SMLOUVA O PODPURNYCH SLUZBACH

TATO SMLOUVA O PODPURNYCH

ANCILLARY SERVICES AGREEMENT

THIS ANCILLARY SERVICES AGREEMENT is

SLUZBACH byla uzaviena
MEZI:

IQVIA RDS Czech Republic s.r.o.

se sidlem Pernerova 691/42, 186 00 Praha 8 — Karlin,
Ceska republika

1CO: 247 68 651

DIC: CZ247 68 651

(,JIQVIA%)

A

Merck KGaA, se sidlem Frankfurter Str. 250,
Darmstadt, Némecko

Danové identifikaéni ¢islo: DE 811850788
(,,Zadavatel*)
a

Nemocnice Pardubického kraje, a.s., se sidlem
Kyjevska 44, 532 03, Pardubice, Ceska republika,
ICO: 27520536, DIC: CZ27520536, zastoupena
MUDr. Tomasem Gottvaldem, predsedou
predstavenstva a MUDr. Vladimirem Ningerem,
Ph.D., ¢lenem predstavenstva, zapsana v Obchodnim
rejstiiku  vedeném Krajskym soudem Vv Hradci
Kralové oddil B, vlozka 2629,

(,,Poskytovatel*)

VZHLEDEM K TOMU, ZE:

(za prvé) IQVIA na zakladé¢ smluvniho ujednani se
Zadavatelem poskytuje sluzby spocivajici ve vedeni
projektu a/nebo jiné sluzby ve spojeni s klinickym
hodnocenim vedenym pod ndzvem ,,Multicentrické,
dvojit€¢ zaslepené, randomizované, kontrolované
klinické hodnoceni pfipravku M7824 se soubéznou
chemoradioterapii nasledovanou podavanim
ptipravku M7824 ve srovnani se soubéznou
chemoradioterapii plus placebem nasledovanou
podavanim durvalumabu u tcéastnika
S neresekovatelnym nemalobunéénym karcinomem
plic stadia 111" (dale jen ,,Studie®); a

(za druhé) Poskytovatel projevil souhlas s ucasti na
Studii formou poskytovani sluzeb a prostredki
a vybaveni, vice detailné vymezeno V Ptiloze ¢. 3; a

made
BETWEEN:

IQVIA RDS Czech Republic s.r.o.

Pernerova 691/42, 186 00 Praha 8 - Karlin, Czech
Republic

Identification number: 247 68 651

Tax identification number: CZ247 68 651
(“IQVIA”)

and

Merck KGaA, having aplace of business at
Frankfurter Str. 250, 64293 Darmstand, Germany

Tax identification number: DE 811850788
(“Sponsor”)
and

Nemocnice Pardubického kraje, a.s., having a place
of business at Kyjevska 44, 532 03 Pardubice, Czech
Republic, Identification number: 275 20 536, Tax
identification number: CZ27520536, represented by
MUDr. Tomas Gottvald, Chairperson of the Board of
Directors responsible for the management of the
hospital and MUDr. Vladimirem Ningerem, Ph.D.,
Member of the Board of Directors, listed in the
Commercial Register at the Municipal Court of
Hradec  Kralové, section B, insert 2629
(., Institution®)

WHEREAS:

(One) IQVIA has been engaged by Sponsor to provide
project management and/or other services in
connection with the study entitled “A Multicenter,
Double Blind, Randomized, Controlled Study of
M7824 with Concurrent Chemoradiation Followed by
M7824 versus Concurrent Chemoradiation Plus
Placebo Followed by Durvalumab in Participants with
Unresectable Stage 111 Non-small Cell Lung Cancer”
(the “Study”); and

(Two) Institution has agreed to participate in the Study
by providing services and facilities, more particularly
set out in Attachment 3; and
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(za tieti) spoleCnost IQVIA a Poskytovatel (dale
spolecn¢ jako ,,Strany“ nebo kazda zvlast jako
»otrana®) se dohodly na stanoveni podminek, za
kterych budou takové sluzby poskytovany.

NYNI S OHLEDEM NA SHORA UVEDENE SE

(Three) IQVIA and Institution (collectively referred to
as the “Parties” or each individually referred to as
a “Party”) wish to set out the terms on which such
services will be provided.

NOW IT IS HEREBY AGREED as follows:

STRANY TAKTO DOHODLY ve smyslu
nasledujicich ustanoveni:

1. Sluzby

1.1 Poskytovatel timto souhlasi, Ze provede

sluzby (dale jen ,,Sluzby®), jak jsou tyto
konkrétné vymezeny V Priloze ¢. 1, jez
predstavuje nedilnou soucast této Smlouvy.
Poskytovatel souhlasi, Ze Sluzby budou
provadény Vv souladu s veskerymi platnymi
pravnimi ptedpisy, pravidly a nafizenimi
adale vsouladu sodbornymi standardy
a jakymikoli platnymi pravidly spravné
klinické, laboratorni a/nebo Iékarenské praxe,
zdvaznymi  smérnicemi & standardnimi
opera¢nimi postupy.

1.2 Poskytovatel se zavazuje, ze bude disledné
dodrzovat veSkeré podminky a ustanoveni
protokolu (dale jen ,,Protokol).

2. Zaruky

2.1 Poskytovatel timto prohlasuje a zarucuje, ze

ani Poskytovateli, ani jakémukoli jejimu
zameéstnanci, zastupci C¢i jinym osobam
provadéjicim Sluzby na zaklad¢ jeho instrukei
¢i pokyni nebyla ulozena sankce zakazu
¢innosti ¢i mu (jim) nebylo zruseno piislusné
opravnéni ¢i licence ve vztahu K provadéni
Sluzeb, jejichz vykon je pfedjiman na zaklade
této Smlouvy, pfipadné neni vaci nému(jim)
vedeno jakékoli fizeni ze strany kontrolniho
organu ve vztahu KuloZeni sankce zakazu
¢innosti ¢i zruSeni pfislusného opravnéni ci
licence ¢i pro uloZeni jakéhokoliv regulacniho
opatieni  obdobného  charakteru, ato
Vv jakémkoliv statu, p¥icemz Poskytovatel se
zavazuje, 7e neprodlené vyrozumi Zadavatele
alQVIA vpiipadé, ze jakékoli takové
vysetfovani, fizeni ve vztahu K ulozeni sankce
zakazu Cinnosti ¢ zruSeni pfislusného
opravnéni ¢i licence bude zahajeno.

1. Services
11 Institution agrees to perform the services
(“Services”) as more particularly set out in
Attachment 1, which is incorporated herein by
reference. Institution agrees that the Services
will be conducted in compliance with all
applicable laws, rules and regulations, and in
conformance with the professional standards
and any applicable good clinical, laboratory
and/or pharmaceutical practices, guidelines
and standard operating procedures.

1.2 Institution will strictly follow all terms and

provisions of the protocol (“Protocol”).

