SMLOUVA O KLINICKEM HODNOCENI{

TUTO SMLOUVU O KLINICKEM HODNOCEN]
(dale jen ,smlouva”) uzaviraji s ucinnosti k datu
posledniho podpisu smluvni strany, nejdfive vSak dnem
uvefejnéni smlouvy v registru smluv (dale jen ,,datum
ucinnosti’)

smluvni strany:

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC 28401,
USA, ICO: 46-2919241, zastoupena B. Juddem
Hartmanem. (viz Priloha 8) (dale jen ,,PPD”)

a

NEMOCNICE NA BULOVCE s hlavnim mistem
podnikani Budinova 67/2, 180 81 Praha 8 — Liben, Ceska
republika, IC: 00064211, zastoupena MUDr. Tomasem
Podlesakem, naméstkem pro 1écebné-preventivni péci,
na zaklad¢ povéfeni

(dale jen ,,poskytovatel’)

PPD a poskytovatel jsou v této smlouvé jednotlivé
oznacovani jako ,smluvni strana“ a souhrnné jako
»smluvni strany*.

VZHLEDEM K TOMU, ZE

I PPD je smluvni vyzkumna organizace
s celosvétovou pilisobnosti, ktera v soucasnosti
pomaha  GlaxoSmithKline  Research a
Development Limited se sidlem na 980 Great
West Road, Brentford, Middlesex TW8 9GS,
Velka Britanie, zapsand v Anglii a Walesu pod
¢islem 835139 (,,GSK”) pfi provadéni
klinického hodnoceni dle protokolu nazvaného
HXXXXX (dale jen ,klinické hodnoceni”) na
zakladé plné moci, ktera tvoti Prilohu 5 této
smlouvy, ¢islo protokolu: XXXXX a jeho
pfipadnych zmén a dodatkd (dale jen
»protokol”). GSK je zadavatelem klinického
hodnoceni;

1. Poskytovatel a hlavni zkouSejici, kterym byl
uiéen  XXXXX, XXXXX poskytovatele, maji
Study XXXXX, Nemocnice Na Bulovce 2-way
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CLINICAL TRIAL AGREEMENT

THIS  CLINICAL TRIAL  AGREEMENT
(“Agreement”), is entered into as of the last day of
signature of the parties, but not earlier than the date
of publication of the contract in Contract Registry
(“Effective Date”)

by and between:

PPD Investigator Services LLC., with its
registered address at 929 North Front St,
Wilmington, NC 28401, USA, Company ID no.:
46-2919241, represented by B. Judd Hartman (see
Schedule 8) (“PPD”)

and

NEMOCNICE NA BULOVCE with its principal
place of business at Budinova 67/2, 180 81 Praha 8 —
Liben, Czech Republic, IC: 00064211, represented
by MUDr. Tomas Podlesak, Deputy for Medical
Preventive Care based on credentials

(“Institution™)

PPD and Institution are herein referred to each as a
“Party” and, collectively, as the “Parties”.

WHEREAS

I PPD is a global contract research
organization that is currently assisting
GlaxoSmithKline Research and
Development Limited with its registered
address at 980 Great West Road,
Brentford, Middlesex TW8 9GS, United
Kingdom, incorporated in England &
Wales under registration number 835139
in the conduct of the clinical trial in
accordance with the protocol entitled
XXXXX” (“Clinical Trial”) on the basis
of the PoA attached to this Agreement as
Schedule 5. Protocol Number: XXXXX
and any amendments thereto (“Protocol”).
GSK is the GSK of the Clinical Trial;

. The Institution and Principal Investigator,
who was determined XXXXX, XXXXX of
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zajem podilet se na provadéni Kklinického
hodnoceni v souladu s protokolem, ktery je
nedilnou soucasti této smlouvy a byl
poskytovateli predan zvlast' jako PFiloha 1 této
smlouvy;

Smluvni strany potvrzuji, ze podminky
provedeni klinického hodnoceni ze strany
hlavniho zkousejiciho byly specifikovany ve
zvlastni smlouvé uzaviené mezi PPD a hlavnim
zkousejicim. Tato smlouva obsahuje i sjednani
odmény za provedeni klinického hodnoceni pro
hlavniho zkousejiciho a vsechny
spoluzkousejici.

Smluvni strany se zavazuji provadét klinické
hodnoceni vsouladu s nize stanovenymi
podminkami.

NA ZAKLADE TOHO SE SMLUVNI STRANY
DOHODLY TAKTO:

1.

11

12

Provadéni klinického hodnoceni

Poskytovatel a hlavni zkousejici poskytnou
urCité sluzby (dale jen ,sluzby”) spojené
s provadénim klinického hodnoceni v souladu
S protokolem (a jeho piipadnymi zménami a
doplitky provedenymi v souladu s touto
smlouvou), a dale s veSkerymi platnymi zakony,
pravidly a predpisy vztahujicimi se na klinické
hodnoceni. Protokol musi byt nejprve schvalen
ptislusnym regula¢nim organem (Statni ustav
pro kontrolu 1é¢iv, multicentrickou etickou
komisi a mistni etickou komisi (souhrnné
oznaCovany jako ,,RA/EC”). Schvaleni RA/EC
tvofi Prilohu 7 této smlouvy. RA/EC musi
schvalit také informovany souhlas (dale jen
,informovany  souhlas”). V pripadé
nesrovnalosti nebo rozporu mezi podminkami
uvedenymi v protokolu a v této smlouvé maji
ustanoveni protokolu ptednost v zalezitostech
klinickych, a ustanoveni smlouvy maji
prednost ve vSech ostatnich zalezitostech.

Pfed zahdjenim poskytovani sluzeb
poskytovatel a hlavni zkouSejici povinni
protokol zkontrolovat a informovat PPD
vpfipadé, Ze nékterou z podminek tam
obsazenych nemohou dodrzet. Pokud bude

jsou

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA

THEREFORE, IT IS

Confidential

Institution desire to participate in the
conduct of the Clinical Trial, in accordance
with the Protocol, incorporated by reference
herein and provided to the Institution bound
separately as Schedule 1;

The Parties confirm that the conditions for
conducting the clinical trial by the
Principal Investigator were specified in a
separate contract concluded between PPD
and Principal Investigator. This agreement
also includes the commissioning of a
reward for conducting a clinical trial for
Principal Investigator and all Sub-
Investigators.

The Parties agree to conduct the Clinical

Trial in accordance with the terms and
conditions hereinafter set forth.

AGREED AS

FOLLOWS:

1.

11

1.2

Clinical Trial Performance

Institution and Principal Investigator shall
provide certain services (“Services”) related
to the conduct of the Clinical Trial, in
accordance with the Protocol, (and any
subsequent amendments made thereto in
accordance with this Agreement, and with
all applicable laws, rules and regulations
relating to the Clinical Trial. The Protocol is
subject to approval by the appropriate
Regulatory Authority (Statni ustav pro
kontrolu  leciv),  Multi-center  Ethics
Committee and Local Ethics Committee
(collectively “RA/EC”). The RAJEC
approvals are attached to this Agreement as
Schedule 7. The informed consent
(“Informed Consent”™) is subject to
approval by the RA/EC. If there is any
discrepancy or conflict between the terms
contained in the Protocol and this
Agreement, the terms of the Protocol shall
govern and control with respect to clinical
matters and the terms of the Agreement
shall govern and control with respect to all
other matters.

Prior to the commencement of the Services,
Institution and Principal Investigator shall
review the Protocol and notify PPD if they
cannot comply with any of the terms
contained therein. If in the course of
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1.3

14

15

béhem poskytovani sluzeb, v souladu s obecné
pfijimanymi standardy klinického vyzkumu a
lékatské praxe ve véci piinosu pro subjekty (dale
jen ,subjekt(y)”), jejich blaha a bezpecnosti,
nutné se od protokolu odchylit, budou
dodrzovany uvedené standardy. V takovém
pfipadé musi smluvni strana, kterd nutnost
odchylky zjisti, neprodlené¢ informovat PPD a
GSK o skutecnostech, z nichz nutnost odchylky
vyplyva, a to ihned, jakmile se o téchto
skute¢nostech sama dozvi. Oznameni musi byt
potvrzeno pisemné do tii (3) pracovnich dnti od
puvodniho oznameni spole¢nostem PPD a GSK.

Poskytovatel a hlavni zkousSejici se zavazuji
poskytovat sluzby v piesném souladu se:

i vSemi  specifikacemi a
stanovenymi v této smlouve;
i protokolem a veskerymi jeho dodatky;

terminy

iii etickymi zasadami Helsinské
deklarace;

0\ zasadami pokynt Mezinarodni
konference o harmonizaci (ICH) pro
spravnou  klinickou  praxi  nebo

obdobnymi pokyny, které piipadné
plati v Ceské republice, zejména
S nezbytnymi standardy piredkladani
udaji klinického hodnoceni piislusnym
mistnim organiim; a

v vsemi zakony a predpisy platnymi
v Ceské republice, zejména  se
zakonem €. 378/2007 Sb., o 1é¢ivech,
ve znéni pozd¢€jsich predpisl, zdkonem
¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpist,
vyhlaskou €. 226/2008 Sb., o spravné
klinické praxi a bliz§ich podminkach
klinického hodnoceni 1é¢ivych
pripravki;

Klinické hodnoceni bude provadéno vyhradné
Vtomto miste: XXXXX Nemocnice Na
Bulovce, Praha.

Poskytovatel se zavazuje, ze klinické hodnoceni
bude provadéno pod vedenim hlavniho
zkousejiciho v souladu s protokolem a s touto
smlouvou. PPD prohlasuje, Zze s hlavnim
zkousSejicim uzavie o tomto klinickém hodnoceni

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA

1.3

14

15
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performing the Services, in accordance with
generally accepted standards of clinical
research and medical practice relating to the
benefit, well-being and safety of the subjects
(“Subject(s)”) a deviation from the Protocol
is required, such standards will be followed.
In such case, the Party aware of the need for
a deviation shall immediately notify PPD
and GSK of the facts supporting such
deviation as soon as the facts are known to
such Party. The notification shall also be
confirmed in writing within three (3)
working days of the original notification
being made to PPD and GSK.

The Institution and Principal Investigator
agree to carry out the Services in strict
compliance with:

i all specifications and timelines
established in this Agreement;

ii. the Protocol and any amendments to
the Protocol;

iii ethical principles of the Declaration
of Helsinki;

0\ the principles of ICH Good Clinical
Practice guidelines or similar
guidelines which may apply in
Czech Republic, including without
limitation, standards as required
for Clinical Trial data to be
submitted to the competent local
regulatory authorities;; and

v all applicable laws and regulations
in Czech Republic, including, but
not limited to in particular Act no.
378/2007 Coll. on
Pharmaceuticals, as amended, Act
no. 372/2011 Coll. on Medical
Services, as amended, Decree no.
226/2008 Coll. on the Good
Clinical Practice and Detailed
Conditions for Clinical Studies of
Pharmaceuticals;

The Clinical Trial shall be conducted only at
the following location: XXXXX,
Nemocnice Na Bulovce, Praha.

The Institution agrees that the Clinical Trial
will be conducted under the direction of the
Principal Investigator in accordance with the
Protocol and this Agreement. PPD declares
to execute an agreement with the Principal
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1.6

17

1.8

2.1

2.2

smlouvu, na jejimz zakladé budou hlavni
zkouSejici a feSitelsky tym za provadéni
klinického hodnoceni odménovani.

Hlavni zkousejici bude provadét sluzby tak, jak
byly odsouhlaseny podle této smlouvy osobné
nebo spomoci povéienych Eleni fesitelského
tymu, ktefi jsou zaméstnanci poskytovatele.
V ptipadé, Ze hlavni zkouSejici nebude moci dale
pusobit vtéto funkci, spoleCnost PPD a
poskytovatel se pokusi shodnout na nahradé.

Spolecnost PPD bude mit pravo schvalit
jakéhokoli nového hlavniho  zkousSejiciho
vybraného  poskytovatelem. Novy hlavni

zkousejici bude muset souhlasit s podminkami
této smlouvy. Pokud nebude moci byt
odsouhlasena vzijemné pfijatelnd ndhrada,
spole¢nost PPD muze ukonéit tuto smlouvu
v souladu s ¢lankem 16.

Poskytovatel a hlavni zkousejici nezajisti zadnou
cast sluzeb subdodavatelsky u tieti osoby nebo
organizace bez piedchoziho pisemného souhlasu
PPD.

Bez ohledu na pfipadna opa¢na ustanoveni této
smlouvy, pokud v dob¢ platnosti této smlouvy
ziska PPD nebo GSK informace ovliviiujici
bezpecnost nebo ucinnost hodnoceného 1éciva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1écivo
registrovano jakymkoli regulaénim organem,
smluvni strany v dobré vife sjednaji zménu této
smlouvy tak, ze bud’ (i) snizi pocet zkoumanych
subjektl; a/nebo (ii) klinické hodnoceni ukonci,
a/mebo (i) zméni kterékoli jiné relevantni
ustanoveni této smlouvy.

Doba trvani klinického hodnoceni

Tato smlouva nabyva G¢innosti k datu ucinnosti
a zistane ucinna do dokonceni vSech ukoll a
povinnosti smluvnich stran, tj. XXXXX (déle jen
,doba platnosti”’), nebude-li dfive vypovézena
dle ¢l. 16.

V ptipadé, Ze bude klinické hodnoceni
prodlouzeno i po dob¢ platnosti, smluvni strany

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA

1.6

1.7

1.8

2.1

2.2
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Investigator regarding this Clinical Trial, on
the basis of which the Principal Investigator
and Trial Team are remunerated for
conducting this Clinical Trial.

The Principal Investigator will perform
Services as agreed under this Agreement
personally, or with the assistance of
delegated members of the Trial Team, who
are employees of the Institution. In the event
the Principal Investigator can no longer
function in such capacity, then PPD and the
Institution shall attempt to agree on a
replacement. PPD shall have the right to
approve any new principal investigator
designated by the Institution. The new
principal investigator shall be required to
agree to the terms and conditions of this
Agreement.  If a mutually acceptable
replacement cannot be agreed upon, PPD
may terminate this Agreement in accordance
with Clause 16.

The Institution and the Principal Investigator
shall not subcontract any Services to another
person or entity without PPD's prior written
approval.

Notwithstanding anything herein to the
contrary, if during the term of this
Agreement, information that becomes
available to PPD or GSK which affects the
safety or efficacy of the Clinical Trial
Product (as that term is defined at Clause 3.1
below), or if the Clinical Trial Product is
approved by any regulatory agency, the
Parties shall negotiate, in good faith, a
modification of this Agreement to either (i)
reduce the number of Subjects to be studied;
and/or (ii) terminate the Clinical Trial,
and/or (iii) modify any other relevant
provision of this Agreement.

Term of Clinical Trial

This Agreement shall take effect on the
Effective Date and shall continue until the
conclusion of all responsibilities and
obligations of the Parties, approximately
until  XXXXX (“Expiration Period”),
unless terminated in accordance with Clause
16.

In the event that the Clinical Trial is
extended beyond the Expiration Period, the
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2.3

2.4

2.5

2.6

sjednavaji, ze tato smlouva se vztahuje i na
takové prodlouzeni, a zddny dodatek k této
smlouvé neni nutny. Pfipadné pokracovani
sluzeb dle této smlouvy bude pted uplynutim
doby platnosti potvrzeno ze strany PPD
pisemné.

Bez ohledu na vyse uvedené nebude poskytovani
sluzeb zahajeno drive, nez bude PPD udélen
pfislusny souhlas RA/EC, a poskytovatel obdrzi
kopie téchto souhlast.

Planuje se, ze nabor pacienti u poskytovatele
bude zahgjen v XXXXX. Poskytovatel udéla
vse proto, aby dokoncil zatazovani subjektd do
XXXXX. Poskytovatel zafadi do klinického
hodnoceni  XXXXX  subjekt (dale jen
»maximalni pocet subjekti”). Poskytovatel
nezaradi vice nez maximalni pocet subjektl, a
PPD ani GSK nejsou povinny provést zadnou
uhradu za jakykoli subjekt zatfazeny nad ramec
maximalniho poctu subjektd. Pokud se
v prubéhu klinického hodnoceni ukaze, ze
poskytovatel a/nebo zkousejici nejsou schopni
klinické hodnoceni dokonéit v planovaném
terminu, neprodlené o tom vyrozumi PPD.

