AMENDMENT NO.1TO
PARTICIPATING SITE AGREEMENT

SMLOUVA O UCASTI PRACOVISTE —
DODATEK C. 1

This Amendment No. 1 to Participating Site
Agreement (“Amendment No. 1), effective as
the date of last signature hereto (the “Effective
Date”), is by and among IQVIA RDS Czech
Republic s.r.o. with an address at Pernerova
691/42, 186 00 Praha 8 — Karlin; ICO:
24768651; DIC: CZ24768651, registered in
Commercial Register administered by the
Municipal Court in Prague, section C, entry
1172751 (hereinafter referred to as the
“Company”), and Glaxo Group Limited with
an address at 980 Great West Road, Brentford,
Middlesex, TW8 9GS UK (hereinafter referred
to as the “Sponsor”), and Nemocnice Trebi¢
with an address at Purkyrniovo namésti 133/2,
674 01 Trebi¢, Czech republic, registered in
commercial register administered by the
regional court in Brno, entry Pr 1441
(hereinafter referred to as the “Clinician Site”),
each a “Party” and collectively “Parties”.

Tento dodatek ¢.1 ke smlouvé o Ucasti

pracovisté¢ (,,Dodatek ¢.1 ), s platnosti
k datumu posledniho podpisu (,,Datum
platnosti®) je wuzaviran mezi spole¢nosti

IQVIA RDS Czech Republic s.r.o s adresou
Pernerova 691/42, 186 00 Praha 8 — Karlin;
ICO: 24768651; DIC: CZ24768651, vedena
Vv obchodnim rejstitku u M¢estského soudu
v Praze pod C 172751 (dale oznacovana jako
»Spolecnost) a Glaxo Group Limited
s adresou 980 Great West Road, Brentford,
Middlesex, TW8 9GS UK (dale oznacovan jako
»Zadavatel), a Nemocnice T¥ebi¢ s adresou
Purkynovo namesti 133/2, 674 01 Trebic,
Czech republic, vedena v obchodnim rejstiiku
Krajského soudu v Brné pod Pr 1441 (dale
oznacovano jako ,,Klinické pracovisté*) neboli
jednotlivé ,,Strana“ a spole¢né ,,Strany*.

WHEREAS, the parties to this Amendment
No. 1 entered into a Participating site
agreement effective as of 07th of April 2017
(“Agreement”), whereby Clinician Site and
Investigator agreed to participate in the 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 Inhaled UMEC versus
Tiotropium (Study 201038)” (“Study”); and

KDE strany tohoto Dodatku ¢. 1 uzaviely
smlouvu Smlouva o ucasti pracoviste
s platnosti od 07 dubna 2017 (,,Smlouva®), kde
klinické pracoviSté a zkouSejici souhlasi
S Ucasti na studii s nazvem ,,Postautorizacni
pozorovaci kohortova studie bezpecnosti ke
kvantifikaci incidence a komparativni
bezpecnosti vybranych kardiovaskularnich
a cerebrovaskularnich  udalosti  u pacientt
s CHOPN s pouzitim kombinace inhalovanych
ptipravkl UMEC/VI nebo inhalovaného
ptipravku  UMEC oproti tiotropiu (studie
201038)“ (,,Studie*) a

WHEREAS, the parties desire to amend
certain provisions of the Agreement as
described in this Amendment No. 1

KDE si strany pteji doplnit néktera ustanoveni
Smlouvy, jak je uvedeno v tomto Dodatku ¢. 1

NOW, THEREFORE, in consideration of the
mutual covenants set forth herein, and other
good valuable consideration, the receipt and
sufficiency of which is hereby acknowledged,

NYNI PROTO po zvézeni vzajemnych dohod
uvedenych  nize ajinych  hodnotnych
okolnosti, jejichZ pfijeti a pfimétenost se timto
potvrzuje, souhlasi strany timto s doplnénim
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the parties hereby agree to amend the
Agreement as follows:

Smlouvy nasledujicim zptisobem:

e New Section “Personal Data” shall be
added to the Agreement as Exhibit 1:

e Nova ¢ast ..Osobni udaje* bude
pridana do Smlouvy jako priloha 1:

“Personal Data

.Osobni udaje

Process(ing): (in reference to Personal Data)
any operation or set of operations that is
performed upon Personal Data (as defined

below), including  without limitation
collection, recording, retention, alteration, use,
disclosure, access, transfer, storage or

destruction.

