PARTICIPATING SITE AGREEMENT

SMLOUVA O UCASTI PRACOVISTE

This Participating Site Agreement (this
“Agreement”) is entered into the date of last

West Road, Brentford, ,Middlesex, TW8 9GS
UK ( “Sponsor”), Quintiles Czech Republic,
s.r.o., having a place of business at Praha 5,
Jinonice, Radlicka 714/113a, zip code 158 00
Prague, Czech Republic, Identification number:
CZ247 68 651, ( “Company”), Nemocnice
Jihlava ( “Clinician Site), with an address at
Vrchlického 59, 586 33 Jihlava, Czech Republic

“Principal Investigator”). Clinician Site and
Principal Investigator are hereinafter referred to
collectively as “Site.”)

signature by parties (the “Effective Date”), by
and among Glaxo Group Limited, 980 Great

and MUDr., having a place of business at, CR (

Tato smlouva o ucasti pracovisteé (dale jen
,»Smlouva“) je uzaviena ke dni podpisu posledni
ze stran (dale jen ,,datum ucinnosti®), a to
spole¢nosti Glaxo Group Limited, 980 Great
West Road, Brentford, Middlesex, TW8 9GS
UK (déle jen ,zadavatel*), spolecnosti
Quintiles Czech Republic, s.r.o. se sidlem na
adrese Praha 5, Jinonice, Radlicka 714/113a,
PSC 158 00 Praha, Ceska republika,
identifika¢ni ¢islo: 247 68 651 (Ceska
republika), (dale jen ,,spole¢nost*),Nemocnice
Jihlava (dale jen ,,klinické pracovisté®), adresa
Vrchlického 59, 586 33 Jihlava, Ceskd
republika a MUDr. se sidlem, CR (dale jen
,whlavni zkouSejici®). Klinické pracovisté a
hlavni zkouSejici budou dale souhrnné
oznacovani jako ,,pracovisté®.

1. Conduct of the Study.

1. Provadéni studie.

Sponsor is conducting a research study entitled,
“Post-authorisation Safety (PAS) Observational
Cohort Study to Quantify the Incidence and
Comparative Safety of Selected Cardiovascular
and Cerebrovascular Events in COPD Patients
Using Inhaled UMEC/VI Combination or

201038)” (“Study”), protocol number 201038,
attached hereto as Exhibit A (the “Protocol”)
and incorporated herein by reference. Clinician
Site and the Principal Investigator agree to
conduct the Study at the facilities of Clinician
Site under the supervision of the Principal
Investigator and in accordance with this
Agreement. Site also will maintain any licenses,
permits or registrations required to perform the
Study.

Inhaled UMEC versus Tiotropium (Study

Zadavatel provadi vyzkumnou studii s nazvem
,Postautoriza¢ni pozorovaci kohortova studie

bezpecnosti ke kvantifikaci incidence a
komparativni bezpecnosti vybranych
kardiovaskularnich a cerebrovaskularnich

udélosti u pacientt s CHOPN s pouzitim
kombinace inhalovanych ptipravki UMEC/VI
nebo inhalovaného ptipravku UMEC oproti
tiotropium (studie 201038)“ (dale jen ,,studie®),
protokol ¢. 201038, pfilozen k této smlouve
Vv podobé ptilohy A (dale jen ,,protokol”) a
za¢lenén formou odkazu. Klinické pracovisté a
hlavni zkouSejici souhlasi s provedenim studie
v zafizenich  klinického  pracovist¢  pod
dohledem hlavniho zkousejiciho a v souladu
stouto smlouvou. Pracovisté bude také
uchovavat veskeré licence, povoleni a registrace
nutné k provedeni studie.

2. Compensation.

2. Odména.

Company will pay the party designated as Payee

B, for satisfactory completion of all Study-
related obligations hereunder. No costs or
expenses related to any medical treatment of
Study subjects (the “Subjects™) will be paid.

on behalf of Sponsor in accordance with Exhibit

Spolec¢nost zaplati strané, ktera je uvedena jako
ptijemce platby, jménem zadavatele v souladu
s ptilohou B za uspokojivé splnéni vSech niZe
stanovenych zavazki vztahujicich se ke studii.
Nebudou uhrazeny zadné ndklady ani vydaje
souvisejici s jakoukoli 1é€bou subjektt studie
(dale jen ,,subjekty®).

In order to receive the compensation described in
this Section 2, Clinician Site and the Principal

obligations under this Agreement, including

Investigator must comply with all of their

completely and accurately entering all Study data

Aby bylo mozZné ziskat odménu popsanou
v tomto oddile 2, musi klinické pracovisté a
hlavni zkouSejici dodrzet veskeré zavazky
stanovené v této smlouvé, vcetné¢ Uplného a
pfesného zaddni vSech 10daji  studie
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required by the Protocol in the timeframes
required by this Agreement, all other governing
documents for the Study, including all adverse
events, and upon Institution's compliance with
standards identified in this Agreement and the
Protocol. The compensation provided under this
Section 2 is the total compensation to be provided
in connection with this Study performed by the
Principal Investigator at Clinician Site.

vyzadovanych protokolem v ¢asovych ramcich
vyzadovanych touto smlouvou, vSechny ostatni
dokumenty ke studii v¢éetné vSech nezadoucich
piihod a s dodrzenim standardi stanovenych
Vtéto smlouvé a protokolu ze strany
zdravotnického zafizeni. Odmeéna poskytnuta
podle tohoto oddilu 2 piedstavuje celkovou
odménu poskytnutou ve spojeni s touto studii
provedenou hlavnim zkousSejicim na klinickém
pracovisti.

Clinician Site and the Principal Investigator
represent, warrant and covenant that (i) any
compensation paid for services provided herein
constitutes bona fide fair market value for the
services rendered in light of their expertise and
experience, (i) no compensation shall be passed
in whole or in part, directly or indirectly, to any
third party as a rebate or discount for the
purchase of Sponsor products; (iii) any
compensation paid for services provided herein is
not, in any way, an inducement to, or in return for,
the past, present or future prescribing, purchasing,
recommending, using, obtaining preferential
formulary status, or dispensing any Sponsor
product or in any way contingent or dependent
upon any such activity, (iv) their judgment with
respect to the advice and care of each Study
Subject will not be affected by the compensation
received from this Agreement; and (v) neither
Clinician Site, Principal Investigator nor any
other person assisting in the Study is restricted or
prohibited by any ethics or other law or regulation
from entering into or otherwise receiving any
benefit under this Agreement because of his or her
role as a government employee or service
provider. Neither Clinician Site nor Principal
Investigator will pay another physician to refer
subjects to the Study. Principal Investigator
further agrees to fully comply with all applicable
disclosure obligations relating to Principal
Investigator’s relationship with Sponsor that may
be externally imposed on Principal Investigator
based on the requirements of any institution,
medical committee or other medical or scientific
organization with which Principal Investigator is
affiliated.

Klinické pracovist¢ a hlavni zkouSejici
prohlasuji, zarucuji a zavazuji se k tomu, ze (i)
jakakoli odména za poskytnuté sluzby
predstavuje  odpovidajici  trzni  hodnotu
poskytnutych sluzeb s ohledem na
pozadovanou odbornost a zkusenosti; (ii) zadna
odména nebude ptedana, zcela ani z&asti, piimo
ani nepiimo, jakékoli tfeti osobé v podobé
srazky nebo slevy za nakup produktd
zadavatele; (iii) jakékoli odména za poskytnuté
sluzby zaddnym zplisobem neptedstavuje
pobidku ani odménu za minuly, souc¢asny nebo
budouci ukon spocivajici v ptedepsani,
zakoupeni, doporucCeni, pouzivani ¢i ziskani
preferencniho statusu v seznamu
pfedepisovanych 1é¢iv, ani vydej jakychkoli
produktli zadavatele, ani neni jakymbkoli
zpusobem podminéna nebo zavisla na takové
aktivité, (iv) jejich usudek, pokud jde o
doporuceni a péci o jednotlivé subjekty studie,
nebude ovlivnén odménou ziskanou z této
smlouvy; a (v) klinické pracovisté, hlavni
zkouSejici ani Z4dnd jind osoba asistujici pii
provedeni studie neni jakkoli omezena ani ji
neni zakazano, z etickych divodu ¢i dopadi
zakon ¢i predpisti, vyuzivat nebo jinak Cerpat
vyhody podle této smlouvy v dasledku pozice
staitnho zameéstnance nebo poskytovatele
sluzeb. Klinické pracovist¢ ani hlavni
zkousSejici nebudou platit dalSim Iékaifim za
doporuc¢ovani subjekti do studie. Hlavni
zkousejici dale souhlasi s tim, Ze plné dostoji
vSem pfisluSnym povinnostem poskytovat
informace souvisejicim se vztahem hlavniho
zkouSejiciho se zadavatelem, které mohou byt
hlavnimu zkouSejicimu externé¢ uloZeny na
zéklad¢é pozadavkul jakékoli instituce, 1¢karské
komise nebo jiné Iékarské ¢i veédecké
organizace, ke které je hlavni zkouSejici
pfidruZen.

3. Principal Investigator.

3. Hlavni zkouSejici.
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Principal Investigator shall supervise and
conduct the Study in accordance with the data
collection procedures, as well as all other terms,
conditions and obligations for clinician sites and
principal investigators as outlined in the
Protocol, and ensure that all data provided is
accurate and complete. Should the Principal
Investigator become unavailable, Company and
Clinician Site shall work cooperatively to find
and appoint a mutually agreeable successor. The
Principal Investigator hereby certifies that the
curriculum vitae he/she provided to Company in
relation to the performance of the Study is true
and correct as of the Effective Date and that
he/she will immediately inform Company of any
changes to such curriculum vitae and provide
Company with an updated copy thereof. The
Principal Investigator also agreed to the
processing of his/her personal data, including
the sharing of such information with the
Sponsor, for the purpose of conducting the
Study. The Principal Investigator further agrees
that his/her personal data may be sent to
recipients in countries with laws that are not as
protective as those of the Principal
Investigator’s country of residence, including
the United States. Clinician Site and Principal
Investigator further warrant that they have
sufficient time and resources to perform the
Study according to the highest quality standards.

Hlavni zkousSejici bude dohlizet na studii a
provadét ji v souladu s postupy shromazd’ovani
dat a vSemi dal§imi pravidly, podminkami a
povinnostmi danymi pro klinickd pracovisté a
hlavni zkousejici, jak je popsano v protokolu.
Zajisti také, ze vSechna poskytnuta data budou
pfesna a Uplnd. V piipadé€, Ze hlavni zkousejici
prestane byt k dispozici, budou spolecnost a
klinické pracovisté spolupracovat pii hledani a
jmenovani vzdjemné vyhovujicitho nastupce.
Hlavni zkousejici timto potvrzuje, ze Zivotopis
poskytnuty spole¢nosti v souvislosti
S provadénim studie je pravdivy a spravny k
datu ucinnosti a ze bude okamzit¢ informovat
spoleCnost o veskerych zménach tohoto
zivotopisu a Zze spoleCnosti poskytne jeho
aktualizované znéni. Hlavni zkousSejici také
udélil souhlas se zpracovanim svych osobnich
udaji a se sdilenim takovych udaji se
zadavatelem pro ucely provedeni studie. Hlavni
zkousejici dale souhlasi s tim, Zze jeho osobni
udaje mohou byt odeslany pfijemciim v zemich,
jejichz  zakony neposkytuji takovou miru
ochrany jako zakony v zemi pobytu hlavniho
zkousejiciho, a to vcetn¢ Spojenych statd
americkych. Klinické pracovist¢ a hlavni
zkousejici dale zarucCuji, ze maji k dispozici
dostatek Casu a prostfedkt k provedeni studie
podle nejvyssich standardu kvality.