V ptipad€, ze poskytovatel nedokaze do takto
stanoveného terminu zafazovani dokoncit,
muze PPD ¢ast z poctu mist uréenych pro
poskytovatele prevést jinému zafizeni a snizit
tak pocet subjektt, které budou do klinického
hodnoceni u  poskytovatele  zatfazeny.
Poskytovatel bere na védomi, ze klinické
hodnoceni je soucasti multicentrického
klinického hodnoceni. Po dosazeni cilového
poctu subjektii pro klinické hodnoceni jako
celek bude =zatazovani subjektd u vsech
poskytovatelil vetné poskytovatele uzavieno,
bez ohledu na to, zda poskytovatel nebo
nektery jiny poskytovatel dosdhl pro né¢j
stanoveného cilového poctu  zafazenych
subjekta.

Vsechny navstévy subjekti budou provedeny
nejpozdéji do XXXXX (dale jen ,termin
dokonceni navs§tév”’). Vsechny udaje spojené
snavstévou kazdého subjektu musi byt
uspokojivé vyplnény do zaznamu subjektu
hodnoceni (dale jen ,,CRF”) do sedmi (7)
kalendainich dnti od pfislusné navstévy subjektu,

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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2.4

2.5

2.6
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Parties agree that such an extension will be
covered by this Agreement and shall not
necessitate any amendment to this
Agreement. Any continuation of the
Services under this Agreement shall be
confirmed in writing by PPD, prior to the
Expiration Period.

Notwithstanding the above, the Services will
not commence untii PPD is granted
appropriate  RA/EC approval and the
Institution has received copies of said
approvals.

Patient recruitment at the Institution is
scheduled to start in XXXXX. The
Institution shall use its best efforts to
complete Subject enrollment by XXXXX.
The Institution shall enroll XXXXX
Subject in the Clinical Trial (“Enrollment
Maximum”). The Institution will not enroll
more Subjects than the Enrollment
Maximum and neither PPD nor GSK will be
obligated to make any payment with respect
to any Subject enrolled in excess of the
Enrollment Maximum. If, during the
Clinical Trial, it becomes apparent that
Institution and/or Principal Investigator are
not able to complete the Clinical Trial on
schedule, they will notify PPD immediately.

In the event the Institution is unable to
complete the enrollment by such date, PPD
may reassign the Institution's enrolment
slots, thereby reducing the number of
Subjects enrolling at the Institution in the
Clinical Trial. The Institution
acknowledges that the Clinical Trial is part
of a multi-center clinical trial. When the
enrollment goal of  Subjects for the
Clinical Trial as a whole is reached,
enrollment will be closed at all institutions,
including the Institution, regardless of
whether the Institution or any other
institution has reached its individual
enrolment goal.

All Subject visits will be completed no later
than XXXXX (“Visits Completed Date”).
All case report form (“CRF”) information
associated with a Subject's visit must be
satisfactorily completed within seven (7)
calendar days after the Subject's visit or, if
applicable, receipt of the Subject's test
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3.1

3.2

3.3

3.4

35

poptipadé od obdrzeni vysledkd testti tohoto
subjektu. Vsechny konecné udaje pro CRF
budou zaneseny do CRF a predany PPD
nejpozdeéji do XXXXX. Vsechny pozadavky
PPD na doplnéni udaji musi byt vyplnény a
zaslany zpét PPD do sedmi (7) kalendainich dnd,
anebo, jsou-li predany béhem zavéreéného
vyporadani, do jednoho (1) kalendainiho dne
nebo v jiném terminu stanoveném PPD.

Dodavka hodnoceného 1é¢iva a vybaveni

V pribéhu klinického hodnoceni PPD zajisti,
aby GSK predala poskytovateli XXXXX (dale
jen ,hodnocené 1é¢ivo”), placebo a souvisejici
zdravotnické prostfedky nebo jiny material,
ktery GSK uréi jako potiebny k provadéni
klinického hodnoceni (souhrnné oznacovano
jako ,,material”).

Smluvni strany berou na védomi, Ze baleni,
oznaceni a dopravu zasob hodnoceného 1éCiva
k poskytovateli zajisti GSK na vlastni ndklady
a plné€ v souladu se vSemi platnymi predpisy.

GSK dodé hodnocené 1écivo ptimo do 1€karny
poskytovatele, ktera jiz musi byt poucena o
podminkdch  skladovani a  uchovavani
potfebnych pro hodnocené 1éc¢ivo.

Hlavni zkousSejici a poskytovatel: (i) budou
material pouzivat vyhradné k provadéni
klinického hodnoceni v souladu s protokolem,;
(i) nebudou material menit chemicky,
fyzikalné ani jinak, s vyjimkou pftipadd, kdy to
protokol vyslovné vyzaduje; a (iii) budou
S materialem  nakladat,  skladovat jej,
prepravovat a likvidovat s odpovidajici péci,
v souladu se v§emi platnymi zakony, pravidly a
predpisy, zejména predpisy upravujicimi
nebezpecné latky.

Po ukonceni klinického hodnoceni nebo zaniku
této smlouvy bude veskery nepouzity material
predany ze strany GSK neprodlené vracen na
naklady GSK, na adresu, kterou GSK uvede
anebo, pokud tak GSK rozhodne a na jeji
naklady, zlikvidovan a jeho likvidace bude
pisemn¢ osvédcena.

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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results. All final CRF data will be entered
into the CRF and submitted to PPD no later
than XXXXX. All data queries from PPD
must be completed and returned to PPD
within seven (7) calendar days or, if during
final clean up, one (1) calendar day, or such
other time set by PPD.

Supply of the Clinical Product
and Equipment

During the course of the Clinical Trial,
PPD shall procure that GSK will provide
the Institution with XXXXX (“Clinical
Trial Product”) and Placebo and related
devices, or other materials as GSK
determines necessary for the conduct of the
Clinical Trial (collectively, the

“Materials”).

The Parties acknowledge that GSK shall be
responsible for packaging, labelling and
shipping the Clinical Trial Product
supplies to the Institution at GSK’s own
expense and in full compliance with all
applicable laws.

The Clinical Trial Product will be
distributed by GSK directly to the
Institution’s pharmacy, which should
already be aware of storage and
conservation conditions required for the
Clinical Trial Product.

The Principal Investigator and the
Institution: (i) shall use the Materials only
to conduct the Clinical Trial in accordance
with the Protocol; (ii) shall not chemically,
physically, or otherwise modify the
Materials, except if specifically required
by the Protocol; and (iii) shall handle,
store, and ship or dispose of the Materials
with appropriate care in compliance with
all applicable laws, rules, and regulations
including, but not limited to, those
governing hazardous substances.

Upon termination of the Clinical Trial or
this Agreement, all unused Materials
provided by GSK shall be promptly
returned at GSK’s expense, to an address
provided by GSK or, at GSK’s option and
expense, destroyed with the destruction
certified in writing.
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3.6 Veskery material poskytnuty spolecnosti GSK
nebo PPD v pribéhu klinického hodnoceni
nesmi byt pfemistén do zddného jiného zafizeni
poskytovatele ani ke tieti osobé bez ptedchoziho
pisemného souhlasu PPD.

3.7 Vybaveni
@) Zaptjcené vybaveni (,,Zapujcené vybaveni®)

znamena jakékoli vybaveni docasn€é poskytnuté
spolecnostmi PPD nebo GSK poskytovateli podle této
smlouvy pouze pro pouziti v klinickém hodnoceni,
zejména pocitacovy hardware a software, pokud je
poskytnut  hlavnimu  zkouSejicimu a  dalSim
pracovnikiim pro pouzivani, ziskavani, vkladani a
hlaseni studijnich dat pro spole¢nost GSK.

(b) Pievedené vybaveni (,,Pfevedené vybaveni®)
znamena jakékoli  vybaveni trvale prevedené
spolecnosti GSK nebo dcetinou spolecnosti spolecnosti
GSK poskytovateli podle této smlouvy, zejména
pocitacovy hardware a software, pokud je poskytnut
hlavnimu zkouSejicimu a feSitelskému tymu pro
pouzivani, ziskavani, vkladani a hlaSeni studijnich dat
pro spolecnost GSK.

(©) Co se tyce zapujéeného vybaveni poskytnutého
spole¢nosti GSK pro pouziti v klinickém hodnoceni,
poskytovatel souhlasi, ze se na poskytovatele neptevadi
zadny narok ani zadna vlastnicka prava souvisejici se
zapijenym zafizenim, Ze zapijcené vybaveni bude
pouzivano pouze pro klinické hodnoceni a pouze tak,
jak je popsano V protokolu a veskerych dalSich
pisemnych pokynech poskytnutych spole¢nostmi PPD
nebo GSK, ze =zapujcené vybaveni nebude
poskytovatelem prevadéno do vlastnictvi zadné tieti
strany bez pisemného souhlasu spolecnosti GSK, a Ze
pfi dokonceni klinického hodnoceni nebo na zadost
spole¢nosti GSK poskytovatel vrati zapijcené vybaveni
a veskeré souvisejici vyukové materialy a dokumentaci
spolecnosti  GSK  nebo dodavateli poveéfenému
spole¢nostmi PPD nebo GSK.

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA

Confidential

3.6 Any Materials provided by GSK or by PPD
in the course of the Clinical Trial may not be
transferred to any other location or to any
third party without the prior written consent

of PPD.
3.7

@) Loaned Equipment (“Loaned Equipment”)
means any equipment temporarily provided to
Institution by PPD or GSK pursuant to this
Agreement only for use in the Study, including, but
not limited to computer hardware and software if
provided for the Principal Investigator and other
staff to use, collect, enter, and report Study data to
GSK.

(b) Transferred  Equipment  (“Transferred
Equipment”) means any equipment permanently
transferred to Institution by GSK or a GSK
Affiliate pursuant to this Agreement, including, but
not limited to computer hardware and software if
provided for the Principal Investigator and Study
Staff to use, collect, enter, and report Study data to
GSK.

© If applicable, with respect to Loaned
Equipment provided by GSK for use in the Study,
Institution agrees that no title to nor any
proprietary rights related to the Loaned Equipment
is transferred to Institution, that the Loaned
Equipment will be used only for the Study and
only as described in the Protocol and any other
written directions provided by PPD or GSK, that
the Loaned Equipment will not be transferred by
Institution to the possession of any third party
without the written consent of GSK, and that, at the
completion of the Study or at GSK’s request,
Institution will return the Loaned Equipment and
all related training materials and documentation to
GSK or to a vendor designated by PPD or GSK.

Equipment
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(d) Hlavni zkouSejici a feSitelsky tym se zcastni
vCas naplanovaného a oznameného Skoleni tykajiciho
se pouzivani zapUjCeného vybaveni. Zapujcené
vybaveni bude uchovavano na zabezpeCeném a
spolehlivém misté a poskytovatel bude zodpovédny za
vsechny kradeZe, poskozeni nebo Ubytek zapijceného
vybaveni nad rdmec bézného opotiebeni. Poskytovatel
bude zodpovédny za zavedeni a twhradu vSech
pozadovanych internetovych pfipojeni, telefonnich
linek a/nebo faxovych linek, které budou potiebné pro
pouzivani zaptjceného vybaveni. Pokud poskytovatel

nevrati zapljcené vybaveni v ¢asovém rozmezi
ur¢eném  spolecnostmi PPD nebo GSK, bude

poskytovatel zodpovédny spolecnosti PPD za uhrazeni
vSech pokut, poplatkli za prodleni a/nebo nakladt za
nahradu.

(e) Poskytovatel bere na védomi, Ze zapujcené
vybaveni mtize zahrnovat cenny patent, ochrannou
znamku, obchodni ndzev, obchodni tajemstvi a dalsi
vlastnickd prava vyrobce zaplj¢eného vybaveni.
Poskytovatel nebude porusovat a u¢ini nalezité kroky a
preventivni opatieni, aby zajistilo, Ze osoby majici
pristup k zaptjcenému vybaveni nebudou porusovat
tato vlastnicka prava, zejména:

(1 nebude odstranovat zadné stitky nebo
oznaCeni  vlastnictvi  zapljcené¢ho

vybaveni nebo dal$ich prav;

(i) nebude  vytvafet zadné  kopie,
reprodukce, zmény, upravy nebo
prizptisobeni zadného softwaru nebo
firmwaru, které jsou  soucasti
zapijceného vybaveni; nebo

(ili)  nebude rozebirat nebo dekompilovat

zadny takovy software nebo firmware
nebo se nebude jinak pokouset odkryt
jakykoli zdrojovy kod nebo obchodni
tajemstvi  souvisejici s takovym
softwarem nebo firmwarem.

Pokud se ty¢e jakéhokoli pievedeného vybaveni
potfebného pro pouziti v klinickém hodnoceni
poskytnutého spolec¢nosti GSK, poskytovatel souhlasi,
7Ze narok na a vlastnictvi pfevedeného vybaveni
pfechazi na poskytovatele ke dni wuzavieni této
smlouvy, poskytovatel souhlasi, Ze hodnota
prevedeného vybaveni je soucasti uhrady poskytovatele
za provadéni klinického hodnoceni a Zze tihrada jinak
popsana v této smlouvé byla podle toho upravena.
Takovéto prevedené vybaveni a jeho hodnota jsou

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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(d) Principal Investigator and Study Staff will
attend scheduled training to use the Loaned
Equipment following reasonable advance notice of
scheduling. The Loaned Equipment will be kept in
a safe and secure location and Institution will be
responsible for any theft, damage, or loss to the
Loaned Equipment other than normal wear and
tear. Institution will be responsible for arranging
and paying for any required internet connection,
telephone line, and/or facsimile line as necessary to
use the Loaned Equipment. If Institution fails to
return the Loaned Equipment within the timeframe
specified by PPD or GSK, Institution will be
responsible for reimbursing PPD for any penalties,
late fees, and/or replacement costs.

(e Institution acknowledges that the Loaned
Equipment may involve valuable patent,
trademark, trade name, trade secret, and other
proprietary rights of the Loaned Equipment
manufacturer. Institution will not violate and will
take appropriate steps and precautions to ensure
that those with access to the Loaned Equipment do
not violate these proprietary rights, including,
without limitation:

(1) not removing any label or notice
of Loaned Equipment ownership
or other rights;

(i) not making copy,

reproduction, changes,

modification, or alteration of any
software or firmware included
with the Loaned Equipment; or

any

(ili) ~ not disassembling or decompiling
any such software or firmware or
otherwise attempting to discover
any source code or trade secret
related to such software or

firmware.

With respect to any Transferred Equipment
necessary for use in the Study provided by GSK,
Institution agrees that title to and ownership of the
Transferred Equipment is transferred to Institution
as of the execution of this Agreement, Institution
agrees that the value of the Transferred Equipment
is part of Institution’s compensation for the study,
and that the compensation otherwise described in
this Agreement has been adjusted accordingly.
Such Transferred Equipment and its value are
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popsany nasledovné: [e]. Hlavni zkousSejici a
fesitelsky tym se zOCastni vc€as naplanovaného a
oznameného  Skoleni  tykajictho se pouzivani
prevedeného vybaveni. Pifevedené wvybaveni bude
uchovavano na zabezpeCeném a spolehlivém misté, a
jakozto  vlastnik  pfevedeného vybaveni bude
poskytovatel zodpoveédny za uchovavani prevedeného
vybaveni a za vSechny kradeze, poskozeni nebo tbytek
preveden¢ho vybaveni. Poskytovatel bude zodpovédny
za zavedeni a placeni vSech poZadovanych
internetovych pfipojeni, telefonnich linek a/nebo
faxovych linek, které budou potiebné pro pouzivani
prevedeného vybaveni.

4, Povinnosti smluvnich stran

4.1 Povinnosti poskytovatele

Poskytovatel je povinen:

(@) na vlastni naklady zajistit prostory, pracovniky,
vybaveni (s vyhradou ¢l. 3.7) a dalsi zdroje
potiebné pro provadéni klinického hodnoceni
vsouladu stouto smlouvou, protokolem a
podminkami stanovenymi RA/EC;

(b) zajistit, aby hlavni zkousejici dodrzoval platné
predpisy, presn¢ dodrzoval tuto smlouvu,
protokol, etické predpisy vztahujici se na
klinicka hodnoceni 1éCiv, a spolupracoval pii
provadéni kontrolnich navstév PPD, auditi
provadénych auditory jmenovanymi PPD/GSK
nebo jejimi spole¢nostmi ve skuping, a kontrol
provadénych  pfislusSnymi  zdravotnickymi
organy;

(© neprodleng informovat PPD, pokud poskytovatel
zjisti nebo se dozvi o: (1) podstatném nedodrzeni
protokolu, pokynti ICH pro spravnou klinickou
praxi ¢i jakychkoli platnych zakoni, pravidel a
predpist, (2) netplném nebo nespravném
zaznamenani dat nebo jakémkoli vyznamném
poruseni povinnosti, (3) personalnich zménach,
zmeénach v zafizeni nebo v metodach klinického
vyzkumu u poskytovatele, které mohou klinické

hodnoceni  ovlivnit, nebo  (4) jinych
zalezitostech, udalostech, podminkach ¢i
problémech, které mohou ohrozit tadné

provadéni klinického hodnoceni;

(d) pisemné informovat PPD a RA/EC o veskerych
neo¢ekavanych nebo zavaznych nezadoucich

reakcich na hodnocené 1éCivo, v souladu
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described as follows: [e]. Principal Investigator
and Study Staff will attend scheduled training to
use the Transferred Equipment following
reasonable advance notice of scheduling. The
Transferred Equipment will be kept in a safe and
secure location and, as owner of the Transferred
Equipment; Institution will be responsible for
maintenance of the Transferred Equipment and for
any theft, damage, or loss to the Transferred
Equipment. Institution will be responsible for
arranging and paying for any required internet
connection, telephone line, and/or facsimile line as
necessary to use the Transferred Equipment.

