11.2 The rights and obligations of the Sponsor
and the Contracting Partners that are set
forth in this Agreement and by nature are
to survive this Agreement (including,
without limitation, rights with respect to
ownership, Inventions, confidentiality,
publication, anti-bribery, liability and
indemnification) shall remain in effect even
after this Agreement is terminated or
completely performed.

Article 12 — Termination

12.1 Notwithstanding any other termination right

set forth in this Agreement or in the
applicable generally binding legal
regulations, the CRO reserves the right to
terminate this Agreement at any time
without cause based on thirty-day notice.
Immediately upon receipt of the notice
based on any provision of this Agreement,
the Center and the Principal Investigator
agree to (i) cease recruiting and enrolling
trial subjects in the Study, (ii) cease all
procedures to the extent medically
permissible on trial subjects already
enrolled in the Study and (iii) refrain from
incurring additional costs and expenses.
In the case that the Center or the Sponsor
announces that the thirty-day notice does
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12.2.

12.3.

12.4

Zadavatel sdéli, ze vypovédni lhita v déice
triceti (30) dna je nedostateéné dlouha
doba na vyhodnoceni rizik pro zarazené
Subjekty hodnoceni, kterym je podavan
Hodnoceny Iék, budou smluvni strany
spolupracovat na tom, aby byla bezpe¢né
ukonéena lécba téchto subjektd timto
lééivem v pribéhu vzajemné dohodnuté
doby, ale v zadném pripadé nebude
zavazek Zadavatele dodavat Hodnoceny
lék podle této Smlouvy trvat déle nez
pfimérenou dobu.

Smluvni partnefi a CRO, kazdy z nich, maji
pravo ukongéit tuto Smlouvu s okamzitym
ucinkem formou vypovédi doruéené druhé
smluvni strané v pfipadé, ze provadéni
Studie v Centru musi byt ukonéeno
z lékarskych anebo etickych dlvodu.
Ukonceni Smlouvy Smluvnimi partnery dle
predchozi véty je Hlavni zkousSejici
povinen predem prokonzultovat se
Zadavatelem. Aniz je tim dotceno
predchozi ustanoveni, v pripadé kritickych
nebo dilezitych zjiSténi v ramci auditu
nebo inspekce tykajicich se spravné
klinické praxe, farmakovigilance nebo
regulatornich zalezitosti, praxe nebo
postupu, které maji nepfiznivy vliv na
prava, bezpecénost, nebo blaho subjektu
hodnoceni anebo které mohou
predstavovat potencialni riziko pro verejné
zdravi anebo které mohou mit za nasledek
neprijatelnost dat ze Studie anebo které
predstavuji vazné poruseni pfislusnych
pravnich predpisG a pravidel, ma
Zadavatel pravo (podle své volby)
s okamzitym ucinkem docasné zastavit
nabor subjektd  hodnoceni, dokud
nebudou predmétna zjisténi zcela
posouzena nebo s okamzitym u€inkem
ukongéit tuto Smlouvu.

V pripadé, ze kterékoli z povoleni ¢&i
souhlasti nezbytnych pro provadéni
Studie je (i) s kone€nou platnosti

zamitnuto anebo (ii) zruSeno, skonci tato
Smlouva automaticky dnem doruceni
oznameni (rozhodnuti) o takovém
kone¢ném zamitnuti €i zruseni.

Pokud se CRO odiivodnéné domniva, ze
Smluvni partnefi nebudou schopni zacit
nabor anebo splnit svoje povinnosti
tykajici se naboru v ramci sjednané lhlty,
ma CRO pravo na zakladé oznameni
doruéeného Smluvnim partnerdim (a)
s okamzitym  aéinkem  snizit pocet
subjektti hodnoceni, jez maji byt zarazeni
do Studie; anebo (b) prodlouzit dobu

12.2

12.3

12.4

not provide enough time to evaluate risks
for enrolled trial subjects who receive the
Study Drug, the Contracting Parties shall
cooperate so that the treatment of the trial
subjects with the Study Drug would be
safely terminated during a mutually
agreed period of time; however, the
Sponsor shall not be required to provide
the Study Drug based on this Agreement
for an unreasonable period of time.

The Contracting Partners and the CRO
each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case
that the Study at the Center needs to be
terminated due to medical or ethical
reasons. The Principal Investigator must
consult termination of this Agreement by
the Contracting Partners under the
previous sentence with the Sponsor
beforehand. Without prejudice to the
foregoing, in the event of critical or
important findings from an audit or
inspection related to good clinical practice,
pharmacovigilance or regulatory matters,
practice or procedure that have a negative
impact on the rights, safety or well-being
of trial subjects or that may pose a
potential risk to public health or that may
render Study data inadmissible or that
seriously  violate  applicable legal
regulation and rules, the Sponsor
reserves the right (at its own discretion) to
temporarily stop the recruitment of trial
subjects with immediate effect until the
relevant findings are fully assessed or to
terminate this Agreement with immediate
effect.

In the case that any authorization or
consent necessary for the performance of
the Study is (i) finally rejected or (i)
withdrawn, this Agreement shall be
automatically terminated on the day of
receipt of natification (decision) of such
final rejection or withdrawal.

In the case that the CRO reasonably
believes that the Contracting Partners
shall be unable to start recruitment or to
fulfil their recruitment obligations by the
agreed deadline, CRO shall have the
right, by sending written notice to the
Contracting Partners, to (a) decrease with
immediate effect the number of trial
subjects to be recruited; or (b) extend the
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12.5

12.6

naboru; anebo (c) ukonéit tuto Smiouvu
vypovédi. Dle pismene c) mize CRO
vypovédét Smlouvu s okamzitym G€inkem,
avSak pouze pokud piedem pisemné
upozornil Smluvni partnery na jejich
prodleni s naborem subjekti hodnoceni a
pozadal je o napravu v dodatecné
pfimérené I|hité, kterou jim za timto
ucelem stanovi, a Smluvni partnefi ani
v takové dodate¢né Ihité napravu neucini.

V pripadé, ze Sonzor nebo CRO neschvali
nového Hlavniho zkousejiciho podle ¢l.
2.27 anebo tento novy hlavni zkousejici se
pisemné nezavaze k povinnostem dle této
Smlouvy, CRO je opravnén tuto Smlouvu
ukoncit vypovédi ke dni doruceni vypovédi
Centru. V pripadé, ze Hlavni zkousejici a
Zadavatel maji zajem pokradovat ve
spolupraci pfi provadéni Studie v jiném
zdravotnickém zarizeni, Centrum se
zavazuje poskytnout soucinnost pfi
prevedeni relevantnich dat, informaci a
materialu, které nejsou vlastnictvim
Centra, ve prospéch nového centra.