Prior to and during the course of the Study,
Clinician Site may provide personal data
relating to Clinician Site’s personnel, including
but not limited to Study staff, which data may be
subject to data privacy laws or regulations. Such
personal data may include curricula vitae,
names, addresses, contact information, work
experience, qualifications, publications,
resumes, educational background, performance
information, capabilities, clinical data and other
information relating to the above listed persons’
performance of research studies. Clinician Site
agrees to obtain any necessary consents for the
use and processing of the personal data of its
staff, for the following purposes: a) the conduct
of the Study; b) review by governmental or
regulatory agencies, by Sponsor or by Company
and their agents, and affiliates; c) satisfying
legal or regulatory requirements; or d)
publication on www.clinicaltrials.gov and
websites and databases that serve a comparable

Pied zahdjenim studie a v jejim pribéhu muize
klinické pracoviSté poskytovat osobni udaje
tykajici se persondlu klinického pracoviste,
zejména pracovniki studie, jejichZ udaje mohou
podléhat zakoniim C¢i predpisim o ochrané
osobnich udajii. Takové osobni udaje mohou
zahrnovat zivotopisy, jména, adresy, kontaktni
udaje, pracovni zkuSenosti, kvalifikaci,
publikace, resumé, vzdélani, informace o
vykonnosti, schopnosti, klinické udaje a dalsi
informace vztahujici se k praci vySe zminénych
osob na vyzkumnych studiich. Klinické
pracovisté souhlasi se ziskanim veSkerych
nezbytnych svoleni k pouziti a zpracovani
osobnich udaji svych pracovnikli, a to pro
nasledujici ucely: a) provedeni studie; b)
posouzeni vlddnimi nebo kontrolnimi ufady,
zadavatelem nebo spolecnosti a jejimi zastupci
a pfidruzenymi stranami; c¢) uspokojeni
zakonnych nebo kontrolnich pozadavki; nebo
d) publikovani na strankach
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purpose; or e) storage in databases for use in
selecting sites and personnel in future clinical
trials. Clinician Site further consents and agrees
to obtain any additional necessary consents from
its staff, to the transfer of such data, to countries
other than their own country, even though data
protection may not exist or be as developed in
those countries as in their own country,
including the United States. Clinician Site
agrees to ensure that its staff are aware that their
personal data will be used, processed and stored
for above-stated purposes and may potentially

consent to such use, storage and transfer.

be transferred to other countries and that they

www.clinicaltrials.gov a webovych strankach a
databazich, které slouzi ke srovnatelnému
ucelu; nebo e) uloZeni udajii do databazi pro
ucely vybéru pracovist a pracovnikid pro
budouci klinické studie. Klinické pracoviste
dale souhlasi stim, Ze od pracovnikli ziska
veSkeré dal$i potfebné souhlasy k prfenosu
takovych 1daji mimo zemé jejich trvalého
pobytu, a to i pfesto, ze v cilovych zemich
nemusi existovat zdkony na ochranu osobnich
udajii, nebo tyto zdkony nemusi poskytovat
stejnou miru ochrany jako zakony v jejich
domovské zemi, vcetné Spojenych stath
americkych. Klinické pracovisté souhlasi s tim,
ze zajisti informovani pracovnikli o tom, Ze
jejich osobni tdaje budou pouzity, zpracovany
a ulozeny pro vyse uvedené ucely a ze muze
dojit k jejich pfenosu do jinych zemi, a ze
pracovnici s timto pouzivanim, ukladanim a
pirenosem souhlasi.

4. Institutional Approvals and Protection of

4. Schvéleni institucemi a ochrana informaci.

Information.

If applicable, Principal Investigator shall obtain
the necessary approvals (or waivers of
approval), in a from approved by the Company,
from the applicable Ethics Committee for
Multicentrics Trials (“ECMT”’) and Local Ethics
Committees (“LEC), jointly Ethics Committees
(“EC”) before starting the Study, and will
provide Company with copies of such
approvals/waivers upon request. If Company is
responsible for obtaining such approvals, then
Institution and Investigator will provide
assistance to Company.

V piipadé potieby ziska hlavni zkousejici pred
zahijenim studie nezbytna povoleni (nebo
zprosténi povinnosti ziskat povoleni), v podobé
schvalené spolecnosti, od pfislusné etické
komise pro multicentrické studie (dale jen
»~ECMT*) a mistni etick¢é komise (dale jen
»LEC®), spolecné etické komise (dale jen
»EC®), a na vyzadani poskytne spolecnosti
kopie téchto povoleni/zprosténi. Pokud je za
ziskani  takovych  povoleni  odpovédna
spolecnost, poskytnou zdravotnické zatizeni a
zkousSejici spolecnosti soucinnost.

5. Informed Consent.

5. Informovany souhlas.

Principal Investigator shall obtain from each
Subject participating in the Study, prior to the
Subject’s participation in the Study: (i) a signed
informed consent in a form approved in writing
by the EC or waiver thereof; (ii) appropriate
authorizations, or where applicable, waiver of
authorizations; and (iii) any other documents
relating to the use and disclosure of information

the EC that is reviewing and overseeing the
Study. Such informed consents, authorizations,
requests for waiver (where applicable), and
other required documents shall be in a form
reasonably approved in advance by Company,
and the Principal Investigator and Clinician Site
shall ensure that such documents comply with

in connection with the Study that are required by

Hlavni zkousejici ziska pred ucasti subjektu ve
studii od kazdého subjektu tucastniciho se
studie: (i) podepsany informovany souhlas
Vv podobé pisemné¢ schvalené etickou komisi
nebo piislusné zprosSténi povinnosti jej ziskat;
(i) pfisluSnd opravnéni, ptipadné zprosténi
povinnosti je ziskat; a (iii) vSechny ostatni
dokumenty  souvisejici s pouzivanim a
sdélovanim informaci spojenych se studii, které
si vyzada eticka komise, jez studii posuzuje a
dohlizi na ni. Tyto informované souhlasy,
opravnéni, zadosti o zpros§téni povinnosti (v
ptipadé potieby) a dalsi pozadované dokumenty
budou poskytnuty v podobé  schvalené
S pfiméfenym piedstihem spolec¢nosti a hlavni
zkousejici a klinické pracoviste zajisti, aby tyto
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all Applicable Laws and are in conformity with
the guidelines set forth in the Protocol.

dokumenty byly v souladu se vSemi platnymi
zakony a s pokyny stanovenymi v protokolu.

6. Inspections/Audits of Clinician Site.

6. Inspekce/audity klinického pracovisté.

Company, Sponsor and their agents or affiliates
may visit Clinician Site during normal business
hours to monitor the Study and compliance with
this Agreement and the Protocol. Clinician Site
and Principal Investigator will be notified prior
to any such visit and will provide assistance and
cooperation. The auditor will maintain the
confidentiality of all records viewed. Clinician
Site and Principal Investigator also will
cooperate with all regulatory audits or

after receiving any inquiries, correspondence or
communications to or from any governmental or
regulatory authority relating to the Study.

inspections and will notify Company promptly

Spolecnost, zadavatel a jejich zastupci nebo
ptidruzené strany mohou béhem b&zné pracovni
doby navstivit klinické pracovisté za ucelem
monitorovani studie a dodrzovani této smlouvy
a protokolu. Klinické pracovist¢ a hlavni
zkousejici budou pied takovou navstévou vzdy
informovéani a poskytnou pomoc a soucinnost.
Auditor zachova divérnost vSech zhlédnutych
zaznamu. Klinické pracovisté a hlavni
zkousejici budou také spolupracovat se vSemi
kontrolnimi audity a inspekcemi a neprodlené
budou spolecnost informovat, pokud obdrzi
dotazy, korespondenci nebo sdéleni od
jakéhokoli vladniho nebo kontrolniho uradu ve
vztahu ke studii.

7. Confidentiality.

7. Duvérnost.

Clinician Site and the Principal Investigator
shall, during the term of this Agreement and
thereafter, hold in confidence all information
and materials related to the Study that are
disclosed, collected or created by, for or on
behalf of Company and Sponsor, including but
not limited to the Protocol, case report forms
(“CRFs”) and Investigator Brochures (if any)
(the “Confidential Information”). Clinician Site
and the Principal Investigator shall use the
Confidential Information solely to perform the
Study and shall disclose the Confidential
Information only to persons who have a need to
know such Confidential Information to conduct
the Study and who are bound in writing to
protect the confidentiality of such Confidential
Information and to abide by the terms of this
Agreement. Clinician Site and the Principal
Investigator shall protect the Confidential
Information using not less than the same
standard of care with which they treat their own
confidential information, but at all times shall
use at least reasonable care. Clinician Site and
the Principal Investigator may disclose the
Confidential Information to the extent required
by law or a court order, provided that they
promptly notify Company in writing prior to any
such disclosure and provide assistance to
Company in obtaining an order protecting the
Confidential  Information  from  public
disclosure. Clinician Site and the Principal
Investigator also  shall  maintain  the

Klinické pracovisté a hlavni zkousejici budou
po dobu trvani této smlouvy i po jejim skonceni
zachovavat duvérnost vSech informaci a
materiali souvisejicich se studii, které byly
pfedany, shromdzdény nebo vytvofeny
spoleCnosti a zadavatelem nebo v jejich
zastoupeni, zejména  protokol, ziznamy
subjektu hodnoceni (déle jen ,,CRF*) a soubory
informaci pro zkousejiciho (jsou-li k dispozici)
(dale jen ,davérné informace). Klinické
pracovisté a hlavni zkousejici budou divérné
informace vyuzivat vyhradn€¢ za ucelem
provadéni studie a budou je predavat pouze
osobam, které je potiebuji znat za ucelem
provedeni studie a které jsou pisemné vazany k
ochran¢ divérnosti téchto divérnych informaci
a k dodrzovani podminek této smlouvy.
Klinické pracovisté a hlavni zkouSejici budou
chrénit divérné informace s vynaloZzenim péce
minimalné na stejné urovni, s jakou chrani své
vlastni divérné informace, ale za vSech
okolnosti musi  vynaloZzit pfinejmensim
naleZitou péci. Klinické pracovisté a hlavni
zkouSejici mohou sdélit divérné informace
vrozsahu vyzadovaném zdkonem nebo
soudnim pfikazem za piedpokladu, ze
neprodlené pred takovymto sdélenim pisemné
informuji spole¢nost a Ze poskytnou spolecnosti
soucinnost pii ziskavani ptikazu chraniciho
davérné informace pred zvefejnénim. Klinické
pracovis§t¢ a hlavni zkouSejici budou také
zachovavat daveérnost vSech informaci, jak je
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confidentiality of all information as required in
the Protocol and, with respect to any and all
information disclosed to or
Clinician Site, hereby agrees and accepts to be
bound by the obligation and duties set forth in
the Protocol. In addition, recognizing the high
importance of privacy and security of Personal
Data (as defined by the Requirements),
Clinician Site and the Principal Investigator

Privacy and Security Requirements attached to
this Agreement as Exhibit C hereto (the
“Requirements”), both during the term of this

prevent Clinician Site and the Principal
Investigator from disclosing any Confidential
Information to the Sponsor and appropriate
governmental agencies.