4, Obligations of the Parties

4.1 Institution obligations

Institution shall:

@ be responsible for providing, at its sole cost
and expense, the premises, adequate
personnel, equipment (subject to Clause 3.7)
and other resources necessary to conduct the
Clinical Trial, in accordance with this
Agreement, the Protocol and the conditions
imposed by the RA/EC;

ensure that the Principal Investigator
observes  current legislation,  strictly
complies with this Agreement, the Protocol,
ethical regulations on clinical trials with
medicines and collaborates in the
performance of monitoring visits by PPD,
audits by auditors appointed by PPD/ GSK
or its Affiliates and inspections by
competent health authorities;

(b)

© promptly advise PPD as soon as possible if
Institution observes or becomes aware of:
(1) material non-compliance with the
Protocol, ICH Good Clinical Practice
guidelines, or any applicable laws, rules or
regulations, (2) incomplete or inaccurate
recording of data or any significant
misconduct (3), any changes of personnel,
facilities or clinical research methods at the
Institution that may affect the Clinical Trial,
or (4) any other matters, events, conditions
or difficulties that may jeopardize the proper
conduct of the Clinical Trial;

notify PPD and the RAJEC, in writing, of
any unanticipated or serious adverse
reactions to the Clinical Trial Product, in

(d)
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()

()

(9)

(h)

(i)

4.2

(@)

s ¢lankem 11 této smlouvy a s
stanovenymi v protokolu;

postupy

vést dostateCné zdznamy o totoZnosti subjektil
klinického hodnoceni, klinickych zjiSténich,
laboratornich testech, a o piijmu a vydeji
hodnoceného 1é¢iva;

spolupracovat s PPD a GSK nebo jejimi
spolecnostmi ve skupiné pri jejich aktivitich
zamétenych na kontrolu klinického hodnoceni
Vv prostorach poskytovatele;

pouzivat udaje ziskané od subjekti klinického
hodnoceni pouze pro tucely klinického
hodnoceni a v souvislosti s nim, tak, jak je
uvedeno v protokolu; a

ziskat pisemny souhlas ode vSech fyzickych
osob, které jménem poskytovatele provadéji
sluzby souvisejici s klinickym hodnocenim,
zejména  spoluzkousejicich,  koordinatort
klinického hodnoceni a dalSich zaméstnanct
poskytovatele, jeho zastupct ¢i subdodavateli
(déle jen ,fesitelsky tym”), na jejichz zakladé
bude moci GSK, jeji spolecnosti ve skupin¢ a
externi dodavatelé pracujici pro GSK nebo jeji
spolecnosti ve skupiné moci kdekoli na svété
uchovavat a zpracovavat poskytnuté osobni
udaje fesitelského tymu, a to jak rucné, tak
elektronicky, pro veSkeré ucely vztahujici se
K plnéni této smlouvy, pro tcely spravy a fizeni
podnikatelské cinnosti kterékoli spolecnosti
v ramci skupiny GSK, a pro dodrZeni platnych
postuptl, zakonti a predpisil.

Poskytovatel povéti zaméstnance s piislusnou
kvalifikaci, aby pusobil jako povéfeny 1ékarnik
k zajiSténi tfadného zachazeni s hodnocenym
léCivem a  pfipadnymi  dalSimi  1éCivy
pouzivanymi v ramci klinického hodnoceni
(vCetné placeba), v souladu s protokolem,
spravnou lékarenskou praxi a vyhlaskou
¢. 226/2008 Sb. Postupy pro zachazeni
s hodnocenym 1éCivem preda poveérenému
1ékarnikovi pracovnik PPD uréeny pro kontrolu
klinického hodnoceni u poskytovatele.

Povinnosti hlavniho zkousejictho
Hlavni zkousejici je povinen:

zajistit dohled nad vSemi lékairskymi aspekty
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accordance with Clause 11 below and the
procedures set forth in the Protocol;

maintain adequate records with respect to
Clinical Trial Subject identification, clinical
observations, laboratory tests, and Clinical
Trial Product receipt and disposition;

cooperate with PPD and GSK or its
Affiliates in their efforts to monitor the
Clinical Trial at the Institution premises;

use the data obtained from the Clinical
Trial Subjects only for the purposes and in
connection with the Clinical Trial and as
outlined in the Protocol; and

obtain written consent from all individuals
providing services on behalf of Institution
with respect to the Clinical Trial, including
(without  limitation)  sub-investigators,
study coordinators and other Institution
employees, agents or subcontractors
(“Study Staff”) that allows GSK, GSK’s
Affiliates, and third party suppliers
working for GSK or its Affiliates to hold
and process personal data provided with
respect to Study Staff anywhere in the
world, both manually and electronically,
for all purposes relating to the performance
of this Agreement, for the purposes of
administering and managing the business
activities of any company in the GSK’s
group, and for compliance with applicable
procedures, laws, and regulations.

The Institution will authorize an employee
appropriately qualified to act as the
Delegated Pharmacist to secure proper
handling of the Clinical Trial Product and
any related medication used in the Clinical
Trial (including placebo), in accordance
with  Protocol, Good Pharmaceutical
Practice and Decree no. 226/2008 Coll.
Procedures for handling the Clinical Trial
Product will be communicated by a PPD
monitor to the Delegated Pharmacist.

Principal Investigator Obligations
Principal Investigator shall:

be responsible for overseeing all medical
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(b)

(©)

(d)

(€)

()

@)

(h)

klinického hodnoceni;

zajistit, aby cinnosti klinického hodnoceni byly
provadény vsouladu s protokolem, pokyny
pfislusné RA/EC, podminkami této smlouvy, a
S veSkerymi mistnimi predpisy vztahujicimi se
na provadéni klinickych hodnoceni na lidskych
subjektech;

dohliZet na piedloZeni podkladd RA/EC a na
zajisténi etického schvaleni;

dohliZet na zafazovani pacientl u poskytovatele
vsouladu s kritérii pro zafazeni/vyfazeni
stanovenymi v protokolu;

poucit vSechny osoby, které maji byt do
klinického hodnoceni zatazeny, diive, nez daji se
svou ucasti v klinickém hodnoceni souhlas, o
ucelu nebo ucelech, metodach a podminkach
provadéni  klinického  hodnoceni,  jeho
ofekdvaném léCebném piinosu a o riziku
spojeném s klinickym hodnocenim;

dohlizet na vyhotoveni vSech zdznami subjektt
hodnoceni (dale jen ,,CRF”) a kontrolovat jejich
spravnost a uplnost, a tyto formulafe i dalsi
udaje klinického hodnoceni nebo vzorky
predavat PPD v souladu s ¢lankem 2.6, a to ve
formatu a zplsobem, na kterych se smluvni
strany dohodly, a v anonymizované formé;

od kazdého subjektu ziskaného pro klinické
hodnoceni (nebo jeho zédkonného zastupce, je-li
to dovoleno) ziskat podepsany informovany
souhlas v souladu stouto smlouvou, platnymi
mistnimi  zdkony a piedpisy. Informovany
souhlas musi byt poskytnut na aktudlnim
formulafi schvaleném RA/EC, GSK a PPD, a
musi obsahovat ustanoveni nezbytna k tomu, aby
mohly mit regula¢ni organy, RA/EC, GSK a jeji
spolec¢nosti ve skupin¢ a PPD plny pfistup
kudajim  umoziujicim  urCeni  totoZnosti
subjektu a tyto tidaje pouzivat, véetné informaci
o zdravotnim stavu pacienta, jak jsou tyto udaje
definovany v platnych zakonech, pravidlech a
ptepisech o ochrané osobnich daji, a v souladu
S mezinarodné uzndvanymi principy a zdsadami
ochrany osobnich udaja;

nedovolit, aby byl subjekt klinického hodnoceni
zatazen zaroven do tohoto klinického hodnoceni
a jiného klinického hodnoceni bez predchoziho

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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aspects of the Clinical Trial;

ensure that the Clinical Trial activities are
performed in accordance with the Protocol,
the  guidelines  provided by the
correspondent RAJ/EC, the terms of this
Agreement and any other local applicable
legislation to the performance of clinical
trials in humans’ subjects;

oversee the submission of RA/EC and
Ethical Approval,

oversee the enrolment of patients at the
Institution, in accordance with the
inclusion/exclusion criteria defined in the
Protocol;

inform all individuals to be enrolled in the
Clinical Trial before they agree to
participate in the Clinical Trial about the
purpose(s), methods and conditions of
conducting the Clinical Trial, its expected
therapeutic benefit and Clinical Trial-related
risk;

oversee and review all case report forms
(“CRFs”) for accuracy and completeness
and to provide these forms and any other
Clinical Trial data or samples to PPD in
accordance with Clause 2.6 and in the
format and manner agreed upon by the
Parties and in an anonymized form;

obtain a signed Informed Consent from each
Subject recruited for the Clinical Trial (or if
permitted, their legal representative), in
accordance with this Agreement, applicable
local laws and regulations. The form of such
Informed Consent must be the most current
form approved by the RA/EC, GSK and
PPD, and must contain language necessary
to permit regulatory agencies, the RAJEC,
GSK and its Affiliates and PPD to have full
access to and use of personally identifiable
information, including patient health
information, as defined in applicable privacy
laws, rules and regulations and according to
internationally recognized standards and
data protection principles;

not allow a Clinical Trial Subject to be
enrolled simultaneously in this Clinical Trial
and another clinical trial without PPD and
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(i)

()

(k)

()

(m)

(n)

(0)

()

(@)

()

(s)

pisemného schvaleni PPD a GSK;

zajistit, aby byly veskeré tudaje klinického
hodnoceni, zdznamy klinického hodnoceni a
CRF, vcetné veskerych dokumentl urcujicich
totoznost subjektd klinického hodnoceni a
spojujicich ji s ptislusSnymi CRF, bezpecné
ulozeny tak, aby byly pfistupné pouze
svédomim  poskytovatele a  hlavniho
zkousejiciho;

jakékoli zavazné nebo neocekavané
nezadouci  ptihody neprodlené¢ (pisemng)
nahlasit GSK, PPD a RA/EC, vsouladu s
clankem 11 této smlouvy a dle postupt
stanovenych v protokolu;

pisemné informovat GSK, PPD, a RA/EC o
jakychkoli odchylkach od protokolu;

spolupracovat s GSK pii zpracovani zavérecné
zpravy o klinickém hodnoceni, a odsouhlasit ji
svym podpisem;

0 postupu klinického hodnoceni
hlaseni RA/EC (je-li tieba);

podavat

provadét  sluzby  vsouladu s nejvyssimi
standardy odbornosti, peclivosti a dikladnosti, a
Vv souladu se v§emi platnymi zakony a piedpisy;

vyrozumét PPD o veskerych ustanovenich
mistnich piedpist, nebo o zménach téchto
predpist, které ovliviiuji nebo by mohly ovlivnit
schopnost hlavniho zkouSejiciho  provadét
klinické hodnoceni nebo plnit své ukoly, jak jsou
definovany v této smlouve;

predat PPD tiplné vysledky testl a veskeré udaje
ziskané pii klinickém hodnoceni;

veskeré udaje a dalsi informace tykajici se
klinického hodnoceni piedavat véas;

spolupracovat s PPD, GSK a jejimi spole¢nostmi
ve skupin€ i s regula¢nimi organy pti provadéni
pribéznych kontrol klinického hodnoceni a
dalsich kontrol a auditd;

do dvaceti ¢tyf (24) hodin poté, co se dozvi o
SAE (jak je tento pojem definovan v ¢lanku 11.1
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GSK prior written approval;

ensure that all Clinical Trial data, Clinical
Trial records and CRFs, including any
documents which identify and link each
Clinical Trial Subject to their CRF, are
stored securely, such that they are
accessible only with the knowledge of the
Institution and the Principal Investigator;

promptly report (in writing) any serious or
unexpected adverse events to the GSK, PPD
and the RA/EC; in accordance with Clause
11 below and following the procedures set
forth in the Protocol;

notify GSK, PPD, and the RAJ/EC, in
writing, of any deviations from the
Protocol;

engage with GSK in the collaboration of the
final report of the Clinical Trial, granting
approval thereto upon signing it;

report on the progress of the Clinical Trial
to the RA/EC (as appropriate);

perform the Services in accordance with the
highest professional standards of skill, care
and diligence and in compliance with all
applicable laws and regulations;

notify PPD of any provisions in its local
law, or of any changes in that law, which do
or could affect the Principal Investigator’s
ability to conduct the Clinical Trial or to
perform his/her duties as defined in this
Agreement;

provide PPD with the complete results of the
tests and all of the data obtained during the
Clinical Trial;

submit all data and other information
related to the Clinical Trial in a timely
manner;

cooperate with PPD, GSK and its Affiliates
and regulatory authorities in all their efforts
to monitor the Clinical Trial and conduct
audits and inspections;

within twenty four (24) hours of first
knowledge of any SAE (as that term is
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(®

(u)

4.3

(@)

(b)

©)

(d)

5.1

této smlouvy), o neocekavané nebo zavazné
nezadouci reakci na hodnocené 1éCivo pisemné
vyrozumét PPD a RA/EC a tidit se postupy
stanovenymi v protokolu a v ¢lanku 11;

nemuze-li pokracovat v Cinnosti jako hlavni
zkousejici z divodu odchodu do dichodu,
preloZzeni na jiné pracovisté nebo z obdobnych
ditvodt, oznami to PPD pisemné co nejdiive,
nejpozdéji vsak tii (3) tydny pred odchodem; a

poucit pacienty zafazené do klinického
hodnoceni o tom, Ze jejich osobni idaje ziskané
prostiednictvim  informovaného souhlasu a
dals$imi zpusoby budou uchovavany
v dokumentaci, jejimz vyhradnim vlastnikem je
GSK. Hlavni zkousejici bude osobni udaje
shromazd’ovat a zpracovavat pro GSK v souladu
S platnymi mistnimi ptedpisy o osobnich udajich,
a to pouze po dobu platnosti smlouvy podepsané
S GSK, a pouze pro ucely stanovené v uvedené
smlouve.

Povinnosti PPD
PPD je povinna:

zajistit predlozeni podkladi RA/EC a ziskani
potiebnych souhlast pro klinické hodnoceni.

zajistit ~ prubéznou  kontrolu  klinického
hodnocent;

predat  poskytovateli protokol, formulare
informovaného souhlasu a potiebny pocet
CRF;a

informovat  poskytovatele a  hlavniho

zkousejiciho o chemickych/ farmaceutickych,
toxikologickych, farmakologickych a klinickych
udajich a wysledcich, z nichz vychazi
usporadani a délka klinického hodnoceni.

Financovani klinického hodnoceni a platby

Za provadéni klinického hodnoceni za podminek

stanovenych touto smlouvou uhradi PPD
poskytovateli odménu dle Prilohy 2.

Poskytovateli nebude vyplacena odména za

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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defined at Clause 11.1 below), notify PPD,
and the RAJEC, in writing, of any
unanticipated or serious adverse reactions to
the Clinical Trial Product and follow the
procedures set forth in the Protocol and
Clause 11;

if he/she is not able to continue as Principal
Investigator by reason of retirement, transfer
or similar reasons, he/she shall provide
written notice to PPD as soon as possible
and at least within three (3) weeks of such
departure; and

inform the patients involved in the Clinical
Trial that all their personal data collected
through the Informed Consent form and
other means will be kept in a file whose
ownership correspond solely to GSK.
Principal Investigator shall collect and
process all personal data in accordance with
applicable local regulation on personal data
on behalf of GSK and only throughout the
duration of the agreement signed with GSK
and only for the purposes established in the
said agreement.

PPD Obligations
PPD shall:

be responsible for the submission to the
RAV/EC and for obtaining relevant approvals
for the Clinical Trial.

be responsible for the monitoring of the
Clinical Trial;

provide to the Institution the Protocol,
Informed Consent forms and required
number of CRFs; and

inform the Institution and the Principal
Investigator of chemical / pharmaceutical,
toxicological, pharmacological and clinical
data and results to justify the design and
duration of the Clinical Trial.