V pripadé, ze béhem auditu nebo inspekce
dozornych organti bude zjiSténo poruseni
ustanoveni této Smlouvy nebo Protokolu
ze strany Centra nebo Hlavniho
zkousejiciho (nebo nedodrzeni ustanoveni
této Smlouvy ze strany kteréhokoli jiného
Clena studijniho tymu), ma CRO pravo tuto
Smiouvu vypovédét s okamzitou
uc€innosti.

12.7. Az do data uc€innosti ukoncéeni platnosti
této smlouvy povede centrum uéetnictvi, které
podléha kontrole ze strany CRO. Poté, co CRO
obdrzi odpovidajici dokumentaci, CRO zaplati

za:

a. veSkeré sluzby a finanéni
prostiedky, které centrum radné poskytlo
a vynalozilo do data ukonéeni platnosti
této smlouvy a které mu CRO dosud

neuhradila;
b. jakékoli pfimérené nezrusitelné
zavazky, které vznikly INSTITUCI v

souvislosti s klinickym hodnocenim pred
prijetim vypovédi, a to v rozsahu, v némz
uvedené zavazky nelze rozumné zmirnit

Cl. 13 — R(izna ustanoveni

recruitment deadline; or (c) terminate this
Agreement. According to (c), CRO may
terminate this Agreement with immediate
effect, provided that the Sponsor informed
the Contracting Partners about their delay
with recruiting trial subjects in writing
beforehand and asked them to remedy
this delay within an additional reasonable
time-limit and the Contracting Partners
failed to remedy this delay within such
additional reasonable time-limit.

12.5 In the case that Sponsor or CRO does not

approve a new Principal Investigator
pursuant to Article 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, the
CRO may terminate this Agreement as of
the day of delivery of the termination
notice to the Center. In the case that the
Principal Investigator and the Sponsor
wish to continue to cooperate with regard
to the Study in another medical facility, the
Center agrees to cooperate with
transferring  relevant data, information
and materials that are not owned by the
Center to such a medical facility.

12.6 In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement or the Protocol on the part of the
Center or the Principal Investigator (or failure by
any Study Team Members to observe the
provisions of this Agreement), the CRO shall
have the right to terminate this Agreement with
immediate effect.

12.7 Upon the effective date of termination of

a.

this Agreement, an accounting shall be
conducted by the Center, subject to
verification by CRO. Following CRO’s
receipt of adequate documentation, CRO
will pay for:

all services properly rendered and monies
properly expended by the Center through
the effective date of termination, which
have not yet been paid by CRO; and

any reasonable non-cancelable
obligations properly incurred for the Study
by the INSTITUTION prior to receipt of
notice of termination to the extent said
obligations cannot be reasonably
mitigated.

Article 13 — Miscellaneous

28



131

13.2

Uzavieni této Smlouvy neni podminéno
zadnym existujicim Ci budoucim
obchodnim vztahem mezi Smluvnimi
partnery a Zadavatelem ani na zadném
obchodnim rozhodnuti, které Smluvni
partnefi ucinili anebo uéini vii¢i Zadavateli
nebo vyrobkim obchodovanym
Zadavatelem.

Smluvni strany berou na védomi, ze jsou
vazany veskerymi platnymi piedpisy,
jejichz soucéasti mohou byt pravni a
spravni predpisy zamérené proti korupci a
uplatkarstvi, véetné, nikoli vSak vyhradné,
amerického zakona o zahrani€nich
korupcénich praktikach (dale jen ,FCPA”) a
britského zakona proti korupci a
uplatkarstvi, a smluvni strany nezpltsobi,
aby protistrana porusila své povinnosti
jakymkoli svym jednanim tak, jak je
popsano v této c&asti smlouvy. P¥i
provadéni klinického hodnoceni a/nebo
poskytovani sluzeb podle této smlouvy
smluvni partnefi souhlasi s tim a zajisti,
aby jejich zaméstnanci a zastupci
souhlasili (i) s tim, ze nesmi a nebudou
pfimo ani nepfimo nabizet, slibovat,
schvalovat nebo pfijimat zadnou platbu
nebo cokoli cenného, véetné uplatkt, dart
a/nebo prispévki, ve prospéch zadného
veiejného ¢€initele, regulaéniho organu
nebo kohokoli jiného a nebudou je ani od
nich pfijimat s cilem nepatfi¢éné ovliviiovat,
podnécovat nebo odménovat jakéhokoli
jednani, opomenuti nebo rozhodnuti a
zajist'ovat si tim nepatfri¢éné vyhody, véetné
uzavieni nebo udrzeni obchodu; a (ii) s tim,
2e budou dodrzovat vSechny pravni a
spravni predpisy zamérené proti korupci a
uplatkarstvi, kodexy vyrobnich odvétvi a
profesni  kodexy. Smluvni partnefi
informuji CRO a zadavatele neprodlené
poté, co se dozvédi o jakémkoli poruseni
dle tohoto ¢lanku. Pro ucely dohledu na
soulad s platnymi predpisy a podminkami
v této ¢Easti smlouvy souhlasi smluvni
partnefi s tim, ze jsou CRO a zadavatel
opravnéni provadét Setfeni nebo audit
plateb a/nebo prevodi castek, které
smluvni partnefi provadéji v souvislosti s
klinickym hodnocenim. Smluvni partnefi
budou na takovém Setfeni nebo auditu
plné spolupracovat a termin jeho
uskute¢néni bude vyhradné na uvazeni
CRO a ZADAVATELE. Centrum zajisti, aby

vSichni zaméstnanci zapojeni do
klinického hodnoceni, dodavatelé,
konzultanti, subdodavatelé (pokud

existuji) a zmocnénci (pokud existuji)

13.1 The conclusion of this Agreement is not
contingent on any existing or future
business  relationship  between the
Sponsor and the Contracting Partners or
on any business decision that the
Contracting Partners made or shall make
with respect to the Sponsor or the products
sold by the Sponsor.