obtained by

agree to be in full compliance with the Data

Agreement, and following the termination of
this Agreement while they are in possession of
any Personal Data. This Section 7 shall not

pozadovano protokolem, a ohledné veskerych
informaci predanych klinickému pracovisti
nebo jim ziskanych timto souhlasi a potvrzuji,
ze budou vazani povinnostmi a zavazky
stanovenymi v protokolu. Krom¢ toho
s ohledem na dulezitost ochrany a zabezpeceni
osobnich udaji  (jak je definovano v
pozadavcich) souhlasi klinické pracovisté a
hlavni zkousSejici s naprostym dodrzovanim
pozadavkl na ochranu a zabezpeceni osobnich
udajii pripojenych k této smlouvé v podobé
prilohy C (déle jen ,,pozadavky*), a to jak po
dobu platnosti této smlouvy, tak po ukonceni
smlouvy, dokud budou mit jakékoli osobni

udaje vdrzeni. Tento oddil 7 nebrani
klinickému pracovisti ani hlavnimu
zkousejicimu  ve  sdélovani  jakychkoli

davérnych informaci zadavateli ani ptislusnym
vladnim tradtm.

statements or promotional oral statements to the

performed under this Agreement or the
relationship between the parties created by it,
having or containing any reference to Company,
Sponsor,
Company’s or Sponsor’s staff, or Clinician Site,

or its designated agent. Nothing shall prevent
Clinician Site or Principal Investigator from
complying with their obligations under public
health laws to report information to competent
safety or health authorities.

public in connection with or alluding to work

the name of any member of

without the prior written approval of such party

8. Publicity and Publications. 8. Propagace a publikace.

A. Publicity: A. Propagace:

Clinician Site and the Principal Klinické pracovisté a hlavni zkousSejici
Investigator shall make no press release, | nezvefejni bez piedchoziho  pisemného
advertising, or other promotional written | schvaleni od pfislusné strany nebo stanoveného

zastupce zadnou tiskovou zpravu, reklamu ani
jiné propagani pisemné prohlaSeni ani
propagacni Ustni prohlaSeni ve spojeni S praci
provadénou podle této smlouvy nebo se
vzniklym vztahem mezi stranami, kterd by
obsahovala jakoukoli zminku o spole¢nosti,
zadavateli, jménu jakéhokoli ¢lena personalu
spolecnosti, zadavatele nebo klinického
pracovisté. Klinickému pracovisti ani hlavnimu
zkou$ejicimu  nic  nebrdni v dodrzovani
povinnosti vyplyvajicich z pravnich ptedpist
vetfejného zdravotnictvi souvisejicich
s ohlaSovanim informaci piislusnym
bezpecnostnim nebo zdravotnickym orgdntm.

B. Publications:

B. Publikace:

(i) In connection with any data or
results generated from the Study, Company and
Sponsor shall have the right to publish such data
and results without approval from Clinician Site
or the Principal Investigator.

(1 Ohledn¢ vSech udaji nebo
vysledkt ziskanych ze studie maji spolecnost a
zadavatel pravo publikovat takové udaje a
vysledky bez schvaleni klinického pracovisté
nebo hlavniho zkousejiciho.

(i)  Sponsor will post
Protocol summary on a publicly available

Subjects.

a Study

protocol register prior to the enroliment of Study

(i)  Zadavatel zvefejni pred
zafazenim subjektl studie shrnuti protokolu
studie ve vefejn¢ dostupném registru vysledki.

(ili)  Sponsor will post a Study results
summary on a publicly available results register

(ili)  Zadavatel  zvefejni  shrnuti
vysledkl studie ve vefejné dostupném registru
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no later than twelve (12) months following
completion of the Study at all Study sites.
Posting of summary Study results may occur
prior to publication of Study results in the peer-
reviewed literature.

protokolti nejpozdé¢ji do dvanacti (12) mésict
po dokonceni studie na vSech pracovistich, kde
se studie provadéla. Ke zvetejnéni souhrnnych
vysledkii studie muze dojit pfed publikaci
vysledku studie v recenzované literature.

(iv)  Sponsor will seek to publish the
Study results in the searchable, peer reviewed
scientific literature in the form of a publication

feasible (e.g., early-stage studies of a terminated
product), Sponsor will include results,
conclusions and context on the GSK Clinical
Study Register to supplement the Study results
summary.

or presentation of Study results from all Study
sites (a “Multicenter Publication™). In the event
a proposed manuscript is not accepted for
publication or publication is otherwise not

(iv)  Zadavatel bude wusilovat o
zvefejnéni vysledkd studie v prohleddvatelné
recenzované odborné¢ védecké literatuie
vV podobé¢ publikace nebo prezentace vysledkl
studie ze vSech pracovist (dale jen
»~multicentrickd publikace™). V pfipad¢, ze
navrhovany rukopis nebude piijat k publikaci
nebo publikace nebude z jiného diivodu mozna
(napt. v ptipad¢ ukonceni vyvoje ptipravku v
ranych fazich studie), zahrne zadavatel
vysledky, zavéry a kontext do registru
klinickych studii spole¢nosti GSK k doplnéni
shrnuti vysledk studie.

(V) the

Any  participation  of
Clinician Site as a named author of a Multicenter
Publication will be determined in accordance
with the International Committee of Medical
Journal Editors Uniform Requirements for

Manuscripts, and Clinician Site and Principal

Study Subjects alone is not a qualification for
authorship. If the Principal Investigator or other
representative of Clinician Site is a named
author of the Multicenter Publication, such
person (on behalf of such authors at Clinician
Site): will have access to the Study data from all
Study sites as necessary to fully participate in
the development of the Multicenter Publication;
will adhere to the ICMJE requirements
regarding authorship; will disclose as part of the
Multicenter Publication that Sponsor financially
supported the Study and any personal financial
relationship with Sponsor has made substantial
contributions to the Study and has given or will
give final approval to the version of the
Multicenter Publication ultimately published:;
and upon completion of author activities will
certify in writing to the foregoing and that the

Principal Investigator or other representatives of

Investigator acknowledge that the enrollment of

(v)  Jakakoli ucast hlavniho
zkouSejictho  nebo  jinych  pfedstavitel
klinického pracovist¢ vroli jmenovaného

autora multicentrické publikace bude stanovena
v souladu s jednotnymi pozadavky pro rukopisy
Mezinarodniho vyboru editorGi 1ékatskych
¢asopist (ICMIJE) a klinické pracovisté a hlavni
zkouSejici uzndvaji, Ze zarazeni subjektd do
studie neni samo o sob¢& dostacujici pro ziskani
autorstvi. Pokud je hlavni zkouSejici nebo jiny
predstavitel klinického pracovisté¢ jmenovanym
autorem multicentrické publikace, takova osoba
(v zastoupeni téchto autori na klinickém
pracovisti): bude mit pfistup k idajim studie ze
vSech pracovist, kde se studie provadi,
nezbytnym k plné ucasti na pfipravé
multicentrick¢é publikace; bude postupovat
podle pozadavki ICMIJE ohledné¢ autorstvi,
v ramci multicentrické publikace uvede, Ze
zadavatel studii finan¢né€ podpotil a ze v§echny
osobni finan¢ni vztahy se zadavatelem vyrazné
pfispély k provedeni studie a ze zadavatel udélil
nebo ud€li konecny souhlas s finalni
publikovanou verzi multicentrické publikace; a
po dokonceni autorskych c¢innosti pisemné
potvrdi vySe uvedené okolnosti a poctivost,

may make public the names of the Principal

investigators and institutions conducting the

Investigator and Clinician Site as part of a list of

authored publication is fair, accurate and | pfesnost a vyvazenost publikace.
balanced.

(vi)  Clinician Site and Principal (vi)  Klinické pracovist¢ a hlavni
Investigator agree that Sponsor or its affiliates | zkousejici  souhlasi, ze zadavatel nebo

pfidruzené strany mohou pii zvetejiiovani
souhrnu protokolu nebo souhrnnych vysledki v
registru zverejnit v ramci seznamu zkousSejicich
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Study when making either Protocol or results
summary register postings. Clinician Site and

make public the amount of funding provided to
Clinician Site by Sponsor for the conduct of the
Study and may identify Clinician Site and
Principal Investigator as part of this disclosure.
Principal Investigator agrees that, if Principal
Investigator, consistent with the terms of this

article or letter about a matter related to the
Study or any Study product described in the
Protocol or that otherwise relates to Sponsor,
Principal Investigator will disclose that he/she
was an investigator for the Study. By signing
this Agreement, Clinician Site and Principal
Investigator agree to Sponsor or its affiliates
publicly disclosing such information as required

practice or Sponsor policy.

Principal Investigator agree that Sponsor may

Agreement, speaks publicly or publishes any

under any applicable laws or industry codes of

a instituci provadéjicich studii jméno hlavniho
zkous$ejiciho a nazev klinického pracoviste.
Klinické pracovisté a hlavni zkousejici souhlasi
S tim, ze zadavatel nebo jeho pfidruzené strany
zvefejni  vySe  finan¢nich  prostfedka
poskytnutych klinickému pracovisti
zadavatelem pro provedeni studie a s tim, ze
muze vramci tohoto zvefejnéni odhalit
totoznost klinického pracovist¢ a hlavniho
zkousejiciho. Hlavni zkousejici souhlasi s tim,
ze pokud — vsouladu spodminkami této
smlouvy — vefejné promluvi nebo publikuje
clanek nebo dopis o zalezitosti souvisejici se
studii nebo jakymkoli hodnocenym ptipravkem
popsanym v protokolu nebo s pfipravkem, ktery
jinak souvisi se zadavatelem, uvede hlavni
zkousejici, ze pusobil jako zkousejici studie.
Podpisem této smlouvy klinické pracovisté a
hlavni zkouSejici souhlasi s tim, Ze zadavatel
nebo jeho pfidruzené strany zvetejni takové
informace v piipadech, kdy to vyzaduji
ptislusné zakony nebo oborové kodexy postupti
nebo postupy zadavatele.

(vii) This Study is a multi-center
observational research study. Data from all sites
participating in the Study will be pooled and
analyzed. Clinician Site and Principal
Investigator acknowledge that an independent,

the investigators of the multi-center Study and
the Sponsor’s representatives. Neither Clinician
Site nor the Principal Investigator shall publish
or present the results of the Study prior to the
publication of the Multicenter Publication.
Clinician Site and Principal Investigator agree
that the Sponsor will be the coordinator and
arbitrator of all Multicenter Publications.
Neither Clinician Site nor Principal Investigator
will be authorized to publish Study results from
its individual center until the earlier of the
Multicenter Publication is published or twelve
(12) months after the end or termination of the
multi-center Study at all sites. Clinician Site and
the Principal Investigator shall submit a copy of
any proposed publication, manuscript, abstract,
presentation or other document with respect to
this Study to the Company and Sponsor for
review and comment at least sixty (60) days
prior to its submission for publication or
presentation. No publication or presentation
with respect to the Study shall be made unless

joint publication is anticipated to be authored by

(vii) Tato studie je multicentricka
observa¢ni vyzkumné studie. Udaje ze vsech
pracovist’ zapojenych do studie budou slouc¢eny
a analyzovany. Klinické pracovisté a hlavni
zkousSejict potvrzuji, ze zkousSejici
multicentrické studie a predstavitelé zadavatele
vytvoii nezavislou spoleénou publikaci.
Klinické pracovist¢ ani hlavni zkouSejici
nebudou pred publikovanim multicentrické
publikace nijak publikovat ani prezentovat
vysledky studie. Klinické pracovisté¢ a hlavni
zkouSejici souhlasi stim, ze zadavatel bude
koordinatorem a arbitrem vSech
multicentrickych publikaci. Klinické pracovisté
ani hlavni zkouSejici nebudou opravnéni
publikovat vysledky studie z individudlnich
center, dokud nedojde k publikovani
multicentrické publikace nebo do dvanacti (12)
mésict po fadném nebo piedcasném ukonceni
multicentrické studie na vSech pracovistich.
Klinické pracovisté a hlavni zkousejici piedlozi
spolecnosti a zadavateli text kazdé navrhované
publikace, rukopisu, abstraktu, prezentace nebo
jiného dokumentu souvisejiciho s touto studii k
posouzeni a okomentovani nejméné Sedesat
(60) dnii pied jejim piredlozenim k publikaci
nebo prezentaci. K publikaci ani prezentaci
souvisejici se studii nedojde, dokud nebudou
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and until all of the Sponsor’s and Company’s
comments on the proposed publication or
presentation have been considered and any
information determined by the Sponsor and
Company to be confidential or proprietary
information has been removed. If requested in
writing by the Sponsor or Company, the
Clinician Site and Principal Investigator shall
withhold material from submission for
publication or presentation for an additional 60
days to allow for the filing of a patent
application or the taking of other measures to
establish and preserve the Sponsor’s or
Company’s proprietary rights.

