SMLOUVA O KLINICKEM HODNOCENI

TUTO SMLOUVU O KLINICKEM HODNOCEN]
(ddle jen ,smlouva”) uzaviraji splatnosti k datu
posledniho podpisu (dale jen ,,datum platnosti”)

a ucinnosti k datu jeho uvetejnéni v registru smluv (dale
jen ,,datum ucinnosti”)

smluvni strany:

PPD Investigator Services LLC.,

se sidlegn 929 North Front St, Wilmington, NC 28401,
USA, 1CO: 46-2919241 (déle jen ,,PPD”)

a

Fakultni nemocnice Ostrava,
se sidlem 17. listopadu 1790/5, 708 52 Ostrava -

Poruba, Ceska republika, zastoupena radné
opravnénym  zastupcem, ktery muZze jménem
poskytovatele uzavirat smluvni zavazky, XXX.

Zfizovaci listina MZ CR ze dne 25. listopadu 1990 &.j.
OP-054-25.11.90

IC: 00843989
DIC: CZ00843989
(dale jen ,,poskytovatel”)

a

XXX s pracovis$tém na adrese Fakultni nemocnice
Ostrava, Klinika hematoonkologie, 17. listopadu
1790/5, 708 52 Ostrava - Poruba, Ceské republika
(dale jen ,,hlavni zkouSejici”)

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

VZHLEDEM K TOMU, ZE

L PPD je smluvni vyzkumna organizace
s celosvétovou pulsobnosti, kterd v soucasnosti
pomaha spole¢nosti GlaxoSmithKline
Research &  Development Limited
(“GSK”) nebo jedné z jejich dcefinych
spoleCnosti ~ pti  provadéni  klinického
hodnoceni dle protokolu nazvaného
L,DREAMM?7 Randomizované, oteviené
multicentrické klinické hodnoceni faze 3
hodnotici ucinnost a bezpecnost kombinace
belantamab mafodotin, bortezomib a
dexametason (B-Vd) versus kombinace
daratumumab, bortezomib a dexametason (D-
Vd) v 1é¢be pacientil s relabujicim/refrakternim
mnohocetnym myelomem® (dale jen , klinické
hodnoceni”) na zakladé plné moci, cislo
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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 when it becomes valid
(“Validity Date”) and its publishing in Contract
Registry when it becomes effective (“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 (“PPD”)

and

Fakultni nemocnice Ostrava,

registered address at 17. listopadu 1790/5, 708 52
Ostrava - Poruba, Czech Republic, represented by
XXX, a duly authorized representative with authority to
contract on behalf of the Institution. Incorporation deed
of the Ministry of Health of Czech Republic dated 25th
November 1990 no. OP-054-25.11.90

Company ID no.: 00843989
Tax ID no: CZ00843989
(“Institution™)

and

XXX workplace at Fakultni nemocnice Ostrava,
Klinika hematoonkologie, 17. listopadu 1790/5, 708 52
Ostrava — Poruba, Czech Republic

(‘“Principal Investigator”)

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

WHEREAS

L. PPD is a global contract research organization
that is currently assisting GlaxoSmithKline
Research &  Development Limited
(“GSK”) or one of its affiliates in the conduct
of the clinical trial in accordance with the
protocol entitled DREAMM 7: A Multicenter,
Open-Label, Randomized Phase III Study to
Evaluate the Efficacy and Safety of the

Combination of Belantamab  Mafodotin,
Bortezomib, and Dexamethasone (B-Vd)
Compared  with  the Combination of

Daratumumab, Bortezomib and Dexamethasone
(D-Vd) in Participants with Relapsed/Refractory
Multiple Myeloma” (“Clinical Trial”) on the
basis of the PoA. Protocol Number: 207503
and any amendments thereto (“Protocol”).
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IL

II1.

protokolu: 207503 a jeho ptipadnych zmén a
dodatkii (dile jen ,protokol”). GSK je
zadavatelem klinického hodnocenti;

Poskytovatel a hlavni zkouSejici maji zajem
podilet se na provadéni klinického hodnoceni
v souladu s protokolem, ktery je nedilnou
soucasti této smlouvy a byl poskytovateli predan
zvlast;

Smluvni strany se zavazuji provadét klinické
hodnoceni vsouladu snize stanovenymi
podminkami.

NA ZAKLADE TOHO SE SMLUVNI STRANY
DOHODLY TAKTO:

1.1

1.2

Provadéni klinického hodnoceni

Poskytovatel a hlavni zkousejici poskytnou
urCit¢ sluzby (dale jen ,sluzby”) spojené
s provadénim klinického hodnoceni v souladu
s protokolem (a jeho pfipadnymi zménami a
dopliikky ~ provedenymi v souladu s touto
smlouvou), a dale s veskerymi platnymi zakony,
pravidly a ptedpisy vztahujicimi se na klinické
hodnoceni. Protokol musi byt nejprve schvalen
prislusnym regulacnim organem, multicentrickou
etickou komisi a/nebo mistni etickou komisi
(souhrnné oznacovany jako ,,RA/EK”). RA/EK
musi schvalit také informovany souhlas (dale jen
Hinformovany souhlas”). V piipad¢
nesrovnalosti nebo rozporu mezi podminkami
uvedenymi v protokolu a v této smlouvé maji
ustanoveni protokolu piednost v zalezZitostech
klinickych, a ustanoveni smlouvy maji
prednost ve vSech ostatnich zalezitostech.

Pred zahajenim poskytovani sluzeb jsou
poskytovatel a hlavni zkousejici povinni protokol
zkontrolovat a informovat PPD v pfipadé, ze
nékterou z podminek tam obsazenych nemohou
dodrzet. Pokud bude béhem poskytovani sluzeb,

vsouladu sobecné pfijimanymi standardy
klinického vyzkumu a lékafské praxe ve véci
pfinosu pro subjekty (dale jen

subjekt(y)”),jejich blaha a bezpecnosti, nutné
se od protokolu odchylit, budou dodrzovany
uvedené standardy. V takovém piipadé musi
smluvni strana, kterda nutnost odchylky zjisti,
neprodlen¢ informovat PPD a GSK o
skute¢nostech, znichz nutnost odchylky
vyplyva, a to ihned, jakmile se o téchto
skute¢nostech sama dozvi. Oznameni musi byt
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GSK is the sponsor of the Clinical Trial;

The Institution and Principal Investigator desire
to participate in the conduct of the Clinical Trial,
in accordance with the Protocol, incorporated by
reference herein and provided separately to the
Institutiony

The Parties agree to conduct the Clinical Trial
in accordance with the terms and conditions
hereinafter set forth.

THEREFORE, IT IS AGREED AS FOLLOWS:

1.

1.1

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, Multi-center
Ethics Committee, and/or Local Ethics
Committee  (collectively “RA/EC”) 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 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
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1.3

1.4

1.5

1.6

potvrzeno pisemné do tfi (3) pracovnich dnti od
pivodniho oznameni spole¢nostem PPD a GSK.

Smluvni strany se zavazuji poskytovat sluzby
v pesném souladu se:

i vsemi  specifikacemi a
stanovenymi v této smlouve;
il. protokolem a veskerymi jeho dodatky;

terminy

il etickymi zasadami Helsinské
deklarace;

v zasadami pokynti Mezinarodni
konference o harmonizaci (ICH) pro
spravnou  klinickou  praxi  nebo
obdobnymi pokyny, které piipadné
plati v Ceské republice, zejména
s nezbytnymi standardy predkladani
udaji klinického hodnoceni
prislusSnym mistnim organiim; a

V. vSemi zdkony a predpisy platnymi
vCeské republice, zejména  se
zakonem ¢. 378/2007 Sb., o 1éCivech,
ve znéni pozd¢jsich predpist, zakonem

¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni  pozdgjSich

predpist, vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich
podminkach  klinického hodnoceni
lécivych ptipravkit a zdkonem ¢.
110/2019 Sb., o zpracovani osobnich
udajt, v platném znéni;

Klinické hodnoceni bude provadéno vyhradné
vtomto misté: Fakultni nemocnice Ostrava,
Klinika  hematoonkologie, 17. listopadu
1790/5, 708 52 Ostrava - Poruba, Ceska
republika

Poskytovatel se zavazuje, ze klinické hodnoceni
bude provadéno pod vedenim hlavniho
zkousejiciho v souladu s protokolem a s touto
smlouvou.

PPD zaruCuje, ze ani PPD, ani GSK
v souvislosti s provadénim tohoto klinického
hodnoceni neuzavie s hlavnim zkousejicim ani
se Zadnym jinym zaméstnancem poskytovatele
zadnou vedlejsi smlouvu.

Hlavni zkousSejici bude provadét sluzby tak, jak
byly odsouhlaseny podle této smlouvy osobné
nebo s pomoci povéfenych clenti feSitelského
tymu, ktefi jsou zaméstnanci poskytovatele.
V ptipadé, Ze hlavni zkousejici nebude moci dale
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notification being made to PPD and GSK.

The Parties 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;

il ethical principles of the Declaration of
Helsinki;

v 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 and Act no. 110/219
Coll. on Personal Data Processing, as
amended,;

The Clinical Trial shall be conducted only at the
following location: Fakultni nemocnice
Ostrava, Clinic of Haematooncology, 17.
listopadu 1790/5, 708 52 Ostrava - Poruba,
Czech Republic

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 warrants that neither PPD, nor GSK will
enter into any ancillary agreement with the
Principal Investigator or any employee of the
Institution in connection with the conduct of
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
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1.7

1.8

2.1

pusobit vtéto funkci, spolecnost PPD a
poskytovatel se pokusi shodnout na nahradé.

Spoleénost PPD bude mit pravo schvalit
jakéhokoli nového hlavniho  zkousejiciho
vybraného  poskytovatelem. Novy  hlavni

zkousejici bude muset souhlasit s podminkami
této smlouvy. Pokud nebude moci byt
odsouhlasena vzijemné piijatelnd nahrada,
spoleénost PPD miiZze ukoncit tuto smlouvu
v souladu s ¢lankem 16.

Poskytovatel a hlavni zkousejici nezajisti zadnou
Cast sluzeb subdodavatelsky u tfeti osoby nebo
organizace bez predchoziho pisemného souhlasu
PPD.

Bez ohledu na piipadna opacna ustanoveni této
smlouvy, pokud v dobé platnosti této smlouvy
ziskd PPD nebo GSK informace ovliviwujici
bezpecnost nebo ucinnost hodnoceného 1éCiva
(jak je tento pojem definovan v ustanoveni 3.1
této smlouvy), nebo bude-li hodnocené 1écivo
registrovano jakymkoli regulacnim organem,
smluvni strany v dobré viie sjednaji zménu této
smlouvy tak, ze bud’ (i) snizi pocet zkoumanych
subjektl; a/nebo (ii) klinické hodnoceni ukon¢i,
a/mebo (iii)) zmeéni kterékoli jiné relevantni
ustanoveni této smlouvy.

1.9 Pokud klinické hodnoceni zahrnuje
odbér lidskych biologickych materiald od
subjekti  pro vyzkumné ucely, budou
poskytovatel a GSK pii provadeéni klinického
hodnoceni dodrzovat vSechny platné zakony,
pravidla, predpisy a kodexy spravné praxe a
pokyny tykajici se shromazd’ovani, skladovani,
pouzivani, piepravy a likvidace lidskych
biologickych materialdi a to s ohledem na
veskeré takové lidské biologické materialy
z klinického hodnoceni uchovéavané v zatizeni
poskytovatele. Poskytovatel a GSK se
vzajemné dohodnou na prislusném
informovaném souhlase (vCetné pftipadnych
genetickych  hodnoceni) ohledné pouziti
jakychkoli lidskych biologickych materialil pro
klinické hodnoceni a pro vyzkum se souhlasem
etické komise. Poskytovatel souhlasi s tim, Ze
veskeré lidské  biologické  materidly
shromazdéné v ramci klinického hodnoceni,
které budou ptesunuty do GSK nebo na
spole¢nosti GSK uréeného zastupce nebo
uchovavané poskytovatele pro GSK, budou
pod spravou a kontrolou GSK.

Doba trvani klinického hodnoceni

Tato smlouva nabyva platnosti k datu platnosti a
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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.

1.9 If the Clinical Trial includes the
collection of human biological materials from
Subjects for research use, Institution and GSK
will comply with all applicable laws, rules,
regulations and codes of practice and guidance
relating to the collection, storage, use, shipping,
and disposal of human biological materials in the
conduct of the Clinical Trial and with respect to
any such human biological materials from the
Clinical Trial retained in Institution’s possession.
Institution and GSK will mutually agree to
appropriate informed consent (including, as
appropriate, for any genetic analyses) for the
Clinical Trial and for research use of any human
biological materials, with ethics approval.
Institution agrees that any human biological
materials collected as part of the Clinical Trial
that are transferred to GSK or a GSK contractor,
or held by Institution for GSK, will be under the
custodianship and control of GSK.

Term of Clinical Trial

This Agreement becomes valid with Validity
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22

23

24

25

2.6

ucinnosti k datu ucinnosti v souladu se zdkonem
¢. 340/2015 Sb., o registru smluv, v platném
znéni a zuistane u€innd do dokondeni vsech ukolt
a povinnosti smluvnich stran, tj. cca do XXX
(dale jen ,,doba platnosti’), nebude-li diive
vypovézena dle ¢l. 16.

Pfipadna odchylka skute¢né doby trvani od
predpokladané doby trvani piesahujici tuto
dobu o vice nez 6 mésict vyzaduje zménu této
smlouvy ve form¢ pisemného dodatku.

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

Planuje se, ze nabor pacientll u poskytovatele
bude zahajen v XXX. Poskytovatel udéla vse
proto, aby dokoncil zafazovani subjekti do
XXX. Poskytovatel zatfadi do klinického
hodnoceni XXX subjekty (dale jen ,,maximalni
pocet subjektii”). Poskytovatel nezatfadi vice
nez maximalni pocet subjektii, a PPD ani GSK

nejsou povinny provést zaddnou uhradu za

jakykoli  subjekt zafazeny nad ramec
maximalniho poc¢tu subjekti. Pokud se
v prubéhu klinického hodnoceni ukéze, ze

poskytovatel a/nebo zkousejici nejsou schopni
klinické hodnoceni dokonéit v planovaném
terminu, neprodlen€ o tom vyrozumi PPD.