Funding of the Clinical Trial and

Payments

As consideration for the performance under
the terms and conditions of this Agreement,
PPD will pay the Institution in accordance
with Schedule 2. Institution will not be
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5.2

5.3

5.4

5.5

5.6

5.7

subjekty zafazené bez tadné podepsaného
informovaného souhlasu nebo takové, které
nespliuji kritéria pro zafazeni do klinického
hodnoceni.

Platby dle této smlouvy jsou pievadény od GSK.
PPD provede platbu poskytovateli dle Piilohy 2.

Platby  jsou podminény  vCasnym a
uspokojivym  pfeddnim zprav a dalSich
informaci dle ¢lankd 4.1 a 4.2. Platby za sluzby
poskytnuté pouze CasteCné, napf. v piipadé
predc¢asn¢ho ukonceni ucasti subjektu, budou
provedeny pomérné za poskytnuté sluzby dle
Prilohy 2. Nebudou hrazeny zadné platby za
poskytnuté sluzby, které budou povazovany za
poruseni protokolu ¢i této smlouvy nebo
odchyleni od nich.

Faktury jsou splatné do XXXXX dnd po
obdrzeni platné faktury, jak je popséno
v Clanku 2 Ptilohy 2.

Platby za sluzby poskytnuté na zakladé této
smlouvy budou provedeny v plné vysi
v souladu stouto smlouvou, bez srazek na
jakékoli dané ¢i poplatky.  Jakékoli dané,
K nimz vznikne povinnost v dusledku plateb
provedenych spole¢nosti PPD poskytovateli,
jsou vyhradni odpoveédnosti poskytovatele, a
poskytovatel uhradi vzniklé danové povinnosti
véas.

Poskytovatel bere na védomi a souhlasi s tim,
ze je jako jediny odpovédny za platbu vsech
dani v prislusné vysi, véetn¢ DPH, z veskerych
odmeén a nahrad vyplacenych dle této smlouvy.

Poskytovatel a hlavni zkousejici souhlasi s tim,
ze GSK nebo jeho spolecnosti ve skupiné
mohou zvefejnit vySi financnich prostredki
vyplacenych poskytovateli ze strany GSK za
provadéni klinického hodnoceni, a v ramci
tohoto zvefejnéni mohou uvést totoznost
poskytovatele a hlavniho zkousejiciho.

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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5.5
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compensated for any Subjects who were
enrolled without a properly executed
informed consent form or who do not meet
the inclusion/exclusion criteria for the
Clinical Trial.

Payments under this Agreement are pass-
through payments from GSK. PPD shall
make payment to the Institution, in
accordance with Schedule 2.

Payments are dependent upon the reports
and other information pursuant to Clauses
4.1 and 4.2 being submitted in a timely and
satisfactory manner. Payment for partially
completed Services, e.g, early withdrawal
of Subject, shall be made on a pro-rata
basis for Services performed according to
Schedule 2. No payment will be due or
paid for Services performed that are
deemed violations of or deviations from
the Protocol or this Agreement.

Invoices are payable within XXXXX days
following receipt of a valid invoice, as
described in Section 2 of Schedule 2.

Payments for Services rendered under this
Agreement shall be made in full in
accordance with the Agreement, without
deductions for taxes of any kind. Any
taxes due and payable as a result of the
payments by PPD to the Institution shall be
Institution’s  sole  responsibility and
Institution shall pay all such taxes for
which it is liable in a timely manner.

The Institution acknowledges and agrees
that it shall be solely responsible for
paying the appropriate amount of all
taxes/including VAT with respect to all
fees and compensation paid pursuant to
this Agreement.

Institution and Principal Investigator agree
that GSK or its Affiliates may make public
the amount of funding provided to the
Institution by GSK for the conduct of the
Clinical Trial and may identify the
Institution and the Principal Investigator as
part of this disclosure.
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5.8

Formulai pro ozndmeni financnich zijmu

hlavniho zkouSejiciho

59

5.10

6.1.

6.2.

Hlavni zkouSejici timto bere na védomi
pozadavky FDA o pravidlech finanéniho
zvetejnéni a souhlasi, ze na zaklad¢ zadosti
spolecnosti PPD nebo zastupce spolecnosti
PPD ptfed zahdjenim klinického hodnoceni
vyplni a vrati spolecnosti PPD formulatr pro
oznameni  finan¢nich  z4jmG  hlavniho
zkousejiciho. Hlavni zkousejici také souhlasi
s poskytnutim takto vyplnéného formulare
uradu FDA, bude-li to tieba.

Poskytovatel a hlavni zkouSejici nebudou
uctovat  zadnému  subjektu  klinického
hodnoceni ani zadné treti strané zadné postupy
klinického hodnoceni pozadované protokolem,
které jsou hrazeny spole¢nostmi PPD nebo
GSK na zéklad¢é této smlouvy, ani za zadné
hodnocené ptipravky, které jsou poskytovany
nebo hrazeny spole¢nostmi PPD nebo GSK na
zaklad¢ této smlouvy.

Veskeré platebni zdvazky spolecnosti GSK
jsou podminény tim, ze poskytovatel nahlasi
spolec¢nosti PPD a/nebo GSK vSechna data
pozadovana protokolem a dal$imi dokumenty,
jimiz se tidi klinické hodnoceni, véetn¢ vsech
nezadoucich piihod, a tim, ze poskytovatel
bude dodrzovat standardy uvedené v této
smlouve.

Subjekt klinického hodnoceni

Informovany souhlas kazdého subjektu, ktery
se UCastni klinického  hodnoceni, bude
ziskan v souladu s mistnimi zakony a
predpisy platnymi v Ceské republice, véetnd
vyplnéni schvaleného formulare
informovaného souhlasu, ktery byl schvalen
RA/EC. Poskytovatel/ hlavni  zkousSejici
budou hodnocené Ié¢ivo podavat pouze
subjekttim, od nichz hlavni zkousSejici fadné
ziskal informovany souhlas dle ¢lanku
4.1, pism. @), a  tohoto ¢lanku 6.
Poskytovatel/ hlavni zkouSejici povedou
dostatecnou dokumentaci o  ziskani
informovaného souhlasu od kazdého subjektu.

PPD, poskytovatel a hlavni zkousSejici
budou  uchovéavat totoznost  subjekt
Vtajnosti a dodrzi veskeré platné predpisy

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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Statement  of  Principal  Investigator

Financial Interest form

5.9

5.10

6.1

6.2

The  Principal Investigator  hereby
acknowledges the requirements of the
FDA Financial Disclosure Rule and agrees
to fill in and return to PPD, upon PPD or
PPD  representative’s  request, the
Statement of  Principal Investigator
Financial Interest form, before the start of
the Study. The Principal Investigator also
consents to the disclosure of the so filled
Form to the FDA if necessary.

Institution and Principal Investigator shall
not charge any Subject or third-party payor
for Clinical Trial procedures required by
the Protocol that are paid for by PPD or
GSK under this Agreement or for any
Clinical Trial Product that is provided or
paid for by PPD or GSK under this
Agreement.

All of GSK’s payment obligations are
conditioned upon Institution reporting to
PPD and/or GSK all data required by the
Protocol and other governing documents
for the Study, including all adverse events,
and upon Institution's compliance with
standards identified in this Agreement.

Clinical Trial Subject

Informed Consent of each of the Subjects
participating in the Clinical Trial shall be
obtained in accordance with applicable
local laws and regulations in Czech
Republic, including completion of the
approved Informed Consent form, which
has been approved by the RA/EC. The
Institution/Principal  Investigator  shall
administer the Clinical Trial Product only
to Subjects from whom Informed Consent
has been properly obtained by the Principal
Investigator under Clause 4.1(g) and this
Clause 6. The Institution/Principal
Investigator shall maintain  adequate
documentation of its obtainment of the
Informed Consent of each Subject.

PPD, the Institution and the Principal
Investigator shall hold in confidence the
identity of the Subjects and shall comply
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6.3

7.1.

7.2.

7.3.

7.4

tykajici se utajeni jejich totoZznosti a jejich
zdravotnich zdznamu.

Zptsob pouceni pacienta a ziskani jeho souhlasu
musi byt provedeny v souladu s pokyny RA/EC,
a zajisti je hlavni zkousejici. Kazdému subjektu
bude preddno jedno vyhotoveni informace pro
pacienta, které si subjekty mohou ponechat pro
vlastni potiebu.

Vysledky Kklinického hodnoceni a duSevni
vlastnictvi

Smluvni strany sjednavaji, Ze veSkery material
a data ziskana diky realizaci sluzeb jsou
vlastnictvim GSK.

GSK je vyhradnim vlastnikem vSech prav a
narokit (dale jen ,prava”) kjakymkoli
vynalezim a podild na vynalezech (vCetné
klinickych vzorkd ziskanych od subjektd),
objevech, know-how, patentech (bez  ohledu
na to, zda mohou byt pfedmétem patentu),
autorskych pravech, obchodnich tajemstvich a
jinych  pravech duSevniho  vlastnictvi,
zejména vynalezech, objevech a technologiich
vztahujicich se K hodnocenému 1é¢ivu  nebo
jinak  vzniklych  zklinického  hodnoceni
(souhrnné oznacovany jako ,,vynalezy”).
Poskytovatel a hlavni zkouSejici timto
neodvolatelné prevadeji veskera sva prava
k jakémukoli vynalezu na GSK. Vynalezy
budou vyhradnim vlastnictvim GSK.

Poskytovatel a hlavni zkousejici se zavazuji:
(1) o jakémkoli vynalezu neprodlené pisemné
informovat PPD, a (ii) spolupracovat s GSK a
poskytnout ji soucinnost pfi zpracovani a
podani patentovych  pfihlaSek, ptfevodnich
dokumentt, prohlasSeni a dalSich dokumentu,
které jsou piiméfené potiebné k ziskani
patentu, autorskych prav, ochranné znamky
nebo jiné pravni ochrany vynalezi, jak bude
GSK povazovat za vhodné, a (iii) nakladat
se vSemi vynalezy jako s davérnymi
informacemi dle ¢lanku 8.

Poskytovatel ani hlavni zkousSejici neziskavaji
k vynalezim nebo k hodnocenému Ié¢ivu Zadna

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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6.4

6.5
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with all applicable laws regarding the
confidentiality of their identities and their
individual medical records.

The method of explanation to the patient and
the obtaining of consent should be
conducted in accordance with the directions
of the RA/EC and is a Principal Investigator
responsibility. ~ Each Subject shall be
provided with their own copy of the patient
information sheet which they can retain for
their own records.

Clinical Trial Results and Intellectual
Property

The Parties are in agreement that all of the
Materials and data gained through the
conduct of the Services shall be the
property of GSK.

GSK shall exclusively own all rights, title
(“Rights”) in and to any invention, and
interest in and to inventions (in any clinical
specimens or samples obtained from the
Subject), discoveries, know-how, patents
(whether patentable or not), copyright,
trade secrets and other intellectual rights,
including but not limited to inventions,
discoveries and technology relating to the

Clinical Trial Product or otherwise
generated by the  Clinical  Trial
(collectively, “Inventions”). The
Institution and Principal Investigator

hereby irrevocably transfer and assign any
and all their Rights in any Invention to
GSK. The Inventions will be the sole
property of GSK.

The Institution and Principal Investigator
agree to: (i) immediately notify in writing
to PPD of any Invention, and (ii) to
cooperate and assist GSK to apply for and
to execute applications, assignments,
affidavits, or other documents, reasonably
necessary to obtain any patent, copyright,
trademark or other statutory protection for
the Inventions, as GSK deems appropriate,

and (iii) to treat all Inventions as
confidential information in accordance
with Clause 8.

Neither the Institution nor the Principal
Investigator shall acquire any rights of any
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7.5

8.1

prava jakéhokoli druhu.

Povinnosti stanovené timto ¢lankem zlstdvaji
V platnosti i po zaniku této smlouvy.

Duvérné informace

Poskytovatel/  hlavni  zkouSejici,  jejich
zamestnanci, zastupci a tieti osoby zapojené do
klinického hodnoceni hlavnim zkousejicim
a/nebo poskytovatelem nevyzradi zadné udaje,
zdznamy ani jiné informace (dale souhrnné

oznatované¢ jako ,informace") predané
poskytovateli /hlavnimu zkousejicimu
spolecnosti GSK nebo PPD ¢i vytvoiené

v disledku provadéni klinického hodnoceni,
zadné treti osob¢, ani je nepouziji k zadnému
jinému ucelu nez je provadéni klinického
hodnoceni, bez ptedchoziho pisemného souhlasu
GSK, a podepisi pisemnou smlouvu o utajeni.
Tyto informace zlstanou divérnym vlastnictvim
GSK a budou vyzrazeny pouze poskytovateli
/hlavnimu zkousejicimu a jejich zaméstnancim a
zastupcum, ktefi je potfebuji znat. Povinnost
utajeni se nevztahuje na informace:

i které jsou vefejné znamy nebo se stanou
vefejné dostupnymi jinak nez cCinem

nebo  opomenutim  poskytovatele/
hlavniho zkousejiciho;
i které poskytovateli/hlavnimu

zkouSejicimu predala tfeti osoba, ktera
mela zadkonné pravo tyto informace
predat;

iii o nichz muze poskytovatel, resp. hlavni
zkouSejici prokazat, ze je mél v drzeni
pred jejich predanim nebo vytvofenim
na zaklad¢ této smlouvy, ¢i je vyvinul
nezavisle na klinickém hodnoceni;

iv u nichz stanovi povinnost piedani
statnimu  organu  zdkon  nebo
rozhodnuti  pfislusného soudu, za
podminky, ze (a) takové piedani

podléha veskeré platné statni nebo
soudni ochrané pro material tohoto
druhu; (b) GSK o0 tom bude
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kind with respect to the Inventions or to the
Clinical Trial Product.
The obligations of this Clause shall
survive after the term or termination of

this Agreement.

Confidential Information

Institution/Principal Investigator and their
employees and agents and third parties
involved in the study by the Principal
Investigator and/or Institution shall not
disclose to any third party or use for any
purposes other than for the performance of
the Clinical Trial any data, records or other
information  (hereinafter,  collectively
"Information") disclosed to
Institution/Principal Investigator by GSK or
PPD or generated as a result of this Clinical
Trial without the prior written consent of
GSK and shall sign a written non-disclosure
agreement. Such Information shall remain
the confidential and proprietary property of
GSK and shall be disclosed only to
Institution/Principal Investigator and their
employees or agents who have a “need to
know”. The obligation of nondisclosure
shall not apply to the following Information:

i that is generally known to the public
or that becomes publicly available
through no act or omission on the
part of Institution/Principal
Investigator;

ii that is disclosed to
Institution/Principal Investigator by
a third party legally entitled to
disclose such information;

iii which  the Institution/Principal
Investigator, as applicable, can
demonstrate that it possessed prior
to, or developed independently
from, disclosure or development of
this Agreement;

iv that is required by law to a
government authority or by order
of a court of competent

jurisdiction, provided that (a) such
disclosure is subject to all
applicable governmental or
judicial protection available for
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8.2

9.1

9.2

9.3

9.4

vyrozuména piiméienou dobu piedem;
a (c¢) budou podniknuty veskeré kroky,
které lze spravedlivé pozadovat,
k omezeni rozsahu piedavanych udaja.

timto ¢lankem
zaniku  této

stanovené
vplatnosti 1 po

Povinnosti
zustavaji
smlouvy.

Publikace

Pted zafazovanim subjekti klinického hodnoceni
spoleCnost GSK zvefejni souhrn protokolu
klinického hodnoceni ve vefejné pristupném
registru protokolil.

Spolec¢nost GSK zvefejni souhrn vysledkil
klinického hodnoceni ve vefejné¢ pristupném
registru vysledkl nejpozdg&ji dvanact (12) mésict
po dokonceni klinického hodnoceni ve vsech
tesitelskych  centrech. Zvefejnéni  vysledkl
klinického hodnoceni muze nastat pred
publikovanim vysledk klinického hodnoceni
V recenzované literatufe.

Spole¢nost GSK bude usilovat o publikovani
vysledk klinického hodnoceni ve
vyhledatelné, recenzované védecké literature
formou publikace nebo prezentace vysledkd
klinického hodnoceni ze vSech feSitelskych
center (,,multicentricka publikace®). V ptipadé,
ze navrhovany rukopis nebude pfijaty
k publikaci nebo publikace nebude jinak
uskuteCnitelnd  (napt. klinickd hodnoceni
Casnych stadii u pripravku s ukonéenym
vyvojem), zafadi spolecnost GSK zavéry a
kontext vysledki do registru klinickych
hodnoceni spolecnosti GSK jako dodatek
souhrnu vysledkt klinického hodnoceni.