zvazeny vSechny pfipominky zadavatele a
spolecnosti k navrhované publikaci nebo
prezentaci a dokud nebudou odstranény veskeré
informace, které zadavatel a spoleCnost
povazuje za divérné nebo vlastnické. Pokud o
to zadavatel nebo spole¢nost pisemné pozada,
pozdrzi klinické pracovisté a hlavni zkousSejici
materidl pro predlozeni k publikaci nebo
prezentaci po dobu dalSich 60 dnt, aby bylo
mozné podat patentovou piihlasku nebo
pfijmout jina opatieni k zavedeni a zachovani
vlastnickych prav zadavatele nebo spolecnosti.

9. Results and Data.

9. Vysledky a udaje.

Clinician Site and the Principal Investigator
warrant that all CRFs submitted to Company
will be complete and will accurately reflect the
results of the Study. The parties acknowledge
and agree that the data collected by Company in
the performance of the Study shall be owned by
Company or Sponsor, as agreed among
themselves. Consistent with the terms of this
Agreement, Company and Sponsor shall have
the exclusive right to aggregate, deidentify and
anonymize the data obtained from the Study
performed pursuant to this Agreement. Clinician
Site and the Principal Investigator shall have no
rights in the results and data. Clinician Site shall
be solely responsible for all payments due to the
Principal Investigator and/or Clinician Site’s
employees and/or collaborators according to the
applicable law for any inventions transferred to
Company or Sponsor or their designee. In any
case, all data, information and documents
provided to Clinician Site and the Principal
Investigator by Company or Sponsor or any of
their affiliates, whether in paper, oral, electronic
or other form, shall remain the sole property of
Company or Sponsor (and/or their affiliates), as
the case may be.

Klinické pracovisté a hlavni zkousSejici ruci za
to, ze vSechny zaznamy subjektu hodnoceni
predlozené spolecnosti budou uplné a budou
presné odrazet vysledky studie. Strany potvrzuji

a souhlasi stim, ze tudaje shroméazdéné
spoleCnosti  pfi  provadéni studie patii
spole¢nosti nebo zadavateli podle jejich

vzajemné dohody. V souladu s podminkami
této smlouvy bude mit spolecnost a zadavatel
vyhradni pravo k agregovani, deidentifikovani a
anonymizovani udaji ziskanych ze studie
provedené podle této smlouvy. Klinické
pracovist¢ a hlavni zkouSejici nebudou mit
zadnd prava souvisejici s vysledky a udaji.
Vyhradni odpovédnost za vSechny platby ve
prospéch  hlavniho  zkouSejiciho  a/nebo
zamg&stnancll ¢i spolupracovnikd klinického
pracovi§té v souladu splatnymi pravnimi
pfedpisy za jakékoliv vyndlezy ptevedené
spole€nosti nebo zadavateli nebo jimi povéfené
osobé nese klinické pracovisté. V kazdém
pfipadé zistanou vSechny udaje, informace a
dokumenty poskytnuté klinickému pracovisti a
hlavnimu zkouSejicimu spolecnosti nebo
zadavatelem nebo pfidruZzenymi stranami, at’ uz
pisemnég, ustné, -elektronicky nebo jinak,
vyhradnim  majetkem  spolecnosti  nebo
zadavatele (a/nebo pfidruzenych stran), podle
jejich povahy.

10. Term and Termination.

10. Doba platnosti a ukonéeni.

A. Term: This Agreement shall
continue in full force and effect from the
Effective Date until the earlier to occur of either
(a) the date when all of the work to be performed
under the Study Protocol is completed, or (b) the
date when the Sponsor discontinues the Study or

A Doba platnosti: Tato smlouva
zlstane v plné platnosti a ucinnosti od data
ucinnosti, az do (a) data dokonceni vSech praci
podle protokolu studie, nebo (b) data, kdy
zadavatel ukon¢i studii nebo jinym zplsobem
ukonc¢i smlouvu se spolecnosti.
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otherwise terminates its agreement with
Company.
B. Termination Without Cause: B. Ukonceni bez udani davodu:

Company may terminate this Agreement upon at
least thirty (30) days prior written notice to the
other parties. Termination of this Agreement
shall not release or discharge a party from any
obligation or liability which shall have
previously accrued and remain to be performed
upon the effective date of termination.

Spolec¢nost muze tuto smlouvu ukoncit nejdiive
tiicet (30) dni po pisemné vypovédi ostatnim
stranam. Ukonceni této smlouvy nezprostuje
strany zadnych dosud vzniklych zavazkid ani
povinnosti, které dosud nebyly splnény k datu
ucinnosti ukonceni.

C. Termination for Breach: A party
may terminate this Agreement upon prior
written notice to the other parties if another
breaches any material obligation under this
Agreement and such breach has not been cured
within fourteen (14) days after the other party’s
receipt of such written notice (or such additional
cure period as the non-defaulting party may
authorize). Notwithstanding the preceding
sentence, this Agreement may be terminated
immediately by (i) a party upon written notice to
the other parties, without a cure period, in the
event of a breach of Confidential Information or
personal data or (ii) Company upon written
notice to Clinician Site and Principal
Investigator, without a cure period, in the event
Clinician Site fails to perform its obligations
under Exhibit D.

C. Ukoncéeni z diivodu poruSeni:
Kterakoli ze stran miize tuto smlouvu ukonéit
po predchozim pisemném ozndmeni ostatnim
stranam v pfipadé, Ze ncktera ze stran porusi
jakykoli podstatny zavazek vyvstavajici z této
smlouvy, a pokud toto poruSeni nenapravi do
¢trnacti (14) dnit po obdrzeni pisemného
ozndmeni od druhé strany (nebo Vv jiné
dodatecné lhuté¢ stanovené stranou, jez
neporusila smlouvu). Bez ohledu na piedchozi
vétu mize byt tato smlouva ukoncena okamzit¢
(1) kteroukoli ze stran po pisemném oznameni
ostatnim stranam, i bez lhity na népravu,
Vv ptipad¢ poruseni divérnosti informaci nebo
osobnich udaji nebo (ii) spole¢nosti po
pisemném oznameni klinickému pracovisti a
hlavnimu zkousSejicimu, i bez lhlity na napravu,
v ptipad¢, ze klinické pracovisté¢ neplni své
povinnosti vyplyvajici z ptilohy D.

D. Effect of Termination: If this
Agreement is terminated for any reason, the
parties shall comply with the following
provisions (in addition to such other post-
termination  provisions  contained  herein
concerning the return of the Confidential
Information, including Study data):

D. Utinek  ukonéeni:  Dojde-li
z jakéhokoliv ditvodu k ukonceni této smlouvy,
dodrzi vSechny strany nasledujici ujednani
(spolu s dalsimi ujednanimi této smlouvy, ktera
se vztahuji k dobé po ukonceni smlouvy,
souvisejicimi s vracenim daveérnych informaci,
vcetné dat studie):

(1) If the Study is terminated
early for any reason by the Clinician Site
(including by the Principal Investigator at
Clinician Site), the parties shall collaborate with
each other to conclude or transfer the Study to
another appropriate research site or investigator
for then-enrolled subjects as expeditiously as
possible and in accordance with applicable law
and the directives of the applicable EC(s) for the
safety of the enrolled subjects. Company and
Sponsor shall instruct Clinician Site and the
Principal Investigator on how to handle the
transition of subjects enrolled in the Study, as
applicable.

(1) Pokud dojde
Z jakéhokoli divodu k pred¢asnému ukonceni
studie klinickym pracovistém (nebo hlavnim
zkouSejicim na klinickém pracovisti), budou
strany spolupracovat na dokonceni nebo
prevedeni studie  jinému vhodnému
vyzkumnému pracovisti nebo zkousejicimu pro
dosud zatfazené subjekty co mozna nejrychleji a
vsouladu splatnymi pravnimi piedpisy a
smérnicemi piislusSnych EC kvili bezpecnosti
zafazenych subjektli. Spolecnost a zadavatel
pouc¢i  klinické pracovist¢ a  hlavniho
zkou$ejictho podle potiteby o tom, jak
postupovat pfi pfevodu subjektt zarazenych do
studie.
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(ii)
of either completion of the Study or termination
of this Agreement, Clinician Site and Principal
Investigator shall destroy or return to Company,
as per Company’s request, all documents,
samples and material containing or relating to
the Confidential Information (with the exception
of patient records), except that Clinician Site

record purposes only. Such destruction shall be
promptly confirmed in writing by the Clinician
Site and the Principal Investigator to Company.
Clinician Site shall retain the records, reports
and data relating to the Study for a period of not
less than twenty five (25) years from the
completion of the Study unless Sponsor
provides written permission to dispose of them
earlier or notice requiring their longer retention.

Upon the earlier to occur

may retain one copy in its confidential files for

(i) Pfi dokonceni studie
nebo ukonceni této smlouvy (podle toho, co
nastane dfive) klinické pracovist¢ a hlavni
zkousejici podle pokynu spolecnosti zni¢i nebo
vrati vSechny dokumenty, vzorky a materidly
obsahujici divérné informace nebo vztahujici
se k davémym informacim (s vyjimkou
pacientskych zaznamii) stim, ze si klinické
pracovist¢ muze uchovat jednu Kkopii
v divérnych souborech pouze pro archivaéni
ucely. Takové zni€eni musi byt klinickym
pracovistém a hlavnim zkousejicim neprodlené
pisemné potvrzeno spolecnosti. Klinické
pracovisté¢ bude uchovavat zdznamy, zpravy a
udaje souvisejici se studii po dobu nejméné
dvaceti péti (25) let od ukonceni studie,
neposkytne-li  zadavatel pisemné svoleni
umoznujici zlikvidovat je dfive, nebo pisemny
pokyn pozadujici jejich del§i uchovani.

(iii))  If this Agreement is
terminated early by any party, the parties shall
comply with all applicable notification
responsibilities, if any,
limitation notifying all applicable EC(s) within
the statutory timeframes, and all investigators
and Study team members who participate in the
Study at the time of termination.

including without

(iii)  Pokud dojde Kk
predcasnému ukonceni této smlouvy kteroukoli
ze stran, dodrzi strany veskeré existujici platné
oznamovaci  povinnosti, zejména  budou
informovat vSechny pfislusné EC v zdkonnych
lhitach a vSechny zkouSejici a ¢leny tymu
studie, ktefi se na studii podileli v okamziku
ukonceni.