V ptipadé€, ze poskytovatel nedokaze do takto
stanoveného terminu zafazovani dokondit,
muze PPD ¢ast zpoctu mist uréenych pro
poskytovatele prevést jinému zafizeni a snizit
tak pocet subjekti, které budou do klinického
hodnoceni ~u  poskytovatele  zafazeny.
Poskytovatel bere na védomi, Ze klinické
hodnoceni je soucasti multicentrického
klinického hodnoceni. Po dosazeni cilového
poctu XXX subjekti pro klinické hodnoceni
jako celek bude zatazovani subjektl u vSech
poskytovatelti véetné poskytovatele uzavieno,
bez ohledu na to, zda poskytovatel nebo
nektery jiny poskytovatel dosdhl pro n¢j
stanovené¢ho cilového pocCtu  zafazenych
subjektu.

Vsechny navstévy subjektti budou provedeny
nejpozdéji do XXX (dile jen ,termin
dokonceni navstév). Vsechny udaje spojené
snavstévou kazdého subjektu musi byt
uspokojivé vyplnény do zaznamu subjektu
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Date and shall take effect on the Effective Date
according to Act no. 340/2015 Coll. On Contract
Registry, as amended and shall continue until the
conclusion of all responsibilities and obligations
of the Parties, approximately until XXX
(“Expiration Period”), unless terminated in
accordance with Clause 16.

Any deviation of the actual duration from the
expected duration longer than 6 months
requires change of this Agreement in the form
of a written amendment.

Notwithstanding the above, the Services will not
commence until 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 XXX. The Institution shall use its
best efforts to complete Subject enrollment by
XXX. The Institution shall enroll XXX
Subjects 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 XXX 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
XXX (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
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3.1

32

3.3

34

3.5

hodnoceni (dale jen ,,CRF”) do sedmi (7)
kalendatrnich dnti od pfislusné navstévy subjektu,
popiipadé od obdrzeni vysledkl testli tohoto
subjektu. Vsechny konecné udaje pro CRF
budou zaneseny do CRF a piedany PPD
nejpozdéji do péti (5) kalendainich dni od
data provedeni posledni navstévy posledniho
subjektu. VSechny pozadavky PPD na doplnéni
udajii musi byt vyplnény a zaslany zpét PPD do
sedmi (7) kalendainich dnt, anebo, jsou-li
predany béhem zavére¢ného vyporadani, do
jednoho (1) kalendafniho dne nebo Vv jiném
terminu stanoveném PPD.

Dodavka hodnoceného 1é¢iva a vybaveni

3.

017/0VZ/20/052-P

visit or, if applicable, receipt of the Subject's test
results. All final CRF data will be entered into
the CRF and submitted to PPD no later than five
(5) calendar days after the last subject last
Visit Completed Date. 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 Trial Product and

V prubehu klinického hodnoceni PPD zajisti,
aby GSK ptedala poskytovateli GSK2857916
(dale jen ,hodnocené lécivo™), placebo a
souvisejici zdravotnické prostredky nebo jiny
material, ktery GSK ur¢i jako potfebny k
provadéni klinického hodnoceni (souhrnné
oznacovano jako ,,material”).

Smluvni strany berou na védomi, ze baleni,
oznaceni a dopravu zasob hodnoceného 1éc¢iva
k poskytovateli zajisti GSK na vlastni naklady
a pIn€ v souladu se v§emi platnymi piedpisy.

GSK doda hodnocené 1écivo piimo do 1ékarny
poskytovatele, ktera jiz musi byt poucena o
podminkadch  skladovani a  uchovavani
potiebnych pro hodnocené 1é¢ivo.

Hlavni zkousSejici a poskytovatel: (i) budou
material pouzivat vyhradné¢ k provadeéni
klinického hodnoceni v souladu s protokolem;
(i) nebudou materiall ménit chemicky,
fyzikalné ani jinak, s vyjimkou piipadi, kdy to
protokol vyslovné vyzaduje; a (iii) budou
s materidlem  nakladat, skladovat  jej,
prepravovat a likvidovat s odpovidajici péci,
v souladu se vSemi platnymi zakony, pravidly,
pokyny regula¢niho ufadu a ptedpisy, zejména
predpisy upravujicimi nebezpeéné latky.
Lékarna poskytovatele bude zodpovidat za
piijem a vydej hodnoceného léc¢iva hlavnimu
zkousejicimu nebo jim povérené osobé.

Po ukonceni klinického hodnoceni nebo zaniku
této smlouvy bude veskery nepouzity material
predany ze strany GSK neprodlené vracen na
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Equipment

During the course of the Clinical Trial, PPD
shall procure that GSK will provide the
Institution with GSK2857916 (“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;
(i) 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, directives of
Regulatory  Authorities and  regulations
including, but not limited to, those governing
hazardous  substances. = The Institution
Pharmacy will be responsible for Clinical Trial
Product dispense to the Principal Investigator
or to authorized person by the Principal
Investigator.

Upon termination of the Clinical Trial or this
Agreement, all unused Materials provided by
GSK shall be promptly returned at GSK’s
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3.6

4.

4.1

naklady GSK, na adresu, kterou GSK uvede
anebo, pokud tak GSK rozhodne a na jeji
naklady, zlikvidovan a jeho likvidace bude
pisemn¢ osveédcena.

Veskery material poskytnuty spolecnosti GSK
nebo PPD vpribéhu klinického hodnoceni
nesmi byt premistén do zadného jiného zafizeni
poskytovatele ani ke tfeti osob¢ bez pfedchoziho
pisemného souhlasu PPD.

Povinnosti smluvnich stran

Povinnosti poskytovatele

Poskytovatel je povinen:

(a)

(b)

©

(d)

(©

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

zajistit, aby hlavni zkousSejici dodrZoval platné
predpisy, presné dodrzoval tuto smlouvu,
protokol, etické predpisy vztahujici se na
klinickd hodnoceni 1é¢iv, a spolupracoval pii
provadéni kontrolnich navstév PPD, auditl
provadénych auditory jmenovanymi PPD/GSK
nebo jejimi spolecnostmi ve skupiné, a kontrol
provadénych  prislusSnymi  zdravotnickymi
organy;

neprodleng informovat PPD, pokud poskytovatel
zjisti nebo se dozvi o: (1) podstatném nedodrzeni
protokolu, pokynit ICH pro spravnou klinickou
praxi ¢i jakychkoli platnych zakont, pravidel a
predpist, (2) neuplném nebo nespravném
zaznamenani dat nebo jakémkoli vyznamném
poruseni povinnosti, (3) persondlnich 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 fadné provadéni klinického
hodnoceni;

pisemné¢ informovat PPD o veSkerych
neocekavanych nebo zavaznych nezadoucich
reakcich na hodnocené 1é¢ivo, v souladu
sc¢lankem 11 této smlouvy a s postupy
stanovenymi v protokolu;

vést dostate¢né zdznamy o totoznosti subjektl
klinického hodnoceni, klinickych zjisténich,
laboratornich testech, a o pfijmu a vydeji
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expense, to an address provided by GSK or, at
GSK’s option and expense, destroyed with the
destruction certified in writing.

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.

Obligations of the Parties

Institution obligations

Institution shall:

(@

(b)

©

(d)

©)

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;

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, in writing, of any unanticipated or
serious adverse reactions to the Clinical Trial
Product, in 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
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(h)

42

(a)

(b)

hodnoceného 1éCiva;

spolupracovat s PPD a GSK nebo jejimi
spole¢nostmi ve skupiné pii jejich aktivitich
zamétenych na kontrolu klinického hodnoceni
v prostorach poskytovatele;

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

ziskat pisemny souhlas ode vSech fyzickych
osob, které jménem poskytovatele provadeji
sluzby souvisejici s klinickym hodnocenim,
zejména  spoluzkousejicich,  koordinatord
klinického hodnoceni a dal§ich zaméstnanci
poskytovatele, jeho zastupcii ¢i subdodavatelii
(dale jen ,,Fesitelsky tym”), na jejichz zaklade
bude moci GSK, jeji spolecnosti ve skupiné a
externi dodavatelé pracujici pro GSK nebo jeji
spole¢nosti ve skupiné moci kdekoli na svété
uchovéavat 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 cCinnosti kterékoli spolecnosti
v ramci skupiny GSK, a pro dodrzeni platnych
postupi, zakontl a predpisd.

Poskytovatel povefi zaméstnance s piislusnou
kvalifikaci, aby pisobil jako poveéteny 1ékarnik
k zajisténi tadného zachdzeni s hodnocenym
lécivem a  piipadnymi  dalsimi  [éCivy
pouzivanymi vramci klinického hodnoceni
(v€etné placeba), vsouladu s protokolem,
spravnou lékarenskou praxi a vyhlaskou ¢.
226/2008 Sb. Postupy pro zachazeni
s hodnocenym 1é¢ivem pieda povéienému
Iékarnikovi pracovnik PPD urceny pro kontrolu
klinického hodnoceni u poskytovatele.

Povinnosti hlavniho zkousejiciho
Hlavni zkousejici je povinen:

zajistit dohled nad vSemi lékarskymi aspekty
klinického hodnocent;

zajistit, aby cinnosti klinického hodnoceni byly
provadény vsouladu s protokolem, pokyny
ptislusné RA/EK, podminkami této smlouvy, a
s veSkerymi mistnimi piedpisy vztahujicimi se
na provadéni klinickych hodnoceni na lidskych
subjektech;
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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 aspects
of the Clinical Trial;

ensure that the Clinical Trial activities are
performed in accordance with the Protocol, the
guidelines provided by the correspondent
RAJEC, the terms of this Agreement and any

other local applicable legislation to the
performance of clinical trials in humans’
subjects;
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(d)

(©

®

(8)

(h)

(i)

0)

dohlizet na predlozeni podkladi RA/EK a na
zajisténi etického schvaleni;

dohlizet na zafazovani pacienti u poskytovatele
vsouladu skritérii 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 tucelech, metodach a podminkach
provadéni  klinického  hodnoceni,  jeho
ocekavaném léCebném piinosu a o riziku
spojeném s klinickym hodnocenim;

dohlizet na vyhotoveni vSech zaznamii 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 formg;

od kazdého subjektu ziskaného pro klinické
hodnoceni (nebo jeho zakonného zastupce, je-li
to dovoleno) ziskat podepsany informovany
souhlas vsouladu stouto smlouvou, platnymi
mistnimi  zdkony a pfedpisy. Informovany
souhlas musi byt poskytnut na aktudlnim
formulafi schvaleném RA/EK, GSK a PPD, a
musi obsahovat ustanoveni nezbytna k tomu, aby
mohly mit regula¢ni organy, RA/EK, GSK a jeji
spolecnosti ve skupiné a PPD plny pfistup
k0dajim  umoziujicim  ureni  totoznosti
subjektu a tyto udaje pouzivat, véetné informaci
o zdravotnim stavu pacienta,v souladu s platnymi
zakony, pravidly a pfepisy o ochrané osobnich
udajii, a vsouladu s mezinarodné uznavanymi
principy a zasadami ochrany osobnich udajii;

nedovolit, aby byl subjekt klinického hodnoceni
zatazen zaroven do tohoto klinického hodnoceni
a jiného klinického hodnoceni bez ptedchoziho
pisemného schvaleni PPD a GSK;

zajistit, aby byly veSkeré tudaje klinického
hodnoceni, zaznamy klinického hodnoceni a
CRF, vcetné veskerych dokumentl urcujicich
totoznost subjektl klinického hodnoceni a
spojujicich ji s pfislusnymi CRF, bezpecné
ulozeny tak, aby byly pfistupné pouze

svédomim  poskytovatele a  hlavniho
zkousejiciho;

jakékoli zavazné nebo neocekavané
nezaddouci  pithody neprodlené (pisemné)
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oversee the submission of RA/EC and Ethical
Approval;

oversee the enrolment of patients at the
Institution, n 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 RA/EC, 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 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 and PPD;
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této smlouvy a dle postupti

nahlasit GSK a PPD, v souladu s ¢lankem 11
stanovenych v

protokolu;

(k)

)

(m)

(n)

(0)

()

(@

)

(s)

(u)

pisemné informovat GSK a PPD o jakychkoli
odchylkach od protokolu;

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

o postupu klinického hodnoceni podavat
hlaseni RA/EK (je-li tieba);

provadét  sluzby  vsouladu s nejvySSimi
standardy odbornosti, peclivosti a dikladnosti, a
v souladu se vS§emi platnymi zakony a predpisy;

vyrozumét PPD o veskerych ustanovenich
mistnich pfedpisi, nebo o zmenach téchto
predpist, které ovliviiuji nebo by mohly ovlivnit
schopnost  hlavniho  zkouSejictho  provadét
klinické hodnoceni nebo plnit své tkoly, jak jsou
definovany v této smlouve;

predat PPD uplné vysledky testil a veskeré tidaje
ziskané pii klinickém hodnocenti;

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

spolupracovat s PPD, GSK a jejimi spole¢nostmi
ve skuping i s regulacnimi organy pii provadéni
pribéznych kontrol klinického hodnoceni a
dalsich kontrol a auditi;

do dvaceti ¢tyt (24) hodin poté, co se dozvi o
SAE (jak je tento pojem definovan v ¢lanku 11.1
této smlouvy), o neocekavané nebo zavazné
nezadouci reakci na hodnocené 1éCivo pisemné
vyrozumét PPD a fidit se postupy stanovenymi
v protokolu a v ¢lanku 11;

nemuize-li pokraovat v ¢innosti jako hlavni
zkousejici z divodu odchodu do dichodu,
prelozeni na jiné pracovisté nebo z obdobnych
divodl, oznami to PPD pisemné co nejdfive,
nejpozdéji vsak tfi (3) tydny pied odchodem; a

poucit pacienty zafazené do klinického
hodnoceni o tom, Ze jejich osobni idaje ziskané
prostfednictvim  informovaného souhlasu a
dalsimi zpusoby budou uchovavany
v dokumentaci, jejimz vyhradnim vlastnikem je
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in accordance with Clause 11 below and
following the procedures set forth in the
Protocol;

notify GSK and PPD, 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
RAJEC (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 defined at Clause
11.1 below), notify PPD, 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
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4.3

@

(b)

©

(d)

5.1

52

GSK. Hlavni zkousejici bude osobni udaje
shromazd’ovat a zpracovavat pro GSK v souladu
s platnymi mistnimi pfedpisy o osobnich tidajich,
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/EK a

ziskani potfebnych souhlasi pro klinické
hodnoceni.

zajistit ~ pribéZznou  kontrolu  klinického
hodnoceni;

predat  poskytovateli  protokol, formulafe
informovaného souhlasu a potifebny pocet
eCRF; a

informovat ~ poskytovatele a hlavniho
zkousejiciho 0 chemickych/
farmaceutickych, toxikologickych,
farmakologickych a klinickych udajich a
vysledcich, znichz vychazi uspofadani a

délka klinického hodnoceni.