Zpracovani: (s ohledem na Osobni udaje)
jakykoli postup nebo soubor postupli
provadénych u Osobnich udaji (dle definice
nize), véetné, bez omezeni, sbéru, zaznamu,
uchovavani, zmeén, pouziti, zvefejnéni,
pfistupu, pfenosu, uskladnéni nebo zniceni.

Security Breach: the occurrence of any event
that could reasonably be expected to comprise
the security of Confidential Information or the
security of Personal Data in accordance with
Data Protection Legislation (as defined
below), or the occurrence of discovering any
suspected or actual unauthorized disclosure,
loss or theft of Confidential Information (as
defined below) or Personal Data in accordance
with Data Protection Legislation.

Naruseni  bezpecnosti: jakdkoli ptihoda,
ukteré lze racionaln€¢ ocekavat naruseni
bezpe¢nosti  Duvérnych informaci nebo
bezpecnosti  Osobnich  udaju v souladu
s legislativou na ochranu udajii (dle definice
nize), nebo zjisténi podezieni nebo potvrzeni
neautorizovaného zvefejnéni, ztrdty nebo
krddeze Duvérnych informaci (dle definice
nize) nebo Osobnich udaji v souladu
s legislativou na ochranu udajt.

1.Study Staff Personal Data

1. Osobni idaje Studijniho personélu

Both prior to and during the course of the
Study, the Investigator and his/her teams may
be called upon to provide “Personal Data," as
defined in the applicable data. protection
legislation enacted under the same or
equivalent/similar national legislation
(collectively "Data Protection Legislation™).
This data falls within the scope of the law and
regulations relating to the protection of
Personal Data and may be used by Company,
Sponsor, and their affiliates in compliance
with Data Protection Legislation, including as
set forth below and for the length of time
reasonably necessary for the purposes below.

Pied studii 1V jejim pribéhu mohou byt
Zkousejici a jeho tymy vyzvani k poskytnuti
,»Osobnich udaji* dle definice v pfislusnych
zédkonech o ochran¢ udajii ve stejné nebo
ekvivalentni/podobné  narodni legislativé
(souhrnné ,,Legislativa na ochranu udaja®).
Tyto udaje spadaji do rozsahu zdkon
a predpistt upravujicich ochranu Osobnich
udaji amohou byt pouZity Spolecnosti,
Zadavatelem a jejich dcetfinymi spole¢nostmi
vsouladu s Legislativou na ochranu udaju
véetné nize uvedeného a po dobu rozumné
potiebnou pro niZze uvedené ucely.

Sponsor, Company, and Clinician Site will
cooperate with each other to take the necessary

Zadavatel, Spolecnost a Klinické pracovisté
budou spolupracovat na potfebnych opatfenich
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measures to ensure adherence to Data
Protection Legislation. Clinician Site is
responsible for supplying the Investigator and
Study Staff with sufficient information
regarding the collection of, handling, and use
of their Personal Data.

scilem zajistit dodrzeni Legislativy na
ochranu tudajt. Klinické pracovisté je
zodpovédna za poskytnuti ZkouSejicimu
a Studijnimu personalu dostate¢nych
informaci tykajicich se sbéru, manipulace
a pouziti jejich Osobnich udaji.