13.2The Parties acknowledge that they are
bound by all Applicable Laws, which may
include anti-corruption and anti-bribery
laws and regulations including but not
limited to United States Foreign Corrupt
Practices Act (“FCPA”) and United
Kingdom Bribery Act and the Parties will
not cause another Party to be in breach of
their responsibilities through any act as
described in this Section. In performing the

Study and/or services under this
Agreement, the the Contracting Partners
agrees, and shall ensure that their

employees and agents agree (i) that they
have not and shall not, directly or indirectly,
offer to make, promise, authorize or accept
any payment or anything of value,
including bribes, gifts and/or donations to
or from any public official, regulatory
authority or anyone else for the improper
purpose of influencing, inducing or
rewarding any act, omission or decision in
order to secure an improper advantage,
including to obtain or retain business; and
(i) to comply with all applicable anti-
corruption and anti-bribery laws,
regulations and industry and professional
codes of practice. The the Contracting
Partners shall notify CRO and Sponsor
immediately upon becoming aware of any
breach under this Article. For the purpose
of monitoring compliance with Applicable
Laws and the terms of this Section, the
Contracting Partners agree that CRO and
Sponsor shall have the right to conduct an
investigation or audit of payments and/or
transfers of value made by the Contracting
Partners related to the Study. The
Contracting Partners shall cooperate fully
with such investigation or audit, the timing
of which shall be at the sole discretion of
CRO and SPONSOR. The Center shall
ensure that all Study Staff, contractors,
consultants, subcontractors (if any) and
agents (if any) receive appropriate anti-
corruption training.
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13.3

13.4

135

13.7

13.8

absolvovali
Skoleni.

odpovidajici protikorupéni

Smluvni strany prohlasuji, ze nemaji v
souCasné dobé wuzavienou Zzadnou
smlouvu ¢i zavazek, jejichz plnéni by
negativné ovlivnilo pInéni povinnosti vici
Zadavateli, na zakladé této smlouvy a
souasné se zavazuji po celou dobu
prabéhu klinického hodnoceni Studie
zadnou takovou smlouvu neuzavfit ani
zadny takovy zavazek neprijmout. Hlavni
zkousejici ruéi za to, ze zadny z Clen
studijniho tymu nema v soucasné dobé
uzavienou zadnou takovou smlouvu, a
zavazuje se zajistit, ze zadny z Clent
studijniho tymu takovou smlouvu
neuzavre.

Tato Smlouva obsahuje Uplné ujednani o
predmétu Smlouvy a vSech nalezitostech,
které smluvni strany mély a chtély ve
Smlouvé ujednat, a které povazuji za
dilezité. Soucasné smluvni strany
prohlasuji, ze se navzajem sdélily vSechny
informace, které povazuji za dilezité a
podstatné pro uzavieni této Smlouvy.

Smluvni strany si nepreji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich
stran dovozovany z dosavadni ¢i budouci
praxe zavedené mezi nimi ¢&i zvyklosti

zachovavanych obecné ¢i v odvétvi
tykajicim se predmétu plnéni této
Smlouvy.

Kazda ze smluvnich stran jedna jako
nezavisly subjekt a pro zadné uéely neni v
postaveni partnera, zprostiedkovatele,
zaméstnance ani zastupce druhé smluvni
strany.

CRO bude opravnéna postoupit tuto
smlouvu, at’ uz zcela nebo zc¢asti, kterékoli
ze svych propojenych osob, zadavateli
nebo na pokyn zadavatele jakékoli treti
strané, a to bez predchoziho pisemného
souhlasu smluvnich partnert. Kromé vyse
uvedeného neni zadna ze smluvnich stran
opravnéna postoupit sva prava a/nebo
povinnosti zcela ani z€asti na treti stranu
bez predchoziho pisemného souhlasu
ostatnich smluvnich stran. Tato Smlouva
zavazuje jeji jednotlivé smluvni strany,
jakoz i jejich pravni nastupce a osoby, na

13.3 The Contracting Partners represent and
warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of their
obligations with respect to the Sponsor
based on this Agreement and agree not to
enter into any such agreement or accept
any such obligation in the course of the
Study. The Principal Investigator warrants
that no Study Team Member is presently
under any such agreement and agrees to
ensure that no Study Team Member shall
enter into any such agreement.

13.5 This Agreement represents an entire
agreement about the subject-matter
hereof and all matters that the Contracting
Parties were and wished to negotiate
herein and consider important. The
Contracting Parties represent and warrant
that they provided to each other all

information they consider important and

substantial for entering into  this
Agreement.
13.6 The Contracting Parties do not wish to

have any of their rights and obligations
implied from current or future practice
established between them or from usages
observed in general or in the industry
related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.
13.7 Each Contracting Party shall act as an
independent entity and shall not be
construed for any purposes as a partner,
agent, employee or representative to the
other Contracting Party.

13.8 The CRO shall have the right to assign this
Agreement, in whole or in part, to any of
its Affiliates, to the Sponsor or, where
directed by Sponsor, to any third party
without the priori written consent of the
Contracting Partners. Save for the
foregoing, neither Party may assign its
rights or obligations under this Agreement,
in whole or in part, to a third party without
the prior written consent of the other
Parties. This Agreement is binding for all
Parties as well as their legal successors
and parties to which the rights and
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13.9

13.10 Jednostranné vzdani

néz budou prava a zavazky smluvnich
stran v souladu s timto ¢lankem
postoupené.

Neplatnost nebo
konkrétniho ustanoveni této Smlouvy
nema vliv na plathost ostatnich
ustanoveni. Smluvni strany se zavazuji
nahradit neplatné a nevymahatelné
ustanoveni plathym a vymahatelnym
ustanovenim, podle potieby, jimz bude co
mozna nejblize dosazeno umyslu, jez
strany mély v dobé uzavieni této Smiouvy.

nevymahatelnost

se prava anebo
miIcky dany souhlas anebo nelspésné
dovolani se poruseni  kteréhokoli
ustanoveni této Smlouvy smluvni stranou
nezaklada jednostranné vzdani se prava
v souvislosti s jakymkoli  naslednym
porusenim kteréhokoli ustanoveni této
Smlouvy.

13.11 Oznameni na zakladé této smlouvy musi

mit pisemnou formu a budou se povazovat
za postacujici, pokud budou dorucena
osobné, odeslana doporuc¢ené nebo
certifikovanou postou s dorucenkou,
odeslana uznavanou noéni  kuryrni
sluzbou, telefaxem nebo elektronickou
postou na e-mailovou adresu prislusné
smluvni strany, kterou tato smluvni strana
uvedla nize. Smluvni strany souhlasi s tim,
Ze nize uvedené adresy slouzici k zasilani
oznameni Ize zmeénit dopisem
podepsanym pfislusnou smluvni stranou a
zmény nejsou podminény uzavienim
dodatku k této smlouvé podepsaného
v§emi smluvnimi stranami:.