Financovani klinického hodnoceni a platby

Za provadéni klinického hodnoceni za podminek

stanovenych touto smlouvou uhradi PPD
poskytovateli odménu dle  Piilohy 1

(s, rozpocet®). Poskytovateli nebude vyplacena
odména za subjekty zafazené bez fadné

podepsaného informovaného souhlasu nebo
takové, které nespliluji kritéria pro zarazeni do
klinického hodnoceni. Platby/odmény uvedené
v tomto ¢lanku a Piiloze 1 predstavuji jediny a
vyluény zptisob fadného finan¢éniho vypotadani
mezi vSemi smluvnimi stranami. GSK a PPD
timto prohlaSuji, Ze neuzavieli s hlavnim
zkousejicim separatni smlouvu na odménu za
provedeni klinického hodnoceni. Poskytovatel
sam odmeéni veskeré dalsi pravnické a fyzické
osoby, které se budou na provadéni klinického
hodnoceni  podilet,  zejména  hlavniho
zkousejictho a fesitelsky tym. Odhadovana
hodnota splatna dle této smlouvy je 2 248 480,-
K¢.

Platby dle této smlouvy jsou prevadény od GSK.

PPD provede platbu poskytovateli dle rozpoctu.
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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 RA/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 eCRFs;
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 1 (the “Budget”). Institution will not
be 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.
The payments/compensations referred to in this
Article and Schedule 1 shall be the sole and
exclusive means of financial settlement
between the Parties. GSK and PPD hereby
declare that they have not concluded a separate
agreement for the reward for conducting the
Clinical Trial with the Principal Investigator.
The Institution shall be responsible for
compensating all other entities and individuals
who were involved in the conduct of the Clinical
Trial, including (without limitation) the Principal
Investigator and the Study Staff. Approximate
amount payable under this Agreement is CZK
2248 480.

Payments under this Agreement are pass-through
payments from GSK. PPD shall make payment
to the Institution, in accordance with_the Budget.
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5.5

5.6

5.7

5.8

59

Platby jsou podminény vcasnym a
uspokojivym  predanim zprav a dalSich
informaci dle ¢lankd 4.1 a 4.2. Platby za sluzby
poskytnuté pouze castecné, napf. v piipadée
predéasného ukonceni ucasti subjektu, budou
provedeny pomérné za poskytnuté sluzby dle
rozpo¢tu. Nebudou hrazeny zadné platby za
poskytnuté sluzby, které budou povazovany za
poruSeni protokolu ¢&i této smlouvy nebo
odchyleni od nich.

Faktury jsou splatné do Ctyficeti péti (45) dni
po obdrZeni platné faktury, jak je popsano v
rozpo¢tu, poskytovatel vSak timto bere na
védomi a souhlasi s tim, ze PPD provede platby
dle této smlouvy teprve poté, co sama prislusné
platby obdrzi od GSK. PPD vynalozi takové
usili, jaké od ni 1ze spravedlivé pozadovat, aby
zajistila v€asné obdrzeni pribéznych plateb od
GSK.

Platby za sluzby poskytnuté na zakladé této
smlouvy budou provedeny vplné vysi
v souladu stouto smlouvou, bez srazek na
jakékoli dané ¢&i poplatky. Jakékoli dang,
k nimz vznikne povinnost v disledku plateb
provedenych spoleénosti PPD poskytovateli,
jsou vyhradni odpovédnosti poskytovatele, a
poskytovatel uhradi vzniklé danové povinnosti
véas.

PPD uhradi poskytovateli cestovni
vynaloZené subjekty dle rozpoctu.

vydaje

Poskytovatel bere na védomi a souhlasi s tim,
ze je jako jediny odpovédny za platbu DPH
v ptislusné vysi, z veSkerych odmén a ndhrad
vyplacenych dle této smlouvy.

Poskytovatel a hlavni zkousejici souhlasi s tim,
7ze GSK nebo jeho spolecnosti ve skupiné
mohou zvefejnit vysi financnich prostredkt
vyplacenych poskytovateli ze strany GSK za
provadéni klinického hodnoceni, a v ramci
tohoto zvefejnéni mohou wuvést totoznost
poskytovatele a hlavniho zkousejiciho.

Formuldf pro oznameni finanénich zajmu
hlavniho zkousejiciho. Hlavni zkousejici timto
bere na védomi pozadavky FDA o pravidlech
finan¢niho zvefejnéni a souhlasi, ze na zakladeé
zadosti  spolecnosti PPD nebo zastupce
spolecnosti PPD pied zahajenim klinického
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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 the Budget. 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 forty five (45) days
following receipt of a wvalid invoice, as
described in the payment schedule of the
Budget, but Institution hereby acknowledges
and agree that payments due under this
Agreement shall be made by PPD once said
payments are received by PPD from GSK.
PPD shall exercise reasonable efforts to ensure
timely receipt of pass-through payments from
GSK.

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.

PPD will reimburse the Institution for travel
costs incurred by Subjects in accordance with

the Budget.

The Institution acknowledges and agrees that it
shall be solely responsible for paying the
appropriate amount 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 Institution by
GSK for the conduct of the Clinical Trial and
may identify Institution and Principal
Investigator as part of this disclosure.

Statement of Principal Investigator Financial
Interest form. 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
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5.10

5.11

5.12

6.1.

hodnoceni vyplni a vrati spole¢nosti PPD
formulaf pro oznadmeni finanénich zajmd
hlavniho zkousejiciho. Hlavni zkousejici také
souhlasi s poskytnutim takto vypInéného
formulafe Gfadu FDA, bude-li to tfeba.

Poskytovatel a hlavni zkouSejici nebudou
uctovat  zadnému  subjektu  klinického
hodnoceni ani zadné tieti stran¢ Zadné postupy
klinického hodnoceni pozadované protokolem,
které jsou hrazeny spole¢nostmi PPD nebo
GSK na zaklad¢ této smlouvy, ani za zadné
hodnocené pripravky, které jsou poskytovany
nebo hrazeny spole¢nostmi PPD nebo GSK na
zakladé této smlouvy.

Veskeré platebni zavazky spolecnosti GSK
jsou podminény tim, Ze poskytovatel nahlasi
spole¢nosti PPD a/nebo GSK vSechna data
pozadovana protokolem a dal$imi dokumenty,
jimiz se tidi klinické hodnoceni, vcetné vSech
nezadoucich ptihod, a tim, ze poskytovatel
bude dodrzovat standardy uvedené v této
smlouvé.

Céastky vyplacené na zékladé této smlouvy
odpovidaji trznim platbam poskytovanym za
praci vykonanou na zédkladé této smlouvy.
Strany souhlasi s tim, ze zadné platby
spole¢nosti GSK v souladu s touto smlouvou
nebudou zcela ani z&asti, ptimo ani nepiimo,
predany zadné treti strané¢ jako srdzka nebo
sleva na nakup produkti GSK. Bez ohledu na
vySe uvedené se komercné piijatelné platby
subdodavateli, ktery poskytuje sluzby podle
podminek této smlouvy, a které spliuji kritéria
pro sluzby v dobré vite, nepovazuji za slevy
nebo diskontni platby (i kdyz je subdodavatel
zakaznikem spolec¢nosti GSK).

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, véetné vyplnéni
schvéleného formulare informovaného
souhlasu, ktery byl schvalen RA/EK.
Poskytovatel/hlavni zkousejici budou
hodnocené 1é¢ivo podavat pouze

subjektlim, od nichz hlavni zkousejici fadné
ziskal informovany souhlas dle ¢lanku 4.1,

pism. g), a tohoto  ¢&lanku 6.
Poskytovatel/hlavni zkousejici povedou
dostatecnou dokumentaci o ziskani

informovaného souhlasu od kazdého subjektu.
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Principal Investigator Financial Interest form
before the start of the Clinical Trial. 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 Clinical
Trial, including all adverse events, and upon
Institution's  compliance  with  standards
identified in this Agreement.

The amounts paid under this Agreement are
bona fide fair market value compensation for
the work conducted under this agreement. The
Parties agrees that no payments by GSK
pursuant to this Agreement shall be passed in
whole or in part, directly or indirectly, to any
third party as a rebate or discount for the
purchase of GSK products. Notwithstanding
the foregoing, commercially reasonable
payments to a subcontractor who is performing
services under the terms of this Agreement that
meet the criteria for bona fide services are not
considered to be a pass-through rebate or
discount payments (even if the subcontractor is
a GSK customer).

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.
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6.2

dodrzi veskeré platné predpisy tykajici  se

PPD, poskytovatel a hlavni zkousSejici
budou uchovavat totoznost subjektli v tajnosti a
utajeni

jejich totoznosti a jejich zdravotnich zdznamd.

6.3

7.

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

Vysledky klinického hodnoceni a duSevni

vlastnictvi

7.5

7.1. Vynadlez (,,vynalez) znamena jakykoli
objev, vyvoj, vynalez (at’ uz patentovatelny nebo
nepatentovatelny), vylepseni, autorské dilo, vzorec,
proces, slozeni latky, formulace, zplisob pouziti
nebo dodani, specifikace, pocitacovy program nebo
model a souvisejici dokumentace, know-how nebo
obchodni tajemstvi, které vytvoii poskytovatel,
hlavni zkousejici nebo ¢lenové studijniho tymu: (1)
v souvislosti s klinickym hodnocenim; nebo (2),
které obsahuji informace GSK. Poskytovatel
neprodlené a pisemné oznami spolecnosti GSK
jakykoli vynalez.

7.2. Poskytovatel timto postupuje a zajisti, Ze
hlavni zkouSejici a ¢lenové studijniho tymu
postoupi GSK veskera a vSechna prava, nazvy a
z4jmy na jakémkoli vyndlezu, a to bez dalSiho
zvazovani ze strany GSK.

7.3. Pokud o to GSK pozada, poskytovatel pouzije
a zajisti, Ze hlavni zkousejici a ¢lenové studijniho
tymu pouziji jakékoli nastroje a budou hajit zajmy
GSK, aby GSK ziskala patenty nebo jinak chranit
zajmy GSK co se tyce vynalezli. GSK piimerené
nahradi poskytovateli/hlavnimu zkouSejicimu cas
vénovany témto ¢innostem a uhradi
poskytovateli/hlavnimu zkouSejicimu piiméfené a

nezbytné vydaje.

7.4 PPD ani GSK nepienesou na poskytovatele
nebo hlavniho zkousejiciho na zakladé této smlouvy
zadnd patentovd prava, autorskd prava ani jina
vlastnicka prava GSK.

Povinnosti stanovené timto ¢lankem zistavaji
v platnosti i po zaniku této smlouvy.
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PPD, the Institution and the Principal
Investigator shall hold in confidence the
identity of the Subjects and shall comply 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.

Trial and Intellectual

Clinical Results

Property

Invention (“Invention”) means any discovery,
development, invention (whether patentable or

not), improvement, work of authorship,
formula, process, composition of matter,
formulation, method of wuse or delivery,

specification, computer program or model and
related documentation, know-how or trade
secret, that is made by Institution, Principal
Investigator, or Study Staff: (1) in connection
with the Clinical Trial; or (2) which incorporate
GSK Information. Institution will notify GSK,
promptly and in writing, of any Invention.

Institution hereby assigns and will cause
Principal Investigator and Study Staff to assign,
to GSK any and all rights, title, and interest in
any Invention, each without additional
consideration from GSK.

If GSK requests, Institution will execute and
will cause Principal Investigators and Study
Staff to execute any instruments or testify as
GSK deems necessary for GSK to obtain
patents or otherwise to protect GSK's interest in
an Invention. GSK will reasonably compensate
Institution/Principal Investigator for the time
devoted to such activities and will reimburse
Institution/Principal Investigator for reasonable
and necessary expenses incurred.

Neither PPD nor GSK shall transfer to Institution
or Principal Investigator by operation of this
Agreement any patent right, copyright or other
proprietary right of GSK.

The obligations of this Clause shall survive
after the term or termination of this
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8.1

8.2

Duvérné informace

Poskytovatel/hlavni zkousejici, jejich
zaméstnanci, zastupci a tfeti osoby zapojené do
klinického hodnoceni hlavnim zkouSejicim
a/nebo poskytovatelem nevyzradi zadné tudaje,
zaznamy ani jiné informace (dale souhrnné

oznatované  jako ,informace”) piedané
poskytovateli /hlavnimu zkousejicimu
spole¢nosti GSK nebo PPD ¢&i  vytvofené

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

i které jsou vefejn¢ zndmy nebo se stanou
vefejné¢ dostupnymi jinak nez c¢inem
nebo  opomenutim  poskytovatele/
hlavniho zkousejiciho;

il které poskytovateli/hlavnimu
zkouSejicimu predala tieti osoba, kterad
méla zdkonné pravo tyto informace
predat;

il o nichz mize poskytovatel, resp. hlavni
zkousSejici prokazat, ze je mél v drzeni
pred jejich predanim nebo vytvofenim
na zéklad¢ této smlouvy, ¢i je vyvinul
nezavisle na klinickém hodnoceni;

iv u nichz stanovi povinnost predani
statnimu  organu  zdkon  nebo
rozhodnuti  pfislusného soudu, za
podminky, Ze (a) takové piredani
podléhd veskeré platné statni nebo
soudni ochran¢ pro material tohoto
druhu; (b) GSK o tom bude
vyrozuména pfimetenou dobu predem;
a (c¢) budou podniknuty veskeré kroky,
které 1ze spravedlivé pozadovat,
k omezeni rozsahu piredavanych idaja.

stanovené¢  timto ¢lankem
vplatnosti i po zaniku této

Povinnosti
zUstavaji
smlouvy.
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Agreement.

8. Confidential Information

8.1

8.2

Institution/Principal  Investigator and their
employees and agents and third parties involved
in the Clinical Trial 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;

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

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

I\ 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 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.
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9.1

9.2

9.3

9.4

Publikace

Pted zatazovanim subjektt klinického hodnoceni
spole¢nost GSK zvefejni souhrn protokolu
klinického hodnoceni ve vefejné piistupném
registru protokolt.

Spole¢nost GSK zvefejni souhrn vysledkil
klinického hodnoceni ve vefejné pfistupném
registru vysledki nejpozdéji dvanact (12) mésict
po dokonceni klinického hodnoceni ve vsech
fesitelskych  centrech. Zvetejnéni  vysledki
klinického hodnoceni milze nastat pred
publikovanim vysledka klinického hodnoceni v
recenzované literatufe.