11. Compliance with Laws; No Conflict of

11. Dodrzovani zakonu: zadné stiety zajmu:

Interest; Ethical Conduct.

etické chovéni.

The parties will comply with all applicable laws
and regulations relating to the conduct of the

clinical research, data privacy, safety reporting,
financial disclosure, conflict of interest, patient
safety, anti-bribery and anti-corruption, Act No.
378/2007 Coll., on Pharmaceuticals and on

Pharmaceuticals”) and Decree No. 226/2008
Coll., on good clinical practice and detailed
conditions of clinical trials on medicinal
products, as amended, Act No. 372/2011 Coll.,

performance of such services (“Act on Medical

laws substantially replacing any of the foregoing
(“Applicable Law”). Clinician Site and

nor any other person assisting in the Study has
(i) any conflicting obligations, financial interest
or other interest in the outcome of the Study, or
(i1) entered into any contract that might interfere

Study, including those related to the conduct of

amendments to some related acts (“Act on

on Medical Services and terms and conditions of

Services®) or any subsequent amendments or

Principal Investigator represent that neither they

Strany budou dodrZovat vSechny platné zdkony
a predpisy vztahujici se k provedeni studie,
véetné¢ té€ch, které souvisi s provadénim
klinického vyzkumu, ochranou osobnich udajd,

hlaSenim bezpecnosti, poskytovanim
finan¢nich informaci, stietem z4jmu,

bezpecnosti pacientll, pfedchazeni Uplatkarstvi
a korupci, zékon €. 378/2007 Sb., o 1é¢ivech a o
zménach nékterych souvisejicich  zakonl
(,,zékon o 1écivech®) a vyhlasku ¢. 226/2008
Sb., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni 1é¢ivych
ptipravkll v platném znéni, zdkon ¢. 372/2011
Sb. o zdravotnich sluZzbach a podminkéch jejich
poskytovani (,,zakon o zdravotnich sluzbach®)
nebo jakékoli nasledné zmény nebo zakony,
které v podstatné mife nahrazuji kterékoli
zuvedenych zakond (,,pouzitelné pravo®).
Klinické pracovist¢ a hlavni zkouSejici
prohlasuji, ze oni ani zadna jina osoba asistujici
studii (1) nemaji Zadné konfliktni zavazky,
finanéni zdjem ani jiny z4jem na vysledku
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with the performance of the Study or that might
impair the acceptance of the resulting data by
any regulatory body, or create a conflict of
interest.

studie, ani (i1) neuzavieli zadnou smlouvu, ktera
by mohla byt vrozporu s provedenim studie
nebo by mohla negativné ovlivnit pfijeti
vyslednych udaju kontrolnimi organy nebo
predstavovat stiet zajmu.

Clinician Site represents that, with respect to
employment and conducting the Study under
this Agreement, Clinician Site 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 Clinician Site to its employees) and

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; (f) pay at least the
minimum wage and provide any
mandated benefits; (g) comply with laws on
working hours and employment rights; (h)
respect employees’ right to join and form
independent trade wunions; (i) encourage
subcontractors under this Agreement to comply
with these standards;
complaints process to address any breach of
these standards.

access to clean water, food, and emergency

legally

and (j) maintain a

Klinické pracoviste prohlasuje, Ze ohledné
zameéstnavani a pii provadéni studie podle této
smlouvy klinické pracovisté: (a) nebude
vyuzivat détskou préci za okolnosti, které by
ditéti mohly zplsobit télesné nebo emocni
poskozeni; (b) nebude vyuzivat nucenou praci
(praci veézil, studentli na praxi, k umofteni
zavazkl nebo jiné); (c) poskytne bezpecné a
zdravi neohrozujici pracovisté, bezpecné
bydleni (poskytuje-li klinické pracovisté¢ svym
zaméstnancim bydleni) a pfistup k Cisté vodé,
jidlu a pohotovostni zdravotni péci v piipadé
nehody na pracovisti; (d) nebude zaméstnance
Z jakéhokoli diivodu diskriminovat (vCetné
rasy, nabozenstvi, zdravotniho postizeni nebo
pohlavi); (e) nebude pouzivat télesné tresty ani
kruté ¢i potupné disciplinarni praktiky; (f) bude
vyplacet alespoit minimalni mzdu a poskytovat
veSkeré pravné natfizené vyhody; (g) bude
dodrzovat zakony tykajici se pracovni doby a
prav zaméstnanct; (h) bude respektovat pravo
zaméstnancll spojovat se a utvaiet nezavislé
odbory; (i) bude podnécovat subdodavatele
vazané touto smlouvou k dodrzovani téchto
standardi; a (j) bude dodrZovat proces podavani
stiznosti k adresovani ptipadnych poruSeni
téchto standardd.

12. Debarment.

12. Vyloudeni zpusobilosti.

Clinician Site represents that it and (after due
inquiry in the case of personnel working on the
Study) its employees, affiliates and agents
(including, without limitation, the Principal
Investigator and any sub-investigators) (i) has
the necessary licenses, permits and approvals to
perform the Study services hereunder, (ii) is not
debarred, suspended or disqualified nor
currently — under investigation by
professional governing body or any other
regulatory authority for debarment or other
misconduct proceedings and (iii) is in good
standing under all applicable medical

notify Company if it or any person who assists
in performing the Study becomes so debarred or
receives notice of an action or threat of an action
with respect to a debarment, disqualification or

any

associations. Clinician Site will immediately

Klinické pracovisté prohlasuje, Ze pracovisté a
(po fadném provéteni pracovnikii ucastnicich se
provedeni studie) jeho zaméstnanci, pfidruZené
strany a zastupci (v€etné hlavniho zkousejiciho
a veskerych spoluzkousejicich) (i) vlastni
nezbytné licence, povoleni a schvaleni nutnd k
provedeni uvedenych sluzeb souvisejicich se
studii, (i1) nejsou vylouceni, suspendovani,
nezpusobili ani nepodléhaji  vySetfovani
odbornym fidicim organem nebo jinym
kontrolnim ufadem z davodu zdkazu ucasti
nebo fizeni pro nevhodné chovani a (iii) maji
dobrou povést mezi vSemi piislusnymi
lékatrskymi spole¢nostmi. Klinické pracovisté
bude okamzité informovat spole¢nost, pokud se
pracovisté nebo jakakoli osoba, kterd se podili
na provadéni studie, stane vyloucenou nebo
pokud bude vyrozuména o zalobé nebo hrozb¢
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sanction. Upon the receipt of such notification,
Company shall have the right to terminate the
involvement of such individual or this
Agreement immediately.

zaloby v souvislosti s vyloucenim,
diskvalifikaci nebo sankci. Po obdrzeni
takového oznameni bude mit spole¢nost pravo
okamzit¢ ukoncit Ucast takového jednotlivce
nebo platnost této smlouvy.

13. Mutual Limitation of Liability.

13. Vzajemné omezeni odpovédnosti.

No party to this Agreement shall be liable to any
other party of this Agreement for any loss of
profits, loss of business, or any special, indirect,
exemplary, incidental, punitive or consequential
damages.

Z4dna ze stran této smlouvy nebude zodpovidat
z&dné jiné stran¢ této smlouvy za jakykoliv usly
zisk, usly obchod nebo jakékoli zvlastni,
nepfimé, exemplarni, ndhodné, represivni ani
nasledné Skody.

14. Anti-Bribery and Anti-Corruption.

14. Opatieni proti uplatkarstvi a korupci.

Clinician Site and Principal Investigator agree to
comply with the terms of Exhibit D.

Klinické pracovisté a hlavni zkousejici souhlasi
s dodrzovanim podminek pftilohy D.

15. Independent Contractors.

15. Nezavisli dodavatelé.

Clinician Site and Principal Investigator are
independent contractors and will not be
considered the partner, agent, employee or
representative of Company or Sponsor. Neither
Clinician Site nor Principal Investigator has
authority to make agreements with third parties
that purport to bind Company or Sponsor. The
Principal Investigator shall not be construed to
be an employee of Company or Sponsor, and
neither Company nor Sponsor shall be
responsible for any obligations of an employer,
including but not limited to providing wages,
vacation pay, sick leave, retirement benefits,

Klinické pracovisté a hlavni zkousSejici jsou
nezavisli dodavatelé a nebudou povazovani za
partnera, zastupce, zaméstnance ani
predstavitele spoleCnosti ani  zadavatele.
Klinické pracovisté ani hlavni zkousejici nemaji
pravomoc uzavirat smlouvy se tfetimi stranami,
které by zavazovaly spole¢nost nebo
zadavatele.  Hlavni  zkouSejici  nebude
povazovan za zaméstnance spolecnosti ani
zadavatele, a spolecnost ani zadavatel nebudou
mit povinnosti zaméstnavatele, zejména
poskytovani mzdy, ndhrady mzdy za
dovolenou, nemocenské, dichodovych davek,

withholding taxes, unemployment obligations, | srazkovych dani, povinnosti
workers’ compensation, disability ~ or | pfi nezaméstnanosti, vyplatu nahrad
employment insurance on behalf of the Principal | pracovnikiim, zdravotniho a nemocenského
Investigator. pojisténi.

16. Miscellaneous. 16. Ostatni.

This Agreement constitutes the entire agreement
among the parties with regard to the subject
matter hereof, and all prior negotiations,
representations, agreements and understandings
are superseded hereby. Any notice required by
this Agreement shall be given by (i) prepaid,
first class or certified mail, return receipt
requested or (ii) overnight courier service. All
notices, statements, reports and other
communications shall be effective on the date
received at the recipient’s address stated above.
The invalidity or unenforceability of any term or
provision hereof shall not affect the validity or
enforceability of any other term or provision
hereof. No failure to exercise any right or
demand performance of any obligation under
the Agreement shall be deemed a waiver of such
right or obligation. No right or license is granted

Tato smlouva ptedstavuje uplnou smlouvu mezi
stranami ve véci pfedmétu této smlouvy a
nahrazuje tak vSechna pfedchozi vyjednavani,
prohlaseni, smlouvy a wujednani. Veskera
oznameni v ramci této smlouvy budou dorucena
(i) vyplaceng, postou prvni téidy nebo
doporucenou postou s dorucenkou nebo (ii)
kuryrni sluzbou do druhého dne. Veskera
ozndmeni, prohldSeni, zpravy a jind sdéleni
nabydou tucinnosti dnem piijeti na adrese
pfijemce wuvedené vySe. Neplatnost nebo
nevymahatelnost jakékoli podminky nebo
ujednani nebude mit vliv na platnost ani
vymahatelnost jakékoli jiné podminky nebo
ujednani této smlouvy. Jakékoli upusténi od
uplatnéni jakéhokoli prava nebo vynuceni
jakéhokoli naroku vyplyvajiciho z této smlouvy
nepiedstavuje zieknuti se takového prava nebo
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under this Agreement by either party to the other
party either expressly or by implication, except
those specifically set forth herein. All terms and
covenants contained herein are severable, and if
any of the provisions hereof shall be held to be
invalid or unenforceable by a competent court,
this Agreement shall be interpreted as if such
invalid or unenforceable term or covenant were
not contained herein. This Agreement may be
executed in one or more counterparts, each one
of which shall be deemed an original.
Notwithstanding anything to the contrary
herein, Sections 5 - 10, 13 -16 shall survive
termination of this Agreement. This Agreement
shall be binding upon and inure to the benefit of
each of the parties hereto and their successors
and permitted assigns, provided, however, this
Agreement may not be assigned by Clinician
Site or Principal Investigator without the prior
written approval of Company or Sponsor. This
Agreement shall be interpreted and enforced
under the laws of Czech Republic. The
Agreement is drawn up in English and in Czech
language versions. In case of any dispute Czech
language version shall prevail.

naroku. Touto smlouvou zadna ze smluvnich
stran neudéluje, at’ uz vyslovné nebo implicitné,
druhé strané Zadné jiné pravo ani opravnéni
svyjimkou téch zde wvyslovné uvedenych.
Vsechny obsazené podminky a zdvazky jsou
oddélitelné, a pokud bude nékteré z uvedenych
ujednani prohlaseno piisluSnym soudem za
neplatné nebo nevymahatelné, bude tato
smlouva vykladana tak, jako by tato neplatna
nebo nevymahatelnd podminka nebo zdvazek
nebyly vtomto dokumentu obsazeny. Tato
smlouva muze byt vyhotovena v jednom nebo
vice stejnopisech, z nichz kazdy bude
povazovan za original. Bez ohledu na cokoli, co
odporuje této smlouvé, oddily 5-10 a 13-16
zlstavaji v platnosti i po ukonceni této smlouvy.
Tato smlouva je zdvazna a nabyva ucinnosti ve
prospéch vSech uvedenych smluvnich stran a
jejich nastupcti a povolenych nabyvatelt, s tim
ovsem, ze tato smlouva nemiize byt klinickym
pracovisttm  ani  hlavnim  zkouSejicim
postoupena bez piedchoziho pisemného
souhlasu spolecnosti nebo zadavatele. Tato
smlouva bude vykladana a vymahana v souladu
se zakony Ceské republiky. Tato smlouva je
vyhotovena v anglické a ¢eské verzi. V piipadé
jakéhokoli sporu bude rozhodujici ¢eska verze.