Jakakoli ucast hlavniho zkousejiciho nebo jinych
zastupci  poskytovatele jakozto jmenovaného
autora této multicentrické publikace bude ur¢ena
v souladu s jednotnymi pozadavky na rukopisy
vyboru International Committee of Medical
Journal Editors (ICMJE) a poskytovatel a
hlavni zkousSejici berou na védomi, Ze samotné
zatazovani subjekttl klinického hodnoceni
neopraviiuje  k autorstvi.  Jestlize  hlavni
zkousejici nebo jiny zastupce poskytovatele
bude jmenovanym autorem multicentrické
publikace, souhlasi spole¢nost GSK a
poskytovatel (jménem téchto autor V zafizeni
poskytovatele), ze autofi: (a) budou mit podle
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Confidential

like material; (b) reasonable
advance notice is given to GSK;
and (c) all reasonable steps to limit
the scope of such disclosure have
been taken.

The obligations of this Clause shall survive

after the term or termination of this Agreement.

9.1

9.2

9.3

9.4

Publications

GSK will post a Study Protocol summary
on a publicly available protocol register
prior to the enroliment of Study subjects.

GSK will post a Study results summary on
a publicly available results register no later
than twelve (12) months following
completion of the Study at all Study sites.
Posting of summary Study results may
occur prior to publication of Study results
in the peer-reviewed literature.

GSK will seek to publish the Study results
in the searchable, peer reviewed scientific
literature in the form of a publication or
presentation of Study results from all Study
sites (a “Multicenter Publication™). In the
event a proposed manuscript is not
accepted for publication or publication is
otherwise not feasible (e.g., early-stage
studies of a terminated product), GSK will
include results conclusions and context on
the GSK’s Clinical Study Register to
supplement the Study results summary.

Any participation of Principal Investigator
or other representatives of Institution as a
named author of this Multicentre
Publication will be determined in
accordance  with  the International
Committee of Medical Journal Editors
(ICMJE) Uniform Requirements for
Manuscripts, and Institution and Principal
Investigator ~ acknowledge that  the
enrollment of Study subjects alone is not a
qualification for authorship. If the
Principal Investigator or other
representative of Institution is a named
author of the Multicenter Publication GSK
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95

9.6

potteby pfistup k studijnim udajim ze vSech
tesitelskych center, aby se mohli pln¢ ucastnit
vytvareni multicentrické publikace; (b) budou
dodrzovat pozadavky ICMIJE tykajici se
autorstvi; (c) zvetejni jako soucast
multicentrické publikace, ze spolec¢nost GSK
finanén€¢ podpotila klinické hodnoceni a
vSechny osobni finan¢ni vztahy ke spole¢nosti
GSK; Ze spoletnost GSK vyznamnym
zpiisobem prispéla ke klinickému hodnoceni, a
ze spoleCnost GSK schvilila nebo schvali
konecnou verzi multicentrické publikace; a (d)
po dokonceni autorskych cinnosti pisemné
potvrdi vySe uvedené, a Ze autorsky vytvorend
publikace je pravdivd, piesnd a vyvazena.

Poskytovatel a hlavni zkousSejici souhlasi, ze
spole¢nost GSK muze zvefejnit jména hlavniho
zkousejiciho a poskytovatele jako soucast
seznamu  zkouSejicich a  zdravotnickych
zatizeni provadgjicich klinické hodnoceni,
kdyz bude provadét zvetejnéni bud’ do registru
protokoli, nebo registru souhrnu vysledkd.
Poskytovatel a hlavni zkouSejici souhlasi, ze
spolecnost GSK mtize zvefejnit vysi financnich
prostredki poskytnutych poskytovateli
spole¢nosti GSK na provadéni klinického
hodnoceni a jako soucast tohoto zvefejnéni
muze uvést totoznost poskytovatele a hlavniho
zkousejiciho. Hlavni zkouSejici souhlasi, ze
pokud  hlavni  zkouSejici v souladu
s podminkami této smlouvy bude vefejné
hovotit nebo publikovat jakykoli ¢lanek nebo
jinou pisemnost tykajici se tohoto klinického
hodnoceni nebo hodnoceného piipravku nebo
jinak souvisejici se spole¢nosti GSK, zvetejni
hlavni  zkouSejici, Zze byl zkouSejicim
Vv klinickém hodnoceni.

Regitelské  centrum miaze v  souladu
s védeckymi standardy a na védeckém foru
publikovat nebo  prezentovat  vysledky
klinického hodnoceni ze studijnich udaju
tesitelského centra (,,publikace poskytovatele®)
za predpokladu, Zze publikace poskytovatele
mimo vysledky klinického hodnoceni ze

studijnich daji feSitelského centra také
nezvetejni zadné daveérné informace
spole¢nosti  GSK. Poskytovatel predlozi

spole¢nosti GSK k posouzeni a komentovani
vsechny navrhované publikace poskytovatele
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and Institution (on behalf of such authors
at Institution) agree that authors: (a) will
have access to the Study data from all
Study sites as necessary to fully participate
in the development of the Multicenter
Publication; (b) will adhere to ICMJE
requirements regarding authorship; ()
will disclose as part of the Multicenter
Publication that GSK financially supported
the Study and any personal financial
relationship with GSK; that GSK has made
substantial contributions to the study and
that GSK has given or will give final
approval to the version of the Multicenter
Publication ultimately published; and (d)
upon completion of author activities will
certify in writing to the foregoing and that
the authored publication is fair, accurate,
and balanced.

Institution and Principal Investigator agree
that GSK may make public the names of
the  Principal Investigator and the
Institution as part of a list of investigators
and institutions conducting the Study when
making either protocol or results summary
register postings. Institution and Principal
Investigator agree that GSK may make
public the amount of funding provided to
Institution by GSK for the conduct of the
Study and may identify Institution and
Principal Investigator as part of this
disclosure. Principal Investigator agrees
that, if Principal Investigator, consistent
with the terms of this Agreement, speaks
publicly or publishes any article or letter
about a matter related to the Study or Study
Product or that otherwise relates to GSK,
Principal Investigator will disclose that
he/she was an investigator for the Study.

Site, consistent with scientific standards
and in a scientific forum, may publish or
present the Study results from Site’s Study
data (an  “Institution  Publication”),
provided that the Institution Publication
does not also disclose any GSK
Confidential Information other than the
Study results from Institution’s Study data.
Institution shall submit to GSK for review
and comment any proposed Institution
Publication at least sixty (60) days prior to
submitting the Institution Publication to
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10.
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nejmén¢ Sedesat (60) dnd pied predloZenim
publikace poskytovatele jakékoli tieti strané.
Jestlize si spole¢nost GSK vyzada odklad,
ktery ji umozni zajistit ochranu prav dusevniho
vlastnictvi, souhlasi poskytovatel, ze odlozi
predlozeni publikace poskytovatel jakékoli treti
stran¢ po dobu az sto dvaceti (120) dnt po
zadosti spolecnosti GSK. Poskytovatel také
souhlasi, ze jakakoli publikace poskytovatele
bude vytvotfena az po multicentrické publikaci
za predpokladu, ze multicentrickd publikace
bude ptedlozena v prubéhu dvanacti (12)
meésicti po dokonceni klinického hodnoceni ve
vSech feSitelskych centrech. Poskytovatel
souhlasi, ze v jakékoli publikaci poskytovatele
bude zvefejnéna financni podpora klinického
hodnoceni spolecnosti GSK a bude pozadovat,
aby vSichni autofi takovéto publikace
poskytovatele zvetejnili  vSechny finanéni
vztahy se spolecnosti GSK. Poskytovatel
zajisti, ze hlavni zkouSejici bude dodrzovat
povinnosti uvedené v tomto podc¢lanku.

Povinnosti v tomto ¢lanku budou pfetrvavat po
ukonceni této smlouvy.

Ochrana dat

Poskytovatel a hlavni zkouSejici budou
dodrzovat a od fyzickych a pravnickych osob
poskytujicich sluzby jejich jménem budou
vyzadovat dodrzovani vSech platnych zakoni,
pravidel, predpisi a pokynd upravujicich
ochranu udajii umoznujicich urcit totoznost
osob a udaji o zdravotnim stavu pacientl
v Ceské republice.

PPD zarucuje, ze protokol stanovi mechanismy
umoziujici oddéleni tdaji osobni povahy u
subjekti, které se klinického hodnoceni
ucastni.

Poskytovatel ujistuje PPD a GSK, Ze hlavni
zkousSejici pouci subjekty zi¢astnéné v klinickém
hodnoceni o tom, Ze jejich osobni tdaje ziskané
prostfednictvim  informovaného souhlasu a
dalsimi zpusoby budou uchovavany
v dokumentaci, jejimz vyhradnim vlastnikem je
GSK. Sveskerymi shromazdénymi osobnimi
udaji bude nakladano pii dodrzeni opatieni na
ochranu dat, pro wutajeni a bezpecnost
stanovenych prislusnymi platnymi predpisy.
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any third party. If GSK requests a delay in
order to enable intellectual property rights
to be secured, Institution agrees to delay
submitting the Institution Publication to
any third party for up to one hundred
twenty (120) days after GSK’s request.
Institution also agrees that any Institutional
Publication shall only be made after the
Multicenter Publication, provided that the
Multicenter Publication is submitted within
twelve (12) months after conclusion of the
Study at all sites. Institution agrees that
GSK’s financial support of the Study will
be disclosed in any Institution Publication
and will require all authors of such
Institution Publication to disclose any
financial relationship  with  GSK.
Institution shall ensure that Principal
Investigator complies with the obligations
identified in this subsection.

The obligations of this Section shall
survive termination of this Agreement.

Data Protection

Institution and Principal Investigator shall
comply and shall require any of the
persons or entities performing the
Services on their behalf to comply, with
all applicable laws, rules, regulations, and
guidelines governing the privacy of
personally identifiable information and
patient health information in Czech
Republic.

PPD guarantees that the Protocol
establishes the mechanisms that allow the
disassociation of data with a personal
nature of the Subjects participating in the
Clinical Trial.

Institution assures PPD and GSK that the
Principal Investigator shall inform the
Subjects involved in the Clinical
Trial that all their personal data collected
through the Informed Consent form and
other means will be kept in a file which is
owned by GSK. All personal data collected
shall be treated with the privacy,
confidentiality —and safety = measures
established by the relevant applicable
regulation.
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11.2

11.3

114

115

Hlaseni nezadoucich prihod

Pro ucely této smlouvy se nezddouci ptihodou
(déle jen ,,AE”) rozumi jakakoli necekana
zména zdravotni stavu, bez ohledu na to, zda
se md za to, ze ji zpusobil materidl nebo
klinické hodnoceni, a zavaznou neZzadouci
ptihodou (dale jen ,LSAE”) se rozumi
nezadouci prihoda, kterda ma za nasledek
umrti, je Zzivot ohrozujici, mé za nasledek
trvalou invaliditu nebo pracovni neschopnost,
vyzaduje hospitalizaci nebo prodlouzi stavajici
hospitalizaci, jde o vrozenou anomalii u
potomka pacienta, anebo miZze vyzadovat
zasah ktomu, aby se kterémukoli zvysSe
uvedenych nasledki predeslo.

Veskeré¢ SAE musi byt hlaseny, jak je stanoveno
v protokolu, do dvaceti ¢tyt (24) hodin od
prvniho zjisténi prislusné SAE, s pouzitim
elektronického zdznamu subjektu hodnoceni
(dale jen ,,eCRF”). Plati to i pro jakoukoli
udalost, kterdA by mohla ovlivnit bezpecnost
ucastnikll klinického hodnoceni nebo provadéni
klinického hodnoceni.

Poskytovatel musi zajistit, aby hlavni
zkousejici vyrozumél GSK, poskytovatele a
ptislusnou etickou komisi o kazdé nezadouci
pfihodé¢ (véetné zavaznych nezadoucich
pfihod), k niz v prabéhu klinického hodnoceni
dojde, vsouladu s protokolem a ptislusnymi
etickymi 1 predpisy danymi pokyny, a
v pfipadé¢ poskytovatele a pfislusné etické
komise také sjejich internimi pravidly a
postupy.

Nic v této smlouvé nezbavuje poskytovatele ani
hlavniho zkousejiciho povinnosti ani neomezuje
jejich povinnost hlasit klinické bezpecnostni
informace  vzniklé v pribéhu  klinického
hodnoceni piislusnym organim v Ceské
republice v souladu s mistnimi povinnostmi, ¢i
dodrzovat jiné zakonné nebo spravni povinnosti
v souvislosti s klinickym hodnocenim.

Poskytovatel bude subjekty sledovat v souladu
s protokolem. Poskytovatel bude vyzadovat,
aby hlavni zkousejici neprodlen¢ (do dvaceti
¢tyt (24) hodin poté, co dojde k SAE) nahlasil
pomoci eCRF veskeré SAE, které mohou byt
spojeny s podavanim hodnoceného 1éCiva, a
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Adverse Events Reporting

For the purposes of this Agreement an
Adverse Event (“AE”) shall mean any
untoward medical occurrence whether
thought to have been caused by the
Materials or the Clinical Trial or not and
Serious Adverse Event (“SAE”) shall
mean any adverse event which is fatal, life
threatening, disabling or incapacitating,
requires in-patient treatment or prolongs
existing hospitalization, is a congenital
anomaly in the off-spring of the patient or
which may require intervention to prevent
the previously stated outcomes.

Any SAE must be reported as defined in the
Protocol within twenty four (24) hours of
first knowledge of any SAE and using the
electronic Case Report Form (“eCRF”).
This applies also for any event that could
affect the safety of the study participants or
the conduct of the Clinical Trial.

The institution is responsible for ensuring
that the Principal Investigator notifies
GSK, the Institution and the Responsible
Ethics Committee of any Adverse Events
(including Serious Adverse Events) that
occur during the course of the Clinical
Trial in accordance with the Protocol, and
relevant ethical and regulatory guidelines,
and in the case of the Institution and the
Responsible Ethics Committee with their
policies and procedures.

Nothing in this agreement shall remove or
restrict any obligation on Institution and/or
Principal Investigator to report clinical
safety information arising during the Clinical
Trial to the regulatory authorities in Czech
Republic, in accordance with the local
requirements or comply with any other legal
or administrative obligation in connection
with the Clinical Trial.

The Institution shall monitor the Subjects
in accordance with the Protocol. The
Institution shall require the Principal
Investigator to promptly (within twenty-
four (24) hours of the occurrence of any
SAE) report via the electronic eCRF all
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11.6

117

12.

12.1

12.2

12.3

k nimZ dojde v prtibéhu klinického hodnoceni.
Nedodrzeni tohoto ustanoveni je pro PPD
dostatecnym dtvodem k odstoupeni od této
smlouvy dle ¢lanku 16.

V ptipadé, ze GSK pouZije pro hodnocené 1écivo
zkoumané v ramci klinického hodnoceni sviij
vlastni soubor nebo soubory informaci pro
zkousejicitho (dale jen ,,IB”), bez ohledu na
zkoumanou indikaci, GSK poskytne v prib¢hu
klinického hodnoceni tento nebo tyto IB a
veskeré jejich aktualizace a dodatky k nim pro
informaci poskytovateli.

Vystupy znezavislé komise pro kontrolu dat
klinického hodnoceni (dale jen ,,IDMC”)
(zejména zapisy z jednani, prubézné analyzy a
veskera doporuceni nebo pozadavky sméiujici
od IDMC k poskytovateli, které se tykaji
bezpecnosti subjektti klinického hodnoceni) a
dalsi relevantni udaje bude poskytovatel
prubézné predavat PPD.

Archivace a audity

Poskytovatel a hlavni zkousejici jsou povinni
uchovavat veskeré udaje tykajici se klinického
hodnoceni a provedenych sluzeb a veskeré dalsi
zaznamy vytvorené vramci této smlouvy po
dobu minimalné dvaceti péti (25) let nebo po
jinou dobu sjednanou mezi smluvnimi stranami,
anebo  vyzadovanou platnymi  mistnimi
predpisy.

Po uplynuti vyse uvedené lhuty a pied likvidaci
takovych zaznami je Poskytovatel/hlavni
zkousejici povinen vyrozumét GSK, a pokud o
to GSK pozada, je povinen takové zaznamy
misto likvidace predat GSK.