This Personal Data may include names,
contact information, work experience and
professional  qualifications,  publications,
resumes, educational background and
information related to financial disclosures or
other potential conflict of interest, and
payments made to Payee(s) under this
Agreement for the following purposes:

Tyto Osobni udaje mohou obsahovat jména,
kontaktni informace, pracovni zkuSenosti
a odbornou kvalifikaci, publikace, zivotopisy,
vzdélani a informace tykajici se finan¢nich
z4jmli nebo jiného potencidlniho konfliktu
zajmu aplatby  provedené piijemci
(ptijemctm) dle této smlouvy pro nasledujici
ucely:

(1) the conduct of clinical trials (1 vedeni klinickych
and/or statistical analysis; hodnoceni a/nebo

statistickd analyza;

(i) verification by (i)  ovéfeni vladnimi nebo
governmental or regulatory regula¢nimi urady,
agencies, the Sponsor, Zadavatelem, Spolecnosti
Company, and their agents a jejich zastupci
and affiliates; a pridruzenymi subjekty;

(i)  compliance with legal and (i)  dodrzovani pravnich
regulatory requirements; a regulac¢nich pozadavkd;

(iv)  publication on (iv)  zvetejnéni na
www.clinicaltrials.gov and www.clinicaltrials.gov a na
websites and databases that webovych strankach
serve a comparable a v databazich, které slouzi
purpose, pro srovnatelny ucel,

(v) storage in databases to (v) uchovavani v databazich
facilitate the selection of pro usnadnéni  vybéru
investigators  for  future zkousejicich pro budouci
clinical trials or other klinickd hodnoceni nebo
business; and jiné obchodni ucely; a

(vi)  anti-corruption compliance. (vi)  dodrzovani ptedpisu proti

korupci.
Investigator’s and Study Staff’s Personal Data | Osobni udaje Zkousejiciho a Studijniho

may be transferred to countries outside of the
European Union (“EU”), European Economic
Area and Switzerland, such as the USA, which
may not provide for the same level of
protection as is applicable in Investigator’s
country. In such event, Company or Sponsor,

personalu mohou byt odesilany do zemi mimo
Evropskou unii (,,EU%), Evropsky
hospodaisky prostor a Svycarsko jako napf.
USA, které nemusi poskytovat stejnou troven
ochrany jako zem¢ Zkousejiciho. V takovém
pfipadé Spole€nost nebo Zadavatel (dle
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as applicable, will make sure that appropriate
safeguards are secured in advance of any
transfer in accordance with Company’s or
Sponsor’s, as applicable, legal obligations to
ensure the protection of Personal Data
according to the Data Protection Legislation.

relevance) zajisti odpovidajici ochranné prvky
pred jakymkoli pfenosem v souladu se
zékonnymi povinnostmi Spolecnosti nebo
Zadavatele (dle relevance), aby byla zajisténa
ochrana Osobnich udaji dle Legislativy na
ochranu udaju.

Names of members of Study Staff may be
processed in Company’s study contacts
database for Study-related purposes only.

Jména c¢lent Studijniho persondlu mohou byt
zpracovana v databazi studijnich kontakta
Spolecnosti pouze pro ucely spojené se Studii.

2. Study Subject Personal Data

2. Osobni udaje Studijniho personalu

The Investigator shall obtain Study Subject
written consent for the collection and use of
Study Subject Personal Data for Study
purposes, including the Processing of data
collected in accordance with the Protocol, in
compliance with Data Protection Legislation.
GSK and Clinician Site agree that, as between
them, Clinician Site is best able to manage
requests from Study Subjects for access,
amendment, transfer, blocking, or deletion of
Personal Data. If Sponsor receives a request
from a Study Subject for such access,
amendment, transfer, blocking, or deletion,
Sponsor shall forward the request to Clinician
Site.

Zkousejici ziskd pisemny souhlas Studijniho
subjektu se sbérem a pouzitim Osobnich udaji
Studijniho subjektu pro ucely Studie, vcetné
zpracovani udaju ziskanych podle Protokolu,
v souladu s Legislativou na ochranu udaju.
Spolecnost GSK a Klinické pracoviste
souhlasi, ze Klinické pracovisté je schopna
nejlépe zpracovavat pozadavky Studijnich
subjektl na ptistup, upravy, pienos, blokovani
nebo vymazani Osobnich udaji. Pokud
Zadavatel dostane poZzadavek od Studijniho
subjektu na takovy pfistup, Upravu, ptenos,
blokovani nebo vymazani, Zadavatel pifeda
poZadavek Klinickému pracovisti.