CRO:

Cromsource Srl
Attention:

Via G. de Sandre 3,
37135 Verona,
Italy

Telefon: XXXXXXXXXX
Email: XXXXXXXXXX
Certified e-mail: XXXXXXXXXX

Instituce:

Nemocnice Jihlava, pfispévkova
organizace

13.10 A unilateral

obligations of the Contracting Parties shall
be assigned in compliance with this
Article.

13.9 The invalidity or unenforceability of a
particular provision of this Agreement
shall not prejudice the validity of the
remaining provisions. The Contracting
Parties agree to replace the invalid or
unenforceable provision with a valid or
enforceable provision that  shall
correspond as much as possible to the
intent of the Parties at the time they
entered into this Agreement.

waiver of a right or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not establish
a unilateral waiver of such right with
respect to any subsequent breach of any
provision of this Agreement.

13.11 Notices under this Agreement shall be in
writing and considered sufficient if
delivered personally, sent by registered or
certified mail with return receipt, sent by
recognized overnight courier service, by
telefax transmission or by electronic mail
to a Party's email address that a Party has
provided below. The Parties agree that
changes to the notice addresses below
may be affected by a letter signed by the
relevant Party and does not require an
amendment to this Agreement signed by
all Parties:

If to CRO:

Cromsource Srl
Attention:

Via G. de Sandre 3,
37135 Verona,

Italy

Phone: XXXXXXXXXX
Email: XXOXXXXXXX
Certified e-mail: XXXXXXXXXX

If to INSTITUTION:

Nemocnice Jihlava, pfispévkova
organizace
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Vrchlického 59
586 01 Jihlava
Ceska republika

XXXXXXXXXX, Feditel
Telefon: XXXXXXXXXX
Mail:;, XXXXXXXXXX

Hlavni zkousejici:

XXXXXXXXXXNemocnice Jihlava,

Vrchlického 59

586 01 Jihlava
Ceska republika
Attention:
XXXXXXXXXXdirector

Phone:Mail: XXXXXXXXXX
If to INVESTIGATOR:
XXXXXXXXXXNemocnice Jihlava,

pfispévkova organizace
Vrchlického 59

prispévkova organizace
Vrchlického 59

586 01 Jihlava

Telefon: XXXXXXXXXX

Mails XXXXXXXXXX

586 01 Jihlava
Phone: XXXXXXXXXX
Mail: XXXXXXXXXX

13.12 Smluvni strany se dohodly, Zze tato 13.12 The Contracting Parties have agreed that

Smlouva muze byt s dale uvedenou
vyjimkou ménéna pouze pisemné
prostifednictvim vzestupné ¢islovanych
dodatkil podepsanych vSemi smluvnimi
stranami. Smluvni strany nemusi uzavirat
dodatek k této Smlouvé v pripadé tzv.
nepodstatnych zmén Protokolu.
Nepodstatnou zménou Protokolu se
pfitom rozumi takova zména Protokolu,
ktera neméni rozsah ¢i zplsob provadéni
ukonll (zejména vysSetreni) provadénych
Smluvnimi partnery v ramci Studie a nema
tedy jakykoli vliv na vysSi odmény za
provadéni Studie ¢i jiné ceny uvedené v
této Smlouvé. Nepodstatné zmény
Protokolu jsou u€inné dnem jejich
doruéeni Centru.

13.13 Tato Smlouva je vytvofena a fFidi se
¢eskym pravem bez ohledu na ustanoveni
jeho koliznich norem. Smluvni strany se
dohodly, ze veskeré spory vzniklé z této
Smlouvy budou feSeny vécné a mistné
prislusnymi soudy CR..

13.14 Tato Smlouva je sepsana v ceském a
anglickém jazyce a smluvni strany povazuji
obé jazykové verze za rovnocenné, avsak
pro pripad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se smluvni strany
dohodly, Zze prednost ma anglicka verze
Smlouvy. Tato Smlouva a vSechny jeji
prilohy predstavuji  uplnou dohodu
smluvnich stran o predmétu této Smlouvy.

this Agreement may be changed,
excluding the exception mentioned below,
only through written consecutively
numbered amendments signed by all
Contracting Parties. The Contracting
Parties are not obliged to execute an
amendment to this Agreement in case of
so-called minor changes in the Protocol. A
minor change in the Protocol means a
change in the Protocol that does not
change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Study and has no impact on
remuneration for performing the Study or
on any other prices specified in this
Agreement. Minor changes in the Protocol
shall come into effect on the day of their
delivery to the Center.

13.13 This Agreement is construed and

governed by czech law, regardless of the
provisions of its collision norms. The
Contracting Parties have agreed that any
dispute arising from this Agreement shall
be decided by materially and locally
competent courts of Czech Republic..

13.14 This Agreement has been drawn up in the

Czech and English language, and the
Contracting Parties consider both
language versions to be equal; however,
in case of any interpretation discrepancy
between the individual versions, the
English version shall prevail as agreed by
the Contracting Parties. This Agreement
and all of its Appendices represent an
entire agreement of the Contracting
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Cl. 14 — Prilohy
Nasledujici prilohy tvofi nedilnou
soucast této Smlouvy, nestanovi-li tato
Smlouva jinak:

Priloha €. 1: Finanéni podminky

Nasledujici pfilohy budou dodany pred
podpisem Smlouvy, budou vedeny
separatné a budou k dispozici u
Smluvnich stran:

Priloha ¢. 2: Povoleni Statniho ustavu
pro kontrolu lIéCiv

Priloha €. 3: Pojistny certifikat
Priloha €. 4. Vybaveni
Priloha ¢. 5: Formular pisemného
informovaného souhlasu  Subjektu
studie se zafazenim do Studie
Priloha €. 6: Protokol

Zadavatel / CRO

Misto /
Place

Datum /
Date:

Jméno a prijmeni / First and last name:
XXXXXXXXXX
Funkce / Position:CEO

Parties with respect to the subject-matter
of this Agreement.