2. Warranties
2.1 Institution represents and warrants that
neither it, nor any of its employees, agents or
other persons performing the Services under
its direction, has been debarred, disqualified
or banned from conducting the Services
anticipated  hereunder or is  under
investigation by any regulatory authority for
debarment or any similar regulatory action in
any country, and Institution shall notify
Sponsor and IQVIA immediately if any such
investigation, disqualification, debarment, or
ban occurs.
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2.2

2.3

24

3.1

Poskytovatel timto IQVIA a Zadavateli
poskytuje zaruku, ze neni stranou jakékoli
jiné smlouvy ¢i jiného ujednani, bez ohledu na
jejich piipadnou neformalni povahu, ato
ohledné¢ podminek, jez by mohly pfedstavovat
stiet zajmu ve vztahu Kpovaze Sluzeb
Poskytovatele, a ze po dobu trvani platnosti
této Smlouvy neuzavie jakoukoli smlouvu ¢i
ujednani, jez by svoji povahou mohlo byt
V rozporu s poskytovanim Sluzeb.

Poskytovatel  timto  potvrzuje IQVIA
a Zadavateli, ze disponuje  veskerymi

nezbytnymi opravnénimi ve vztahu Kk vykonu
Sluzeb.

Poskytovatel bere na védomi, ze smérnice
Evropské agentury pro 1éCivé pripravky
(EMA) pro oznamovani zédvaznych poruseni
nafizeni (EU) ¢.536/2014 nebo protokol
klinického hodnoceni stanovi Zadavateli
povinnost oznamovat kazd¢ zdvazné poruseni
evropskym organim do sedmi (7) dni od
okamziku, kdy se 0 ném Zadavatel nebo jeho
dodavatelé dozvédi. Pro ucely téchto pokynt
se ,,zavaznym porusenim‘ rozumi poruseni,
které mize vyznamné ovlivnit bezpecnost
aprava  subjektu  nebo  spolehlivost
a robustnost udaju ziskdvanych z klinického
hodnoceni.

Aby Zadavatel mohl plnit své zakonné
povinnosti, Poskytovatel se zavazuje, ze bude
kazdé zavazné poruSeni hlasit spolecnosti
IQVIA nebo Zadavateli, co nejdfive to bude
prakticky mozné, Vkazdém pftipadé vsak
nejpozde€ji do Ctyficeti osmi (48) hodin od
okamziku, kdy se 0 ném dozvi. Poskytovatel
se rovn€z zavazuje, ze poskytne ptipadné
dalsi podklady K ptivodnimu oznameni,
pokud o n¢ spole¢nost IQVIA nebo Zadavatel
pozadaji.

Divérné udaje ainformace vlastnické
povahy

Veskeré udaje amaterialy poskytnuté
Poskytovateli ze strany IQVIA, Zadavatele, ¢i
jejich zastupcl (at’ jiz v ustni, pisemné ci
elektronické podob¢), a veskera data, zpravy
ainformace vyplyvajici ze Studie nebo
vztahuyjici se ke Studii ¢i K jejimu pribéhu
(dale jen ,Duvérné informace™) budou
predmétem vlastnictvi Zadavatele.

2.2

2.3

24

3.1

Institution warrants to IQVIA and Sponsor
that it is not party to any other agreement or
other arrangement, however informal, the
terms of which would present a conflict of
interest with the Services and Institution
covenants not to enter into, during the term of
this  Agreement, any agreement or
arrangement which could be in conflict with
the provision of Services.

Institution warrants to IQVIA and Sponsor
that it has all necessary licences for conduct
of the Services.

Institution acknowledges that the European
Medicines Agency — EMA Guideline for the
notification of serious breaches of Regulation
(EU) No 536/2014 or the clinical trial protocol
sets an obligation for Sponsor to report serious
breaches to European authorities within seven
(7) days of Sponsor or its contractor’s
awareness of such serious breach. For the
purposes of such Guidelines, a ‘“serious
breach” means a breach likely to affect to
a significant degree the safety and rights of
a subject or the reliability and robustness of
the data generated in the clinical trial.

To enable Sponsor to comply with its legal
obligations, Institution agrees to report any
serious breach to IQVIA or Sponsor as soon
as practically possible, but in any
circumstance no later than within forty-eight
(48) hours of its awareness that a serious
breach has occurred. Institution also agrees to
provide any follow up information to the
initial report which might be requested from
IQVIA or Sponsor.

Confidential and Proprietary Information

All information and materials, provided to
Institution by IQVIA, Sponsor, or their
agents, (whether verbal, written or electronic),
and all data, reports and information, arising
out of or relating to the Services or its progress
(hereinafter, the “Confidential Information”)
shall be the property of Sponsor. Institution
shall keep the Confidential Information
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Poskytovatel je povinen striktné udrzovat
duvérny rezim Duavérnych informaci a je
opravnén je sdélit vyhradné tém svym
zaméstnanciim, ktefi jsou zapojeni do
provadéni Studie, avSak pouze V nezbytném
rozsahu pfi zachovani rezimu ,need-to-
know*. Tyto zavazky ve vztahu K zajisténi
ochrany davérnosti zustanou V platnosti po
dobu deseti (10) let od dokonceni Studie,
pficemz se vSak nebudou vztahovat na
Duvérné informace v rozsahu, v jakém tyto:
a) jsou Ci se stanou vefejné znadmymi bez
zavinéni Poskytovatele, b) jsou poskytnuty
Poskytovateli tfeti osobou bez zavazku
zachovavani duavérnosti, c) musi byt
zptistupnény prislusnym regulacnim Gradim,
nebo d) musi byt zpfistupnény dle platnych
pravnich predpisa.

3.2 Existujici vynalezy a technologie Zadavatele, | 3.2
IQVIA nebo Poskytovatele jsou jejich
oddélenym vlastnictvim a nejsou dotceny
touto Smlouvou. Zadavatel nebo kterykoli
pridruzeny subjekt povéteny Zadavatelem
nabude do vyhradniho vlastnictvi jakékoli
vynalezy nebo objevy vyplyvajici zcela nebo
z¢asti z DGvérnych informaci nebo jako
vysledek Sluzeb. Poskytovatel vyhotovi na
naklady Zadavatele jakékoli dokumenty
a poskytne jakékoli svédectvi, aby Zadavatel
(nebo  pridruzeny  subjekt  povéfeny
Zadavatelem) ziskal patent Vv jakékoli zemi
nebo aby Zadavatel (nebo ptidruzeny subjekt
povefeny Zadavatelem) jinak chranil své
zajmy tykajici se téchto vynalezli nebo
objevil.