Clinician Site shall respond to Study Subjects’
requests for access, amendment, transfer,
blocking, or deletion of Personal Data in
accordance with Data Protection Legislation
and the Agreement. Clinician  Site
acknowledges that in order to maintain the
integrity of Study results, the ability to amend,
block, or delete Personal Data may be limited,
under Data Protection Legislation.

Klinické pracovist¢ bude reagovat na
pozadavky Studijnich subjektli na pfistup,
upravy, pienos, blokovani nebo vymazani
Osobnich udaji v souladu s Legislativou na
ochranu  tdaji = a Smlouvou.  Klinické
pracoviSté potvrzuje, Ze za Ucelem zajiSténi
integrity vysledkti Studie mtize byt schopnost
upravit, blokovat nebo vymazat Osobni idaje
v souladu s Legislativou na ochranu idaju.

Sponsor acknowledges that Study Subjects
may withdraw their informed consent to Study
participation and consent to Processing of
Personal Data at any time as described in the
informed consent form signed by the Study
Subject. Clinician Site shall promptly notify
Sponsor of any such withdrawal that may
affect the use of the Personal Data under the

Zadavatel potvrzuje, Ze Subjekty studie mohou
stdhnout svij souhlas sucasti ve Studii
asouhlas se zpracovanim Osobnich udaju
kdykoli dle informaci ve formulafi
informovaného souhlasu podepsaném
Studijnim subjektem. Klinické pracovisté
neprodlené¢ upozorni Zadavatele na ptipadné
takové stazeni, které mulze ovlivnit pouZiti
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Agreement. Clinician Site will use its best
efforts to clarify what the Study Subject’s
expectations are if the Study Subject
withdraws from the Study, including what
forms of communication the Clinician Site
may use to follow-up with the Study Subject,
if any, about their Study Subject’s status after
withdrawing from the Study.

Osobnich udaji dle Smlouvy.  Klinické
pracoviSté¢ vynalozi maximalni snahu, aby
objasnilo ocekavani Studijniho subjektu,
pokud Studijni subjekt ze Studie vystoupi,
véetn€¢ forem komunikace, které mize
Klinické pracovisté pouzivat pii naslednych
kontrolach Studijniho subjektu (pokud viibec),
o0 stavu Studijniho subjektu po vystoupeni ze
Studie.

3. Data Protection and Security

3. Ochrana idajii a bezpecnost

Sponsor and Clinician Site shall comply with
all applicable laws, including without
limitation all applicable Data Protection
Legislation relating to the privacy and security
of Personal Data and shall implement
appropriate technical and organisational
measures in such a manner that Processing will
meet the requirements of the General Data
Protection Regulation (“GDPR”) and ensure
the protection of the rights of the data subject.

Zadavatel aKlinické pracovisté budou
dodrzovat platné zakony, véetn€, bez omezeni,
veSkeré platné Legislativy na ochranu daji,
aby byly zajistény soukromi a bezpecnost
Osobnich udaju, abudou implementovat
odpovidajici technickd a organiza¢ni opatieni
zpusobem, ktery bude spliiovat pozadavky
Obecného nafizeni o ochrané osobnich udajt
(,GDPR®) scilem =zajistit ochranu prav
datového subjektu.

With respect to the coded Study data provided
to Company and/or Sponsor, the Clinician Site
and Sponsor are both considered data
controllers for the Processing of the Personal
Data and will both act in accordance with Data
Protection Legislation.

Sohledem na kodované Studijni udaje
poskytované Spolecnosti a/nebo Zadavateli
jsou  Klinick¢é  pracovist¢é i Zadavatel
povazovany za spravce udaji pro ucely
zpracovani Osobnich udajti abudou jednat
v souladu s Legislativou na ochranu udaji.