Article 14 — Appendices
The following Appendices constitute an

integral part of this Agreement, unless
set forth otherwise herein:

Appendix 1: Study Budget and Payment
Schedule

Before the signature of the Agreement,
the following documents will be
provided to the Institution:

Appendix 2: RA Approval

Appendix 3: Certificate of Insurance
Appendix 4: Equipment and Materials

Appendix 5: Informed Consent Form

Appendix 6: Protocol
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Centrum / Center

Misto /
Place

Datum /
Date:

XXXXXXXXXXFunkce / Position: Reditel
nemocnice/ Hospital director

Hlavni zkousejici / Principal Investigator

Misto /
Place:

Datum /
Date:

Jméno a prijmeni / First and last name
XXXXXXXXXX

APPENDIX 1
STUDY BUDGET AND PAYMENT SCHEDULE

Protocol Number: XXXXXXXXXX
Instituce:

Nemocnice Jihlava, pfispévkova organizace
Vrchlického 59

586 01 Jihlava

Ceska republika

Hlavni zkousejici:  XXXXXXXXXX

Protocol Number:  XXXXXXXXXX

Institution:

Nemocnice Jihlava, pfispévkova organizace
Vrchlického 59

586 01 Jihlava

Czech Republic

Principal Investigator: ~ XXXXXXXXXX
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Odhadovany pocet subjektl, které zkousejici
zaradi, je 5. Podrobna kritéria ohledné zarazeni
subjektti do klinického hodnoceni se uvadéji v
protokolu. Nabor probiha formou soutéze mezi
zemémi a pracovisti. Z tohoto divodu se
zarazovani po dosazeni plného poctu pacientd,
ktefi podstoupi screening, ukongéi.

Poplatky vyplacené ucastnikiim, ktefi dokongili
klinické hodnoceni, a veSkeré dalSi pevné a
pohyblivé sazby jsou popsany v casti 1 této
Prilohy €. 1 a v sazebniku poplatkil popsanym v
casti 3 této Prilohy €. 1.

1. Platby

1.1 Jako pausalni odménu za plnéni protokolu
uhradi CRO centru poplatek za navstévy, které
se uskutecnily, a poplatek za Gc¢astnika tak, jak
se uvadi v sazebniku poplatkll v ¢asti 3, a to za
kazdy uzavieny, hodnotitelny a pravoplatny
subjekt klinického hodnoceni, ktery klinické
hodnoceni dokoncCil. Tento poplatek zahrnuje
veskeré naklady, které centrum vynalozi na
vykon vSech ¢€innosti dle protokolu. Tento
poplatek zahrnuje naklady na veskera
laboratorni a pristrojova vysetieni vyzadovana v
protokolu, jakoz i vesSkeré spravni postupy
provadéné dle tohoto protokolu, a bude se
povazovat za pevny a neménny

1.2 Uzaviené, hodnotitelné a pravoplatné
subjekty klinického hodnoceni zahrnuji zarazené
subjekty klinického hodnoceni, které splnuji
vSechna kritéria pro zafazeni, vylouéeni a
absolvovaly vsechny navstévy predepsané
protokolem a jejichz data byla vlozena a ovéfena
v zaznamovych formulafich CRF. Subjekty
klinického hodnoceni, které odstoupily od ucasti
nebo byly vyfazeny z diivodu odvolani souhlasu
nebo je nelze nasledné sledovat (follow-up),
protoze se subjekt klinického hodnoceni nevrati,
nespliioval podminky klinického hodnoceni a
dale z diavodu nezadouci pfihody,
nedostatecného terapeutického ucinku nebo
umrti, budou proplaceny pomérnym dilem na
zakladé doby uéasti v klinickém hodnoceni podle
sazebniku poplatk( uvedeného v ¢asti 3.

The estimated number of subjects to be enrolled
by the Investigator is 5. Detailed criteria of
subjects to be enrolled in the Study are provided
in the Protocol. Recruitment is competitive
between countries and sites. Therefore, once
reached the total number of patients to be
screened, enrolment will be stopped.

The Completed Participant fees and all
additional fixed and variable fees are described
in Section 1 of this Appendix 1 and the Fee
Schedule described in Section 3 of this

Appendix 1.
1.PAYMENT
1.1. As all-inclusive consideration for

performance of the Protocol, CRO shall pay
the Center a fee for the visits completed and
participant fee as outlined in the Fee
Schedule in Section 3 for each complete,
evaluable and valid Study Subject who has
completed the Study. The Fee includes all
the costs that the Center will incur to perform
all the activities, as per Protocol. This Fee
includes the costs of all laboratory and
instrumental examinations required by the
Protocol , as well as any administrative
procedures carried out by the same and
shall be considered fixed and invariable.

1.2. Complete, evaluable and valid Study
Subjects include those enrolled Study
Subjects who meet all inclusion, exclusion
criteria and have completed all Protocol
defined visits and whose data have been
entered and verified in CRF. Study Subjects
who withdraw or are dropped due to
withdrawal of consent, lost to follow-up due
to Study Subject not returning, Study Subject
non-compliance, adverse event, lack of
therapeutic effect or death shall be prorated
based on the period of the study completed
as per the Fee Schedule outlined in Section
3.
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1.3 U neuspésného screeningu (,screen
failures“) se bude vychazet z provedenych
postupl podlozenych lékaiskymi zaznamy a
zdrojové dokumentace.

Pii neuspéSném screeningu budou uhrazeny
pouze skuteéné vynalozené naklady do data
neuspésného screeningu. Odména za subjekty,
které neprosly screeningem, se snizuje na 30 %
na zakladé pocétu randomizovanych subjekt,
ktery predstavuje odhadovanou celkovou miru
neuspésného screeningu v klinickém
hodnoceni. Toto bude rovnéz uvedeno ve
smlouvé o klinickém hodnoceni.

1.4 Pacientim zucéastnénym v klinickém
hodnoceni se budou kompenzovat jejich jizdni
vydaje pres smluvniho externiho prodejce (C2R)
spoleénosti CROMSOURCE. VySe uvedenym
prodejcem je spoleénost C2R se sidlem na
adrese 66, Rue de Provence, 75009 Pariz,
FRANCIE.

Spolecnost (C2R) uhradi pacientovi cestovni
vydaje, stravu, ndhradu za nepftijemnosti a cas,
pevnou castkou XXXXXXXXXX K¢ za navstévu
nemocnice/kliniky. A za konkrétni ubytovani
(nap¥. nocleh v hotelu) bude pacientovi proplacena

7 v

od dodavatele (C2R) za maximalni ¢astku 1770 K¢
na zdkladé uctenek

1.5 Mezi smluvnimi stranami je vyslovné
ujednano, ze neprobéhne zadna platba: 1) za
subjekt klinického hodnoceni, jehoz udaje nelze
hodnotit pro uéely stanovené v protokolu; 2) za
subjekt klinického hodnoceni, u néhoz bylo
zjisSténo, ze pfi naboru porusil prijimaci kritéria
uvedena v protokolu; 3) za subjekt klinického
hodnoceni, u néhoz bylo zjiSténo, ze pf¥i
provadéni klinického hodnoceni porusil postupy
uvedené v protokolu.