3.3 Poskytovatel se timto zavazuje, ze uchova|3.3
veskerou dokumentaci a udaje vztahujici se
ke Sluzbam, a to po dobu 15 let od ukonceni
Studie asouhlasi, Ze po celou tuto dobu
zptistupni  vySe uvedenou dokumentaci
audaje Zadavateli a/nebo IQVIA, ato na
zakladé priméfené véasné vyzvy. Pokud
dokumenty audaje tykajici se Sluzeb uz
nebudou pottebné jest¢ pred uplynutim
minimalni lhity pro jejich uchovavani
dohodnuté vtéto Smlouvé, bude o0tom
Zadavatel Poskytovateli pisemn¢ informovat.
Pokud Poskytovatel neobdrzi po uplynuti
minimalni  lhity pro uchovavani od
Zadavatele odlisSny pokyn, bude kontaktovat
Zadavatele e-mailem na adrese

| a bude

strictly confidential and shall disclose it only
to its employees involved in conducting the
Services on aneed-to-know basis. These
confidentiality obligations shall continue until
ten (10) years after completion of the
Services, but shall not apply to Confidential
Information to the extent that it: a) is or
becomes publicly available through no fault
of Institution; b) is disclosed to Institution by
a third party not subject to any obligation of
confidence; c) must be disclosed to applicable
regulatory authorities; or d) is required to be
disclosed by applicable law.

The existing inventions and technologies of
Sponsor, IQVIA, or Institution are their
separate property and are not affected by this
Agreement. Sponsor, or any Sponsor affiliate
appointed by Sponsor, shall have exclusive
ownership of any inventions or discoveries
arising in whole or in part from Confidential
Information or arising as aresult of the
Services. Institution will, at Sponsor’s
expense, execute any documents and give any
testimony necessary for Sponsor (or
a Sponsor affiliate appointed by Sponsor) to
obtain patents in any country or to otherwise
protect Sponsor’s (or Sponsor’s appointed
affiliate’s) interests in such inventions or
discoveries.

Institution undertakes to maintain any
documents and data relating to the Services
for a period of fifteen (15) years after the end
of the Study and to make the same available
to Sponsor and/or IQVIA at all times upon
reasonable prior notice. Sponsor shall notify
the Institution in writing if the documents and
data relating to the Services are no longer
needed before the completion of the minimum
retention period agreed herewith. If the
minimum retention period is completed and
Institution has not been notified by Sponsor
otherwise, Institution shall contact Sponsor
through the email address
I ¢ comply
with any instruction from Sponsor to transfer
the documents and data relating to the
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3.4

postupovat podle piipadnych pokynli od
Zadavatele ohledné predani fadné
zapeceténych dokument audaji tykajicich
se Sluzeb tieti osobé urcené Zadavatelem, a to
na naklady Zadavatele. Pokud Poskytovatel
neobdrzi od Zadavatele odpoveéd’ do Sedesati
(60) dnti od data odeslani e-mailu, bude moci
dokumenty a udaje tykajici se Sluzeb znicit.
V piipadé, ze Poskytovatel bude zrusen nebo
z jakéhokoli diivodu uz nebude k dispozici
pro uchovavani zaznamt, bude to muset
pisemné oznamit Zadavateli nejméné 60 dnt
pfedem apostupovat podle ptipadnych
pokyn  Zadavatele ohledné¢  ptedani
dokumenti audaji tykajicich se Sluzeb.
Veskeré dotazy nebo zadosti tykajici se
uchovavani zaznamu lze kdykoli béhem lhity
pro jejich uchovavani zasilat na e-mailovou
adresu , ale bez
vyslovného pisemného pokynu Zadavatele
nesmi Poskytovatel dokumenty audaje
tykajici se Sluzeb v zadném ptipadé znicit
pted uplynutim minimalni lhuty pro jejich
uchovavani. Bez ohledu na vyse uvedené je
Poskytovatel povinen uchovavat dokumenty
audaje po dobu stanovenou pravnimi
predpisy.

Bez ohledu na vyse uvedené, Poskytovatel,
Zadavatel a IQVIA timto berou na védomi, ze
tato smlouva bude uvetejnéna v souladu se
zak. &. 340/2015, oregistru smluv. Za
uvefejnéni dle ptfedchozi véty odpovida
Poskytovatel. =~ Takovémuto  uvefejnéni
nepodléhaji ty udaje, které tvoii obchodni
tajemstvi ne¢které ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Ptiloha 2 — Platba. Dale nebudou
takovémuto uvetejnéni podléhat osobni udaje
fyzickych osob. Verze této Smlouvy urcena
ke zvetfejnéni bude Poskytovateli zaslana
spolecnosti IQVIA atvoii Prilohu 5 této
Smlouvy.

Poskytovatel je povinen uvefejnit Smlouvu
v souladu s ustanovenimi tohoto ¢lanku 3.4
vySe. Poskytovatel vyrozumi IQVIA
0 uvetejnéni smlouvy V registru smluv tak, ze
ve formulafi pouzivaném K uvetejnéni
smlouvy zada adresu

jako emailovou
adresu, na kterou ma byt zaslana notifikace

3.4

Services, duly sealed, to athird party
appointed by Sponsor at Sponsor’s expense. If
Institution does not receive a response from
Sponsor after sixty (60) days from the date the
email was sent, Institution is allowed to
destroy the documents and data relating to the
Services. In case Institution will be closed or
no longer available for record retention for
any reason, Institution must notify Sponsor in
writing at least sixty (60) days in advance and
perform any instruction to transfer the
documents and data relating to the Services as
provided by Sponsor. Any inquiries or
requests regarding record retention can be
sent at any time during the retention period to
the email address
I ot in no
circumstances shall Institution be allowed to
destroy the documents and data relating to the
Services before the minimum retention period
unless Institution receives express written
instruction from Sponsor in this regard.
Regardless of the above, the Institution is
obliged to keep documents and data for
a period required by applicable legislation.

Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge that
this Agreement shall be published pursuant to
Act no. 340/2015 Sh., on Agreements
Register. As and between the Parties,
Institution agrees to publish the Agreement
pursuant to the foregoing. Any information
which constitutes trade secret of either Party
is exempted from such publication. For the
purposes of this Agreement, trade secrets
include, but are not limited to, Attachment 2 —
Payment. Furthermore, personal data of
individuals are also exempted from
publication. The version of this Agreement
intended for publication shall be provided to
the Institution by IQVIA and is attached
hereto as Attachment 5.

The Institution is obliged to publish this
Agreement in accordance with this Section
3.4 above. The Institution will inform IQVIA
of publishing the Agreement in the
Agreements Register by designating the
following email address:

as the email
address to which a notification of publication
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0 uvetejnéni. Pokud Poskytovatel neuveiejni
Smlouvu do 5 pracovnich dnd od data
posledniho podpisu, bude ji moci uvefejnit
Zadavatel nebo IQVIA.

4, Ochrana osobnich udaji 4.