If Company deals with any personal data under
this Agreement in the manner of a data
controller, Company shall be the data
controller of such personal data to the extent of
such dealings and shall comply with Data
Protection Legislation.

Pokud bude Spolecnost pracovat s jakymikoli
osobnimi udaji podle této Smlouvy zptisobem
odpovidajicim spravcei udaji, Spolecnost bude
spravcem téchto osobnich tdajii v takovém
rozsahu abude dodrzovat Legislativu na
ochranu udaja.

Before Processing any Personal Data,
Clinician Site and Sponsor 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 organisational
controls are in place to prevent unauthorised or
unlawful Processing of any Personal Data it

Pied zpracovanim jakychkoli Osobnich udaji
zajisti  Klinické pracovisté a Zadavatel,
v souladu se zisadami dobré praxe oboru,
naklady na implementaci a charakterem,
rozsahem, kontextem aucelem Zpracovani
a rizikem razné pravdépodobnosti
a zavaznosti pro prava asvobody fyzickych
0sob, implementaci odpovidajicich
technickych a organiza¢nich kontrol s cilem
zabranit neautorizovanému nebo
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may hold and to protect any such Personal
Data from accidental loss, damage or
destruction.

nezakonnému Zpracovani jakychkoli
Osobnich udajt, kterymi mtze dany subjekt
disponovat, aochranu takovych Osobnich
udaji pred nahodnou ztratou, poskozenim
nebo zni¢enim.

4. Security Breaches

I. Notification of Security Breaches.
Sponsor and Clinician Site agree to notify each
other without undue delay after of discovery of
a Security Breach.

4. NaruSeni bezpecnosti

I. Upozornéni o naruseni bezpecnosti.
Zadavatel a Klinické pracovisté souhlasi, ze
upozorni druhou stranu bez zbytecné prodlevy
na zji§téné Naruseni bezpecnosti.

a. Notice of a Security Breach to Sponsor,
will be sent via e-mail to csir@gsk.com

a. Upozormnéni o NaruSeni bezpecnosti
pro Zadavatele bude odeslano e-mailem na
adresu csir@gsk.com.

b. Notice of a Security Breach to
Clinician Site will be sent to Purkyriovo
namesti 133/2, 674 01 Trebic, Czech republic

b. Upozornéni o NaruSeni bezpec¢nosti
pro Klinické pracovist¢ bude odesldano na
Purkynovo namesti 133/2, 674 01 Trebic,
Czech republic.

ii. In the course of notification to each
other, Sponsor and Clinician Site 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 Data Protection Legislation. Such
information may include, but is not necessarily
limited to:

ii. V pribéhu procesu upozornéni druhé

strany  poskytne  Zadavatel a Klinické
pracovisté, vmozné mife, dostatecné
informace, aby mohly strany spole¢né

vyhodnotit NaruSeni bezpecnosti a piipadné
dle pozadavkii upozornit vladni Ufady
v ¢asovém limitu vyzadovaném Legislativou
na ochranu udaji. Takové informace mohou
zahrnovat, mimo jin¢:

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

a. charakter =~ PoruSeni  bezpecnosti,
kategorie a ptiblizny pocet datovych subjekti
a zaznami;

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

b. pravdépodobné dusledky Poruseni
bezpecnosti, v mife, do které byly stanovené; a

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

C. veskera opatfeni za ucelem feSeni nebo
minimalizace incidentu.

iii. Sponsor and Clinician Site will jointly
decide on the basis of all available information
and Data Protection Legislation 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 Data Protection Legislation.
Where Sponsor and Clinician Site decide that
notification is required by Data Protection
Legislation, the party that incurred the Security

iii. Zadavatel a Klinické pracovisté
spoleéné¢ rozhodnou na zakladé vesSkerych
dostupnych informaci a Legislativy o ochran¢

udaji, jestli bude PoruSeni bezpecnosti
povazovano za hlasitelné Poruseni
bezpecnosti, azajisti  hlaSeni  datovym

subjektiim a/nebo vladnim ufadiim, pokud to
vyzaduje Legislativa na ochranu udaja. Strana,
u které doslo k Poruseni bezpecnosti, bude
zodpovédna za takové hlaSeni, kdyZ Zadavatel
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Breach shall be responsible for providing such
notification.

aKlinick¢  pracovist¢  rozhodnou, zZe
Legislativa na ochranu tdaji vyzaduje hlaSeni.