Spole¢nost GSK bude usilovat o publikovani
vysledkil klinického hodnoceni ve
vyhledatelné, recenzované védecké literatuie
formou publikace nebo prezentace vysledki
klinického hodnoceni ze vSech fesitelskych
center (,,multicentricka publikace®).
V ptipadé, ze navrhovany rukopis nebude
prijaty k publikaci nebo publikace nebude jinak
uskutecnitelnd  (napf. klinickd hodnoceni
Casnych stadii u pfipravku s ukoncenym
vyvojem), zafadi spole¢nost GSK zavéry a
kontext vysledkii do registru klinickych
hodnoceni spole¢nosti GSK jako dodatek
souhrnu vysledku klinického hodnoceni.

Jakakoli cast hlavniho zkousejiciho nebo jinych
zastupcl poskytovatele jakozto jmenovaného
autora této multicentrické publikace bude uréena
v souladu s jednotnymi pozadavky na rukopisy
vyboru International Committee of Medical
Journal Editors (ICMJE) a poskytovatel a
hlavni zkousejici berou na védomi, Zze samotné
zatazovani subjektl klinického hodnoceni
neopraviiuje  k autorstvi.  Jestlize  hlavni
zkousejici nebo jiny zastupce poskytovatele
bude jmenovanym autorem multicentrické
publikace, souhlasi spolecnost GSK a
poskytovatel (jménem téchto autorti v zatizeni
poskytovatele), ze autofi: (a) budou mit podle
potieby piistup k studijnim udajim ze vSech
tesitelskych center, aby se mohli plné ucastnit
vytvafeni multicentrické publikace; (b) budou
dodrzovat pozadavky ICMIJE tykajici se
autorstvi; (c) zvefejni jako soucast
multicentrické publikace, Ze spolecnost GSK
finanéné podpofila klinické hodnoceni a
vSechny osobni finan¢ni vztahy ke spole¢nosti
GSK; Ze spolecnost GSK vyznamnym
zptsobem piispéla ke klinickému hodnoceni, a
ze spole¢nost GSK schvalila nebo schvali
kone¢nou verzi multicentrické publikace; a (d)
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Publications

GSK will post a Clinical Trial Protocol
summary on a publicly available protocol
register prior to the enrollment of Subjects.

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

GSK will seek to publish the Clinical Trial
results in the searchable, peer reviewed
scientific literature in the form of a publication
or presentation of Clinical Trial results from all
Clinical  Trial 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 Clinical Trial 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
(ICMIJE) Uniform  Requirements for
Manuscripts, and Institution and Principal

Investigator acknowledge that the enrollment
of 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 and
Institution (on behalf of such authors at
Institution) agree that authors: (a) will have
access to the Clinical Trial data from all
Clinical Trial sites as necessary to fully
participate in the development of the
Multicenter Publication; (b) will adhere to
ICMIJE requirements regarding authorship; (c)
will disclose as part of the Multicenter
Publication that GSK financially supported the
Clinical Trial and any personal financial
relationship with GSK; that GSK has made
substantial contributions to the Clinical Trial
and that GSK has given or will give final
approval to the version of the Multicenter
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9.5

9.6

po dokonceni autorskych Ccinnosti pisemné
potvrdi vySe uvedené, a Ze autorsky vytvotena
publikace je pravdiva, pfesnd a vyvazZena.

Poskytovatel a hlavni zkousejici souhlasi, ze
spolecnost GSK mitize zvetejnit jména hlavniho
zkousejictho a poskytovatele jako soucast

seznamu  zkouSejicich a  zdravotnickych
zafizeni provadéjicich klinické hodnoceni,

kdyz bude provadét zverejnéni bud’ do registru
protokold, nebo registru souhrnu vysledkd.
Poskytovatel a hlavni zkousejici souhlasi, Ze
spolecnost GSK miize zvefejnit vysi finan¢nich
prostiedku poskytnutych poskytovateli
spole¢nosti GSK na provadéni klinického
hodnoceni a jako soucast tohoto zvefejnéni
mize 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 spolec¢nosti GSK, zvefejni

hlavni  zkouSejici, Ze byl zkousejicim
v klinickém hodnoceni.

Resitelské centrum muze v souladu
s védeckymi standardy a na védeckém foru
publikovat nebo  prezentovat  vysledky
klinického hodnoceni ze studijnich udajt
fesitelského centra (,,publikace

poskytovatele) za ptredpokladu, Ze publikace
poskytovatele mimo vysledky klinického
hodnoceni ze studijnich udaji feSitelského
centra také nezvefejni zaddné davérné
informace spole¢nosti GSK. Poskytovatel
predlozi spole¢nosti GSK Kk posouzeni a
komentovani vSechny navrhované publikace
poskytovatele nejméné Sedesat (60) dnt pred
predloZzenim 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 tfeti stran¢ po dobu az sto dvaceti
(120) dntt po zadosti spoleénosti GSK.
Poskytovatel také souhlasi, ze jakakoli
publikace poskytovatele bude vytvofena az po
multicentrické publikaci za ptedpokladu, Ze
multicentrickd publikace bude predlozena
v pribéhu osmnacti (18) mésicii po dokonceni
klinického hodnoceni ve vSech feSitelskych
centrech. Poskytovatel souhlasi, Ze v jakékoli
publikaci poskytovatele bude zvefejnéna
finanéni  podpora  klinického  hodnoceni
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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 Clinical Trial 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 Clinical Trial 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 Clinical Trial or Clinical Trial
Product or that otherwise relates to GSK,
Principal Investigator will disclose that he/she
was an investigator for the Clinical Trial.

Site, consistent with scientific standards and in
a scientific forum, may publish or present the
Clinical Trial results from Site’s Clinical Trial
data (an “Institution Publication”), provided
that the Institution Publication does not also
disclose any GSK Confidential Information
other than the Clinical Trial results from
Institution’s Clinical Trial 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 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
eighteen (18) months after conclusion of the
Clinical Trial at all sites. Institution agrees that
GSK’s financial support of the Clinical Trial
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
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9.7

9.8

10.

10.1

10.2

(1)

2)

spole¢nosti GSK a bude pozadovat, aby vSichni

autofi  takovéto publikace poskytovatele
zvetejnili  vSechny finanéni vztahy se
spole¢nosti GSK. Poskytovatel zajisti, ze

hlavni zkousSejici bude dodrzovat povinnosti
uvedené v tomto podélanku.

Smluvni strany se dohodly, ze GSK poskytne
poskytovateli po  ukonceni  klinického
hodnoceni seznam publikaci vztahujicich se
k vysledkiim tohoto klinického hodnoceni.

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

Ochrana dat

Poskytovatel a hlavni zkouSejici uznévaji a
souhlasi s tim, ze zdkony o ochrané osobnich
udaju  vyzaduji, aby poskytovatel a/nebo
hlavni zkousejici jako ,,subjekt, na ktery se
predpisy vztahuji“ v souladu s Obecnym
nafizenim EU o ochrané¢ osobnich udaji
2016/679, v jeho platném znéni ziskal
podepsané schvaleni pacienta pfed pouzitim
nebo zvefejnénim ,,chranénych zdravotnich
informaci“ pacienta tak, jak jsou definovany
platnymi zakony o ochrané osobnich udaji,
ziskanych nebo vytvofenych v souvislosti s
timto vyzkumem. VSechny smluvni strany
souhlasi s tim, Ze budou pouzivat a
zptistupnovat chranéné zdravotni informace
pouze zpusobem, ktery je v souladu s
pozadavky platnych zdkoni o ochrané
osobnich udaji a pfisluSnym schvalenim
pacienta, vcetn¢  smluvnich  podminek
informovaného  souhlasu a  schvaleni
podepsanych kazdym pacientem nebo dalSimi
ptislusnymi pravnimi predpisy, smérnicemi a
nafizenimi  platnymi na Gzemi Ceské
republiky.

Prava tykajici se udajii subjekta

Smluvni strany souhlasi s tim, ze poskytovatel
bude ze vSech nejlépe schopen spravovat
zadosti subjektd ohledné pfistupu, zmeény,
predani, blokovani nebo vymazu osobnich
udaju. V pripade, Ze spolecnost GSK obdrzi
zadost subjektu ohledné takového pfistupu,
zmény, predani, blokovani nebo vymazu,
preda zadost poskytovateli.

Poskytovatel bude reagovat na zadosti
subjekti o pristup, doplnéni, pfevod,
blokovani nebo vymaz osobnich udaji v
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obligations identified in this subsection.

The Parties agree that GSK shall provide
Institution with a list of publications related to
the results of the Clinical Trial.

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

Data Protection
Institution and  Principal  Investigator
acknowledge and agree that the Data

protection regulations require that Institution
and/or Principal Investigator, as a "Covered
Entity" under the EU General Data Protection
Regulation 2016/679, as amended, obtain a
signed authorization from a patient prior to
using or disclosing such patient's "Protected
Health Information", as defined by the
applicale laws and regulations, obtained or
created in connection with this research. All
Parties agree to use and disclose Protected
Health Information only in a manner
consistent with the requirements of the
applicable Peronal Data protection laws and
applicable patient authorization, including the
terms and conditions of the informed consent
and authorization executed by each patient, or
other applicable laws, rules and regulations
valid in Czech Republic.

Data Rights of Subjects

The Parties agree that, as between them,
Institution is best able to manage requests
from Subjects for access, amendment, transfer,
blocking, or deletion of Personal Information.
In the event GSK receives a request from a
Subject for such access, amendment, transfer,
blocking, or deletion, GSK shall forward the
request to Institution.

Institution shall respond to Subjects’ requests
for access, amendment, transfer, blocking, or
deletion of Personal Information in accordance
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(3

10.3

(1)

2)

3.

souladu s pfisluSnymi pravnimi piedpisy a
smlouvou. Poskytovatel bere na védomi, ze za
ucelem  zachovani  integrity  vysledkd
klinického hodnoceni muze byt moznost
osobni udaje upravit, zablokovat nebo
vymazat podle pfislusnych pravnich predpist
omezena.

Spole¢nost GSK bere na védomi, ze subjekty
mohou sviij informovany souhlas s ucasti
v klinickém  hodnoceni a souhlas se
zpracovanim osobnich udaji kdykoli odvolat,
jak je popsano ve formulafi informovaného
souhlasu podepsaném subjektem. Poskytovatel
bude neprodlen¢ informovat spole¢nost GSK o
jakémkoli takovém odvolani, které mutze
ovlivnit pouzivani osobnich udajii podle této
smlouvy. Poskytovatel vynalozi maximalni
usili, aby objasnil, jaka jsou ocekavani
subjektu, pokud subjekt ukonci ucast
v klinickém hodnoceni, véetn¢ toho, jaké
formy komunikace muze poskytovatel pouzit
k nasledné kontrole subjektu, je-li to
relevantni, ohledné stavu subjektu po ukonceni
klinického hodnoceni.

Ochrana idaju a zabezpeceni

Vsechny smluvni strany budou dodrzovat
veskeré prislusné pravni predpisy, mimo jiné
vcetné¢ vSech pfislusnych pravnich ptedpist
vztahujicich se k soukromi a bezpecnosti
osobnich udajii, a musi zavést vhodna
technickd a organizani opatfeni tak, aby
zpracovani spliiovalo pozadavky obecného
natfizeni o ochrané¢ udaji (General Data
Protection Regulation, ,,GDPR®) a pfislusnych
pravnich ptedpisi, a zajistit ochranu prav
subjektu udaju.

Ve vztahu ke kodovanym tdajim klinického
hodnoceni poskytnutym spolec¢nosti GSK jsou
poskytovatel i spole¢nost GSK povazovani za
spravce osobnich udaji s ohledem na
zpracovani osobnich udaji a oba budou jednat
v souladu s pfislusnymi pravnimi piedpisy o
ochrané osobnich udaju.

Pted zpracovanim jakychkoliv osobnich udaji
kazda smluvni strana zajisti, ze pii vzeti v
uvahu spravné praxe v ramci oboru, nakladt na
realizaci a povahu, rozsah, kontext a ucel
zpracovani, jakoz i rizik rizné
pravdépodobnosti a zavaznosti ve vztahu k
pravim a svobodam fyzickych osob, zavede
vhodna technickd a organiza¢ni opatieni, aby
predesla neopravnénému nebo nezakonnému
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with Applicable Laws and the Agreement.
Institution acknowledges that in order to
maintain the integrity of Clinical Trial results,
the ability to amend, block, or delete Personal
Information may be limited, under Applicable
Laws.

GSK acknowledges that Subjects may
withdraw their Informed consent to Clinical
Trial participation and consent to Processing
of Personal Information at any time as
described in the Informed Consent Form
signed by the Subject. Institution shall
promptly notify GSK of any such withdrawal
that may affect the use of the Personal
Information under the Agreement. Institution
will use its best efforts to clarify what the
Subject’s expectations are if the Subject
withdraws from the Clinical Trial, including
what forms of communication the Institution
may use to follow-up with the St, if any, about
their Subject’s status after withdrawing from
the Clinical Trial.

Data Protection and Security

All Parties shall comply with all Applicable
Laws, including without limitation all
Applicable Laws relating to the privacy and
security of Personal Information and shall
implement  appropriate  technical  and
organizational measures in such a manner that
Processing will meet the requirements of the
General  Data  Protection  Regulation
(“GDPR”)Applicable Laws and ensure the
protection of the rights of the data subject.

With respect to the coded Clinical Trial data
provided to GSK, the Institution and GSK are
both considered data controllers for the
Processing of the Personal Information and
will both act in accordance with the
Applicable Data Protection Law.

Before Processing any Personal Information
each party shall ensure, taking into account
industry good practice, the costs of
implementation and the nature, scope, context
and purpose of Processing, as well as the risk
of varying likelihood and severity for the
rights and freedoms of natural persons, that
appropriate  technical and organizational
controls are in place to prevent unauthorized
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“)

zpracovani jakychkoli osobnich 1udaji, které
mize uchovavat, a k ochran¢ veskerych
takovych osobnich 1daji pfed nahodnou
ztratou, poSkozenim nebo znicenim.

Poruseni bezpecnosti
a) Oznameni o poruseni bezpecnosti.
Smluvni strany souhlasi s tim, Ze se vzajemné
vyrozumi bez zbyteéného odkladu po zjisténi
poruseni bezpecnosti.