4.1 Pted a v pribéhu poskytovani Sluzeb mohou | 4.1
Poskytovatel azaméstnanci Poskytovatele
poskytnout v souladu se zakonem ¢. 110/2019
Sb., 0 zpracovani osobnich tdaju, v platném
znéni, osobni udaje, jak jsou definovany
v zakonech a natizenich tykajicich se ochrany
osobnich udaji, které se vztahuji na
Zadavatele, v¢etné natizeni (EU) 2016/679
(,,natizeni GDPR®) a pripadnych mistnich
zakonii nebo predpisi tykajicich se ochrany
osobnich udaji, které se vztahuji na
Poskytovatele (,,Platné pravni piedpisy
0 ochrané osobnich udaju®), tykajici se jejich
zaméstnanct nebo jinych pracovniki, a tyto
udaje mohou byt pouzivany spolecnosti
IQVIA, Zadavatelem ajejich ptidruzenymi
subjekty vsouladu s platnymi pravnimi
predpisy, vCetné nize uvedenych uceld a po
dobu pfiméfené nezbytnou pro nize uvedené
ucely. Tyto osobni tidaje mohou zahrnovat
jména, kontaktni informace, pracovni
zkuSenosti, profesni kvalifikaci, publikacni
¢innost, zivotopisy avzd¢lavaci ¢innost,
hodnoceni vykonu, personalni moznosti,
informace o finan¢nich vztazich nebo jinych
potencidlnich  stfetech zajmd  a ostatni
informace, jez se svoji povahou vztahuji
k provadéni klinickych hodnoceni
Poskytovatele.

4.2 Tyto osobni tdaje zaméstnancti a pracovniki | 4.2
a personalu Poskytovatele (dale ,,Personal®)
budou zpracovavany Zadavatelem, jeho
pridruzenymi subjekty, spolecnosti IQVIA
nebo stranami a zastupci spolupracujicimi se
Zadavatelem pro nasledujici ucely: a)
provedeni Studie a/nebo statistickych analyz;
b) ptezkoumani statnimi kontrolnimi organy,
Zadavatelem, IQVIA ajejich zastupci
apoboCkami  nebo  tfetimi  osobami
spolupracujicimi se Zadavatelem na vyvoji
ptipravku; c) jednani v souladu s pravnimi
aregulaénimi pozadavky; d) uvetejnéni na
www.clinicaltrials.gov a na jinych vetejnych
webech a vefejnych portalech pro klinické
dokumenty agentury EMA  adalSich

in the Agreements register shall be sent.
Should the Institution fail to publish this
Agreement within 5 working days from the
date of the last signature hereof, it may be
published by the Sponsor or IQVIA.

Data Protection

Prior to and during the course of the Services,
Institution and Institution’s staff may provide
according to the Data Protection Act. No.
110/2019 Coll., as amended, personal data
processing, as defined in the laws and
regulations concerning the protection of
personal data that are applicable to Sponsor,
including Regulation (EU) 2016/679 (EU
“GDPR”), as well as any local laws or
regulations concerning the protection of
personal data that are applicable to the
Institution (“Applicable Data Protection
Laws”) relating to its staff or other personnel
and may be used by IQVIA, Sponsor, and
their affiliates in compliance with applicable
law, including as set forth below and for the
length of time reasonably necessary for the
purposes below. Such personal data may
include names, contact information, work
experience, qualifications, publications,
resumes, educational background,
performance information, facilities, staff
capabilities, information related to financial
disclosures or other potential conflict of
interest, and other information relating to
Institution’s conduct of clinical trials.

Sponsor, its affiliates, IQVIA or collaboration
parties and agents working with the Sponsor
will process such personal data of the
Institution’s staff and personnel (“Personnel”)
for the following purposes: a) the conduct of
the Study and/or statistical analysis; b) review
by governmental or regulatory agencies,
Sponsor, IQVIA, and their agents, and
affiliates or third parties working with the
Sponsor on the development of the
compound; c) satisfying legal or regulatory
requirements; d) publication on
www.clinicaltrials.gov; other public websites
and public portals for clinical documents of
EMA and other relevant agencies that inform
about clinical trials and participating
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4.3

pfislusnych  agentur, které informuji
0 klinickych  hodnocenich a zkouSejicich,
kteti se jich ti€astni, a 0 vysledcich klinickych
hodnoceni, ¢) ukladani do databazi K pouziti
pti vybéru poskytovatele sluzeb v budoucich
klinickych hodnocenich nebo jiné aktivity,
f) ptedavani zprav adalSich dokumentt
0 Studii tfetim osobdm pro vyzkumné ucely
Vv souladu se zavazkem odpovédného sdileni
udaji  atransparentnosti  a g) dodrzovani
predpist zakazujicich korup¢ni praktiky.

Nachazi-li se Poskytovatel v Evropské unii,
bude spravcem téchto osobnich udaji
Zadavatel, avSak bude-li s jakymikoli
osobnimi udaji podle této Smlouvy nakladat
jako spravce udaji spole¢nost IQVIA, bude
vrozsahu, Vvjakém Snimi bude nakladat,
spravcem  udaji spolecnost  IQVIA.
V takovych ptipadech Poskytovatel poskytne
Personalu potfebné informace 0 zpracovani
osobnich udaji spolecnosti IQVIA, aby
spolecnost IQVIA splnila svoji informacni
povinnost viuci Personalu podle pravnich
predpisti 0 ochrané osobnich udaji, které se
na ni vztahuji.

Pred predanim osobnich tudaji Personalu
spolecnosti  IQVIA  nebo  Zadavateli
Poskytovatel poskytne svému Personalu

potiebné informace 0 zpracovani osobnich
udaji Zadavatelem, aby Zadavatel splnil svoji
informacni povinnost vii¢i Personalu podle
Platnych  pravnich predpisi 0 ochrané
osobnich udajii, které se na né&j vztahuji.
K tomuto uéelu muze Poskytovatel pouzit
Sablonu Vv Ptiloze 3.

Pro ucely clanku4.2 pism. (d) vynalozi
Poskytovatel piiméfené usili, aby od ¢Elenu
Personalu ziskala souhlas se zpracovanim
jejich osobnich udaji, které mulze byt
zapotiebi zvefejnit. Personal muize souhlas
poskytnout podepsanim vzorového
dokumentu v Ptiloze 4. Pokud nékdo z ¢lent
Personélu, jejichz tidaje mtze byt zapotiebi
zvefejnit, souhlas neposkytne, bude otom
Poskytovatel informovat Zadavatele
a spolec¢nost IQVIA. Poskytovatel poskytne
Zadavateli nebo spolecnosti IQVIA na jejich
zadost kopie poskytnutych souhlast.

Poskytovatel musi pii zpracovani osobnich
udaji v souvislosti stouto Smlouvou vzdy

4.3

investigators and corresponding study results;
and e) storage in databases for use in selecting
services provider in future clinical trials or
other business; f) sharing of Study reports and
other Study documents with third parties for
research purposes in accordance with
responsible data sharing and transparency
obligations; and @)  anti-corruption
compliance.

If Institution is in the European Union, the
Sponsor would be the data controller for such
personal data, except that, if IQVIA deals with
any personal data under this Agreement in the
manner of a data controller then IQVIA shall
be the data controller of such personal data to
the extent of such dealings. In such cases,
Institution shall provide Personnel with the
information required about processing by
IQVIA so that IQVIA complies with its
information  requirements  under  data
protection laws applicable to IQVIA towards
Personnel.