Iv. Assistance in Event of Security Breach.
In the event of a Security Breach relating to the
Personal Data and/or 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.

Iv. Pomoc v ptipadé PoruSeni bezpecnosti.
V piipadé Poruseni bezpecnosti ve spojitosti
S Osobnimi  udaji  a/nebo  Duvérnymi
informacemi sesbiranymi nebo ziskanymi
stranou dle této Smlouvy souhlasi ptijimajici
strana, Ze pomiize a bude plné spolupracovat
S odesilajici stranou na jakémkoli internim
nebo externim vySetfovani tietimi stranami
jako napf. organy na prosazovani prava,
poskytovanim  informaci, = zaméstnanci,
rozhovorti, materialii, databazi nebo veskerych
jinych polozek potfebnych k plnému vySetieni
avyfeseni takovych incidenti a poskytne
informace potfebné pro pozadovana hlaseni.
Strana, u které¢ doslo k poruseni, souhlasi, ze
zavede ndpravnd opatfeni dle vzijemné
dohody stran.

V. Neither Sponsor nor Clinician Site
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 wvendor hired to
investigate/mitigate such Security Breach and
bound by confidentiality obligations, except as
required by applicable laws. Clinician Site
agrees to indemnify Sponsor, for all losses
resulting from any Security Breach due to
negligence or willful misconduct by Clinician
Site, its agents, its Affiliates, or any vendor
retained by Clinician Site, including but not
limited to legal damages, government
penalties, and/or mitigation expenses.

V. Zadavatel ani Klinické pracovisté
neposkytnou, bez piedchoziho pisemného
souhlasu druhé strany, Zzadné informace
tykajici se podezieni na Poruseni bezpecnosti
zadné jiné tfeti stran€ nez poskytovateli sluzeb,
ktery byl najat k vySetfeni/minimalizaci
takového PoruSeni bezpecnosti a ktery je
vazan  mlcenlivosti, vyjma  podminek
vyzadovanych platnymi zdkony. Klinické
pracovisté souhlasi, Ze odSkodni Zadavatele za
veskeré  ztrdty  spojené s PoruSenim
bezpecnosti v disledku nedbalosti  nebo
umyslného pochybeni ze strany Klinického
pracoviSté, jeho zastupcl, jeho Dcefinych
spoleCnosti nebo jakéhokoli poskytovatele
sluzeb najatého Klinickym pracovistém,
vcetné, mimo jiné, soudnich Skod, vladnich
pokut a/nebo nékladii na minimalizaci.

5. Survival

5. Prodlouzena platnost

This Section “Personal Data” shall survive
termination or expiration of this Agreement.”

Tato cast ,,Osobni udaje* bude platit ipo
ukonceni nebo skonfeni platnosti této
Smlouvy.*
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e The first three paragraphs of Section A

e Prvni tfi odseky Casti A Predmétny

“Budget” of Exhibit B of the Agreement

-Rozpoéet* B Smlouvy bude zcela

shall be entirely removed and replaced

odstranéna a nahrazena nasledujicim

with the following:

textem:

“The Budget is as follows:

,Rozpocet je ndsledovny:

estimated duration of
study participation from
enrolment to final follow
up is between 2 and 5
years

If any extra Routine Care Visits other than
those required by protocol are entered into
EDC, these will not trigger payment.