1. Oznameni o poruseni
bezpecnosti bude zaslano spole¢nosti
GSK e-mailem na adresu
csir@gsk.com;

il. Oznameni 0 poruseni
bezpecnosti  bude  poskytovateli

zaslano na adresu Fakultni nemocnice
Ostrava, Centrum klinickych studii,
17. listopadu 1790/5, 708 52 Ostrava —
Poruba, Ceska republika, e-mail:
XXX; XXX.

b) V prubéhu vzajemného vyrozumivani
budou smluvni strany poskytovat, jak to bude
mozné, dostate¢né informace ostatnim
smluvnim stranam tak, aby spolecné¢ mohly
vyhodnotit poruseni bezpecnosti a udinit
veskera pozadovana oznameni jakémukoli
statnimu  organu ve lhité¢ vyzadované
prislusnymi pravnimi ptedpisy o ochrané
osobnich udaji. Tyto informace mohou
zahrnovat mimo jiné:

1. povahu poruseni bezpecnosti,

kategorie a pfiblizny pocet dotéenych

subjektti udajii a zdznamd;

il. pravdépodobné nasledky
poruseni bezpecnosti, je-li mozné je
urcit, a

iil. veskerd opatfeni pfijatd k

feSeni nebo zmirnéni incidentu.

C) Smluvni strany spole¢né rozhodnou na
zakladé¢ vSech dostupnych informaci a
prislusnych pravnich ptedpist, zda poruseni
bezpec¢nosti bude povazovano za poruseni
bezpecnosti, které je tfeba hlasit, a zajisti
vyrozuméni subjektli Udaji a/nebo statnich
organd, vyzaduji-li to pfislusné pravni
ptedpisy. Pokud se smluvni strany rozhodnou,
7ze oznameni je vyZzadovano pfislusnymi
pravnimi predpisy o ochrané osobnich udajd,
smluvni strana, ktera zplsobila poruSeni
bezpecnosti, nese odpovédnost za poskytnuti
takového oznameni.
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or unlawful Processing of any Personal
Information it may hold and to protect any
such Personal Information from accidental
loss, damage or destruction.

Security Breaches
a) Notification of Security Breaches. The
Parties agree to notify each other
without undue delay after of discovery
of a Security Breach.
1. Notice of a Security Breach to
GSK will be sent via e-mail to
csir@gsk.com;
il Notice of a Security Breach to
Institution will be sent to
Fakultni nemocnice Ostrava,
Centrum klinickych studii, 17.

listopadu 1790/5, 708 52
Ostrava — Poruba, Czech
Republic, e-mail: XXX
XXX.

b) In the course of notification to each

other, the Parties will provide, as

feasible, sufficient information for the

Parties to jointly assess the Security

Breach and make any required

notification to any government

authority within the timeline required
by Applicable Data Protection Laws.

Such information may include, but is

not necessarily limited to:

1. The nature of the Security
Breach the categories and
approximate number of data
subjects and records;

il The likely consequences of
the Security Breach, in so far
as consequences are able to be
determined; and

iii. Any measures taken to
address or mitigate the
incident.

c) The Parties will jointly decide on the

basis of all available information and
Applicable Laws if the Security
Breach will be considered a reportable
Security Breach and arrange for
notification to data subjects and/or
government authorities if required by
Applicable Laws. Where the Parties
decide that notification is required by
Applicable Data Protection Laws, the
party that incurred the Security Breach
shall be responsible for providing such
notification.
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10.4

11.

11.1

d) Sou¢innost v  piipadé  poruseni
bezpecnosti. V ptipadé poruseni bezpecnosti

tykajiciho se osobnich udaji  a/nebo
davérnych informaci spolec¢nosti GSK
shromazdénych nebo ziskanych smluvni
stranou podle této smlouvy, piijimajici

smluvni strana souhlasi s tim, Ze poskytne
souc¢innost a bude plné spolupracovat s
odesilajici stranou v souvislosti s veskerymi
internimi Setfenimi nebo externimi Setfenimi

provadénymi tfetimi stranami, jako jsou
organy ¢inné v trestnim fizeni,
prosttednictvim  poskytovani  informaci,

zaméstnanci, rozhovort, materialti, databazi
nebo jinych polozek potfebnych k uplnému
vySetfeni a vyfeSeni takovych incidentl, a
poskytne informace nezbytné pro ucinéni
pozadovanych oznameni. Poskozena smluvni
strana souhlasi s tim, Ze pfijme takova
napravna opatieni, na kterych se smluvni
strany vzajemné dohodnou.

e) Z4dna ze smluvnich stran nezpiistupni
bez predchoziho pisemného souhlasu druhé
strany informace souvisejici s podezienim na
poruSeni bezpecnosti zadné jiné tieti strané
nez dodavateli najatému k vySetfeni/zmirnéni
takového poruSeni bezpecnosti a vazanému
povinnosti  zachovdvat  mlcenlivost, s
vyjimkou ptipadt, kdy to vyzaduji piislusné
pravni predpisy.

f) Poskytovatel souhlasi s tim, ze
spole¢nost GSK odskodni v souvislosti s
veskerymi ztratami vyplyvajicimi z jakéhokoli
poruseni bezpecnosti v disledku nedbalosti
nebo Umyslného pochybeni ze strany
poskytovatele, jeho zastupct, pfidruzenych
subjekti nebo jakéhokoli jim najatého
dodavatele, mimo jiné vcetné¢ nahrad $kod,
vladnich sankci a/nebo vydaji na zmirnéni
nakladt.

Zavazky podle tohoto clanku 10 (a—c)

zustanou v platnosti i po ukonCeni této
smlouvy.

Hlaseni nezadoucich piihod

Pro ucely této smlouvy se nezadouci piihodou
(déle jen ,,AE”) rozumi jakakoli necekana
zména zdravotni stavu, bez ohledu na to, zda

GSK_PPD CzRep 3Way INST CTA
207503_PI XXX_ XX/04Dec2020

10.4

11.

11.1

017/0VZ/20/052-P

d) Assistance in Event of Security
Breach. In the event of a Security
Breach relating to the Personal
Information and/or GSK Confidential
Information collected or received by a
Party under this Agreement, the
receiving Party agrees to assist and
fully cooperate with the sending Party
with any internal investigation or
external investigation by third parties,
such as law enforcement, through the
provision of information, employees,
interviews, materials, databases, or any
and all other items required to fully
investigate and resolve any such
incidents and provide information
necessary to  provide required
notifications. The breached Party
agrees to take such remedial actions as
the Parties mutually agree is
warranted.

e) Neither Party shall disclose, without
the other party’s prior written
approval, any information related to
the suspected Security Breach to any
third party other than a vendor hired to
investigate/mitigate  such  Security
Breach and bound by confidentiality
obligations, except as required by
Applicable Laws.

f) Institution agrees to indemnify GSK,
for all losses resulting from any
Security Breach due to negligence or
willful misconduct by Institution, its
agents, its Affiliates, or any vendor
retained by Institution, including but
not limited to legal damages,
government penalties, and/or
mitigation expenses.

The obligations of this section 10 (a-c) shall
survive the termination of this Agreement.

Adverse Events Reporting

For the purposes of this Agreement an
Adverse Event (“AE”) shall mean any
untoward medical occurrence whether thought
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11.2

11.3

11.4

11.5

11.6

se ma za to, Ze ji zpusobil materidl nebo
klinické hodnoceni, a zavaznou nezadouci
ptihodou (dale jen ,SAE”) se rozumi
nezadouci ptihoda, kterA ma za nasledek
umrti, je zivot ohrozujici, ma za nasledek
trvalou invaliditu nebo pracovni neschopnost,
vyzaduje hospitalizaci nebo prodlouzi stavajici
hospitalizaci, jde o vrozenou anomalii u
potomka pacienta, anebo milze vyzadovat
zasah ktomu, aby se kterémukoli z vySe
uvedenych nasledkt predeslo.

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

Poskytovatel musi zajistit, aby hlavni
zkousejici vyrozumél GSK, poskytovatele a
pfislusnou etickou komisi o kazdé nezadouci
ptihodé  (v€etn¢ zavaznych nezadoucich
ptihod), k niz v pribéhu klinického hodnoceni
dojde, v souladu s protokolem a pfisluSnymi
etickymi 1 pfedpisy danymi pokyny, a
v pfipadé¢ poskytovatele a pfislusné etické
komise také sjejich internimi pravidly a
postupy.

Nic v této smlouveé nezbavuje poskytovatele ani
hlavniho zkousejicitho povinnosti ani neomezuje
jejich povinnost hlasit klinické bezpecnostni
informace  vzniklé v prabéhu  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 zkousSejici neprodlené (do dvaceti
Ctyt' (24) hodin poté, co dojde k SAE) nahlasil
pomoci eCRF veskeré SAE, které mohou byt
spojeny s podavanim hodnoceného 1éCiva, a
k nimz dojde v prubéhu klinického hodnoceni.
Nedodrzeni tohoto ustanoveni je pro PPD
dostate¢nym davodem k odstoupeni od této
smlouvy dle ¢lanku 16.

V ptipadé, ze GSK pouzije pro hodnocené 1é¢ivo
zkoumané vramci klinického hodnoceni sviyj
vlastni soubor nebo soubory informaci pro
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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
Clinical Trial 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 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
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11.7

12.

12.1

zkousejiciho (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, pribézné analyzy a
veskera doporuceni nebo pozadavky sméiujici
od IDMC k poskytovateli, které se tykaji
bezpecnosti subjektll klinického hodnoceni) a
dal$i 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 vytvofené vramci této smlouvy po
dobu minimalné dvaceti péti (25) let od data
vydani zpravy / shrnuti klinického hodnoceni
nebo ekvivalentu. GSK bude informovat
hlavniho zkousejiciho o datu, kdy vyprsi
pozadovana archivacni doba GSK. Po uplynuti
pozadované archivacni doby GSK a jakékoli

dodate¢ného archiva¢niho obdobi
pozadovaného  mistnimi,  organizacnimi,
statnimi, a/nebo regulacnimi  pokyny

poskytovatel vymaze nebo zni¢i zaznamy
klinického hodnoceni a to v souladu s postupy
poskytovatele pro vymazani anebo zniceni
zaznamul.

12.2  Po uplynuti vySe uvedené lhiity a pied likvidaci

12.3

124

takovych zdznamti 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 pfiméfenou dobu piedem mohou
PPD, GSK ¢i jeji spolecnosti ve skupiné nebo
jimi povéiené osoby provadét audit zaznamil,
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
oveéfit  dodrzovani  pravidel ze  strany
poskytovatele.

Pokud jakykoli statni nebo regulaéni ufad
oznami poskytovateli / hlavnimu zkousejicimu,
ze bude provadét inspekci zaznamu, zafizeni,
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the Clinical Trial, regardless of the indication
under study, GSK will provide these IB(s), and
any updates and/or supplements to these IB(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.

12. Recordkeeping and Audits

12.1

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 from the issue date of the
Clinical Trial report/summary or equivalent.
GSK will inform the Principal Investigator of
the date on which the GSK required retention
period will expire. After the expiration of the
Sponsor required retention period, and any
additional  period required by local,
organizational,  state, and/or  regulatory
guidelines, Institution shall delete or destroy
Institution’s Study records in accordance with
Institution’s records deletion or destruction
practices.

12.2  Upon the expiration of the above time period, prior

12.3

124

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 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,
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13.

vybaveni nebo postupti poskytovatele nebo bude
podnikat jiné kroky souvisejici s klinickym
hodnocenim anebo sluzbami podle této smlouvy,
bude poskytovatel / hlavni  zkouSejici
spolupracovat stimto ufadem a oznami to
spolecnosti PPD a GSK, jakmile to bude mozné
(v ramci svych moznosti v prubé¢hu dvou (2)
pracovnich dnti a pted inspekci nebo jinymi
kroky), umozni tfadu provést inspekci nebo
ucinit jiné pravni kroky, umozni spolecnostem
PPD a GSK byt pritomny pii inspekci nebo se
podilet na jakékoli odpoveédi na pravni kroky a
poskytne spole¢nosti PPD kopie vSech zprav
vydanych témito Uifady a navrhovanych odpovédi
poskytovatele, aby je mohla spole¢nost GSK
ptedem posoudit a schvalit (pfiCemz toto
schvaleni nema byt bezdtivodné odpirano).

Prohlaseni a zaruky

13.1 Poskytovatel a hlavni zkouSejici prohlasuji a

13.2

zaruCuji, ze dle svého nejlepSiho védomi a
svédomi nejsou vazani zadnou jinou smlouvou,
kterd by jim mohla branit v uzavieni a plnéni
této smlouvy, byla jim porusena, nebo kterou by
v disledku této smlouvy nesplnili, a Ze nikdo
znich po dobu platnosti této smlouvy zadnou
takovou smlouvu, kterd by byla stouto
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 cCinu, ktery by k takovému zékazu
mohl vést, podle jakéhokoli zakona, pravidla ¢i
predpisu; (b) nebylo odnato opravnéni
testovaciho zafizeni podle platnych mistnich
predpisti; nebo (c) nebylo odnato opravnéni
pusobit jako klinicky zkousejici podle platnych
mistnich predpisi. Bude-li témto osobam
nasledné ulozen zdkaz vykonu povolani ¢i se
dozvédi o jakémkoli fizeni nebo hrozicim fizeni,
které by knému  mohlo  vést, a
poskytovatel/hlavni zkousejici se o tom dozvi,
neprodlené o tom vyrozumi PPD.

13.3 Poskytovatel prohlasuje, ze pro subjekty zatazené

do klinického hodnoceni je dostupna zdravotni
péce pro lécbu 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 prechod subjektll z klinického hodnoceni
do takové zdravotni péce, nebo subjekty
klinického hodnoceni odesle za ucelem
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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

13.1 Institution and Principal Investigator represent and

13.2

133

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.

Institution represents to GSK that medical care
for the disease or condition to which the Clinical
Trial relates is available to Subjects following
the Clinical Trial in accordance with local
standard of care through the usual operations of
the local healthcare system, and that upon
completion of the Clinical Trial, Institution will
appropriate transition Clinical Trial subjects
from the Clinical Trial to such medical care or
refer Subjects to a health care provider for such
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13.4

13.5

14.

14.1

14.2

14.3

14.4

poskytnuti takové péce k jinému poskytovateli
zdravotni péce.

Poskytovatel odskodni GSK a PPD za vSechny
piimé ztraty, nahrady Skody, zavazky a vydaje
(v€etné vydajli na pravni zastoupeni) vynalozené
PPD a/nebo GSK v disledku poruseni nékteré ze
zaruk obsazenych v tomto ¢lanku.

Hlavni zkousejici timto zaruCuje, Ze je opravnén
poskytovat sluzby v prostorach poskytovatele
vlastnim jménem, a Ze plnéni pfislusné smlouvy a
ptijeti jakychkoli plateb neporusuje obecné platné
predpisy ani vnitini predpisy poskytovatele nebo
jiné pravnické osoby, sniz je hlavni zkousejici
spojen, ani Zadnou smlouvu, jiz je hlavni
zkousejici vazan. Obdobné hlavni zkousejici dale
zaruCuje, ze ziskal(a) vSechny potfebné souhlasy
a/nebo predal(a) vSechna piislusna ohlaseni vedeni
poskytovatele nebo jinému regulacnimu nebo
samoregulacnimu organu, vyboru nebo komisi.