V bézné pracovni dobé poskytovatele a po
vyrozuméni piimétenou dobu pfedem mohou
PPD, GSK ¢i jeji spolecnosti ve skupiné nebo
jimi povéfené osoby provadét audit zaznamu,
prostor, vybaveni, nebo postupli poskytovatele
tykajicich se povinnosti poskytovatele na zakladé
této smlouvy. Tyto audity mohou zahrnovat
zejména zaznamy poskytovatele tykajici se
klinického hodnoceni a provadéni sluzeb, s cilem
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SAEs that may be associated with the
administration of the Clinical Trial Product
that occurs during the course of the
Clinical Trial. Failure to comply with this
Clause shall constitute reasonable grounds
for PPD to terminate this Agreement as
provided in Clause 16.

In the event that GSK maintains its own
Investigator Brochure(s) (“IB(s)”) for the
Clinical Trial Product(s) being investigated
under the Clinical Trial, regardless of the
indication under study, GSK will provide
these IB(s), and any updates and/or
supplements to these 1B(S), to the Institution
during the course of the Clinical Trial for
information purposes.

Outputs from the Clinical Trial Independent
Data Monitoring Committee (“IDMC”)
(including, but not limited to, meeting
minutes, interim analyses and any
recommendations or requests made by the
IDMC to Institution, which address the
safety of the Clinical Trial Subjects) and
other pertinent data will be provided by
Institution to PPD as they become available.

Recordkeeping and Audits

The Institution and Principal Investigator
shall keep complete and systematic data
related to the Clinical Trial and the Services
performed and any other records generated
as a part of this Agreement for at least a
minimum of twenty five (25) years, or as
agreed by the Parties, or as required by
applicable local regulation.

Upon the expiration of the above time period,
prior to disposing of such records the
Institution/Principal Investigator shall notify
GSK and if GSK requests, shall deliver
such records to GSK rather than dispose of
them.

During the Institution’s regular business
hours and with reasonable advance notice,
PPD, GSK or its Affiliates or their designee
may audit the Institution’s records, facilities,
equipment, or procedures related to
Institution’s  obligations  under  this
Agreement.  Such audits may include,
without limitation, Institution’s records
related to the Clinical Trial and the
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12.4

13.

13.1

13.2

ovéfit  dodrZovani
poskytovatele.

pravidel ze  strany

Pokud jakykoli stitni nebo regulacni urad
oznami poskytovateli / hlavnimu zkousejicimu,
ze bude provadét inspekci zaznami, zatfizeni,
vybaveni nebo postupil poskytovatele nebo bude
podnikat jiné kroky souvisejici s klinickym
hodnocenim anebo sluzbami podle této smlouvy,
bude poskytovatel / hlavni  zkousSejici
spolupracovat stimto ufadem a ozndmi to
spolecnosti PPD a GSK, jakmile to bude mozné
(v ramci svych moznosti v pribéhu dvou (2)
pracovnich dnti a ptfed inspekci nebo jinymi
kroky), umozni tfadu provést inspekci nebo
ucinit jiné pravni kroky, umozni spolecnostem
PPD a GSK byt ptitomny pii inspekci nebo se
podilet na jakékoli odpoveédi na pravni kroky a
poskytne spole¢nosti PPD kopie vSech zprav
vydanych témito ufady a navrhovanych
odpovédi poskytovatele, aby je mohla spolecnost
GSK predem posoudit a schvalit (pficemZ toto
schvaleni nema byt bezdiivodné odpirano).

ProhlaSeni a zaruky

Poskytovatel a hlavni zkousejici prohlasuji a
zaruCuji, ze dle svého nejlepsiho védomi a
svédomi nejsou vazani zadnou jinou smlouvou,
ktera by jim mohla branit v uzavieni a plnéni
této smlouvy, byla jim porusena, nebo kterou by
v dtsledku této smlouvy nesplnili, a ze nikdo
Z nich po dobu platnosti této smlouvy zadnou
takovou smlouvu, kterda by byla s touto
smlouvou v konfliktu, neuzavie.

Poskytovatel prohlasuje a zaruCuje, ze zadnym
osobam podilejicim se na klinickém hodnoceni
véetné hlavniho zkousejiciho (i) nebyl ulozen
zakaz vykonu povolani ani nebyly usvédceny
z trestného Cinu, ktery by k takovému zakazu
mohl vést, podle jakéhokoli zakona, pravidla ¢i
predpisu; (b) nebylo odnato opravnéni
testovaciho zafizeni podle platnych mistnich
predpist; nebo (c¢) nebylo odnato opravnéni
pusobit jako klinicky zkousejici podle platnych
mistnich predpisi. Bude-li t€émto osobam
nasledné ulozen zakaz vykonu povolani ¢i se
dozvédi o jakémkoli fizeni nebo hrozicim fizeni,
které by knému  mohlo vést, a
poskytovatel/hlavni zkousSejici se o tom dozvi,
neprodlené o tom vyrozumi PPD.
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performance of the Services, in order to
verify Institution’s compliance.

If any governmental or regulatory authority
notifies the Institution/Principal Investigator
that it will inspect Institution’s records,
facilities, equipment, or procedures, or
otherwise take action related to the Clinical
Trial and/or the Services under this
Agreement, Institution/Principal Investigator
shall co-operate with the authority and notify
PPD and GSK as soon as is practicable (to
the extent possible, within two (2) business
days and prior to the inspection or action),
allow the authority to conduct an inspection
or take other legal action, allow PPD and
GSK to be present at the inspection or
participate in any response to the action, and
provide PPD with copies of any reports
issued by the authority and Institution’s
proposed response for GSK’s prior review
and approval (such approval not to be
unreasonably withheld).

Representations and Warranties

Institution and Principal Investigator
represent and warrant to the best of their
knowledge, that the Institution and the
Principal Investigator are not bound by
any other agreement which could prevent,
or be violated by, or under which there
would be a default as a result of, the
execution and performance of this
Agreement, and that each will not enter
into any such conflicting agreements
during the term of this Agreement.

Institution represents and warrants that all
persons involved in the Clinical Trial and
the Principal Investigator (i) have not been
debarred or convicted of a crime which
could lead to debarment under any
applicable law, rule or regulation; (b) have
not been disqualified as a testing facility
under applicable local regulation; or (c) are
not disqualified as a clinical investigator
under applicable local regulation. If such
persons later become debarred or receive
notice of any action or threat of action with
respect to debarment and
Institution/Principal Investigator  gain
knowledge thereof, PPD will immediately
be notified.
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13.4

14.

14.1

14.2

14.3

Poskytovatel zadavateli prohlasuje, Ze pro
subjekty zatazené do klinického hodnoceni je
dostupna zdravotni péce pro 1écbu choroby nebo
onemocnéni, kterého se klinické hodnoceni tyka,
v souladu s mistnimi standardy péce a v ramci
normalniho fungovani systému zdravotnictvi, a
ze po dokonCeni klinického hodnoceni
poskytovatel zajisti ptechod subjektt
z klinického hodnoceni do takové zdravotni
péce, nebo subjekty klinického hodnoceni odesle
za ucelem poskytnuti takové péce k jinému
poskytovateli zdravotni péce.

Poskytovatel odSkodni GSK a PPD za vSechny
pfimé ztraty, nahrady Skody, zavazky a vydaje
(vCetné vydajl na pravni zastoupeni) vynalozené
PPD a/nebo GSK v disledku poruseni nékteré ze
zaruk obsazenych v tomto ¢lanku.

Omezeni odpovédnosti a nahrada Skody

Poskytovatel a hlavni zkousSejici odskodni,
budou hgjit a ochrani PPD a GSK i jeji
spoleCnosti  ve skupiné pred veskerymi
ztratami, Skodami na zdravi, jinymi Skodami,
naklady a vydaji, v€etné zejména piimétenych
nakladii na pravni zastoupeni, vynaloZenymi
PPD nebo GSK ¢i jejimi spoleCnostmi ve
skupin¢ v dusledku nedbalosti nebo umysIného
poruseni povinnosti ze strany poskytovatele
a/nebo hlavniho zkousejiciho.

Smluvni strana podrobné pisemné vyrozumi
ostatni smluvni strany co nejdiive je to mozné
o kazdé zalobé podané proti ni tfeti osobou ¢i
hrozici nebo fizeni zahdjeném proti ni teti
osobou ¢ hrozicim, v souvislosti s nimiz
vznese nebo mohla by vznést narok dle ¢lanku
15.1 vyse.

V kontextu ucasti poskytovatele a dle odstavce
1 nize GSK =zbavuje poskytovatele a jeho
zaméstnance a zastupce zodpovédnosti za
vSechny vznesené naroky a vedena ¢i vznesend
fizeni (UspéSné nebo neuspésn€) (vcetné
jakychkoli dohod nebo plateb ex gratia se
souhlasem téchto stran a pfiméfenych nakladt
a vydajl na pravni a expertni sluzby).

a) subjekty nebo jménem  subjektd
ucastnicich se klinického hodnoceni (nebo
jejich zavislych osob) proti poskytovateli nebo
jakymkoli jeho zamé&stnanclim ¢i zastupciim za
ujmu na zdravi (véetné Umrti) u subjektd
v disledku nebo ve spojitosti s podanim
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Institution represents to GSK that medical
care for the disease or condition to which
the Study relates is available to Study
subjects following the Study in accordance
with local standard of care through the usual
operations of the local healthcare system,
and that upon completion of the Study,
Institution will appropriate transition Study
subjects from the Study to such medical care
or refer Study subjects to a health care
provider for such medical care.

Institution shall indemnify GSK and PPD
against all direct losses, damages, liabilities
and expenses (including legal expenses)
incurred by PPD and/or GSK as a result of
any breach of the warranties contained in
this Clause.

Limitation of Liability and Indemnification

Institution and Principal Investigator shall
indemnify, defend and hold harmless PPD
and GSK and its Affiliates from any and all
losses, injuries, harm, costs or expenses,
including without limitation, reasonable
attorney's fees, incurred by PPD or GSK or
its Affiliates as a result of the negligence or
willful misconduct of Institution and/or
Principal Investigator.

A Party shall give written notice to the
other Parties as soon as is practicable of the
details of any claim or proceedings brought
or threatened against it by a third party in
respect of which a claim will or may be
made under Clause 15.1 above.

In  consideration of participation by
Institution, and subject to paragraph 1
below, GSK indemnifies and holds
harmless Institution and its employees and
agents against all claims and proceedings
(to include any settlements or ex gratia
payments made with the consent of the
parties hereto and reasonable legal and
expert costs and expenses) made or
brought  (whether  successfully  or
otherwise).

a) by or on behalf of Subjects taking
part in the Study (or their dependants)
against Institution or any of its employees
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hodnoceného piipravku (hodnocenych
ptipravkll) nebo jakéhokoli klinického zakroku
¢i postupu poskytovaného nebo vyzadovaného
dle protokolu, kterym by subjekty nebyly
vystavené nebyt jejich ucasti v klinickém
hodnoceni.

b) poskytovatelem, jeho zaméstnanci
nebo zastupci nebo subjektem ¢i jeho jménem
za prohlaseni tykajici se 1écby subjektu, u
kterého doslo k takové ijmée na zdravi.

1) Vyse uvedeny zavazek poskytovany
GSK se nebude vztahovat k Zadnému naroku ¢i
fizeni:

1.1 v rozsahu, kdy takova ijma na zdravi
(vCetné¢ umrti) je zpdsobena nedbalym C¢i
nespravnym konanim ¢i zanedbanim nebo
poruSenim statutarni povinnosti poskytovatele,
jeho zaméstnancti nebo zastupcd.

1.2 v rozsahu, kdy takova Gjma na zdravi
(vCetné timrti) je zplisobend selhanim ze strany
poskytovatele, jeho zamestnancti nebo zastupct
pti vedeni klinického hodnoceni v souladu s
protokolem.

13 pokud poskytovatel neinformuje GSK
pisemné o pfijeti oznameni o takovém naroku
nebo fizeni, co nejdfive to bude prakticky
mozné, a pokud na zidost a ndklady GSK
nepovoli GSK plnou spravu a fizeni takového
naroku nebo fizeni cestou pravniho zastoupeni
dle vybéru GSK.

14 pokud poskytovatel, jeho zaméstnanci
nebo zastupci poskytnou jakékoli doznani ve
vztahu k takovému naroku nebo fizeni nebo
provedou jakékoli kroky ve vztahu k takovému
naroku nebo fizeni s negativnim vlivem na
obhajobu bez pisemného souhlasu GSK,
pticemz tento souhlas nebude bezdivodné
odmitan, za ptredpokladu, Ze tato podminka se
nebude povazovat za porusenou, pokud se
jednalo o jakékoli fadné ucinéné prohlaseni ze
strany poskytovatele, jeho zaméstnancii nebo
zastupcll ve spojitosti s vnitinimi postupy
feSeni stiznosti poskytovatele, postupy hlaSeni
nehod nebo disciplinarnimi fizenimi nebo kde
je takové prohlaseni nutné ze strany zakona.

2) GSK bude poskytovateli a jeho
pravnim zastupcim poskytovat kompletni
informace o postupu takového naroku nebo
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or agents, for personal injury (including
death) to Subjects arising out of or relating
to the administration of the product(s)
under investigation or any clinical
intervention or procedure provided for or
required by the Protocol to which the
Subjects would not have been exposed but
for their participation in the Study.

b) by Institution, its employees or
agents, or by or on behalf of a Subject for
a declaration concerning the treatment of a
Subject who has suffered such personal
injury.

1) The above indemnity by the GSK
shall not apply to any such claim or
proceeding:

11 to the extent that such personal
injury (including death) is caused by the
negligent or wrongful acts or omissions or
breach of statutory duty of Institution, its
employees or agents.

1.2 to the extent that such personal
injury (including death) is caused by the
failure of Institution, its employees or
agents to conduct the Study in accordance
with the Protocol.

13 unless as soon as reasonably
practicable following receipt of notice of
such claim or proceeding, Institution shall
have notified GSK in writing of it and
shall, upon the GSK's request, and at the
GSK's cost, have permitted GSK to have
full care and control of the claim or
proceeding using legal representation of its
own choosing.

1.4 if Institution, its employees or
agents shall have made any admission in
respect of such claim or proceeding or
taken any action relating to such claim or
proceeding prejudicial to the defence of it
without the written consent of GSK such
consent not to be unreasonably withheld
provided that this condition shall not be
treated as breached by any statement
properly made by Institution, its employees
or agents in the connection with the
operation  of  Institution’s  internal
complaint procedures, accident reporting
procedures or disciplinary procedures or
where such statement is required by law.

2) GSK shall keep Institution and its
legal advisers fully informed of the
progress of any such claim or proceeding,
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fizeni, bude s poskytovatelem v plném rozsahu
konzultovat charakter jakékoli pfipravované
obrany a neurovna jakoukoli takovou stiznost
¢i fizeni bez schvaleni poskytovatele (takové
schvaleni nebude bezdiivodné odmitano).

3) Poskytovatel bude, bez omezeni
ustanoveni odstavce 1.3 wvySe, vynakladat
pfimétenou snahu GSK vcas informovat o
jakychkoli okolnostech, které s pfiméfenou
pravdépodobnosti mizou vést k takovému
naroku ¢i fizeni, kterych si je pfimo védomo, a
bude GSK v rozumné mite informovat o vyvoji
ve vztahu k takovému naroku nebo fizeni, i
kdyz se poskytovatel rozhodne pod touto
indemnitou takovy narok nevznést. Podobné
vynalozi GSK pfiméfenou snahu informovat
poskytovatele o  jakychkoli  takovych
okolnostech a bude poskytovatele v rozumné
mife informovat o vyvoji ve vztahu k takovému
naroku ¢i fizeni vznesenych nebo vedenych
proti samotnému GSK.

4) Poskytovatel a GSK si  budou
vzajemné¢ pomahat v pfiméfeném rozsahu s
cilem zajistit ucinné vedeni a feSeni jakéhokoli
naroku nebo fizeni ze strany subjektl nebo
jejich jménem (nebo jejich zavislych osob)
nebo ve vztahu k takovému prohlaseni, jak je
uvedeno v odstavci b) vyse.

5) Pokud poskytovatel poskytne
lékatskou péci subjektu klinického hodnoceni
za UCelem 1éCby Gjmy na zdravi souvisejici s
Klinickym hodnocenim za okolnosti popsanych
ve schvaleném informovaném souhlasu
klinického hodnoceni jako zdravotnické
naklady, které¢ bude hradit GSK, uhradi GSK
poskytovateli krome¢ kompenzace za vedeni
klinického hodnoceni také piimo jménem
subjektu naklady na tuto poskytnutou péci.

Tento zavazek neméni povinnost GSK
poskytnout odskodnéni a nedotyka se
jakéhokoli naroku ze strany GSK viaci

poskytovateli v pfipadé, Zze jma na zdravi
spojena s klinickym hodnocenim vznikla v
dusledku nedbalosti nebo nedodrzeni protokolu
ze strany poskytovatele.