Before providing personal data from
Personnel to IQVIA or Sponsor, Institution
shall provide its Personnel with the
information required about processing by
Sponsor so that Sponsor complies with its
information requirements under Applicable
Data Protection Laws towards Personnel. To
this end, Institution can use the template
attached as Attachment 3.

For purposes of Section 4.2(d), Institution
shall use reasonable efforts to obtain consent
from Personnel for processing personal data
that is eligible to be published. Personnel can
provide their consent by signing Attachment
4. Institution shall inform Sponsor and IQVIA
which eligible Personnel did not provide its
consent. Institution shall provide a copy of
provided consents to Sponsor or IQVIA upon
request of Sponsor or IQVIA.

Institution shall at all times comply with
Applicable Data Protection Laws when
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dodrzovat Platné pravni pfedpisy 0 ochrané processing personal data in connection with
osobnich udaju. this Agreement.
5. Platby; dodrZovani piedpisu 5. Payment; Compliance Obligations
51 IQVIA poskytne za Sluzby Poskytovatele|5.1 IQVIA shall pay for Institution’s Services as
uhradu v souladu s Prilohou 2. Veskeré detailed in the Attachment 2. All final
zavéreéné faktury museji byt spole¢nosti invoices must be provided to IQVIA within
IQVIA doruceny do Sedesati (60) dnt od sixty (60) days of completion of the Services
dokonceni Sluzeb, aby mohly byt zpracovany in order to be processed for payment.
a uhrazeny.
Predpokladand hodnota finan¢niho pInéni dle The estimated value of financial payment
této Smlouvy Cini pfiblizné 68 421 K¢. under this Agreement shall be approximately
CZK 68 421.
Pfipadnou nesrovnalost v ¢astkach hrazenych Institution will have thirty (30) days from the
béhem klinického hodnoceni bude moci receipt of final payment to dispute any
Poskytovatel rozporovat do tiiceti (30) dnt od payment discrepancies during the course of
obdrzeni zavére¢né platby. To zahrnuje the Study. This includes all invoiceable items
vSechny uhrazené a/nebo splatné paid and / or due for payment.
fakturovatelné polozky.
Poskytovatel bere na védomi a souhlasi S tim, Institution acknowledges and agrees that
7e Zadavatel mlze zvefejnit platby a plnéni Sponsor may publicly disclose payments and
vici Poskytovateli, pokud je to pozadovano transfers of value to Institution if required by
zakonem nebo pfislusnymi predepsanymi law or applicable codes of practice. Institution
postupy. Poskytovatel souhlasi stim, Ze agrees to the public disclosure by Sponsor of
Zadavatel muze zvetejnit informace tykajici information concerning any payments or
se  jakychkoli  plateb nebo  plnéni transfers of value made, directly or indirectly,
poskytovanych  pftimo nebo  nepiimo to Institution under this Agreement.
Poskytovateli podle této Smlouvy. Zvefejnéni Disclosure may consist of aggregate
muze zahrnovat souhrnné platby, data a ucely payments, dates, and purposes (without
(bez zvefejnéni jmen osob) nebo jednotlivé disclosing names of individuals) or specific
platby, data, Gi¢ely a jména osob. payments, dates, purposes, and names of
individuals.
Smluvni strany souhlasi, Ze niZe definovany The Parties agree that the payee designated
ptijemce platby je fadnym piijemcem platby below is the proper payee for this Agreement,
dle této Smlouvy, aze platby za sluzby and that payments under this Agreement will
vykonané na zakladé této Smlouvy budou be made only to the following payee (the
uskuteCnény pouze ve prospéch nize “Payee”):
uveden¢ho pifjemce platby (dale jen
,Piijemce platby®).
CZ24 0000 0002 8012 3725 CZ24 0000 0002 8012 3725
CEKOCZPP CEKOCZPP
Ceskoslovenska obchodni banka, Ceskoslovenska obchodni banka, a.
Bankovni a.s. BANK S.
udaje Adresa banky: DETAILS | Bank address:
Radlicka 333/150 Radlicka 333/150
150 57 Praha 5 150 57 Praha 5
Ceska republika Czech Republic
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5.2

5.3

Dojde-li Kk jakymkoli zménam ohledné
bankovnich udaju Poskytovatele,
Poskytovatel je vtakovém ptipadé o této
skute¢nosti povinen informovat IQVIA, ato
odeslanim pisemného ozndmeni. Smluvni
strany souhlasi, Ze v pfipad¢, ze ptijde pouze
0 zménu vyhradné se vztahujici k bankovnim
udajam Poskytovatele, které neptisobi zménu
v subjektu nebo zménu statu, vnémz je
bankovni ucet =ziizen, nebude zapotfebi
uzavirat jakykoli dalsi dodatek.

Poskytovatel souhlasi, ze jeho rozhodnuti,
pokud jde o poradenstvi, poskytnuté Sluzby,
a péeci 0 kazdého pacienta, nebude ovlivnéno
uhradou, kterou dostava dle této Smlouvy,
dale osvédCuje, ze tato kompenzace
nepiesahuje redlnou trzni hodnotu Sluzeb,
které poskytuje aze zadné platby nejsou
poskytovany za Géelem piimét jej K nakupu
nebo predepisovani jakychkoli 1€kt, zatizeni
nebo produkti. Pokud Zadavatel nebo IQVIA
poskytuje veskeré produkty nebo predméty
pro pouziti ve Studii zdarma, Poskytovatel
souhlasi, Ze nebude zadat thradu po zadné
osob¢, pojistovné nebo statnim ufadé nebo
jakékoli jiné treti strané za tyto zdarma
poskytnut¢  produkty nebo predméty.
Poskytovatel souhlasi, Ze nebude Zzadat
uhradu po zadné osob€, pojistovné nebo
statnim Ufad€ za jakékoliv navstévy, sluzby
nebo vydaje vzniklé v pribc¢hu Studie, za
které obdrzela ndhradu od IQVIA nebo
Zadavatele.

Je zamérem smluvnich Stran neuskuteciiovat
zadné platby ani neptfevadét zadna hodnotna
plnéni, jejichz cilem nebo vysledkem by bylo
poskytnuti uplatku ve vefejném
¢i soukromém sektoru nebo prijeti Ci
pfistoupeni na vydirani, poskytnuti nezdkonné
provize nebo jakékoli jiné nezédkonné nebo
nepatficné zpusoby ziskavani zakazek.
Poskytovatel potvrzuje, ze ¢astky vyplacené
podle této Smlouvy predstavuji pfiméfenou
odménu za Sluzby. Poskytovatel timto
prohlasuje a zarucuje, ze platby, které obdrzi
na zakladé této Smlouvy, nijak neovlivni
rozhodnuti, které¢ Poskytovatel nebo kterykoli
z jejich vlastnikll, ¢lent statutarniho organu,
zaméstnancl,, zastupci nebo konzultantl
pfipadn€ ucini.