2. DOBA PLATEB

2.1 Spoleénost CROMSOURCE a pracovisté se
dohodly na nasledujicim harmonogramu
plateb:

30 % u posledniho randomizovaného pacienta;
30 % u posledniho dokoncéeného pacienta;

40 % pri uzamceni databaze

po odsouhlaseni navrhu faktury, kterou
pracovisté predem predlozilo, vystavi Pracovisté
pro CRO fadnou fakturu (faktury) a pfislusné
platby se uskutecni ve lhité 60 dn po prijeti
prislusné faktury (faktur). U plateb se bude
vychazet z pocétu navstév subjektt klinického
hodnoceni absolvovanych v  pfisluSném
trimésicénim obdobi. Prvni platebni obdobi podie

2.

2.1

1.3.

1.4.

1.5.

A Screen Failures will be based on the
procedures performed and as verified by the
medical records and source documents.

In case of any screening failures, only costs
actually met until the screening failure visit
will be reimbursed. Reimbursement of
screen failed subjects is limited to the 30%
based on the number of randomized
subjects, which is estimated global
Screening Failure rate of the study. This will
be also reported in the clinical trial
agreement.

Patients in the study will be reimbursed
for their travel arrangements by an external
vendor (C2R) contractualized by
CROMSOURCE. The vendor above
mentioned is C2R with its main place of
business at 66, Rue de Provence 75009
Paris, FRANCE.

The patient will be reimbursed by Vendor
(C2R) for travel expenses, meals,
compensation for inconvenience and time
spent with a fixed amount of XXXXXXXXXX
CZK per hospital/clinic visit. If needed, the
patient will be reimbursed by Vendor (C2R)
for specific accommodation expenses (like
overnight stay at hotel) for a maximum
amount of 1770 CZR based on receipts.

It is expressly agreed between the
Parties that no payment will be made: 1) for
Study Subject whose data are not
assessable for the purposes laid down in the
Protocol; 2) for Study Subject whose
recruitment is found to have violated the
admission criteria indicated in the Protocol;
3) for Study Subject for whom the conducting
of the Study is found to have violated the
procedures indicated in the Protocol.

TIMING OF PAYMENT

CROMSOURCE and Site agree the

following payment schedule:

1. 30% at the last randomized
patient;

2. 30% at the last completed
patient;

3. 40% at Database lock

Upon approval of the invoice draft provided by
Site to CRO in advance, Site shall issue regular
invoice(s) to CRO and relevant payment(s) will
be performed within 60 days as from receipt of
the relevant invoice(s). Payments will be based
on Study Subject visits that have been
completed in the respective three-month period.
The first payment period under this Contract
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této smlouvy zaéind v mésici prvni navstévy
randomizovaného subjektu. CRO je dle svého
vlastniho uvazeni opravnéna vyzadovat po
pracovisti, aby vyuzivalo specificky vzor faktury,
kterého se pracovisté musi drzet. Bez ohledu na
vySe uvedené plati, ze pokud CRO zpochybni
fakturu, musi to pracovisti po prijeti faktury
(faktur) pisemné oznamit. CRO a pracovisté
budou véas a v dobré vife jednat, aby dotazy
ohledné fakturace vyresily. Pracovisté vystavi
pro CRO novou fakturu na nespornou castku,
kterou CRO uhradi ve Ihaté Sedesati (60) dnii po
prijeti nové faktury od pracovisté, a dobropis na
spornou éastku. Smluvni strany poté ucini vse,
co je v jejich silach, aby zbyvajici spornou éastku
vyresSily ve Ihaté triceti (30) dnid od data
oznameni pracovisté zaslaného CRO. Jakmile se
obé smluvni strany dohodnou na zbyvajici
Castce, ktera ma byt uctovana, pracovisté
vystavi dalSi odpovidajici fakturu (faktury),
kterou (které) CRO uhradi ve Ihité Sedesati (60)
dnu od data prijeti faktur(y). Bez ohledu na vyse
uvedené se smluvni strany dohodly, ze CRO
provede platby ve prospéch pracovisté poté, az
zadavatel zajisti, aby se v€as prevadély finanéni
prostiedky ve prospéch CRO. Kazda faktura
bude vystavena v méné EUR. Odména se bude
vyplacet bezhotovostnim pfevodem na bankovni
ucet uvedeny na uctence a

fakture.http://megaslownik.pl/slownik/angiel

sko_polski/,foreign+exchange+account
Faktura a uétenky jsou vystaveny na jméno CRO
a musi se na nich uvadét nazev banky, adresa,
IBAN a BIC nebo SWIFT.

2.2 Platby se budou provadét v méné EUR
bankovnim prevodem dle bankovnich udaju
uvedenych na prislusnych fakturach

2.3 Uhrada naplanovanych poplatka je
podminéna kontrolou a potvrzenim udaji ze
strany CRO. CRO uhradi centru platbu vyhradné
z finanénich prostiedk(, které obdrzela od
zadavatele, a ve vySi uvedené v ¢asti 3. Ve
prospéch centra se nebudou hradit zadné platby,
dokud neprobéhly tyto kroky: (1) uzavieni
smlouvy, (2) predlozeni vSech regulaénich
dokumentti zadavateli a CRO a (3) souhlas Etické
komise a SUKLu
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Jméno prijemce platby nemocnice : Nemocnice
Jihlava, p.o.