Enrollment Visit* Kc 920 Navstéva pii zafazeni do 920 K¢
Routine Care Visit * Kc 594 studie*

End of Study form Kc 0 Navstéva s rutinni péci* 594 K¢
completion in the EDC Vyplnéni  formuladfe na 0 K¢
*Maximum 2 visits per konci studie v EDC

year per patient for *Maximalné 2 navs$tévy

za rok na pacienta po
odhadované trvani ucasti
ve Studii od

zarazeni po konecnou
kontrolu 2 az 5 let

Pokud budou do EDC zadany jakékoli dalsi
Navstévy srutinni  péfi nez navstévy
vyzadované protokolem, nebudou tyto
navstévy uhrazeny.

Conditional Subject Visits* (included with

Podminéné navstévy subjektu* (zarazené do

regular payments):

pravidelnvch plateb):

Additional 6-month
patient contact (follow up
by phone)

(Only occurs for patients
who have no Routine Care
Visit for a period of 6
months  who  would
normally be contacted by
phone as part of normal
health care practice. Data
must be present in EDC)

Kc 233

Event Related Patient

Contact (ERPC)** Kc 594

#AIll amounts are inclusive of any overhead.

Dalsi kontakt s pacientem
po 6 mésicich (kontrola po
telefonu)

(Pouze u pacienti, ktefi
neabsolvovali Zadnou
Névstévu s rutinni péci po
dobu 6 mésict aktefi by
byli normalné telefonicky
kontaktovani v ramci
normdlnich zdravotnickych
postuptt. Udaje musi byt
ulozené v EDC)

233 K¢

Kontakt

souvisejici
(ERPC)**
#Vsechny sumy zahrnuji pripadnou rezii.

pacienta

s ptithodou 594 K¢

*The compensation above is based on
completion of the CRFs and resolution of all

*Kompenzace vyse je zalozena na dokonceni
CRF a vyfteseni vSech dotazi. Zadévani dat do
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queries. Data entry into the Study electronic
data capture system is required at baseline
(enrollment) and every six (6) months
thereafter for at least two (2) years and up to a
total of five (5) years.”

systétmu elektronického zachycovani dat
Studie je vyzadovano pii vstupu (zarazeni)
a kazdych Sest (6) mésic po dobu alespon
dvou (2) let az po celkovou dobu péti (5) let.

**Payment is only considered for ERPC in
those cases where payment is for (a) events
consisting of the primary outcome events
(which are: stroke, myocardial infarction, heart
failure and death) and further, (b) appropriate
EDC page is fully completed and all available
required supporting documentation is provided
to JUDI Endpoint Adjudication System.

**Platba za ERPC bude zvazena pouze
v piipadech, kdy je platba urCena pro (a)
piihody pfredstavujici ptihody primarniho
cilového parametru (kterymi jsou: mozkova
piihoda, infarkt myokardu, selhani
srdceasmrt), adale b) odpovidajici
strana EDC je zcela dokoncena a veskera
dostupné pozadovana podpirnad dokumentace
je zadana do Systému posouzeni cilovych
parametra JUDL

All terms and conditions of the Agreement not
expressly amended by this Amendment No.1
shall remain in full force and effect.

Vsechny podminky smlouvy, které nejsou
timto Dodatkem ¢. 1 vyslovné upraveny,
zlstavaji v plné platnosti a uc¢innosti.

[THIS SPACE INTENTIONALLY LEFT
BLANK.]

[TENTO PROSTOR JE ZAMERNE
PONECHAN PRAZDNY.]
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IN WITNESS WHEREOF, this Amendment
No. 1 has been executed by the parties hereto
through their duly authorized officers on the
date(s) set forth below.

NA DUKAZ CEHOZ strany uzaviely tento
Dodatek €. 1 prostiednictvim svych fadné
povétenych zastupct k datu/datim
uvedenému/uvedenym nize.

IQVIA RDS Czech Republic s.r.o.

By:

Print Name:

Title:

Date:

CLINICIAN SITE/ KLINICKE
PRACOVISTE

By:

Print Name:

Title:

Date:

GLAXO GROUP LIMITED

Signed by IQVIA RDS Czech republic s.r.o. under Power of Attorney
dated 31st of December, 2015, for and on behalf of Glaxo Group
Limited

By:

Print Name:

Title:

Date:
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