Omezeni odpovédnosti a nahrada Skody

Poskytovatel a hlavni zkouSejici odskodni,
budou hgjit a ochrani PPD a GSK i jeji
spoleénosti  ve skupin¢ pifed veskerymi
ztratami, Skodami na zdravi, jinymi Skodami,
naklady a vydaji, v€etné¢ zejména pfimétenych
nakladli na pravni zastoupeni, vynaloZenymi
PPD nebo GSK ¢i jejimi spolecnostmi ve
skuping v disledku nedbalosti nebo timysIného
poruseni povinnosti ze strany poskytovatele
a/nebo hlavniho zkousejiciho.

Smluvni strana podrobné pisemné vyrozumi
ostatni smluvni strany co nejdfive je to mozné
o kazdé zalob&€ podané proti ni tfeti osobou ¢i
hrozici nebo fizeni zahajeném proti ni tieti
osobou ¢i hrozicim, v souvislosti s nimiz
vznese nebo mohla by vznést narok dle ¢lanku
14.1 vyse.

Na Zzadost poskytovatele a/mebo hlavniho
zkousejictho  je  ndhrada  skody  pro
poskytovatele a hlavniho zkousejiciho ze strany
GSK upravena ve formé dopisu zvlaStni
smlouvouuzavienou mezi GSK,
poskytovatelem a hlavnim zkousSejicim dne
Nic v tomto ¢lanku 14 ani jinde v této smlouve
nevylucuje ani jinak neomezuje odpovédnost
poskytovatele za (i) podvod, (i) imrti nebo
Skodu na zdravi zpiisobenou jeho nedbalosti; a
(iii) jakoukoli odpovédnost v rozsahu, v jakém
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medical care.

13.4 Institution shall indemnify GSK and PPD against

13.5

14.

14.1

14.2

14.3

14.4

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.

Principal Investigator hereby warrants that he is
authorized to perform the Services at the
Institution premises under his/her own name and
that the performance of the correspondent
agreement and the acceptance of any payments is
not in violation of legal or internal regulations of
the Institution or other entity to which Principal
Investigator is associated or any agreement to
which Principal Investigator is bound. Likewise,
Principal Investigator further warrants that he/she
has obtained all required consents from and/ or
filed all required notifications to/from the
Institution board or other regulatory or self-
regulatory authority, board or committee.

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 14.1
above.

Upon request by Institution and/or Principal
Investigator, indemnification of Institution and
Principal Investigator by GSK is governed by a
separate letter agreement between GSK,
Institution and Principal Investigator signed on

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
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14.5

14.6

jeji vylouceni nebo omezeni zakon zakazuje.

Z4dna smluvni strana nenese vi&i ostatnim
smluvnim strandm odpovédnost za nahrady
ulozené jako trest nebo exemplarné, ani za
nepfimé a nasledné ztraty a Skody vzniklé
porusenim této smlouvy, a to ani v ptipade, 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 wvzniklé z ¢innosti
podléhajici odskodnéni do deseti (10) dnil poté,
co se strana opravnénd sama o tomto naroku,
pozadavku nebo zalobé dozvédéla, (ii) umozni
stran¢ povinné, aby plné pievzala Setieni,
piipravu a obhajobu ve véci naroku nebo
zaloby, (iii) poskytne strané¢ povinné, na
ptiméfené naklady povinné strany, soucinnost
pii Setfeni, pfipravé a obhajob¢ ve véci, a (iv)
ve veéci neuzavie smir ¢i narovnani bez
pisemného souhlasu strany povinné.

14.7. Povinnosti stanovené timto ¢lankem zistavaji

v platnosti i po zaniku této

15.

smlouvy.

Pojisténi

GSK uzaviel pro sebe a hlavniho zkousejiciho
dle § 52 odst. 3 pism. f) zédkona ¢. 378/2007
Sb., o Iécivech, vplatném znéni, pojisténi
odpovédnosti za Skodu, jehoz prostiednictvim
je zajisténo 1 odSkodnéni v ptfipadé smrti
subjektu hodnoceni nebo v piipadé Skody
vzniklé na zdravi subjektu  hodnoceni
v disledku provadéni klinického hodnoceni.
GSK je povinna vyse uvedené pojisteni
udrzovat v platnosti po celou dobu trvani
klinického hodnoceni.

Poskytovatel ma v souladu s § 45 odst.
2 pism. n) zakona ¢&. 372/2011 Sb., o
zdravotnich ~ sluzbach, vplatném znéni,
uzavienou pojistnou smlouvu o pojisténi své
odpovednosti za skodu zptisobenou
v souvislosti s poskytovanim  zdravotnich
sluzeb. Na zadost GSK poskytne poskytovatel
doklad o svém pojisténi (nebo zajisti, aby
zdravotnicky pracovnik mél své pojisténi) k
certifikatim GSK a doloZi, Ze veskeré pojisténi
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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.

14.7 The obligations of this Clause shall survive

termination of this Agreement.

15. Insurance

GSK, in accordance with § 52 para. f) of Act
No. 378/2007 Coll., on Pharmaceuticals, as
amended, executed for itself and the Principal
Investigator, liability insurance, which also
provides compensation in the event of death of
the Subject or in the case of damage to the
subject's health as a result of conducting the
Clinical Trial. GSK is obliged to maintain the
above insurance valid for the duration of the
Clinical Trial.

The Institution has insurance coverage settled in
accordance with § 45 par. 2 Itr. n) of Act no.
372/2011 Coll., on Medical Services, as
amended with respect to liability it may have
while providing medical services. Upon GSK’s
request, Institution shall have its insurance
carrier (or shall cause the medical professional
to have his or her insurance carrier) furnish to
GSK certificates that all insurance required
under this Agreement is in force or furnish
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16.

16.1

16.2

pozadované podle této smlouvy je platné, nebo
poskytne jiny dtikaz o pojisténi.

Vypovéd’ smlouvy

PPD muize tuto smlouvu kdykoli vypoveédét bez
udani diivodu s vypovédni lhiitou tiiceti (30) dnt
zaslanim pisemné vypovédi poskytovateli a

hlavnimu zkousejicimu, v nasledujicich
pripadech:
i RA/EK nebo jiny piislusny organ ji

odejme povoleni a souhlas k provadéni

klinického  hodnoceni v Ceské
republice;

il. v piipad¢ zaniku smlouvy mezi PPD a
GSK;

iii. pokud dostupné tdaje ukazuji, ze neni
bezpe¢né  pokracovat v podavani

hodnoceného ptipravku subjektim;

v nebude-li dosazeno celkového cilového
poctu zafazenych subjektd, 1 kdyz
zafazovani u poskytovatele neni dosud
ukonceno;

v hlavni zkousejici nemiize v ¢innosti
pokracovat a smluvni strany se
nedohodnou na vyhovujicim nastupci;

vi v piipadé Spatného dodrzovani
protokolu, nebo soustavné nepiesného
¢i neuplného zdznamu udaji klinického

hodnoceni;
vil ukonceni klinického hodnoceni;
viii podstatné poruseni této smlouvy; nebo
ix vzajemnou dohodou smluvnich stran.

V ptipadé, Zze bude tato smlouva z jakéhokoli
divodu vypovézena pred koncem klinického
hodnoceni, podnikne poskytovatel kroky, které
po ném bude PPD spravedlivé pozadovat, véetné
komunikace se subjekty, aby napomohl
dokonceni klinického hodnoceni v ndhradnim
fesitelském centru uréeném PPD. V takovém
ptipadé (a kromé ptipadd, kdy smlouva zanikla
v diisledku poruseni povinnosti poskytovatele dle
této smlouvy) PPD uhradi poskytovateli
primérené ptimé  naklady  vynaloZené
v souvislosti s pfesunem klinického hodnoceni, a
dale priméfené jinak neuhrazené naklady
vynaloZené a nezrusitelné zavazky uzaviené pied
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evidence of insurance.

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:

i the authorization and approval to
perform the Clinical Trial in Czech
Republic is withdrawn by the RA/EC or
any other competent authority;

il. if PPD 's agreement with the GSK is
terminated;
1il. if available data indicate that it is not safe

to continue to administer the Clinical
Trial Product to Subjects;

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

v the Principal Investigator is unable
tocontinue 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;

vil the Clinical Trial is terminated;
viii material breach of this Agreement; or
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
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16.3

obdrzenim informace o

poskytovatelem.

vypovedi

Vypoveéd této smlouvy kteroukoli smluvni
stranou nema vliv na prdva a povinnosti
smluvnich stran, které wvznikly pred datem
ucinnosti vypoveédi.

17. U&inek pied&asného zaniku smlouvy

17.1

17.2

17.3

17.4

17.5

18.

18.1

V ptipadé vypovédi smlouvy budou ¢astky, na
které na zakladé této smlouvy vznikd narok,
omezeny na pomérné kracenou odménu dle
sluzeb skuteén¢ poskytnutych dle protokolu,
stanovenou dle rozpoctu v priloze.

Po dokonceni klinického hodnoceni nebo
pfedcasném zaniku této smlouvy poskytovatel
a hlavni zkousSejici zajisti, aby veskeré udaje,
informace, zpravy a vysledky klinického
hodnoceni byly fadn¢ zaneseny do eCRF a
predany PPD, a vrati PPD veskeré informace.

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

Ihned po obdrzeni vypovédi poskytovatel a
hlavni zkousejici ukon¢i zatazovani subjekttt do
klinického hodnoceni, na subjektech jiz
zatazenych do protokolu v mife, vjaké je to
z 1ékaiského hlediska mozné, zastavi provadéni
ukonu klinického hodnoceni, a v maximalné
mozné mife se zdrzi vynakladani dal$ich nakladt
a vydaju.

Vsechna ustanoveni této smlouvy, z jejichz
povahy vyplyva, Ze maji zistat v platnosti i po
jejim zaniku, zlstavaji po zaniku této smlouvy
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 lidskych prav

Kazdé smluvni strana bude plnit své povinnosti
z této smlouvy zplisobem, ktery je v souladu
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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 effective
date of the termination.

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
the Budget.

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 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.

18. Compliance with Laws and Human
Rights

Each Party shall perform its obligations under
this Agreement in a manner that complies with
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18.2

18.3

18.4

18.5

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 piedpisu
kteroukoli osobou, kterda ma vztah k jejimu
plnéni uvedenych povinnosti.

Poskytovatel a hlavni zkousSejici (dale jen
,resitelské centrum”) pristupuji na
protiuplatkatské a protikorupéni podminky
GSK, které tvoti PFilohu 2 této smlouvy.

Kazda smluvni strana vyslovné prohlaSuje, Ze
tato smlouva byla uzaviena po fadném
obchodnim jednani, a Ze zddna smluvni strana
tuto smlouvu neuzaviela z korup¢niho divodu,
aby ziskala nebo si udrzela zakazky, nebo aby
ziskala neopravnénou obchodni vyhodu.

Kazda smluvni strana se timto zavazuje a
zarucuje, ze soustavné povede spravné a
aktualni zaznamy k zajisténi, aby byly veskeré
transakce tykajici se této smlouvy dostate¢né
zdokumentovany.

Poskytovatel ~ prohlasuje, Ze  zhlediska
zaméstnanosti a provadeéni klinického hodnoceni
dle této smlouvy:

(a) nebude vyuzivat détské prace za
okolnosti, které by mohly dité fyzicky
nebo emocionalné poskodit;

(b) nebude vyuzivat nucené prace (vézni,
smluvni sluzebnici, otroci apod.);

(c) zajisti bezpecnost a ochranu zdravi na
pracovisti; bezpecné ubytovani (pokud
poskytovatel zajist'uje svym
zam@stnancim  ubytovani), a dale
pristup k ¢Cisté vodé€, potravinam a k
odborné prvni pomoci v piipadé
pracovnich trazi;

(d) nebude zaméstnance diskriminovat ze
zadného  divodu  (véetné  rasy,
naboZenstvi, postizeni ¢i pohlavi);

(e) nebude pouzivat t€lesné tresty ani kruté
a nepfiméiené kazenské praktiky;

) bude platit zaméstnancim alespon
minimalni mzdu a poskytne jim veskeré
zaméstnanecké vyhody, na které maji ze
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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 2.

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:

(a) 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;

(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;
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19.

19.1

19.2

20.

20.1

20.2

zakona narok;
(2 bude dodrzovat veskeré ptedpisy o
pracovni dob¢ a pravech zaméstnancii;
(h) bude respektovat pravo zaméstnanci
byt ¢leny nezavislych odbort a zakladat
je;
(1) povede subdodavatele vramci této

smlouvy ktomu, aby tyto standardy
také dodrzovali;

) bude mit zaveden postup podavani
stiznosti kfeSeni poruseni téchto
standardu.

Rozhodné pravo a piisluSnost soudu

Tato smlouva se fidi pravnim fadem Ceské
republiky.

Smluvni strany se vyslovné vzdavaji jakékoli
jiné jurisdikce, na kterou maji piipadné 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 piislusné
soudy Ceské republiky.

Zavérecna ustanoveni

Vztah nezdvislého dodavatele

Poskytovatel ~ véetné svych  zastupci a
zam@stnancl je vzdy nezavislym dodavatelem a
nikoli zastupcem PPD nebo GSK, a nema
skute¢né, zdanlivé ani micky ptedpokladané
opravnéni zavazovat PPD nebo GSK jakymkoli
zpusobem a k jakékoli povinnosti. Hlavni
zkousejici neni a nepovazuje se za zaméstnance
PPD ani GSK, a nema narok na zadné
zamestnanecké vyhody poskytované
zaméstnancim PPD nebo GSK.

Pievod smlouvy

Poskytovatel bez pisemného souhlasu PPD tuto
smlouvu ani zadnou jeji Cast nepfevede na
jinou osobu a nejmenuje jinou osobu jako
hlavniho zkousSejiciho. PPD muze tuto smlouvu
nebo jeji Cast prevést bez souhlasu
poskytovatele/ hlavniho zkousejiciho, a to i na
svou matefskou spole¢nost, spole¢nost ve
skupiné nebo dcefinou spole¢nost.
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(2) comply with laws on working hours and
employment rights;

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

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

)] maintain a complaints process to

address any breach of these standards.

19. Applicable law and competent

jurisdiction

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.

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.
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20.3

20.4

20.5

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

Pouzivani nazvu

Zadna smluvni strana nevyda (ani neda vydat
svym jménem) zadné ustni ani pisemné
prohlaseni, informaci, reklamni nebo propagac¢ni
sd€leni v souvislosti s touto smlouvou, v némz
by pouzila nazvy, symboly nebo ochranné
znamky jinych smluvnich stran, bez predchoziho
pisemného souhlasu ostatnich smluvnich stran.