5.2

5.3

In case of changes in the Institution’s bank
details, Institution is obliged to inform IQVIA
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.

Institution agrees that its judgment with
respect to the advice, Services provided, and
care of each patient, will not be affected by
the compensation Institution receives from
this Agreement, that such compensation does
not exceed the fair market value of the
Services it is providing, and that no payments
are being provided to Institution for the
purpose of inducing Institution to purchase or
prescribe any drugs, devices or products. If
the Sponsor or IQVIA provides any free
products or items for use in the Study,
Institution agrees that it will not bill any
person, insurer or governmental agency, or
any other third party, for such free products or
items. Institution agrees that it will not bill any
person, insurer, or governmental agency for
any services or expenses incurred during the
Study for which it has received compensation
from IQVIA or Sponsor.

It is the intent of the Parties that no payments
or transfers of value shall be made which have
the purpose or effect of public or commercial
bribery, or acceptance or acquiescence in
extortion, Kkickbacks or other unlawful or
improper means of obtaining business.
Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the Services. Institution
represents and warrants that payments
received pursuant to this Agreement will not
influence any decision that Institution or any
of its owners, directors, employees, agents, or
consultants may make.
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Poskytovatel timto prohlasuje a zarucuje, ze
ani Poskytovatel, ani jakykoli ptijemce platby
dle této Smlouvy, ¢i jakakoli osoba ¢i subjekt
jednajici jejim jménem, neni zastupcem
vetejné moci (definice viz nize) disponujicim
opravnénim ovlivnit jakékoli tfedni jednani
¢i postup ¢i rozhodnuti.

Vedle ostatnich prav a moznosti napravy
upravenych touto Smlouvou nebo zékonem,
IQVIA a Zadavatel jsou opravnéni ukoncit
platnost této Smlouvy Vpfipadé, ze
Poskytovatel porusi své zavazky a zaruky
upravené V tomto clanku nebo V piipadé, ze
IQVIA nebo Zadavatel zjisti, Ze ze strany
Poskytovatele ¢i jakékoli fyzické osoby ¢i
pravnické osoby jednajici jejim jménem, jsou
¢i byla poskytovana neopravnéna plnéni
zastupctim vefejné moci.

Pro ucely této Smlouvy, pojem ,,zastupce
vetfejné moci* znamena jakéhokoliv ufednika
¢i zaméstnance spravniho ufadu, mezinarodni
organizace veiejného typu ¢i jakékoli sekce,
oddéleni, organu ¢i pobocky téchto instituci,
nebo jakoukoli osobu jednajici v kompetenci
utfedni moci, a to ve prospéch jakékoli vefejné
organizace Ci vefejného uskupeni; a dale
jakoukoli politickou stranu ¢i zastupce
politické strany, ¢i jakéhokoli kandidata ¢i
uchazece 0 vykon funkce vetejné moci.

Ob¢ smluvni Strany se zavazuji, Ze se budou
fidit veSkerymi protikorupénimi zakony,
pravidly, predpisy a nafizenimi, jez se na
kazdou znich vztahuji (dale spolecné jen
,Pravni piedpisy”). Poskytovatel bere na
védomi, Ze spole¢nost IQVIA a Zadavatel
a jejich pfislusné pridruzené subjekty museji
dodrzovat ustanoveni zakona Spojenych statt
americkych 0 zahraniénich  korupénich
praktikach, vplatném  znéni, zakona
Spojeného  kralovstvi 0 zakazu uplaceni
a veSkerych provadécich pravnich predpisu
v ramci Umluvy OECD 0 boji s podplacenim
vetejnych Cinitelt V mezinarodnich
podnikatelskych  transakcich.  Povinnosti
kazdé smluvni Strany je znat a dodrzovat
ustanoveni platnych Pravnich predpisi.

Zadavatel ma vuamyslu provozovat svou
¢innost v souladu s ekologickymi,
pracovnépravnimi  a socialnimi  standardy
a dodrzovat zasady stanovené V Etickém

Institution represents and warrants that
neither it, nor any payee under this
Agreement, nor any person or entity acting on
its behalf is aPublic Official (as defined
below) with the ability to influence an official
act.

In addition to other rights or remedies under
this Agreement or at law, IQVIA and Sponsor
may terminate this Agreement if Institution
breaches any of the representations or
warranties contained in this Section or if
IQVIA or Sponsor learns that improper
payments are being or have been made to
Public Officials by Institution or any
individual or entity acting on its behalf.

For the purposes of this Agreement, “Public
Official” means any officer or employee of
a government, a public international
organization or any department or agency
thereof, or any person acting in an official
capacity, including, for a public agency or
enterprise; and any political party or party
official, or any candidate for public office.

Both Parties agree to comply with all
anticorruption laws, rules, regulations and
decrees applicable to the respective Party
(collectively, “Legislation™).  Institution
acknowledges that IQVIA and Sponsor, and
their respective affiliates, need to adhere to
the provisions of the United States Foreign
Corrupt Practices Act, as amended, the United
Kingdom Bribery Act and any implementing
legislation under the OECD Convention
Against the Bribery of Foreign Government
Officials  in International Business
Transactions. It is each Party’s responsibility
to be familiar with, and comply with, the
provisions of the applicable Legislation.

Sponsor intends to conduct its business in
accordance with environmental, labor and
social standards and to abide by the standards
set forth in the Merck Code of Conduct and
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kodexu spole¢nosti Merck av Listing
lidskych prav Merck (k dispozici na webu
http://www.merckgroup.com). Poskytovatel
se zavazuje, ze bude dodrzovat pifiméfené
srovnatelné  ekologické, pracovnépravni
asocialni standardy a zajisti, aby je
dodrzovali  také jeho  subdodavatelé.
Poskytovatel dale potvrzuje, ze on i jeho
subdodavatelé jsou obeznameni
s ustanovenimi zdkona FCPA, zakona
Spojeného  kralovstvi 0 zakazu uplaceni
a prisluSnych mistnich prévnich pfedpist
0 zékazu uplaceni a korupce aze nebudou
Cinit ani umoZziovat nic, co by mohlo
predstavovat poruseni ustanoveni zakona
FCPA, zakona Spojeného kralovstvi 0 zdkazu
uplaceni a prislusnych mistnich pravnich
predpisi 0 zakazu uplaceni a korupce,
ekologickych, pracovnépravnich a socialnich
standardd nebo Etického kodexu ¢i Listiny
lidskych prav spole¢nosti Merck, nebo co by
mohlo zptisobit poruseni uvedenych predpist,
standardil a kodext ze strany Zadavatele (dale
souhrnné ,,Nepatiicné jednani*).