[The signature page follows.]

[Nasleduje stranka s podpisy.]

IN WITNESS WHEREOF, the parties have
executed this Agreement by their duly authorized
representatives as set forth below.

NA DUKAZ CEHOZ strany uzaviely tuto
smlouvu prostfednictvim svych povérenych
zastupct, jak je uvedeno nize.

QUINTILES CZECH REPUBLIC, s.r.o.

GLAXO GROUP LIMITED
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Signed by Quintiles Czech Republic s.r.o., under a Power of
Attorney dated 31% of December, 2015 for and on behalf of
Glaxo Group Limited/Podepsano Quintiles Czech Republic
sr.o na zakladé plné moci ze dne 31. prosnice 2015, v
zastoupeni Glaxo Group Limited

Signature/Podpis:

Print Name/
Jméno hiillkovym pismem:

Title/Funkce:

Date/Datum:

Signature/Podpis:

Print Name/
Jméno hillkovym pismem:

Title/Funkce:

Date/Datum:

PRINCIPAL | INVESTIGATOR/ HLAVNI
ZKOUSEJICI

CLINICIAN SITE / KLINICKE
PRACOVISTE

Signature/Podpis:

Print Name/
Jméno hiilkovym pismem:MUDr. Jifi Pejchal

Title/Funkce:

Date/Datum:

Signature/Podpis:

Print Name/

Jméno hilkovym pismem:MUDr.Lukas Velev,
MHA

Title/Funkce:director/feditel

Date/Datum:

EXHIBIT A PRILOHA A
PROTOCOL PROTOKOL
[To be attached.] [Bude pfipojen.]
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EXHIBIT B

PRILOHA B

COMPENSATION SCHEDULE

ROZPIS ODMEN

A. BUDGET AND PAYEE DETAILS

A.  ROZPOCET A PODROBNOSTI O
PRIJEMCI PLATEB

A.1. Budget for Clinician Site.

A.l. Rozpocet pro klinické pracovisté

Conditional Subject Visits:

Podminéné navstévy subjektu:

A.2. Budget for Principal Investigator

A.2. Rozpocet pro hlavniho zkousejiciho

Conditional Subject Visits:

Podminéné navstévy subjekti:

In case of changes in the Payee’s bank details,
Payee is obliged to inform Company in writing.
Parties agree that in case of changes in bank
details which do not involve a change of payee
or change of country location of bank account,
no further amendments are required.

V piipadé zmény bankovnich udaji piijemce
platby je pfijemce platby povinen pisemné
informovat spole¢nost. Strany souhlasi s tim, Ze
v pifipadé zmén bankovnich udaji, které
nezahrnuji zménu piijemce platby ani zménu
zem¢ bankovniho uctu, nejsou zapotiebi Zadné
dalsi dodatky.

B. PAYMENT TERMS

B. PLATEBNI PODMINKY

Clinician Site and Principal Investigator will
have thirty (30) days from the receipt of final
payment to dispute any payment discrepancies

Klinické pracovisté a hlavni zkousejici budou
mit lhitu tficet (30) dni od obdrzeni konecné
platby ke zpochybnéni piipadnych platebnich

Principal Investigator is solely responsible for
any reimbursement to Trial team members for
the services performed by Trial team members

during the course of the Study. nesrovnalosti, ke kterym doslo v pribéhu
studie.
Principal Investigator acknowledges that | Hlavni zkouSejici potvrzuje, Ze hlavni

zkousejici je vyhradné odpovédny za vSechny
uhrady pro cleny tymu studie za sluzby
vykonané ¢leny tymu studie Vramci této
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under this Agreement, if any, and such
reimbursment is determined by a separate
agreement between Principal Investigator and
Trial team members. Principal Investigator
acknowledges Company will not pay any Trial
team member even if Principal Investigator fails
to reimburse the Trial team members.

smlouvy. Pokud takova povinnost a uhrada
existuje, je urCena samostatnou dohodou mezi
hlavnim zkouSejicim a cleny tymu studie.,
Hlavni zkouSejici potvrzuje, Ze spolecnost
nezaplati zadnému c¢lenu tymu studie ani
Vv ptipad¢, Ze hlavni zkousejici nezaplati ¢lentim
tymu studie.

Company will reimburse the Payees every three
(3) months on a completed Subject CRF basis in
accordance with the above budget. Each
payment due under the terms of this Agreement,
will be made based upon confirmation of
completed Subject CRFs by Company. The
payment cycle commences 30 days after the first
patient within Europe is enrolled into the Study.

Spole¢nost bude ptijemctam plateb platit kazdé
ti1 (3) mésice na zaklad¢ vyplnénych zaznami
subjektu hodnoceni podle rozpoc¢tu uvedeného
vyse. Kazda platba splatnd podle podminek této
smlouvy bude provedena na zaklad¢ potvrzeni
vyplnénych zaznamti subjektu vydaného
spolecnosti. Platebni cyklus zac¢ina 30 dni po
zatazeni prvniho pacienta v Evropé do studie.

In case that the Clinician Site or Principal
Investigator is a payer of VAT, appropriate rate
of VAT according to a mandatory statute, will
be included to the below mentioned invoice
amounts. All government taxes are the sole
responsibility of the Payee.

V pfipadg, ze je klinické pracovisté nebo hlavni
zkousejici platcem DPH, bude k niZze uvedenym
fakturovanym  ¢astkdm  pficteno  DPH
v zakonem stanovené vysi. Za v§echny zakonné
dané nese vyhradni odpovédnost piijemce

platby.

Major, disqualifying Protocol violations are not
payable under this Agreement.

Zavazna, neptipustna poruSeni protokolu nejsou
dle této smlouvy splatna.

Screen Failures will not be paid.

Neuspésné screeningy nebudou proplaceny.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

NA ZADNE DALSI ZADOSTI O
FINANCOVANI NEBUDE BRAN
ZRETEL.

C. INVOICES

C. FAKTURY

o |RB/EC FEES

e POPLATKY IRB/EC

. Clinician Site Start-Up Fee

e Vstupni poplatek klinického pracovisté
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NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

ZADNY DODATECNY FINANCNI
POZADAVEK BUDE BRAN V UVAHU

EXHIBIT C

PRILOHA C

DATA PRIVACY AND SECURITY
REQUIREMENTS

POZADAVKY NA OCHRANU A
ZABEZPECENI OSOBNICH UDAJU

A. Obligations of Clinician Site A Zavazky klinického pracovisté
1) Clinician Site (which, for purposes of | (1) Klinické pracovisté (které pro ucely
this Exhibit C, includes the Principal | pfilohy C zahrnuje hlavniho zkousSejiciho,

Investigator, subinvestigators, Clinician Site’s
employees or other third-parties or vendors who
have access to any confidential or personally
identifiable information as a result of any
agreement relating to the Study) shall Process
Personal Data only on the instruction of
Company and in accordance with this
Agreement and applicable privacy and data
protection laws. Company hereby instructs
Clinician Site, and Clinician Site hereby agrees,
to Process Personal Data only as necessary to
perform Clinician Site’s obligations under this
Agreement.

spoluzkousejici, = zaméstnance  klinického
pracovisté nebo treti strany ¢i dodavatele, ktefti
maji pfistup k jakymkoli divérnym udajim
nebo tdajim umoziujicim pfimou identifikaci
v disledku jakékoli smlouvy souvisejici se
studii) bude zpracovavat osobni udaje pouze na
pokyn spolecnosti a v souladu s touto smlouvou
a prisluSnymi zékony o ochran¢ osobnich udaju.
Spole¢nost timto davd pokyn klinickému
pracovisti zpracovavat osobni udaje pouze
vrozsahu nezbytném pro potieby plnéni
zavazkl klinického pracovisté v ramci této
smlouvy, a klinické pracovi$té s tim souhlasi.

(2) At all times during which Clinician Site | (2) Po celou dobu, béhem které¢ klinické

is Processing Personal Data, Clinician Site shall: | pracovisté zpracovava osobni udaje, klinické
pracoviste:

(1) Have in place appropriate and | (i) Bude mit zavedena vhodna a pfiméfena

reasonable technical and organizational security
measures (consistent with the type of Personal
Data being Processed), which measures shall be
furnished to Company upon request, to protect

technickd a organizacni bezpec¢nostni opatfeni
(odpovidajici typu zpracovavanych osobnich
udajii) k ochrané osobnich udaji, které jsou
dodany klinickému pracovisti, pted pfipadnym

the Personal Data supplied to Clinician Site | poruSenim bezpec¢nosti udaji. Informace o

against any Data Security Breach; téchto  opatfenich budou na pozadani
poskytnuty spolecnosti.

(i)  Comply with all applicable privacy and | (i) Bude dodrzovat veskeré pfislusné

data protection laws to which it is subject;

zdkony o ochrané¢ osobnich udaji, kterym
podléha.

(ili)  Notify Company immediately of any
Data Security Breach and assist and cooperate
with Company concerning any disclosures to
affected parties and other remedial measures as

(ili)  Bude neprodlen¢ informovat spole¢nost
v piipad€¢ jakéhokoli poruseni bezpecnosti
udaji a bude spolupracovat se spoleCnosti
v souvislosti s jakymikoli sdélenimi
postizenym strandm a jinymi napravnymi
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requested by Company or required under any
privacy or data protection law;

opatfenimi  vyzaddanymi spolecnosti nebo

zékonem o ochran¢ osobnich udajt.

(iv)  Return or destroy (at the election of
Company) all Personal Data subject to this
Agreement, including all originals and copies of
such, upon the expiration or earlier termination
of this Agreement, or when there is no longer
any legitimate business need to retain such
Personal Data, or otherwise on the instruction of
Company. Section 11 E (ii) of the Agreement is
reserved,

(iv)  Po vyprseni platnosti této smlouvy nebo
pfi jejim predcasném ukonceni nebo pokud
zanikne legitimni obchodni potieba
k uchovavani takovych osobnich udaji, nebo
jinak na pokyn spole¢nosti, vrati nebo znici (dle
volby spolecnosti) veSkeré osobni tUdaje
podléhajici této smlouvée, véetné vSech originalt
a kopii. Oddil 11 E (ii) smlouvy je vyhrazen.