Adresa pfijemce platby: Vrchlického 59, 586 01
Jihlava

Identifikacni ¢islo platce dané: XXXXXXXXXX

XXXXXXXXXX

Platby pfijemci budou provedeny bankovnim
pfevodem na €islo bankovniho Gétu prijemce:

starts in the month of the first randomization
Subject visit. CRO, at its sole discretion, may
request the Site to use a specific invoice
template which the Site shall comply with.
Notwithstanding the aforementioned, in the
event CRO disputes an invoice, CRO shall
notify Site in writing after receipt of the
invoice(s). CRO and Site will negotiate in a
timely, good faith manner to resolve billing
queries. Site shall issue CRO with a new
invoice for the undisputed amount which CRO
shall pay within sixty (60) days from the date of
receipt of the new Site’s invoice and a credit
note for the disputed amount. The Parties will
then use their best endeavors to resolve the
remaining disputed amount within thirty (30)
days of Site’s notification to CRO. Once both
parties agree on the remaining amount to be
issued, Site shall issue additional relevant
invoice(s) which CRO shall pay within sixty (60)
days from the invoice(s) receipt date. Without
prejudice to the foregoing, it is agreed between
the parties that CRO will administer the
payments to Site after Sponsor shall ensure that
funds are transferred to CRO in timely manner.
Each invoice shall be made in
Euro.Remuneration will be made by wire
transfer to a bank account provided on the
receipts and

invoice.http://megaslownik.pl/slownik/angie

Isko_polski/,foreign+exchange+account
The invoice and receipts should be addressed
to CRO and should contain Bank name,
address, IBAN and BIC or SWIFT.

2.2.  Payments will be made in EUR by wire
transfer at the bank details set forth in the
relevant invoices.

2.3. Payment of the scheduled Fees is
contingent upon CRO review and
acceptance of the data. CRO will provide
payment to the Center solely with funds
received by Sponsor, in an amount as
outlined in Section 3. No payments will be
made to the Center until the following are
completed: (1) Execution of the Agreement,
(2) submission of all regulatory documents to
Sponsor and CRO, and (3) EC/CA approval.

2.4. Payment Details account

Payee’s Name hospital: Nemocnice Jihlava,

p.o.
Payee’s Address: Vrchlického 59, 586 01
Jihlava

Taxpayer Identification Number: XXXXXXXXXX

VAT ldentification Number: XXXXXXXXXX

Payments to the Payee will be made by Wired
Bank Transfer to the Payee’s Bank Account
Number: XXX XXXXXXXXXXXX
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Jméno prijemce platby Hlavni z zkouSejici

Adresa pfijemce platby: XXXXXXXXXX
Identifikacni ¢islo platce dané: XXXXXXXXXX
DIC:XXXXXXXXXX

Platby pfijemci budou provedeny bankovnim
pfevodem na €islo bankovniho uétu pfijemce:

Kontaktni udaje pro prijem faktur v CRO:

Mail:
XXXXXXXXXXAttN:
Operations Department
Reference Study Code: XXXXXXXXXX

Clinical

Hlavni zkouSejici bude vyhradné odpovédny za
vyplatu odmén vSem €lenim personalu, ktery se na

provadéni klinického hodnoceni podili (kromé
lékarny)
3. ROZPOCET
Studijni vizity XXXXXX | XXXXXX
XXXX XXXX
VISIT 0 - Pre- XXXXXX | XXXXXX
Screening XXXX XXXX
VISIT 1 —Screening | XXXXXX | XXXXXX
XXXX XXXX
VISIT 2 XXXXXX | XXXXXX
XXXX XXXX
VISIT 3 XXXXXX | XXXXXX
XXXX XXXX
VISIT 4 XXXXXX | XXXXXX
XXXX XXXX
VISIT 5 XXXXXX | XXXXXX
XXXX XXXX

Payee’s Name PLXXXXXXXXXX

Payee’s Address

Taxpayer Identification Number XXXXXXXXXX
VAT lIdentification Number

Payments to the Payee will be made by Wired
Bank Transfer to the Payee’s Bank Account
Number:

Mail:
XXXXXXXXXX
Attn: Clinical Operations Department
Reference Study Code: XXXXXXXXXX

the Principal investigator will be solely
responsible for the payment of remuneration
to all members of the staff involved in the
conduct of the clinical trial (except for the
pharmacy)

& FINAL BUDGET

Payment Schedule:

The compensation shall be based on the
number of Study subjects included into the
Study in compliance with the Protocol and the
number of visits performed with respect to these
Study subjects in accordance with the following
payments table:

STUDY VISITS XXXXXX | XXXXXX
XXXX XXXX

VISIT 0 - Pre- XXXXXX | XXXXXX
Screening XXXX XXXX

VISIT 1 —Screening | XXXXXX | XXXXXX
XXXX XXXX

VISIT 2 XXXXXX | XXXXXX
XXXX XXXX

VISIT 3 XXXXXX | XXXXXX
XXXX XXXX

VISIT 4 XXXXXX | XXXXXX
XXXX XXXX

VISIT 5 XXXXXX | XXXXXX
XXXX XXXX

FU call XXXXXX | XXXXXX
XXXX XXXX
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FU call XXXXXX | XXXXXX Total XXXXXX | XXXXXX
XXXX XXXX XXXX XXXX
Total XXXXXX | XXXXXX
XXXX XXXX
Odmeény za navstévy:
Pri odméné se bude vychazet z poétu subjektt
klinického hodnoceni zafazenych do klinického
hodnoceni v souladu s protokolem a z poctu
navstév, které tyto subjekty klinického
hodnoceni absolvovaly, na zakladé nize uvedené
tabulky plateb:
Fixni naklady XXXXXXXXXX -
Fixed cost XXXXXXXXXX
Administrativni YXOOOXXXXXXX _ i
poplatek Administrative fee YOOXXXXXX
Archivace XXXXXXXXXX Archiving fee YOOXXXXXXX
Poplatky Iékarna PHARMACY FEE XXXXXXXXXX
XXXXXXXXXX
Lékarna — inicialni YOOOXXXXXX Pharmacy start up XXXXXXXXXX
poplatek
Lékarna — Close XOXOKXXXXX Pharmacy close YXOOOXXXXX
out out
Pharmacy cost - XXOOXXXXXXX Pharmacy cost - XXXXXXXXXX
dispensing, dlspen§|ng,
relabeling, relabeling,
receiving, store of receiving, store of
IMP IMP
Kontrolni navstéva YOOOXXXXXX Control visit of the XXXXXXXXXX
monitora s Géasti CRA with the
odpovédné osoby participation of the
delegated
Pharmacy staff
POPLATKY XXXXXXXXXX
LOKALNI XXXXXXXXXX
LABORATORI LOCAL
LABORATORY FEE
Lokalni laboratof: YOOOXXXXXX
FSH u Zen (sérum) 1x Local laboratory: YOOOOOXXXXX
Téehotensky test FSH and Pregnancy
(sérum) 1x test

DalSi poplatky (fakturovatelné polozky dle
vyskytu:

Additional Site Fees (invoiceable items
per occurrence ):
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Naklady- naklady rescue
medication

Poplatek za nakup
salbutamolu (zachranné
Iéky)

Uhrada salbutamolu

Pracovisté zakoupi tento pripravek pro
zachrannou léébu v misté a naklady, které jsou s
tim spojeny, se budou fakturovat formou
prefakturovanych nakladii kazdé 3 mésice na
zvlastni fakture s ohledem na poplatek a pevné
naklady pracovisté.