Pokud Poskytovatel zjisti poté, co mél
pfiméfenou pfilezitost K provedeni tadné
kontroly nebo Setieni, ze doslo, nebo naopak
nedoslo Kk jakékoli udalosti, kterou by po
priméfeném zvazeni bylo mozné povazovat
za  pravdépodobné  zavazné  poruseni
povinnosti  Poskytovatele podle ¢lanku
,Dodrzovani  predpisi“ (dale ,Piipad
nedodrzovani®), bude oOtom neprodlené
pisemné informovat spole¢nost IQVIA
s uvedenim toho, jakd opatfeni ucinila nebo
hodla wucinit Knapravé takového ptipadu
a k zamezeni jeho opakovani v budoucnu.

Jestlize Poskytovatel oznami spole¢nosti
IQVIA n¢jaké Nepatiicné jednani nebo
spolecnost IQVIA nebo Zadavatel jinym
zpusobem ziskaji pfiméfené podezieni, Ze
k néjakému Nepatiicnému jednani doslo,
budou moci kromé ptipadnych dalSich prav,
ktera spolecnosti IQVIA nebo Zadavateli
nalezi podle této Smlouvy, provést sami nebo
prostiednictvim nezavislého auditora inspekci
prostor, knih azaznam Poskytovatele
aovetit tak, zda Poskytovatel plni své
povinnosti vyplyvajici z ¢lanku ,,Dodrzovani
predpist®.

the Merck Human Rights Charter (available at
http://www.merckgroup.com). Institution
shall comply, and shall ensure that its
subcontractors comply, with reasonably
comparable environmental, labor and social
standards. Institution further acknowledges
and ensures that Institution and its
subcontractors are familiar with the
provisions of the FCPA, the UK Bribery Act
and applicable local bribery and corruption
laws, and shall not take or permit any action
that will either constitute a violation under, or
cause Sponsor to be in violation of, the
provisions of the FCPA, the UK Bribery Act
or applicable local bribery and corruption law,
environmental, labor and social standards or
the Merck Code of Conduct or the Merck
Human Rights  Charter  (collectively,
“Improper Conduct”).

If Institution discovers, after areasonable
opportunity to conduct an appropriate review
or investigation, the occurrence or non-
occurrence of any event that areasonable
person would consider a probable material
breach of any of Institution’s obligations
under this Section entitled “Compliance
Obligations” (a “Compliance Event”),
Institution shall promptly notify IQVIA in
writing of such Compliance Event and the
measures Institution has and intends to take to
remedy such Compliance Event and to
prevent its recurrence.

In addition to any other rights IQVIA or
Sponsor may have under this Agreement, if
Institution notifies IQVIA of, or IQVIA or
Sponsor otherwise has a reasonable suspicion
of, the occurrence of Improper Conduct,
IQVIA or Sponsor may inspect or have
inspected by an independent auditor the
premises, books and records of Institution
relevant to Improper Conduct for the purpose
of ensuring compliance by Institution of its
obligations under this Section entitled
“Compliance Obligations.”
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Pokud spole¢nost IQVIA ziska dostatecné
dukazy otom, ze Poskytovatel nebo jeho
subdodavatel¢é  porusili  vySe uvedené
povinnosti, bude moci tuto Smlouvu okamzité
vypovédét na zakladé pisemného ozndmeni
zaslaného Poskytovateli.

6. Odpovédnost a pojisténi 6.

6.1 Poskytovatel bude podle této Smlouvy|6.1
odpovédny a zavazuje se odskodnit IQVIA
a Zadavatele za veSkerou ztratu, jez je
pfimym nasledkem vyplyvajicim z jeho
nedbalosti nebo umyslného protipravniho
jednéni, z nedodrzeni ustanoveni Protokolu
a jeho specifikaci ve vztahu ke Sluzbdm nebo
znedodrzeni pisemnych instrukci Hlavniho
zkousejiciho, Zadavatele nebo IQVIA
Poskytovatelem, nebo zporuSeni této
Smlouvy nebo ptislusnych pravnich piedpist
a nafizeni.

6.2 Zadavatel odskodni Poskytovatele za veskerou | 6.2
odpovédnost nebo  ztratu  vyplyvajici
z rozsudkt nebo naroki vzniklych
Z onemocnéni, Ujmy na zdravi nebo umrti
Subjektu studie, které je ptimym nasledkem
1é¢by tohoto subjektu v souladu s ustanovenimi
Protokolu atéto Smlouvy, nebo poruseni
povinnosti pfi ochrané osobnich udajl
s vyjimkou pripadl, kdy takova nezadouci
ptihoda, nemoc nebo Ujma na zdravi je
zplisobena:

@ skute¢nosti, ze Poskytovatel,
Zkousejici nebo jakykoliv jejich
zam@stnanec  nejednal v souladu
stouto  Smlouvou,  Protokolem,
jakoukoliv  pisemnou instrukci
Zadavatele tykajici se Studie, nebo
jakymkoliv platnym zakonem nebo
provadécim predpisem nebo
postupem, véetné GCP, vydanym
jakoukoliv regulacni autoritou, nebo

(b) nedbalosti nebo umyslnym
nespravnym jednanim
Zdravotnického zafizeni, Zkousejicim
nebo jakymkoliv jejich zastupcem
nebo

(© porusenim  povinnosti  Subjektem
studie jednat v souladu s divodnymi
pokyny Zkousejiciho tykajicimi se
pozadavki Studie.

Should IQVIA gain sufficient evidence that
Institution or its subcontractors are in breach
of the foregoing, IQVIA may terminate this
Agreement immediately by written notice to
Institution.

Liability and Insurance

Institution shall be liable under this Agreement
and indemnify IQVIA and Sponsor for direct
damages resulting from its negligence, wilful
misconduct, disregard of the Protocol
specifications in respect of the Services or from
the Institution’s disregard of the Principal
Investigator’s, Sponsor’s or IQVIA written
instructions or breach of this Agreement or
applicable laws and regulations.

Sponsor shall indemnify Institution for and
against any liability or loss resulting from
judgements or claims against them arising out
of the physical illness, injury or death of a
Study Subject as a direct result of treatment of
such Study Subject in accordance with the
terms of the Protocol and this Agreement or
breaches of personal data protection
obligations under this Agreement, except to
the extent that such adverse event, illness or
personal injury is caused by:

() failure by Institution, Investigator or any
of their respective personnel to comply
with this Agreement, the Protocol, any
written  instructions  of  Sponsor
concerning the Study, or any applicable
law, regulation or guidance, including
GCPs, issued by any regulatory authority,
or

(b) negligence or willful misconduct by
Institution, Investigator or any of their
respective personnel, or

(c) failure of the Study Subject to follow the
reasonable instructions of the Investigator
relating to the requirements of the Study.
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6.3

6.4

6.5

6.6

Poskytovatel se zavazuje odskodnit a ochranit
spole¢nost IQVIA, Zadavatele a jejich
pridruzené subjekty, vedouci pracovniky,
zastupce nebo zaméstnance za veskerou
odpovédnost nebo  ztrdtu  vyplyvajici
z rozsudkti nebo ndrokti vzniklych z poruseni
povinnosti pii ochran€¢ osobnich 1udaji
plynoucich z této Smlouvy, onemocnéni, 4jmy
na zdravi nebo umrti Subjektu studie
zpisobeného (i) nedodrzenim ustanoveni
Protokolu atéto Smlouvy =ze strany
Poskytovatele, jeho vedoucich pracovnikd,
zastupcl, zaméstnancli nebo pfidruZzenych
subjektl nebo (ii) nedbalosti nebo tmyslnym
protipravnim  jednanim  Zdravotnického
zafizeni, jeho vedoucich pracovnikil, zastupcil,
zamgstnanci nebo pfidruzenych subjektt,
avSak s tim, Ze Poskytovatel nebude povinen
odskodnit a ochranit za rozsudky a naroky

vyplyvajici z nedbalosti a umyslného
protipravniho  jednani  Zadavatele, jeho
vedoucich  pracovnikli, zastupci  nebo
zaméstnanctl.