6) Pro ucely tohoto zavazku bude pojem
»zastupci® zahrnovat, bez omezeni, veSkery
osetfovatelsky nebo jiny zdravotnicky personal
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will consult fully with Institution on the
nature of any defence to be advanced and
will not settle any such claim or
proceeding without approval of Institution
(such approval is not to be unreasonably
withheld).

3) Without  prejudice  to  the
provisions of paragraph 1.3 above,
Institution  will use its reasonable
endeavours to inform GSK promptly of
any circumstances reasonably thought
likely to give rise to such claim or
proceedings of which it is directly aware
and shall keep GSK reasonably informed
of developments in relation to any such
claim or proceeding even where Institution
decides not to make a claim under this
indemnity. Likewise, GSK shall use its
reasonable endeavours to inform Institution
of any such circumstances and shall keep
Institution  reasonably  informed  of
developments in relation to any such claim
or proceeding made or brought against
GSK alone.

4) Institution and GSK will each give
to the other such help as may reasonably be
required for the efficient conduct and
handling of any claim or proceeding by or
on behalf of Subjects (or their dependants)
or concerning such a declaration as is
referred to in paragraph b) above.

5) In addition to the compensation to
be paid to Institution for the conduct of the
Study, if Institution provides medical care
to a Study subject to treat a study-related
injury under circumstances described in the
approved Study informed consent form as
medical expenses for which GSK will pay,
GSK will pay Institution directly on the
Study subject's behalf for the care
provided.  This commitment does not
modify GSK’s indemnification obligation
and is without prejudice to any claim that
GSK may have against Institution in the
event the study-related injury was caused
by the Institution’s negligence or failure to
follow the Protocol.

For the purposes of this indemnity, the
expression "agents" shall be deemed to
include without limitation any nurse or
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144

14.5

14.6

14.7.

15.

15.1

poskytujici sluzby poskytovateli v ramci
smlouvy na sluzby nebo jinak a veskeré osoby
provadgjici  pro poskytovatele praci pod
takovou smlouvou ve spojitosti s takovym
zafizenim a vybavenim poskytovatele, jaké
poskytuje pro toto klinické hodnoceni.

Nic v tomto ¢lanku 14 ani jinde v této smlouvé
nevylucuje ani jinak neomezuje odpovédnost
poskytovatele za (i) podvod, (ii) imrti nebo
Skodu na zdravi zplisobenou jeho nedbalosti; a
(iii) jakoukoli odpovédnost v rozsahu, v jakém
jeji vylouceni nebo omezeni zdkon zakazuje.

Zadna smluvni strana nenese vi&i ostatnim
smluvnim strandam odpovédnost za nahrady
ulozené jako trest nebo exemplarné, ani za
nepiimé a nasledné ztraty a skody vzniklé
porusenim této smlouvy, a to ani v pfipade, ze
byly ostatni smluvni strany na moZnost
takovych skod upozornény.

Zavazek kazdé smluvni strany odskodnit a
ochranit druhou stranu nebo ostatni strany je
podminén tim, Ze opravnéna strana: (i) pisemné
vyrozuméla povinnou stranu o naroku,
pozadavku nebo zalobé vzniklé =z Cinnosti
podléhajici odskodnéni do deseti (10) dnti poté,
co se strana opravnéna sama o tomto naroku,
pozadavku nebo zZalobé dozvédéla, (ii) umozni
strané povinné, aby plné¢ prevzala Setfeni,
pfipravu a obhajobu ve véci naroku nebo
zaloby, (iii) poskytne strané¢ povinné, na
primétené naklady povinné strany, soucinnost
pii Setfeni, piipravé a obhajobé ve véci, a (iv)
ve ve€ci neuzavie smir C¢i narovnani bez
pisemného souhlasu strany povinné.

Povinnosti stanovené timto ¢lankem zGstavaji
V platnosti i po zaniku této smlouvy.

Vypovéd’ smlouvy

PPD muize tuto smlouvu kdykoli vypovédét bez
udani ditvodu s vypovédni lhiitou tiiceti (30) dnit
zaslanim pisemné vypovédi poskytovateli a
hlavnimu  zkouSejicimu, v  nasledujicich
pripadech:
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other health  professional  providing
services to Institution under a contract for
services or otherwise and any person
carrying out work for Institution under
such a contract connected with such of
Institution’s facilities and equipment as are
made available for the Study.

Nothing in this Clause 14 or otherwise in
this Agreement shall exclude or in any way
limit Institution’ liability for (i) fraud, (ii)
death or personal injury caused by its
negligence; and (iii) any liability to the
extent the same may not be excluded or
limited as a matter of law.

No Party shall be liable to the other Parties
for any punitive, exemplary damages or for
an indirect or consequential loss or damage
resulting from any breach of this
Agreement even if the other Parties have
been advised of the possibility of such
damages.

Each Party's agreement to indemnify and
hold the other Party or Parties harmless is
conditional on the indemnified Party (i)
providing  written notice to the
indemnifying Party of any claim, demand
or action arising out of the indemnified
activities within ten (10) days after the
indemnified Party has knowledge of such
claim, demand or action, (ii) permitting the
indemnifying Party to assume full
responsibility to investigate, prepare for
and defend against any such claim or
demand, (iii) assisting the indemnifying
Party, at the indemnifying Party's
reasonable expense, in the investigation of,
preparation for and defense of any such
claim or demand, and (iv) not
compromising or settling such claim or
demand without the indemnifying Party's
written consent.

The obligations of this Clause shall survive
termination of this Agreement.

Termination

PPD may terminate this Agreement at any
time, without cause, by giving thirty (30)
days written notice to the Institution and
Principal Investigator  if any of the
following conditions occur:
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15.2

153

i RA/EC nebo jiny pfislusny organ ji
odejme povoleni a souhlas k provadéni
klinického ~ hodnoceni v Ceské
republice;

i Vv piipad¢ zaniku smlouvy mezi PPD a
GSK;

lii pokud dostupné udaje ukazuji, Ze neni
bezpetné pokracovat v  podavani
hodnoceného piipravku subjektim;

iv nebude-1i dosazeno celkového cilového
poctu zafazenych subjektd, i kdyz
zatazovani u poskytovatele neni dosud
ukonceno;

\Y hlavni zkouSejici nemtlize v Cinnosti
pokracovat a smluvni strany se
nedohodnou na vyhovujicim nastupci;

Vi v ptipadé¢  Spatného  dodrzovani
protokolu, nebo soustavné nepiesného ¢i
neuplného zaznamu udaji klinického
hodnoceni;

Vil ukonceni klinického hodnoceni;
viii podstatné poruseni této smlouvy; nebo
iX vzajemnou dohodou smluvnich stran.

V piipad¢, ze bude tato smlouva z jakéhokoli
divodu vypovézena pied koncem klinického
hodnoceni, podnikne poskytovatel kroky, které
po ném bude PPD spravedlivé pozadovat, vCetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v nahradnim
resitelském centru ur¢eném PPD. V takovém
ptipadé (a kromé piipadd, kdy smlouva zanikla
v disledku poruseni povinnosti poskytovatele
dle této smlouvy) PPD uhradi poskytovateli
pfimétené¢  pfim¢  naklady  vynalozené
v souvislosti s piesunem klinického hodnoceni, a
dale priméfené jinak neuhrazené naklady
vynalozené a nezrusitelné zavazky uzaviené pred

obdrzenim informace 0 vypovedi
poskytovatelem.
Vypovéd této smlouvy kteroukoli smluvni

stranou nema vliv na prava a povinnosti
smluvnich stran, které vznikly pfed datem
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i the authorization and approval to
perform the Clinical Trial in Czech
Republic is withdrawn by the
RA/EC or any other competent
authority;

ii if PPD 's agreement with the GSK
is terminated,;

iii if available data indicate that it is not
safe to continue to administer the
Clinical Trial Product to Subjects;

iv if overall Clinical Trial enrollment
has not been met, even if the
enrollment at the Institution has not
been completed,;

% the Principal Investigator is unable
to continue and an acceptable
successor is not agreed upon;

Vi adherence to the Protocol is poor, or
Clinical Trial data recording is
chronically inaccurate or
incomplete;

vii the Clinical Trial is terminated;

Vil material breach of this Agreement;

iX by mutual agreement of the Parties

In the event this Agreement is terminated for
any reason prior to the end of the Clinical
Trial, the Institution shall take all reasonable
steps required by PPD, including
communicating with the Subjects, to
facilitate completion of the Clinical Trial at
an alternative clinical site designated by
PPD. In such event, PPD will (except where
the termination was as a result of the breach
by the Institution of its obligation under this
Agreement) reimburse the Institution for its
reasonable direct costs incurred in
connection with such transfer, as well as for
reasonable non-reimbursed costs incurred
and non-cancellable commitments made
prior to the receipt by the Institution that the
Agreement will be terminated.

Termination of this Agreement by any Party
shall not affect the rights and obligations of
the Parties that have accrued prior to the
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15.4.

16.

16.1

16.2

16.3

16.4

16.5

ucinnosti vypovedi.

Poskytovatel muize tuto smlouvu vypoveédet
s vypoveédni lhitou tficeti (30) dnil zaslanim
pisemné vypovédi v nasledujicich pripadech:

1) pokud hlavni zkousSejici jiz nemutize klinické
hodnoceni jménem poskytovatele provadét a
poskytovatel nemize po nalezitém usili zajistit
nahradniho hlavniho zkousejiciho pfijatelného
pro PPD a GSK,

2) Pokud je poskytovatel presvédcen, ze takové

ukonceni je nezbytné vzhledem k ochrané zajmu
subjektt hodnoceni.

Ucinek pied¢éasného zaniku smlouvy

V piipadé vypovédi smlouvy budou castky, na
které na zdkladé této smlouvy vznikd narok,
omezeny na pomérn¢ kracenou odménu dle
sluzeb skutecné poskytnutych dle protokolu,
stanovenou dle Prilohy 2.

Po dokonceni klinického hodnoceni nebo
predCasném zéaniku této smlouvy poskytovatel
a hlavni zkousejici zajisti, aby veskeré udaje,
informace, zpravy a vysledky klinického
hodnoceni byly faddné zaneseny do eCRF a
predany PPD, a vrati PPD veskeré informace.

Po dokonceni klinického hodnoceni nebo
predcasném zaniku této smlouvy bude veskeré
nepouzité hodnocené 1éCivo a/nebo material
dodany poskytovateli a hlavnimu zkousejicimu
spolec¢nosti GSK ¢i PPD nebo jejich jménem
vracen PPD, jak je popsano v ¢lanku 3.

Ihned po obdrzeni vypoveédi poskytovatel a
hlavni zkousejici ukon¢i zafazovani subjekti do
klinického hodnoceni, na subjektech jiz
zatazenych do protokolu v mife, vjaké je to
z 1ékai'ského hlediska mozné, zastavi provadéni
ukonti klinického hodnoceni, a v maximalné
mozné mife se zdrzi vynakladani dalSich nakladt
a vydaju.

Vsechna ustanoveni této smlouvy, z jejichz
povahy vyplyva, ze maji zastat v platnosti i po
jejim zaniku, zistavaji po zaniku této smlouvy
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effective date of the termination.

This Agreement may be terminated by
Institution upon thirty (30) days’ prior
written notice of termination for the
following:

1) the event that the Investigator is no
longer able to conduct the Trial on behalf
of the Institution and, after reasonable
efforts, Institution is not able to find an
alternate principal investigator acceptable
to PPD and Sponsor,

2) if the Institution reasonably believes
such termination is necessary to protect the
best interests of the Trial subjects.

17. Effect of Termination

In the event of termination, the sum payable
under this Agreement shall be limited to
prorated fees based on actual Services
performed pursuant to the Protocol as
determined in accordance with Schedule 2.

Upon completion of the Clinical Trial or
earlier termination thereof, Institution
and/or Principal Investigator shall ensure
that all data, information, reports and
Clinical Trial results are properly recorded
in eCRFs and submitted to PPD, and shall
return to PPD all Information.

Upon completion of the Clinical Trial or
early termination thereof, all unused
Clinical Trial Product, and/or Materials
furnished to Institution and/or Principal
Investigator by or on behalf of GSK or
PPD shall be returned to PPD, as described
in Clause 3.

Immediately upon receipt of a notice of
termination,  Institution and  Principal
Investigator shall cease entering Subjects
into the Clinical Trial, cease conducting
procedures to the extent medically
permissible on Subjects already entered into
the Protocol, and refrain from incurring
additional costs and expenses to the extent
possible

All provisions of this Agreement that by
their nature would be expected to survive
termination of this Agreement shall
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17.

171

17.2

17.3

17.4

175

v platnosti, zejména ¢lanky 1, 2, 3,4,5,7, 8, 9,
10, 11, 12, 14, 15, 16, 17, 18, 19 a 20.

Dodrzovani zakonu a lidskvch prav

Kazda smluvni strana bude plnit své povinnosti
z této smlouvy zpusobem, ktery je v souladu
s veskerymi predpisy, jez se vztahuji na jeji
povinnosti vyplyvajici z této smlouvy nebo se
jich jinak dotykaji, a bezodkladné vyrozumi
ostatni smluvni strany, pokud obdrzi pisemné
obvinéni z nedodrzovani jakéhokoli ptfedpisu
kteroukoli osobou, kterd mé vztah k jejimu
plnéni uvedenych povinnosti.

Poskytovatel a hlavni zkousejici (dale jen
»resitelské centrum”) pristupuji na
protiuplatkaiské a protikorupéni podminky
GSK, které tvoti Prilohu 4 této smlouvy.

Kazda smluvni strana vyslovné prohlasuje, ze
tato smlouva byla uzaviena po fadném
obchodnim jednani, a Ze zadna smluvni strana
tuto smlouvu neuzaviela z korupéniho divodu,
aby ziskala nebo si udrzela zakazky, nebo aby
ziskala neopravnénou obchodni vyhodu.

Kazdd smluvni strana se timto zavazuje a
zaruCuje, Ze soustavné povede spravné a
aktualni zdznamy k zajisténi, aby byly veskeré
transakce tykajici se této smlouvy dostatecné
zdokumentovany.

hlediska
klinického

Poskytovatel  prohlasuje, Ze =z
zaméstnanosti a  provadéni
hodnoceni dle této smlouvy:

@ nebude vyuzivat détské prace za
okolnosti, které by mohly dit¢ fyzicky nebo
emocionalné poskodit;

(b) nebude vyuzivat nucené prace (v€zni,
smluvni sluzebnici, otroci apod.);

(© zajisti bezpecnost a ochranu zdravi na
pracovisti;  bezpecné  ubytovani  (pokud
poskytovatel zajistuje svym zaméstnanciim
ubytovani), a dale pfistup kZcisté vodg,
potravinam a k odborné prvni pomoci v piipadé
pracovnich uraz;
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survive such termination, including - but
not limited to — Clauses 1, 2, 3,4, 5, 7, 8, 9,
10, 11, 12, 14, 15, 16, 17, 18, 19 and 20.

Compliance with Laws and Human
Rights

Each Party shall perform its obligations
under this Agreement in a manner that
complies with all applicable laws in
relation to, or otherwise relevant to, its
obligations under this Agreement and shall
promptly notify the other Parties if it
receives a written allegation of non-
compliance with any such law by any
person which relates to its performance of
such obligations.

Institution and the Principal Investigator
(the “Site™) agrees to the terms of the GSK
Anti-Bribery and Anti-Corruption Terms
set forth in Schedule 4.

Each Party expressly agrees that this
Agreement is the result of arms-length
negotiations, and that neither Party has
entered into this Agreement with a corrupt
motive to obtain or retain business or to
secure an unfair business advantage.

Each Party hereby warrants and undertakes
that they shall at all material times keep
and maintain accurate and up to date
accounting records to ensure that all
transactions relating to this Agreement are
sufficiently documented.

Institution represents that, with respect to
employment and conducting the Clinical
Trial under this Agreement, Institution will:

@ not use child labor in circumstances
that could cause physical or emotional
impairment to the child;

(b) not use forced labor (prison,
indentured, bonded or otherwise);
(c) provide a safe and healthy

workplace; safe housing (if housing is
provided by Institution to its employees);
and access to clean water, food, and
emergency healthcare in the event of
accidents in the workplace;
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18.

18.1

18.2

20.