(V) Not permit any officer, director,
employee, agent, subsidiary, affiliate, or any
other person or entity acting on behalf of
Clinician Site to Process Personal Data unless
such Processing is in compliance with this
Agreement, and is necessary in order to carry
out Clinician Site’s obligations under this
Agreement;

(v)  Nepovoli zadnému referentovi, fediteli,
zaméstnanci, zastupci, pobocce, pridruzené
strané ani zadné jiné osob&é nebo subjektu
jednajicim  jménem klinického pracovisté
zpracovavat osobni udaje, pokud takové
zpracovani neprobihd podle podminek této
smlouvy a pokud neni nutné k plnéni zédvazka
klinického pracovisté dle této smlouvy.

(vi)  Not disclose Personal Data to any third
party unless with respect to each such
disclosure:

(vi)  Nezpfistupni osobni tdaje zadnym
tietim strandm, s vyjimkou piipadut, kdy:

(A) the disclosure is necessary in order to carry
out Clinician Site’s obligations under this
Agreement;

(A) toto sdéleni je nezbytné k plnéni zavazki
klinického pracovisté stanovenych touto
smlouvou;

(B) such third party is bound by the same
provisions and obligations set forth in this
Agreement;

(B) tato tfeti strana je vazéna stejnymi
ujednanimi a zavazky uvedenymi v této
smlouve;

(C) Clinician Site has received Company’s prior
written consent; and

(C) Kklinické pracovisté obdrzelo predchozi
pisemny souhlas spole¢nosti; a

(D) Clinician Site shall remain responsible for
any breach of the obligations set forth in this
Agreement and any violation of any privacy or
data protection law by such third party to the
same extent as if Clinician Site caused such
breach or violation;

(D) klinické pracovisté zlstava zodpoveédné za
jakékoliv poruSeni zavazkii stanovenych v této
smlouvé a jakékoliv poruseni jakychkoli
zakond o ochrané osobnich udaji takovou treti
stranou, a to ve stejném rozsahu, jako kdyby
toto poruseni zpiisobilo klinické pracoviste.

(vii)  Provide all reasonable and prompt
assistance to Company in responding to any
requests, complaints, or other communications
received from any individual who is the subject
of any Personal Data Processed by Clinician
Site;

(vii) Poskytne veskerou pfiméfenou a
bezodkladnou asistenci spole¢nosti pii reakci na
jakékoli Zadosti, stiZznosti nebo jind sdé€leni
obdrzena od jednotlivce, jehoz osobni udaje
jsou zpracovavané klinickym pracovistém.
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(viii) to ensure that Clinician Site’s own
employees, as well as any sub-contractors,
temporary employees or other third-parties or
vendors who have access to any confidential or
personally identifiable information as a result of
the Agreement relating to the Study, receive
appropriate privacy and security training, which
shall be updated periodically as the laws and
regulations evolve; and

(viii) Zajisti, Zze vlastni zaméstnanci klinického
pracoviSté, stejn¢ jako vSichni ostatni
subdodavatelé, docasni zaméstnanci a tfeti
strany ¢i dodavatelé, kteti maji v dasledku této
smlouvy piistup k jakymkoli ditvérnym udajam
nebo tdajim umoziujicim piimou identifikaci
souvisejicim se studii, obdrzi nalezit¢ Skoleni
tykajici se ochrany a zabezpeCeni osobnich
udaji, které bude pravidelné aktualizovano
podle vyvoje zakont a predpistl.

(ix)  If the Clinician Site is located within the
reasonably requested by Company in order to
enable Company to comply with any applicable
privacy or data protection laws, Clinician Site
shall execute a mutually agreeable version of a
model contract deemed by the European
Commission (on the basis of Article 26 (4) of
Directive 95/46/EC) to offer sufficient data
protection safeguards in relation to any transfer
of Personal Data out of the EEA.

European Economic Area (“EEA”), and if

(ixX)  Pokud se klinické pracovisté nachazi na
uzemi Evropského hospodarského prostoru
(,EHP*) a wvpfipadé¢ piimeéfené Zzadosti
spoleCnosti v zajmu umoznéni spolecnosti
dodrzet veskeré pftislusné zdkony o ochrané
osobnich udajti, podepise klinické pracovisté
vzajemné piijatelnou verzi vzorové smlouvy
navrzené Evropskou komisi (na zakladé ¢lanku
26 (4) smérnice 95/46/ES), aby byla poskytnuta
dostacujici  opatfeni k ochrané¢ udaja
v souvislosti s pfenosem osobnich tidaji mimo
EHP.

B. Definitions

B. Definice

1) “Personal Data” means any information
that can be used to identify, locate, or contact an
individual, such as name, address, telephone
number, e-mail address, social security number;
employment, financial, or health information; or
any other information relating to an individual
that is combined with any of the above.

1) ,»Osobni udaje” ptedstavuji jakékoli
udaje, které mohou byt pouzity k identifikaci,
nalezeni nebo kontaktovani jednotlivce,
napiiklad jméno, adresa, telefonni Ccislo, e-
mailova adresa, rodné C(islo; informace o
zaméstnani, financich nebo zdravotnim stavu;
nebo jakékoli jiné informace tykajici se
jednotlivce v kombinaci s nékterymi z vyse
uvedenych informaci.

(2) “Processing” (including “Process” and
“Processed”) means any operation that IS
performed upon Personal Data, including, but
not limited to collection, organization, storage,
alteration, use, disclosure, or destruction.

(@) »Zpracovani predstavuje jakoukoli
¢innost provadénou s osobnimi daji, zejména
shromazd’ovani, uspotfaddvani, uchovavani,
zmeény, pouzivani, sdélovani nebo zniceni.

3) “Data Security Breach” means any act or
omission that compromises the security,
confidentiality, or integrity of Personal Data,
such as the loss or misuse of such data or the
unauthorized disclosure, access, alteration, or
use of Personal Data.

3 ,,Poruseni bezpecnosti udaji
predstavuje jakykoli ukon nebo opomenuti,
které ohrozuje bezpeci, diivérnost nebo integritu
osobnich tdajii, naptiklad ztratu nebo zneuziti
nebo neautorizované sdéleni, ptistup, zménu
nebo pouZiti osobnich udaji.
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EXHIBIT D

PRILOHA D

SPONSOR ANTI-BRIBERY AND ANTI-

CORRUPTION TERMS

ZASADY ZADAVATELE PROTI
UPLATKARSTVi A KORUPCI

1. Clinician Site acknowledges receipt of Klinické pracovisté potvrzuje piijeti
the Sponsor ‘Prevention of Corruption — dokumentu  zadavadele ,Prevence
Third Party Guidelines’ included in this korupce — pokyny k tfetim stranam®,
Exhibit D and agrees to perform its ktery je soucasti ptilohy D, a zavazuje se
obligations under the Agreement in plnit zavazky plynouci ze smlouvy
accordance with the principles set out Vv souvislosti se zasadami stanovenymi
therein. v doty¢ném dokumentu.

2. Clinician Site shall comply fully at all Klinické pracovisté bude za vsech
time with all applicable laws and okolnosti dodrzovat viechny pfisluiné
regulations, including but not limited to zakony a predpisy, zejména
applicable anti-corruption laws, of the protikorupéni zakony platné na tzemi,
territory in which the Clinician Site kde Klinické pracoviété podnikd spolu
conducts business with Sponsor. se zadavatelem.

3. Clinician Site agrees that it has not, and Klinické pracovisté se zavazuje, Ze
covenants and that it will not, in v souvislosti s pInénim této smlouvy
connection with the performance of this nebude, pfimo ani neptimo, slibovat,
Agreement, directly or indirectly schvalovat, potvrzovat, nabizet ani
promise, authorize, ratify or offer to jakkoli jinak konat v souvislosti
make, or take any act in furtherance of s jakoukoli platbou nebo prevodem
any payment or t_ransfer of anything of ¢ehokoli  hodnotného vyménou za
yalue f_or t_he \MProper - purpose of nepatriécné ovliviovani, podnécovani
influencing, inducing, or as a reward for, : vy oL
any act, omission or decision to secure ani odmlenovanl za Jalfyk()“ C,'n’
an improper advantage or to improperly op.c_)[nienlutn nebov_rf)zhodntlm vedouci k
assist Clinician Site or Sponsor in zajisteéni  nepatficné  vyhody  nebo
obtaining or retaining or in any way with nepatricne pomacl klinickemu
the purpose or effect of public or pracovisti nebo zadavateli pti ziskavani
commercial bribery. nebo uchovavani nebo jakymkoli jinym

zptisobem scilem nebo ucinkem
verejného nebo obchodniho
uplatkarstvi.

4. Clinician Site shall not knowingly Klinické  pracovisté nebude bez
contact or meet with any Government predchoziho informovani zadavatele
Official for the purpose of discussing védomé kontaktovat zadného statniho
activities under this Agreement, without dfednika za acelem  projednavani
prior notice to Sponsor and, when ¢innosti souvisejicich s touto smlouvou
requested by Sponsor, only in  the a ani se s nim nesetka; vyzada-li si to
presence .Of a  Sponsor - designated zadavatel, pak pouze v pritomnosti
representative. predstavitele stanoveného zadavatelem.
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5.

Clinician Site represents that it has not
been convicted of or pleaded guilty to a
criminal  offense, including one
involving fraud or corruption, except as
has been disclosed to Sponsor in writing,
and that it is not now, to the best of its
knowledge, the subject of any
government investigation for such
offenses except as has been disclosed to
Sponsor in writing, 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.

5. Klinické

pracovisté prohlasuje, Ze
nebylo usvédceno ani se nepriznalo ke
spachani trestného cinu, vcetné ¢ind
zahrnujicich podvod nebo korupci,
s vyjimkou pripadd pisemné sdélenych
zadavateli, a Ze v soucasnosti neni, podle
svého nejlepsiho védomi, predmétem
zadného vladniho vysetrovani
souvisejictho  stakovymi  preciny,
s vyjimkou pripadd pisemné sdélenych
zadavateli, a Zze vsoucasnosti neni
klasifikovano zadnou vladni agenturou
jako vyloucené, pozastavené, nebo
navrzené na pozastaveni ¢i vylouceni
nebo jinak nezphsobilé k uGcasti ve
vladnich programech.

Clinician Site represents and warrants
that except as disclosed to Sponsor in
writing: (1) it does not have any interest
which directly or indirectly conflicts
with its proper and ethical performance
of this Agreement; (2) it shall maintain
arms length relations with all third
parties with which it deals for or on
behalf of Sponsor in performance of this
Agreement; (3) Principal Investigator is
not and his/her spouse, parents, children
or siblings are not, a Government
Official; (4) Clinician Site 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
Sponsor hereunder.