Oznamovani

(a) Veskera oznameni dle této smlouvy se
zasilaji vyplacen¢ doporucenou i
obdobnou postou, anebo kuryrni

sluzbou. Oznameni mohou byt zaslana
1 faxem nebo e-mailem, s tim, Ze budou
nasledn¢ potvrzena zasilkou, jak je
uvedeno vyse.

(b) Oznameni vztahujici se k této smlouvé
se zasilaji na adresy:

20.3

204

Pokud spole¢nosti PPD/ If to PPD:

PPD Czech Republic, s.r.0.
Budé¢jovicka alej

Antala Staska 2027/79

140 00 Prague 4

Czech Republic

Pokud poskytovateli / If to Institution:

Fakultni nemocnice Ostrava

017/0VZ/20/052-P

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

(a) 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:

17. listopadu 1790/5, 708 52 Ostrava — Poruba

Ceska republika

K rukam / Attn: XXX
Tel.: XXX

Email: XXX

Pokud hlavnimu zkousSejicimu /If to Principal Investigator:

Fakultni nemocnice Ostrava
Klinika hematoonkologie

17. listopadu 1790/5, 708 52 Ostrava — Poruba

Ceska republika

K rukam / Attn: XXX

Tel.: XXX

Email: XXX
Délitelnost smlouvy

Bude-li nékteré ustanoveni této smlouvy
v jakémkoli ohledu nezakonné nebo
nevymahatelné, nema to vliv na zakonnost a
vymahatelnost ~ ostatnich  ustanoveni  této
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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

Page 31 of 41



20.6

20.7

20.8

20.9

(@)

smlouvy.

Vzdani se ustanoveni; zména smlouvy

Jakékoli vzdani se nékterého ustanoveni, dodatek
¢i zména kterékoli podminky této smlouvy jsou
platné pouze tehdy, jsou-li vyhotoveny pisemn¢ a
podepsany  opravnénymi  zastupci  vSech
smluvnich stran. SkuteCnost, Ze se néktera
smluvni strana nedomaha urcitych svych prav
z této smlouvy, nesmi byt vykladana jako vzdani
se téchto prav, a vzdani se urcitych prav neékterou
smluvni stranou v jednom ¢i vice pfipadech
nesmi byt vykladano jako pokracujici vzdani se
téchto prav nebo vzdani se téchto prav v jinych
ptipadech.

Vyssi moc

Ocitne-li se n¢ktera smluvni strana v prodleni
s plnénim své povinnosti dle této smlouvy
v dusledku stavky, vyluky, nebo jinych
hromadnych pracovnépravnich sport u tieti
osoby; anebo v dasledku nepokojl, povstani,
valky, nepfiznivého pocasi ¢i zivelni udalosti;
je po dobu trvani takové prekazky plnéni
zpro§téna. Smluvni strana, ktera je v prodleni,
o udalosti, ktera prodleni zpiisobila, neprodlené
pisemné¢ vyrozumi ostatni smluvni strany.

Neexistence jinych ustanoveni

Tato smlouva vcéetné svych piiloh ptedstavuje
celou smlouvu a ujednani mezi smluvnimi
stranami ve véci svého predmétu, a rusi a
nahrazuje veskeré piedchozi smlouvy, dohody
¢i ujednani mezi smluvnimi stranami, at’ uz
ustni nebo pisemné. Z pisemnych a Ustnich
ukonti uéinénych v jednani mezi smluvnimi
stranami pfed uzavienim této smlouvy
nevyplyva ani implicitné zadné prohlaseni,
zavazek ani piislib, ktery by nebyl vyslovné
uveden v této smlouvé.

ZavereCna ustanoveni

Pro ucely této smlouvy se ,spolecnosti ve
skupiné rozumi pravnicka osoba, ktera ovlada
stranu této smlouvy, je ji ovladana, nebo je
spolu s ni ovladana stejnou ovladajici osobou.
V tomto kontextu se ,,ovladanim“ rozumi: (1)
skutenost, ze dana osoba vlastni, pfimo ¢i
nepfimo, alespoii Ctyficet procent (40%)
hlasovacich prav v jiné pravnické osobg; (2)
moznost jedné osoby usmériiovat fizeni nebo
strategii druhé osoby, na zaklad¢ smlouvy ¢i
jinak; (3) jiné vztahy mez GSK nebo
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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 constitute 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 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
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(b)

(©

(d)

poskytovatelem a danou pravnickou osobou, o
nichz se GSK a poskytovatel pisemné dohodli,
ze lze dany subjekt povazovat za ,.spolec¢nost
ve skupiné“ GSK, resp. poskytovatele.

Spolecnosti PPD nebo GSK mohou poskytnout
nasledujici podpiirnd opatfeni pro posileni
kapacity poskytovatele v oblasti vyzkumu pro
prospéch lidského spolecenstvi. Spolecnost
PPD, GSK a poskytovatel souhlasi, ze jakékoli
z téchto opatteni, které muze spole¢nost PPD
nebo GSK poskytovat, neni zamysleno pouze
pro vyluény prospéch klinického hodnoceni
nebo klinickych hodnoceni spole¢nosti GSK
vSeobecné, nebo aby pifimélo poskytovatele
kucasti v klinickém hodnoceni nebo aby
navodilo nebo odmeénilo jakékoli pouzivani,
nakup, doporuceni nebo predepisovani
pripravkd spolecnosti GSK. Spole¢nost GSK a
poskytovatel také souhlasi, Ze jakakoli z téchto
opatfeni, ktera mohou byt poskytnuta
spoleCnosti  PPD  nebo  GSK, jsou
poskytovatelem a mistni komunitou zamyslena
jako dlouhodobé fungujici po skonceni
klinického hodnoceni.

Spolecnost GSK a poskytovatel usilovaly o
dohodu s kliCovymi zainteresovanymi
externimi stranami vcetné etickych komisi,
vyzkumnych zkousSejicich, narodni vlady,
ministerstva zdravotnictvi, mistnich
zdravotnich radd, etickych skupin, nevladnich
organizaci nebo zastupci komunit, které se
mohou ucastnit klinického hodnoceni, ze je
vhodné provadét klinické hodnoceni v zatizeni
poskytovatele vcetné rozhovorii o Iécebnych
standardech, které budou poskytovany
v pribéhu klinického hodnoceni, védeckého
zdivodnéni  zakrokti  (vCetné  placeba),
poskytovani zdravotni péce subjektim po
skonceni klinického hodnoceni, a osudu
jakéhokoliv ~ zafizeni  vytvofeného  pro
provadéni klinického hodnoceni.

Poskytovatel souhlasi, Zze se ocekava, ze
vSechny narodné schvalené 1écivé 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, snimz klinické hodnoceni souvisi,
budou dostupné  subjektim  klinického
hodnoceni a budou hrazeny prostiednictvim
obvyklych postupti mistniho zdravotnického
systému nezavisle na klinickém hodnoceni a
bez oc¢ekavani podpory spole¢nosti GSK.
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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 following
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.

GSK and the Institution have sought agreement
with key interested external parties, including

ethics committees, research investigators,
national government, health ministry, local
health authorities, ethics groups, non-

governmental organisations, or representatives
of the communities who might participate in
the Clinical Trial, that it is appropriate to
conduct the Clinical Trial at the Institution,
including discussion of the standard of care to
be provided during the Clinical Trial, the
scientific rationale for interventions (including
placebo), the provision of healthcare for
subjects after the Clinical Trial, and the fate of
any capacity built for the conduct of 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 local healthcare system
independently from the Clinical Trial and
without expectation of GSK support.
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Poskytovatel se zavazuje, ze zvetejni smlouvu
vregistru smluv vsouladu se zdkonem
340/2015 Sb. o registru smluv, v platném
znéni, v rozsahu stanoveném timto zakonem a
odsouhlaseném spolecnosti PPD/GSK do
patnacti (15) pracovnich dni ode dne
posledniho podpisu. V ptipad€, ze spolecnost
PPD neobdrzi potvrzeni o zvetejnéni smlouvy
do patnacti (15) pracovnich dni ode dne
posledniho podpisu, je opravnéna podniknout
prislusné kroky k jejimu zvefejnéni.

Tato smlouva je vyhotovena ve tfech
vyhotovenich v éeském a anglickém jazyce.
V piipadé rozporu obou jazykovych verzi, je
rozhodujici ¢eské znéni smlouvy.
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The Institution agrees to post the Agreement in
Contract registry in accordance with Act
340/2015 Coll. on Contract registry, as
amended, in the extend according to this law
and approved by PPD/GSK within fifteen (15)
business days from the date of the last
signature. In case PPD will not receive
confirmation about release of the Agreement
within fifteen (15) business days from the date
of the last signature, PPD is entitled to make
necessary steps to post the Agreement.

This Agreement is made in three counterparts in
both Czech and English versions. In case of any
discrepancy between the Czech and English
versions of the Agreement, the Czech version
shall prevail.
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NA DUKAZ TOHO smluvni strany podepsaly tuto
smlouvu prostiednictvim svych fadné¢ opravnénych
zastupct, s platnosti od data ucinnosti.

PPD:

Podpis / Signature:

Jméno / Name:

Funkce / Title:

Datum / Date:

Poskytovatel / Institution:

Podpis / Signature:

Jméno / Name: XXX

Funkce / Title: XXX

Datum / Date:

Hlavni zkousSejici / Principal Investigator:

Podpis / Signature:

Jméno / Name: XXX

Datum / Date:

Seznam pfiloh této smlouvy:

Ptiloha 1: Rozpocet/Financovani klinického hodnoceni

a platby

Ptiloha 2: Proti uplatkaiské a protikorupéni podminky
GSK
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IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed by their duly
authorized representatives as of the Effective Date.

List of Schedules to this Agreement:

Schedule 1: Budget/Funding of the Clinical Trial and
Payments

Schedule 2: GSK ABAC
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Piiloha 1 Schedule 1
Financovani klinického hodnoceni a platby Budget/Funding of the Clinical Trial and
Payments
GSK GSK
Protokol ¢. 207503 Protocol # 207503
XXX XXX
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Priloha €. 2 / Schedule 2

PROTIﬁPLATKAﬁSKE A PROTIKORUPCNI
PODMINKY GSK

1. Regitelské centrum potvrzuje, Ze obdrzelo a etlo
,»,Pokyny pro tfeti osoby — prevence korupce* (bud’
vytisténé, nebo na
http://www.gsk.com/media/2976/anti-bribery-and-
corruption-policy-v11.pdf nebo na
http://www.gsk.com/en-gb/about-us/policies-codes-
and-standards/) a zavazuje se plnit své povinnosti
vyplyvajici ze smlouvy v souladu se zasadami
v nich stanovenymi.

2. Regitelské centrum bude vzdy plné dodrzovat
veskeré platné zakony a piedpisy, zejména piislusné
protikorupcni zdkony platné na uzemi, na kterém
poskytovatel obchoduje s GSK.

3. Resitelské centrum prohlasuje, Ze v souvislosti
s plnénim této smlouvy piimo ani nepiimo
nepiislibilo, nepovolilo, neschvalilo ani nenabidlo,
ani neprovedlo zadny ukon sméfujici k platbé ¢i
poskytnuti hodnotného pInéni za ucelem nezakonné
ovlivnit, vyvolat nebo odménit ¢in, opomenuti nebo
rozhodnuti s cilem zajistit pro feSitelské centrum
nebo GSK neopravnénou vyhodu nebo jim
nezakonnym zptisobem dopomoci k ziskani nebo
udrzeni zakazek, anebo jinak, scilem nebo
vysledkem podplaceni vefejného Cinitele nebo
podplaceni v obchodnich vztazich, a zavazuje se, ze
se téchto ¢inli nedopusti ani v budoucnosti.

4. Resitelské centrum nebude kontaktovat ani se
jinak imysIné€ stykat se Zadnym statnim tiednikem
za ucelem prodiskutovani c¢innosti vychazejicich
ztéto smlouvy nebo vsouvislosti sni bez
predchoziho pisemného souhlasu spolec¢nosti GSK
a, pokud o to spole¢nost GSK pozada, setka se s
nim pouze za pritomnosti povéfeného zastupce
spole¢nosti GSK.

5. Reditelské centrum prohlasuje, Ze kromé&
pfipadi, které pisemné uvedlo, nebylo usvédceno
z trestného ¢inu ani se k nému nepfiznalo, véetné
¢intl zahrnujicich podvod nebo korupci, a dle svého
nejlep§tho védomi a svédomi prohlasuje, Zze
v souCasnosti proti nému neni vedeno zadné
vysetifovani statnich organtt zdivodu téchto
trestnych ¢ind, a Ze neni na seznamu zadné statni
organizace jako poskytovatel, jemuz bylo zakdzano
¢i pozastaveno poskytovani zdravotni péce ¢i bylo
proti nému takové opatfeni navrzeno, ¢i z jiného
divodu neni opravnén ucastnit se statnich
programul.
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GSK ANTI-BRIBERY AND ANTI-
CORRUPTION TERMS

1. Site acknowledges that it has received and read
the ‘Prevention of Corruption — Third Party
Guidelines’ (either in hard copy or at
http://www.gsk.com/media/2976/anti-bribery-and-
corruption-policy-v11.pdf or
http://www.gsk.com/en-gb/about-us/policies-codes-
and-standards/) and agrees to perform its
obligations under the Agreement in accordance with
the principles set out therein.

2. Site shall comply fully at all time with all
applicable laws and regulations, including but not
limited to applicable anti-corruption laws, of the
territory in which the Institution conducts business
with GSK.

3. Site agrees that it has not, and covenants and that
it will not, in connection with the performance of
this Agreement, directly or indirectly promise,
authorize, ratify or offer to make, or take any act in
furtherance of any payment or transfer of anything
of value for the improper purpose of influencing,
inducing, or as a reward for, any act, omission or
decision to secure an improper advantage or to
improperly assist Site or GSK in obtaining or
retaining , or in any way with the purpose or effect
of public or commercial bribery.

4. Site shall not contact, or otherwise knowingly
meet with any Government Official for the purpose
of discussing activities arising out of or in
connection with this Agreement, without the prior
written approval of GSK and, when requested by
GSK, only in the presence of a GSK designated
representative.