20.1

(d) nebude zaméstnance diskriminovat ze
zadného dlivodu (vCetné rasy, nabozenstvi,
postiZeni ¢i pohlavi);

(e) nebude pouzivat télesné tresty ani kruté
a nepiimétené kazenské praktiky;

(f) bude platit zaméstnancim alespoil
minimalni mzdu a poskytne jim veskeré
zaméstnanecké vyhody, na které maji ze
zakona narok

() bude dodrzovat veskeré predpisy o
pracovni dob¢ a pravech zaméstnanci;

(h)  bude respektovat pravo zaméstnancti byt
¢leny nezavislych odbori a zakladat je;

(i) povede subdodavatele vramci této
smlouvy ktomu, aby tyto standardy také

dodrzovali;

(i) bude mit zaveden postup podavani
stiznosti k feSeni poruseni téchto standarda.

Rozhodné pravo a prislusnost soudu

Tato smlouva se fidi pravnim fadem Ceské
republiky.

Smluvni strany se vyslovné vzdavaji jakékoli
jiné jurisdikce, na kterou maji ptipadné narok,
a sjednavaji, ze veskeré spory, které vzniknou
ztéto smlouvy nebo v souvislosti sni (bez
ohledu na to, zda budou smluvni ¢i jiné
povahy) budou feSit vécné a mistné prislusné
soudy Ceské republiky.

Zavérecna ustanoveni

Vztah nezavislého dodavatele

Poskytovatel vCetné svych zastupci a
zamgstnancu je vzdy nezavislym dodavatelem a
nikoli zastupcem PPD nebo GSK, a nema
skutecné, zdanlivée ani mlcky predpokladané
opravnéni zavazovat PPD nebo GSK jakymkoli
zpisobem a kjakékoli povinnosti. Hlavni
zkousejici neni a nepovaZzuje se za zaméstnance
PPD ani GSK, a nema narok na Zzadné
zameéstnanecké vyhody poskytované
zaméstnanciim PPD nebo GSK.
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(d) not discriminate against employees
on any grounds (including race, religion,
disability or gender);

(e) not use corporal punishment or cruel
or abusive disciplinary practices;

) pay at least the minimum wage and
provide any legally mandated benefits;

()] comply with laws on working hours
and employment rights;

(h) respect employees’ right to join and
form independent trade unions;

(1) encourage subcontractors under this
Agreement to comply with these standards;

a) maintain a complaints process to
address any breach of these standards.
and

Applicable law

lurisdiction

competent

This Agreement shall be governed by and
interpreted in accordance with the laws of
Czech Republic.

The Parties, expressly waiving any other
jurisdiction to which they might be
entitled, agree to submit any disputes
arising out or in connection with this
Agreement (whether of a contractual or
non-contractual nature) to the appropriate
Courts of Czech Republic.

Miscellaneous

Independent Contractor

The Institution, including its agents and
employees, shall be an independent
contractor at all times, and shall not be an
agent of PPD or GSK and shall have no
actual, apparent or implied authority to
bind PPD or GSK in any manner or to any
obligation whatsoever. The Principal
Investigator shall not be or be deemed to
be an employee of PPD or GSK and shall
not be entitled to any benefits available to
employees of PPD or GSK.
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20.3

204

Poskytovatel bez pisemného souhlasu PPD tuto
smlouvu ani zadnou jeji C¢ast nepfevede na
jinou osobu a nejmenuje jinou osobu jako
hlavniho zkousejiciho. PPD mtize tuto smlouvu
nebo jeji Cast pifevést bez souhlasu
poskytovatele/ hlavniho zkousejiciho, a to i na
svou matetfskou spolec¢nost, spoleCnost ve
skupiné nebo dcefinou spole¢nost.

Tato smlouva je zdvaznd pro smluvni strany,
jejich zakonné zastupce, pravni ndstupce a
povolené nabyvatele jejich prav.

Pouzivani nazvu

Zadna smluvni strana nevyda (ani neda vydat
svym jménem) zadné ustni ani pisemné
prohlaseni, informaci, reklamni nebo propagacni
sdéleni v souvislosti stouto smlouvou, v némz
by pouzila nazvy, symboly nebo ochranné
zndmky jinych smluvnich stran, bez ptedchoziho
pisemného souhlasu ostatnich smluvnich stran.

Oznamovani

)] Veskera oznameni dle této smlouvy se
zasilaji  vyplacené¢ doporucenou i
obdobnou  poStou, anebo kuryrni

sluzbou. Oznameni mohou byt zaslana i
faxem nebo e-mailem, s tim, Zze budou
nasledné¢ potvrzena zasilkou, jak je
uvedeno vyse.

(b) Oznameni vztahuyjici se k této smlouve
se zasilaji na adresy:

20.2

20.3

204

Pokud spole¢nosti PPD/ If to PPD:

PPD Czech Repubilic, s.r.o.,

Budejovicka alej
Antala Staska 2027/79
140 00 Prague 4
Czech Republic

Confidential

Assignment

Institution shall not assign this Agreement
in whole or in part to any other Party and
shall not appoint any other person as
Principal Investigator without PPD's
written consent. PPD may assign this
Agreement in whole or in part, including to
any corporate parent, affiliate or subsidiary
of PPD, without the Principal
Investigator’s/Institution's consent.

This Agreement shall be binding upon the
Parties,  their  legal representatives,
successors and permitted assigns.

Use of Name

No Party shall make (or have made on its
behalf) any oral or written release of any
statement, information, advertisement or
publicity in connection with this Agreement
which uses the other Parties names,
symbols, or trademarks without the other
Parties prior written approval.

Notices

€)) All notices under this Agreement
shall be sent by registered or
certified mail, postage prepaid, or
by overnight courier service.
Notices may be sent by facsimile or
e-mail, if confirmed by also sending
as described above.

(b) Notices  pertaining to  this

Agreement shall be sent to:

Pokud poskytovateli / If to Institution:

Adresa /Address: Nemocnice Na Bulovce, Budinova 67/2, 180 81 Praha 8 —

Liben, Czech Republic

K rukdm / Attn: Be. Jarmila Kusova

Tel+420 266 084 601

Email: jarmila.kusova@bulovka.cz

Study XXXXX, Nemocnice Na Bulovce, 2-way CTA
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20.6
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20.8
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Pokud hlavnimu zkousejicimu /If to Principal Investigator:

Adresa /Address: Nemocnice Na Bulovce, Klinika pneumologie a hrudni
chirurgie, Budinova 67/2, 180 81 Praha 8 — Liben, Czech Republic

K rukam / Attn: XXXXX
Tel.; XXXXX
Email; XXXXX

Délitelnost smlouvy

Bude-li né¢které ustanoveni této smlouvy
Vv jakémkoli ohledu nezakonné nebo
nevymahatelné, nemd to vliv na zakonnost a
vymahatelnost ~ ostatnich  ustanoveni  této
smlouvy.

Vzdani se ustanoveni; zména smlouvy

Jakékoli vzdani se n€kterého ustanoveni, dodatek
¢i zména kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemné
a podepsany opravnénymi zastupci vSech
smluvnich stran. SkuteCnost, Ze se néktera
smluvni strana nedomdhd urcitych svych prav
Z této smlouvy, nesmi byt vykladana jako vzdani
se téchto prav, a vzdani se urcitych prav n¢kterou
smluvni stranou vjednom ¢i vice pripadech
nesmi byt vykladano jako pokracujici vzdani se
téchto prav nebo vzdani se téchto prav v jinych
pripadech.

Vys$si moc

Ocitne-li se néktera smluvni strana v prodleni
S plnénim své povinnosti dle této smlouvy
v disledku stavky, vyluky, nebo jinych
hromadnych pracovnépravnich sport u tfeti
osoby; anebo v dasledku nepokoju, povstani,
valky, neptiznivého pocasi ¢i zivelni udalosti;
je po dobu trvani takové prekazky plnéni
zpro§téna. Smluvni strana, ktera je v prodleni,
o udalosti, kterd prodleni zptsobila, neprodlené
pisemné vyrozumi ostatni smluvni strany.

Neexistence jinych ustanoveni

Tato smlouva vcetné svych prtiloh pfedstavuje
celou smlouvu a ujednani mezi smluvnimi
stranami ve véci svého pfedmétu, a rusi a
nahrazuje veskeré predchozi smlouvy, dohody
¢i ujednani mezi smluvnimi stranami, at uz
ustni nebo pisemné. Z pisemnych a ustnich
ukonii ucdinénych vjednani mezi smluvnimi
stranami pfed wuzavienim této smlouvy
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20.5

20.6

20.7

20.8

Severability

If any provision(s) of this Agreement should
be illegal or unenforceable in any respect,
the legality and enforceability of the
remaining provisions of this Agreement
shall not in any way be affected.

Waiver; Modification of Agreement

No waiver, amendment, or modification of
any of the terms of this Agreement shall be
valid unless in writing and signed by
authorized representatives of all Parties.
Failure by any Party to enforce any rights
under this Agreement shall not be construed
as a waiver of such rights nor shall a waiver
by any Party in one or more instances be
construed as constituting a continuing
waiver or as a waiver in other instances.

Force Majeure

If any Party is delayed in performing an
obligation under this Agreement by strike,
lockout, or other labour troubles of a third
party; by restrictive governmental or
judicial order not directly related to this
Agreement; or by riots, insurrection, war,
inclement weather, or Acts of God;
performance is excused for the period of
such delay. The delayed Party shall
promptly notify the other Parties in writing
of the delaying event.

Entire Agreement

This Agreement and its exhibits constitutes
the entire agreement and understanding
between the Parties with respect to the
subject matter hereof and supersedes any
prior  agreement, understanding or
arrangement between the Parties, whether
oral or in writing. No representation,
undertaking or promise shall be taken to
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(©)
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9

(@)

nevyplyva ani implicitné zadné prohlaSeni,
zavazek ani pfislib, ktery by nebyl vyslovné
uveden v této smlouvé.

ZavéreCna ustanoveni

Pro tucely této smlouvy se ,spoleCnosti ve
skupiné* rozumi pravnicka osoba, ktera ovlada
stranu této smlouvy, je ji ovladdna, nebo je
spolu s ni ovladana stejnou ovladajici osobou.
V tomto kontextu se ,,ovladanim® rozumi: (1)
skutecnost, ze dana osoba vlastni, pfimo ¢i
nepiimo, alesponi Ctyficet procent (40%)
hlasovacich prav v jiné pravnické osob¢; (2)
moznost jedné osoby usmeérnovat fizeni nebo
strategii druhé osoby, na zékladé smlouvy ¢i
jinak; (3) jiné vztahy mez GSK nebo
poskytovatelem a danou pravnickou osobou, o
nichz se GSK a poskytovatel pisemné dohodli,
ze lze dany subjekt povazovat za ,,spolecnost
ve skupiné“ GSK, resp. poskytovatele.

Spolecnosti PPD nebo GSK mohou poskytnout
podplrnd opatfeni pro posileni kapacity
poskytovatele v oblasti vyzkumu pro prospéch
lidského spolecenstvi. Spole¢nost PPD, GSK a
poskytovatel souhlasi, ze jakékoli ztéchto
opatfeni, které mtize spolecnost PPD nebo
GSK poskytovat, neni zamysleno pouze pro
vyluény prospéch klinického hodnoceni nebo
klinickych  hodnoceni  spolecnosti  GSK
vSeobecné, nebo aby piimélo poskytovatele
k ucasti v klinickém hodnoceni nebo aby
navodilo nebo odmeénilo jakékoli pouzivani,
nakup, doporueni nebo pfedepisovani
pripravkl spolec¢nosti GSK. Spole¢nost GSK a
poskytovatel také souhlasi, Ze jakakoli z téchto
opatfeni, kterda mohou byt poskytnuta
spolecnosti ~ PPD  nebo  GSK, jsou
poskytovatelem a mistni komunitou zamyslena
jako dlouhodobé fungujici po skonceni
klinického hodnoceni.

Poskytovatel souhlasi, Ze se ocekava, ze
vSechny narodné schvalené lécivé ptipravky,
které nejsou predmétem klinického hodnoceni,
ale jsou nutné pro béznou péci o subjekty
klinického hodnoceni v priibéhu a po skonceni
klinického hodnoceni pfi onemocnéni nebo
stavu, Ssnimz klinické hodnoceni souvisi,
budou dostupné subjektim  klinického
hodnoceni a budou hrazeny prostfednictvim
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have been given or be implied from
anything said or written in negotiations
between the Parties prior to this Agreement
except as expressly stated in this
Agreement.

Miscellaneous

For the purposes of this Agreement,
“Affiliate” means any entity that controls,
is controlled by, or is under common
control with, a party to this Agreement. In
this context, “control” shall mean (1)
ownership by one entity, directly or
indirectly, of at least forty percent (40%)
of the voting stock of another entity; (2)
power of one entity to direct the
management or policies of another entity,
by contract or otherwise; or (3) any other
relationship between GSK or Institution
and an entity which GSK and Institution
have agreed in writing may be considered
an “Affiliate” of GSK or Institution (as
the case may be)

PPD or GSK may provide the supportive
measures to strengthen the Institution’s
research capacity for the benefit of the
community. PPD, GSK and the Institution
agree that any of these measures that may
be provided by PPD or GSK are not
intended to be for the exclusive benefit of
the Clinical Trial or of GSK studies
generally, or to induce the Institution to
participate in the Clinical Trial or to induce
or reward any  USe, purchase,
recommendation, or prescription of GSK
products. GSK and the Institution also
agree that any of these measures that may
be provided by PPD or GSK are intended
to be sustainable by the Institution and the
local community following the Clinical
Trial.

The Institution agrees that any nationally-
licensed medicinal products that are not
the subject of the Clinical Trial but are
required for the routine care of a Clinical
Trial subject during and after the Clinical
Trial for the disease or condition to which
the Clinical Trial relates are expected to be
available to the Clinical Trial subject and
funded through the usual operations of the
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(d)

(€)

obvyklych postupd mistniho zdravotnického
systému nezavisle na klinickém hodnoceni a
bez oc¢ekavani podpory spolec¢nosti GSK.

Poskytovatel se zavazuje, ze zvetejni smlouvu
v registru smluv v souladu se zakonem
340/2015 Sb. o registru smluv v rozsahu
stanoveném timto zdkonem a odsouhlaseném
spole¢nosti PPD/ zadavatelem do deseti (10)
pracovnich dni ode dne posledniho podpisu.

Tato smlouva je vyhotovena ve tfech
stejnopisech, poskytovatel obdrzi dva
stejnopisy a PPD obdrzi jeden stejnopis.
Zmény a dopliky této smlouvy jsou mozné
pouze dohodou, a to pisemnym cislovanym
dodatkem ke smlouve.

Tato smlouva je vyhotovena v ¢eském a
anglickém jazykovém znéni. V pfipad¢
rozporu mezi nimi je ¢eska verze rozhodujici.

NA DUKAZ TOHO smluvni strany podepsaly tuto
smlouvu prostiednictvim svych fadné opravnénych
zastupcu, s platnosti od data ucinnosti.

PPD:
Jméno signataie za spole¢nost PPD / name of PPD signatory

By/Podpis:

Datum / Date:

Poskytovatel / Institution:

(d)

(€)

Confidential

local healthcare system
from the Clinical Trial
expectation of GSK support.

independently
and without

The Institution agrees to post the
Agreement in  Contract registry in
accordance with Act 340/2015 Coll. on
Contract registry in the extend according
to this law and approved by PPD/Sponsor
within ten (10) business days from the date
of the last signature.

The Agreement is made in three copies,
Institution receives two copies and the
PPD receives one copy.

Amendments and supplements to the
Agreement are possible only if both
Parties agree, in a written numbered
Amendment to the Agreement.

This Agreement is drawn up in the Czech
and English language versions. In the case
of any discrepancy between the Czech and
the English versions of the Agreement, the
Czech version shall prevail.

IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

MUDr. Tomas Podlesak, naméstek pro lé¢ebné-preventivni péci, na zakladé povéreni

Datum / Date:
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Sezndmil jsem se a souhlasim s podminkami této Smlouvy, vcetné Protokolu, a budu jednat a vykonavat své
povinnosti v ramci klinického hodnoceni v souladu s témito podminkami. Timto potvrzuji, Ze souhlasim se
zpracovanim, predavanim a poskytovanim mych osobnich udaji do zahranié¢i tak, jak jsou uvedeny v této
Smlouvé nebo Protokolu./ | have become acquainted with and agree to the terms of this Agreement, including
the Protocol, and will act and perform my duties under the Clinical Trial in accordance with these terms. |
hereby confirm that | agree with the processing, transmission and provision of my personal data abroad as set
forth in this Agreement or the Protocol.

Hlavni zkouSejici / Principal Investigator:

XXXXX

Datum /Date:
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Priloha ¢. 2 / Schedule 2
Financovani klinického hodnoceni a platby / Funding of Clinical Trial and Payments

Odhadovana celkova ¢astka na jeden subjekt klinického hodnoceni je 12.040,- K¢
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