Klinické pracovisté prohlasuje a
zarucuje, ze s vyjimkou pripad( pisemné
sdélenych zadavateli: (1) nemd zadny
zajem, ktery je, pfimo nebo neptrimo,
Vv rozporu s nalezitym a etickym plnénim
této smlouvy; (2) bude udrzovat poctivé
vztahy s veskerymi tretimi stranami, se
kterymi pfi  plnéni této smlouvy
spolupracuje pro zadavatele nebo v jeho
zastoupeni;  (3) hlavni  zkousejici a
jehol/jeji  chot, rodice, déti ani
sourozenci nejsou statnimi uredniky; (4)
klinické pracovisté nema podstatny
finanéni  zajem ani kontrolu nad
subjektem, ktery podnika s vladou
v souvislosti se zdravotnictvim (netyka
se zajmu ve vysi do 3000 £ (nebo
ekvivalentu v mistni méné) ani zajmad,
které bez ohledu na hodnotu tvori méné
nez 0,1% verejné obchodované
spolecnosti); a (5) zadny statni arednik
nema jakykoli pravni nebo jiny zajem
vedouci k prospéchu souvisejici s touto
smlouvou nebo s platbami provedenymi
zadavatelem.

Sponsor shall have the right during the
terms of this Agreement to conduct an
investigation and audit of Clinician Site
to monitor compliance with the terms of
this Exhibit D. Clinician Site shall

Zadavatel ma pravo po dobu trvani této
smlouvy provadét vysetrovani a audit
klinického pracovisté s cilem
dohlédnout na dodrzovani podminek
této prilohy D. Klinické pracovisté bude
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cooperate fully with such investigation
or audit, the scope, method, nature and
duration of which shall be at the sole
reasonable discretion of Sponsor.

plné  spolupracovat pri  takovém
vysetfovani nebo auditu, jehoz rozsah,
zpusob, podstata a doba trvani bude na
zakladé vlastniho priméreného uvazeni
zadavatele.

8. Clinician Site shall ensure that all 8. Klinické pracovisté zajisti, ze veskeré
transactions under the Agreement are transakce uskute¢néné v ramci smlouvy
properly and accurately recorded in all budou ve vsech vyznamnych ohledech
material respects on its books a}nd sprdvné a  presné  zaznamenany
records and each document upon which v pislugnych Ggetnich knihach a e
entries such books and recprds are baged veskeré podkladni dokumenty k ucetnim
:sescomplect:el_ar_lq accSu_rate in all 'T‘ate.“a' zaznamdm jsou ve vsech vyznamnych

pects. Clinician Site must maintain a ohledech upIné a presné. Klinické
system of internal accounting controls vy , . .
reasonably designed to ensure that it PraCO\,”Ste,vmlfS' udrzovat v SXSvtenj
maintains no off-the-books accounts. internich ucetnich kontrol primérené
zvolenych tak, aby bylo zajisténo, zZe
neexistuji zadné neregistrované
transakce.

9. Clinician Site agrees that in the event 9. Klinické pracovisté souhlasi stim, ze
that Sponsor believes that there has been pokud je zadavatel presvédeen o tom, Ze
a possible violation of the terms of this mohlo dojit k poruseni podminek této
Agreement Sponsor may make full smlouvy, muaze zadavatel kdykoli a
disclosure of such belief and related z jakéhokoli ddvodu zcela zpfistupnit
information at any time and for any informace souvisejici s takovym
e L Y competert Govemnl | prsuedeenn_jaymkol_ prsiini
whomsoever Sponsor determines in Statﬁ'm °rgaf‘“m a ur’adum a Jakyr,nk?“
good faith has a legitimate need to know. dalsim stranamz,kterelpOQIe dobré VV|ry

zadavatele maji opravnénou potrebu
tyto informace znat.

10. Sponsor shall be entitled to terminate 10. Zadavatel je opravnén tuto smlouvu
this Agreement immediately on written ukongit okamzité na zakladé pisemného
notice to the Clinician Site, if Clinician oznameni klinickému pracovigti, pokud
Site fails to perform its obligations in klinické pracovisté nesplni své zavazky
accordance with this  Exhibit D. vyplyvajici ztéto prilohy D. Klinické
CI|r_1|C|an Site shall have no claim pracoviité nema jakykoli  narok
against Sponsor for compensation for pozadovat od zadavatele kompenzaci za
any loss of whatever nature by virtue of iakoukoli  ztratu  iakéhokoli  druhu
the termination of this Agreement in ] o aHe J e
accordance with this Exhibit D. To the vyvstavajici z ukonceni této smlouvy
extent (and only to the extent) that the p(v),dle podminek stanovenych Vv této
laws of the territory provide for any such priloze D. V rozsahu (a pouze v rozsahu)
compensation to be paid to Clinician Site umoznénem zakony pfislusneho dzemi
upon the termination of this Agreement, v souvislosti s jakoukoli  kompenzaci
Clinician Site hereby expressly agrees to dluznou  klinickému pracovisti  po
waive (to the extent possible under the ukoncéeni této smlouvy se timto klinické
laws of the territory) or to repay to pracovisté vyslovné vzdava naroku (v
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Sponsor any such compensation or
indemnity.

rozsahu mozném podle zdkonG daného
uzemi) na takovouto kompenzaci nebo
odskodnéni nebo je uhradi zadavateli.

PREVENTION OF CORRUPTION —
THIRD PARTY GUIDELINES

PREVENCE KORUPCE — POKYNY K
TRETIM STRANAM

The Sponsor Anti-Bribery and Corruption
(“ABAC”)  Policy (POL-SPONSOR-007)
requires compliance with the highest ethical
standards and all anti-corruption laws applicable
in the countries in which Sponsor (whether
through a third party or otherwise) conducts
business. POL-GSK-007 requires all Sponsor
employees and any third party acting for or on
behalf of Sponsor 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 Sponsor
business. Sponsor values integrity and
transparency and has zero tolerance for corrupt

Sponsor employees, officers, or third-parties
acting for or on behalf of Sponsor.

activities of any kind, whether committed by

Zasady proti uplatkaistvi a korupci (,,ABAC*)
zadavatele (POL-SPONSOR-007) vyzaduji
dodrzovani nejvysSich etickych standardi a
vSech relevantnich protikorupénich zakont
platnych v zemich, ve kterych zadavatel
podniké (at’ uz prostfednictvim tfeti strany nebo
jinak). Zasady POL-GSK-007 vyzaduji, aby
vSichni zaméstnanci zadavatele a veskeré tieti
strany jednajici pro zadavatele nebo jeho
jménem zajistili, ze veskeré transakce s tietimi
stranami, jak Vv soukromém, tak ve statnim
sektoru, byly provedeny v souladu se vSemi
relevantnimi  zdkony a pfedpisy a podle
standardil integrity pozadovanych pii veskerém
jednéni zadavatele. Zadavatel si ceni integrity a
transparentnosti a ma nulovou toleranci pro
korupéni aktivitu jakéhokoli druhu, at uz
spachanou zaméstnanci zadavatele, ufedniky
nebo tetimi stranami jednajicimi  pro
zadavatele nebo z jeho povéteni.

Corrupt Payments — Sponsor employees and

Sponsor, 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

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.

any third party acting for or on behalf of

glossary section) for the improper purpose of

Uplaceni — Zaméstnanci zadavatele a veskeré
treti strany jednajici v zajmu zadavatele nebo
jeho jménem nebudou, pfimo ani nepiimo,
slibovat, schvalovat, potvrzovat, nabizet ani
jakkoli ptevadét jakékoli ,,platby” v podobé
»cehokoli hodnotného* (podle definice v oddilu
glosare) jakémukoli jednotlivci (nebo na Zadost
jakéhokoliv jednotlivce), véetné ,,statniho
ufednika* (podle definice v oddilu glosafe), za
nepatficné ovlivilovani, podnécovani nebo
odmeénovani za jakykoli ¢in, opomenuti nebo
rozhodnuti vedouci k zajiSténi nepatii€né
vyhody nebo nepatti¢né pomoci spolecnosti pii
ziskavani nebo udrzovani zakazek.

Government Officials — Although Sponsor’s
policy prohibits payments by Sponsor 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

Statni urednici — Prestoze zasady zadavatele
zakazuji platby provedené zadavatelem nebo
tretimi stranami jednajicimi v jeho zastoupeni
jakémukoli jednotlivci, at’ uz soukromému nebo
vefejnému, v podobé protisluzby za obchod,
v disledku existence specifickych
antikorup¢nich zdkond v zemich, ve kterych
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“payments” of “anything of value” (as defined
in the glossary section), or at the request of,
“government officials” (as defined in the
glossary section).

pusobime, jsou tyto zasady platné obzvlasteé ve
vztahu k ,platbAm*“ ,,¢ehokoli hodnotného*
(podle definice v oddilu glosare) nebo na zadost
,statnich ufednikd (podle definice v oddilu
glosare).

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.

Usnadnujici platby — Aby se predeslo
pochybnostem, usnadiujici platby (odmény za
urychleni vyfizeni, definované jako platby
jednotliveim za uclelem zajisténi nebo
urychleni vyfizeni rutinni pracovni cinnosti
statnich ufednik) nepfedstavuji vyjimku z
obecného pravidla a jsou tudiz zakazany.

GLOSSARY

GLOSAR

The terms defined herein should be construed
broadly to give effect to the letter and spirit of
the ABAC Policy. Sponsor 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.

Zde uvedené pojmy jsou definovany obecné,
tak aby dosSlo k naplnéni litery i zdméru zasad
ABAC. Zadavatel se zavazuje k dodrzovani
nejvysSich etickych standardi obchodnich
jednani a zadné Cciny, které se jevi jako
slibovani, nabizeni, pfedavani nebo schvalovani
plateb zakazanych témito zasadami nebudou
tolerovany.

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.

Cokoli hodnotného: tento pojem zahrnuje
penézni prosttedky a jejich ekvivalenty, darky,
sluzby, nabidky zamé&stndni, pijcky, cestovni
vydaje, zabavu, prispévky politikim ¢i
politickym strandm, charitativni dary, dotace,
denni platby, sponzoring, honorafe a poskytnuti
jakéhokoli aktiva, a to i v pfipadé, ze maji
nepatrnou hodnotu.

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

Platby: tento pojem oznaCuje a zahrnuje
veskeré piimé nebo nepiimé nabidky plateb,
prisliby plateb, schvaleni wvyplat cehokoli
hodnotného

Government Official shall mean:

Statnim urednikem se rozumi:

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

e jakykoli urednik nebo zaméstnanec
vlady nebo jakéhokoli datvaru, agentury
nebo organu vlady;

e Any person acting in an official capacity

e jakdkoli osoba v oficidlni funkci nebo

for or on behalf of a government or any jednajici v zastoupeni vlady nebo
department, agency, or instrument of a jakéhokoli utvaru, agentury nebo
government; organu vlady;

e Any officer or employee of a company e jakykoli urednik nebo zaméstnanec

or business owned in whole or part by a
government

spolecnosti nebo firmy vlastnéné zcela
nebo z¢&asti vladou;
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e Any officer or employee of a public
international organization such as the
World Bank or United Nations

e jakykoli urednik nebo zaméstnanec
verejné mezinarodni organizace, jako je
napriklad Svétova banka nebo OSN;

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

e Any candidate for political office.

e jakykoliv kandidat na politickou funkci.

Government Official shall not mean:

Za statniho urednika se nepovazuje:

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 organization 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).

osoba, kterd mulze byt povazovana za
statntho ufednika jen proto, ze je
zaméstnana nebo ze ziskdva financni
prostiedky, poplatky za odborné sluzby
nebo jinou odménu od nemocnice, Kliniky,
univerzity nebo jin¢ organizace poskytovale
zdravotni péce vlastnéné nebo financované
vladou, pokud jedna vyluéné v postaveni
poskytovatele  zdravotni péfe  (napf.
predepisovani, podavani a dodavani léku ¢i

ovlivitovani tychz c¢innosti, provadéni
Klinickych ~ studii  nebo  védeckého
vyzkumu).
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