5. Site represents that, except as disclosed in
writing, it has not been convicted of or pleaded
guilty to a criminal offence, including one involving
fraud or corruption, and that it is not now, to the
best of its knowledge, the subject of any
government investigation for such offenses, and that
it is not now listed by any government agency as
debarred, suspended, proposed for suspension or
debarment, or otherwise ineligible for government
programs.
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6. Resitelské centrum prohlasuje a zarucuje, Ze
kromg& ptipadl, kter¢ GSK pisemné sdélilo: (1)
nemd zadny zajem, ktery by byl vpiimém c¢i
nepfimém stietu s fadnym a etickym splnénim této
smlouvy; a (2) bude se tfetimi osobami, s nimiz
jednd za nebo jménem GSK pfi plnéni této
smlouvy, udrzovat fadné obchodni vztahy bez
sptiznénosti a nedovolenych dohod; (3) Zkousejici
lékai/ka ani jeho/jeji chot, rodie, déti nebo
sourozenci  nejsou  statnimi  ufedniky;  (4)
zdravotnické zafizeni nema zasadni financni zajem
ani kontrolu nad subjektem, ktery podnika s vladou
v souvislosti se zdravotnictvim (netyka se zajmut ve
vysi do 3 000 £ (nebo ekvivalentu v mistni méné)
ani zajmu, které bez ohledu na hodnotu tvoii méné
nez 0,1 % vetejné obchodované spolecnosti); a (5)
zadny statni ufednik nema jakykoli pravni nebo jiny
zdjem vedouci k prospéchu souvisejici s touto
smlouvou nebo s platbami provedenymi spole¢nosti
GSK na zakladg této smlouvy.

7. GSK je opravnéna v dob¢ platnosti této smlouvy
provést Setfeni a audit feSitelského centra za Gcelem
kontroly dodrzovani podminek této Piilohy.
Resitelské centrum bude pii takovém Setfeni nebo
auditu pln¢€ spolupracovat: rozsah, metodu, druh a
délku Setfeni ¢i auditu uré¢i GSK dle vlastniho
pfiméteného uvazeni.

8. Resitelské centrum zajisti, aby viechny
transakce na zakladé smlouvy byly fadné a ve vSech
podstatnych ohledech spravné zaznamenany v jejich
ucetnich knihach a dal§ich zaznamech, a kazdy
doklad, z n&jz zdznamy v téchto ucetnich knihach a
zaznamech vychazeji, byl ve vSech podstatnych
ohledech uplny a spravny. Resitelské centrum musi
udrzovat systém internich kontrolnich mechanismi
pfiméfené nastavenych tak, aby zajistily, ze
nepovede zadné Gcty mimo oficidlni Gcetnictvi.

9. Resitelské centrum souhlasi s tim, Ze v piipadé,
ze se GSK bude domnivat, Ze mohlo dojit
k poruseni podminek této smlouvy, mize GSK tuto
svou domnénku a veSkeré souvisejici informace
kdykoli a zjakéhokoli diivodu sdélit jakymkoli
prislusSnym statnim organiim a organizacim i
kazdému, o némz bude GSK v dobré vife soudit, Ze
ma opravnénou potiebu tyto informace znat.

10. GSK je opravnéna od této smlouvy s okamzitou
platnosti  odstoupit  pisemnym  oznamenim
poskytovateli v piipadé, Ze Resitelské centrum
nebude plnit své povinnosti v souladu s touto
Piilohou. Regitelské centrum nebude mit viigi GSK
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6. Site represents and warrants that except as
disclosed to GSK in writing: (1) it does not have
any interest which directly or indirectly conflicts
with its proper and ethical performance of this
Agreement; and (2) it shall maintain arms length
relations with all third parties with which it deals
for or on behalf of GSK in performance of this
Agreement ;(3) Investigator is not and his/her
spouse, parents, children or siblings are not, a
Government Official; (4) Institution does not have
a substantial financial interest in or control over an
entity that has business with the government in
relation to healthcare (interests of less than £3,000
(or the equivalent in local currency) as well as
interests which, regardless of value, amount to less
than 0.1% of a publicly traded company are
exempted); and, (5) no Government Official has
any legal or beneficial interest in this Agreement or
the payments made by GSK hereunder.

7. GSK shall have the right during the terms of this
Agreement to conduct an investigation and audit of
Site to monitor compliance with the terms of this
Schedule. Site shall cooperate fully with such
investigation or audit, the scope, method, nature and
duration of which shall be at the sole reasonable
discretion of GSK.

8. Site shall ensure that all transactions under the
Agreement are properly and accurately recorded in
all material respects on its books and records and
each document upon which entries such books and
records are based is complete and accurate in all
material respects. Site must maintain a system of
internal accounting controls reasonably designed to
ensure that it maintains no off-the-books accounts.

9. Site agrees that in the event that GSK believes
that there has been a possible violation of the terms
of this Agreement GSK may make full disclosure of
such belief and related information at any time and
for any reason to any competent government bodies
and its agencies, and to whomsoever GSK
determines in good faith has a legitimate need to
know.

10. GSK shall be entitled to terminate this
Agreement with immediately on written notice to
the Institution, if Site fails to perform its obligations
in accordance with this Schedule. Site shall have no
claim against GSK for compensation for any loss of
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z diivodu odstoupeni od smlouvy dle této Ptilohy
narok na nahradu zadné ztraty jakéhokoli druhu.
V rozsahu (a pouze vrozsahu), vjakém zakony
platné na daném uzemi stanovi povinnost uhradit
fesitelskému centru po odstoupeni od této smlouvy
takovou nahradu, se poskytovatel timto vyslovné
zavazuje se takové nahrady nebo odskodného vzdat
(v rozsahu, v jakém to zakony platné na daném
uzemi umoznuji) nebo je vratit GSK.

PREVENCE KORUPCE - POKYNY K

017/0VZ/20/052-P

whatever nature by virtue of the termination of this
Agreement in accordance with this Schedule. To the
extent (and only to the extent) that the laws of the
territory provide for any such compensation to be
paid to Site upon the termination of this Agreement,
Institution hereby expressly agrees to waive (to the
extent possible under the laws of the territory) or to
repay to GSK any such compensation or indemnity.

PREVENTION OF CORRUPTION - THIRD

TRETIM STRANAM

Zasady proti uplatkarstvi a korupci (,,ABACY)
spole¢nosti  GSK  (POL-GSK-007)  vyzaduji
dodrzovani nejvyssich etickych standardi a vSech
relevantnich  protikorupénich zédkond platnych
v zemich, ve kterych spolecnost GSK podniké (at’
uz prostiednictvim tieti strany nebo jinak). Zasady
POL-GSK-007 vyzaduji, aby vSichni zaméstnanci
spole¢nosti GSK a veskeré tieti strany jednajici v
zajmu spolecnosti GSK nebo jejim jménem zajistili,
aby veskeré transakce stfetimi stranami, jak
v soukromém, tak ve statnim sektoru, byly
provedeny v souladu se vSemi relevantnimi zakony
a predpisy a podle standardi integrity
pozadovanych pii veskerém jednani spolecnosti
GSK. Spole¢nost GSK si ceni integrity a
transparentnosti a uplatituje nulovou toleranci ke
korupénim aktivitam jakéhokoli druhu, at uz
spachanym zameéstnanci spole¢nosti GSK, ufedniky
nebo tfetimi stranami jednajicimi pro spolecnost
GSK nebo jejim jménem.

Uplaceni — Zaméstnanci spolecnosti GSK a veskeré
tieti strany jednajici v z4jmu spolecnosti GSK nebo
jejim  jménem nebudou, pifimo ani nepfimo,
slibovat, schvalovat, potvrzovat, nabizet ani jakkoli
prevadét jakékoli ,platby” v podobé ,.Eehokoli
hodnotného* (podle definice v oddilu glosare)
jakémukoli jednotlivci (nebo na zadost jakéhokoliv
jednotlivce), vcetné ,statniho ufednika™ (podle
definice  voddilu glosafe), za  nepatficné
ovliviiovani, podnécovani nebo odménovani za
jakykoli ¢in, opomenuti nebo rozhodnuti vedouci
k zajisténi nepatficné vyhody nebo nepatfi¢né
pomoci spole¢nosti pii ziskavani nebo udrzovani
zakazek.

Statni uFednici — Piestoze zasady spole¢nosti GSK
zakazuji platby provedené spole¢nosti GSK nebo
tietimi stranami jednajicimi v jejim zajmu nebo
jejim  jménem jakémukoli jednotlivci, at uz
soukromému nebo vefejnému, v podob¢ protisluzby
za obchod, vdusledku existence specifickych
antikorupcnich  zédkontt v zemich, ve kterych
plisobime, jsou tyto zasady platné obzvlast¢ ve
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PARTY GUIDELINES

The GSK Anti-Bribery and Corruption (“ABAC”)
Policy (POL-GSK-007) requires compliance with
the highest ethical standards and all anti-corruption
laws applicable in the countries in which GSK
(whether through a third party or otherwise)
conducts business. POL-GSK-007 requires all GSK
employees and any third party acting for or on
behalf of GSK to ensure that all dealings with third
parties, both in the private and government sectors,
are carried out in compliance with all relevant laws
and regulations and with the standards of integrity
required for all GSK business. GSK values integrity
and transparency and has zero tolerance for corrupt
activities of any kind, whether committed by GSK
employees, officers, or third-parties acting for or on
behalf of GSK.

Corrupt Payments — GSK employees and any
third party acting for or on behalf of GSK, shall not,
directly or indirectly, promise, authorize, ratify or
offer to make or make any “payments” of “anything
of value” (as defined in the glossary section) to any
individual (or at the request of any individual)
including a “government official” (as defined in the
glossary section) for the improper purpose of
influencing or inducing or as a reward for any act,
omission or decision to secure an improper
advantage or to improperly assist the company in
obtaining or retaining business.

Government Officials — Although GSK’s policy
prohibits payments by GSK or third parties acting
for or on its behalf to any individual, private or
public, as a “quid pro quo” for business, due to the
existence of specific anticorruption laws in the
countries where we operate, this policy is
particularly applicable to “payments” of “anything
of value” (as defined in the glossary section), or at
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vztahu k ,,platbam* ,,¢ehokoli hodnotného* (podle
definice v oddilu glosafe) nebo na zadost ,,statnich
ufednikt“ (podle definice v oddilu glosare).

Usnadiujici platby - Aby se predeslo
pochybnostem, usnadiiujici platby (odmény za
urychleni vyfizeni, definované jako platby

jednotliveim za ucelem zajisténi nebo urychleni
vyfizeni rutinni pracovni ¢innosti statnich ufedniki)
nepiedstavuji vyjimku z obecného pravidla a jsou
tudiz zakazany.

GLOSAR

Zde uvedené pojmy jsou definovany obecné, tak
aby doslo k naplnéni litery i zdméru zasad ABAC.
Spolecnost GSK se zavazuje k dodrzovani
nejvyssich etickych standard obchodnich jednani a
zadné Ciny, které se jevi jako slibovani, nabizeni,
predavani nebo schvalovani plateb zakazanych
témito zasadami, nebudou tolerovany.

Cokoli hodnotného: tento pojem zahrnuje penézni
prostiedky a jejich ekvivalenty, darky, sluzby,
nabidky zaméstnani, pijcky, cestovni vydaje,
zabavu, prispévky politikiim ¢i politickym stranam,
charitativni dary, dotace, denni platby, sponzoring,
honorate a poskytnuti jakéhokoli aktiva, a to i
v ptipad¢, Ze maji nepatrnou hodnotu.

Platby: tento pojem oznacuje a zahrnuje veskeré
pfimé nebo nepiimé nabidky plateb, piisliby plateb,
schvaleni vyplat ¢ehokoli hodnotného

Statnim ufednikem se rozumi:

e jakykoli ufednik nebo zaméstnanec vlady
nebo jakéhokoli ttvaru, agentury nebo
organu vlady;

e jakdkoli osoba v oficialni funkci nebo
jednajici v zastoupeni  vlady  nebo
jakéhokoli utvaru, agentury nebo organu
vlady;

e jakykoli tufednik nebo zameéstnanec
spolecnosti nebo firmy vlastnéné zcela
nebo zc&asti vladou;

e jakykoli ufednik nebo zaméstnanec vefejné
mezinarodni organizace, jako je napiiklad
Svétova banka nebo OSN;

e jakykoli tufednik nebo zaméstnanec
jakékoli politické strany nebo jakakoli
osoba jednajici v zastoupeni politické
strany; a/nebo

e jakykoliv kandidat na politickou funkci.
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the request of, “government officials” (as defined in
the glossary section).

Facilitating Payments — For the avoidance of
doubt, facilitating payments (otherwise known as
“greasing payments” and defined as payments to an
individual to secure or expedite the performance of
a routine government action by government
officials) are no exception to the general rule and
therefore prohibited.

GLOSSARY

The terms defined herein should be construed
broadly to give effect to the letter and spirit of the
ABAC Policy. GSK is committed to the highest
ethical standards of business dealings and any acts
that create the appearance of promising, offering,
giving or authorizing payments prohibited by this
policy will not be tolerated.

Anything of Value: this term includes cash or cash
equivalents, gifts, services, employment offers,
loans, travel expenses, entertainment, political
contributions, charitable donations, subsidies, per
diem payments, sponsorships, honoraria or
provision of any other asset, even if nominal in
value.

Payments: this term refers to and includes any
direct or indirect offers to pay, promises to pay,
authorizations of or payments of anything of value

Government Official shall mean:

e Any officer or employee of a government
or any department, agency or instrument of
a government;

e Any person acting in an official capacity
for or on behalf of a government or any
department, agency, or instrument of a
government;

e Any officer or employee of a company or
business owned in whole or part by a
government

e Any officer or employee of a public
international organization such as the
World Bank or United Nations

e Any officer or employee of a political party
or any person acting in an official capacity
on behalf of a political party; and/or

e Any candidate for political office.
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Za statniho urednika se nepovaZuje:

osoba, ktera miZze byt povazovana za
staitntho ufednika jen proto, Ze je
zaméstndna nebo ze ziskdvad financni
prostfedky, poplatky za odborné sluzby
nebo jinou odménu od nemocnice, kliniky,
univerzity nebo jiné organizace
poskytovatele zdravotni péce vlastnéné
nebo financované vladou, pokud jedna
vyluéné v postaveni poskytovatele
zdravotni péce (napf. predepisovani,
podavani a dodavani 1ékd ¢i ovliviiovani
tychz ¢innosti, provadéni klinickych studii
nebo védeckého vyzkumu).
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Government Official shall not mean:

Any person who may be considered a
government official only because they are
employed by, or receive funding,
professional  service fees or other
remuneration from, a government-owned
or funded hospital, clinic, university or
other healthcare provider organisation
where they are acting solely in their
capacity as a healthcare provider (e.g.
prescribing, administering, and supplying
medicines or influencing the same,
conducting clinical trials or scientific
research).
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