Site Costs - purchase Fee
(Rescue medication)

Salbutamol purchase Fee
(Rescue medication)

Salbutamol Reimbursement

The site will purchase the rescue medication
locally and its cost will be invoiced as Pass
Through Cost every 3 months with a separate
invoice respect to the Site fee and fixed costs.
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APPENDIX 4 / Ptiloha ¢. 4

CRO -Provided Equipment and Materials

EQUIPMENT AND MATERIALS
VYBAVENI A MATERIALY

CRO - Poskytované vybaveni a materialy

CRO will provide the equipment identified below (“ Equipment”) for use by INSTITUTION or
INVESTIGATOR in the conduct or reporting of the Study:

CRO poskytne INSTITUCI A ZKOUSEJICIMU do uzivani nize uvedené vybaveni (dale jen ,vybaveni)

pro ucely provadeéni klinického hodnoceni a podavani zprav o klinickém hodnoceni:

[1f no equipment is being provided, delete the table below and enter “NONE” after the colon above.]

[Pokud se Zadné vybaveni neposkytuje, tabulku nize vymaZte a za dvojteékou uvedte ,ZADNE" ]

-Provided Equipment

Poskytované vybaveni

Material/
equipment

vendor

Material/vybaveni
poskytnuté Vendorem

provided by the

/

Free of
loan (to be
return to
provider)
Or
Consuma
ble (not to
be return
to
provider)
Zdarma
vypujcka
(bude
vracena
poskytova

teli) nebo
spotiebni
material
(nevraci se

Cost/Naklady
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pokytovateli
)

Vitalograph
COMPACT™
workstation
[included also USB
Flash drive (x2),
Internet Network
Cable, Bluetooth
dongle and WiFi

USB Adaptor]

Pracovni stanice
Vitalograph
COMPACTTM [vCetné
USB Flash disku (2 x),
sitového kabelu pro
pFivod internetu,
adaptér Bluetooth a
adaptér WiFi USB]

3L precision syringe
/ 3litrova stfikacka pro
presné davkovani

HP250 Printer /
HP250 tiskarna

BT12 ECG device
| ptistroj ECG BT12

In2itive e-Diary/
intuitivni elektronicky
denik (In2itive e-Diary)

Bacterial Viral
Filters (BVFTMs)
and Nose Clips
(Box of 50) /
bakterialni a virové

filtry (BVFTM) a Kklip na
nos (baleni 50 ks)

ECG electrodes
(Box of 50) / EKG
elektrody

Permitted Uses of Equipment and Materials

Povolené vyuziti vybaveni a materialt

INSTITUTION and INVESTIGATOR may use any Equipment and Materials only for purposes of this

Study.
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INSTITUCE a ZKOUSEJICI mohou vyuzivat cokoli z vybaveni a materialG vyhradné pro Ggely tohoto
klinického hodnoceni.

Disposition of Equipment and Materials
Vyuziti vybaveni a material(

After completion of Study conduct or at an earlier time specified by CRO on behalf of SPONSOR, the
party who received and used them will arrange for return of any SPONSOR Equipment and SPONSOR
Materials, at SPONSOR’s expense, to SPONSOR or a location designated by SPONSOR.

Vybaveni od ZADAVATELE, materialy od ZADAVATELE a majetek od prodejce jsou a zuUstavaji
majetkem ZADAVATELE, prodejce nebo poskytovatele licence, podle situace

Ownership, Responsibilities, and Liability
Vlastnictvi, povinnosti a odpovédnost

SPONSOR Equipment, SPONSOR Materials, and Vendor Property are and remain the property of
SPONSOR, the vendor, or the licensor, as the case may be.

Vybaveni od ZADAVATELE, materialy od ZADAVATELE a majetek od prodejce jsou a zUstavaji
majetkem ZADAVATELE, prodejce nebo poskytovatele licence, podle situace.

The Party receiving and using them will bear the risk of loss or damage to SPONSOR Equipment,
SPONSOR Materials, and Vendor Property. If any SPONSOR Equipment, SPONSOR Materials, or
Vendor Property must be replaced by SPONSOR or vendor during Study conduct as the result of loss
or damage by INSTITUTION or Study Staff, CRO reserves the right to deduct the cost of the
replacements from future Study funding.

Smluvni strana, ktera je obdrzi a vyuzZije, ponese riziko ztraty nebo poskozeni vybaveni od
ZADAVATELE, materiald od ZADAVATELE a majetku prodejce. Je-li nutné, aby jakékoli vybaveni od
ZADAVATELE, jakékoli materidly od ZADAVATELE a majetek prodejce ZADAVATEL nebo prodejce v
pribéhu klinického hodnoceni vyménili, protoze ho INSTITUCE nebo zaméstnanci podilejici se na
klinickém hodnoceni ztratili nebo poskodili, pak si CRO vyhrazuje pravo odecist si naklady na vymény
z budouciho financovani klinického hodnoceni.

Neither CRO nor SPONSOR has any liability for damages of any sort, including personal injury or
property damage, resulting from the use of SPONSOR Equipment, SPONSOR Materials, or Vendor
Property except to the extent that (1) such damages were caused by the negligence or willful misconduct
of , SPONSOR, or the vendor or (2) a personal injury constitutes a Study related injury to a Study
Subject covered by the terms of the SPONSOR’s letter of indemnification to
INSTITUTION/INVESTIGATOR.

CRO ani ZADAVATEL nenesou zadnou odpovédnost za Skody jakéhokoli druhu, véetné zranéni osob
nebo $kod na majetku, vyplyvajici z vyuziti vybaveni od ZADAVATELE, materiall od ZADAVATELE
nebo majetku prodejce — s vyjimkou pfipadu, kdy (1) byly takové Skody zplsobeny nedbalosti nebo
umyslnym pochybenim ZADAVATELE nebo prodejce nebo (2) zranéni osoby pfedstavuje zranéni
subjektu klinického hodnoceni, na které se vztahuji podminky ZADAVATELOVA prohlaseni o
odskodnéni ve prospéch INSTITUCE/ZKOUSEJICIHO.
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