Za 7adnych okolnosti nebude kterdkoli ze
smluvnich Stran odpovédna vaci druhé ve
vztahu KkuSlému zisku, ztrat¢ obchodni
prilezitosti, ztraté jakéhokoli vynosu ¢i trzby,
goodwillu ¢i ocekavanych uspor, nepfimé ¢i
souvisejici ztraté ¢i nahradé skody.

IQVIA se timto vyslovné ziika jakékoli
odpovédnosti ve vztahu Kk Hodnocenému
1é¢ivu a k jakémukoliv jinému v ramci Studie
pouzitému materidlu (spolecné dale jen
,,LECivo®), a to vcetné jakékoli odpoveédnosti
za vyrobek vyplyvajici ze skutec¢nosti
zpasobené ¢i udajné zpusobené podanim
takového Léciva.

Zadné zde uvedené ustanoveni neni
zamySleno ¢i konstruovano ve smyslu
vylouceni ¢i omezeni odpovédnosti kterékoli
smluvni Strany za smrt ¢i Gjmu na zdravi
zpaisobenou nedbalosti takové smluvni
Strany.

Poskytovatel se zavazuje, Ze neprodlené
pisemné vyrozumi IQVIA a Zadavatele
0 jakémkoli naroku vztahujicimu se k nemoci
¢i uyyme skutecné ¢i udajné vzniklé v disledku
nezadouci piihody Vv souvislosti s Lécivem,
0 kterém se dozvi, a umozni Zadavateli vést
jednani 0 takovém naroku (a to véetné jednani

6.3

6.4

6.5

6.6

Institution agrees to indemnify and hold
harmless IQVIA, the Sponsor, and their
affiliates, officers, agents or employees from
and against any liability or loss resulting from
judgments or claims against them arising out
of a breach of personal data protection
obligations under this Agreement and the
physical illness, injury or death of a Study
Subject due to (i) the failure of Institution, its
officers, agents, employees or affiliated
entities to adhere to the terms of the Protocol
or this Agreement, or (ii) the negligence or
willful misconduct of Institution,
[Investigator], its officers, agents, employees
or affiliated entities; provided however, that
Institution shall have no obligation to
indemnify and hold harmless with respect to
judgments and claims arising out of the
negligence and willful misconduct of
Sponsor, its officers, agents or employees.

In no event shall either Party be liable to the
other for loss of profits, business, revenue,
goodwill or anticipated savings, indirect or
consequential loss or damage.

IQVIA expressly disclaims any liability in
connection with Study medication and any
other trial related materials (collectively “(the
“Medication”), including any liability for any
product claim arising out of a condition
caused by or allegedly caused by the
administration of such Medication.

Nothing herein is intended to exclude or limit
any liability of any Party for death or personal
injury caused by the negligence of such Party.

Institution shall promptly notify IQVIA and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Medication of which it
becomes aware and allow Sponsor to handle
such claim (including settlement negotiations)
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6.7

7.1

7.2

7.3

0 jakémkoli vyrovnani), a poskytne
Zadavateli plnou soucinnosti Vv souvislosti
S vedenim jednani 0 takovém naroku.

Poskytovatel se timto zavazuje, Ze bude
udrzovat pojiSténi pozadované zdkonem a ze
na zaklad¢ zadosti predlozi IQVIA nebo
Zadavateli doklad o pojisténi.

Korespondence
a kontroly

Sregulaénimi  organy

Poskytovatel se zavazuje neprodlené
vyrozumét IQVIA a Zadavatele a poskytnout
IQVIA  aZadavateli kopii jakéhokoli
pozadavku, Zzadosti ¢i korespondence ¢i
sdéleni zaslaného vuci ¢i obdrzeného od
jakéhokoli statniho ¢i kontrolniho organu
Vv souvislosti se Studii, zejména pak zadosti
o provedeni  kontroly  zafizeni/vybaveni
Poskytovatele, pficemz se Poskytovatel
zavazuje umoznit IQVIA a Zadavateli ucast
pti jakékoli takové kontrole. Poskytovatel je
povinen pfijmout veskera vhodna opatieni za
ucelem oddé¢leni a nezvetejnéni,
nezpfistupnéni, neposkytnuti ¢i neodhaleni
jakéhokoli materialu divérmné povahy, jehoz
neni Vv souvislosti stakovou kontrolou
zapotiebi zvefejnit, zptistupnit, poskytnout ¢i
odhalit.

Poskytovatel  timto  poskytuje IQVIA,
Zadavateli ajejich opravnénym zastupctim
opravnéni K pfiméfenému piistupu do prostor
Poskytovatele, zaznamiim (vCetné opravnéni
portizovat si kopie takovych materiald na svij
naklad) a/mebo  kjakémukoli  vybaveni
a poskytne veskerou nezbytnou soucinnost
Vv kterykoli ¢asovy okamzik po dobu platnosti
této Smlouvy, a to za ucelem vykonu kontroly
¢i prohlidky ¢i auditu plnéni povinnosti, jez
jsou Poskytovateli ulozeny touto Smlouvou,
jakoz ikontroly veskerych ¢innosti, plnéni,
bezpe€nosti a zajisténi integrity ve vztahu ke
shora uvedenému a k plnéni Sluzeb.

Poskytovatel poskytne spole¢nosti IQVIA
kopii  veskerych  protokold o kontrole
tykajicich se Sluzeb poskytovanych podle této
Smlouvy. Poskytovatel umozni spole¢nosti
IQVIA a Zadavateli vyjadrit se k ptipadnym
odpovédim tykajicim se studii provadénych
Zadavatelem pied odeslanim odpovédi

6.7

7.1

7.2

7.3

and shall co-operate fully with Sponsor in its
handling of the claim.

Institution shall maintain the insurance as
provided by law, and, upon request, shall
provide a certificate of insurance to IQVIA or
Sponsor.

Regulatory
Inspection

Correspondence and

Institution shall immediately notify IQVIA
and Sponsor, and provide IQVIA and Sponsor
copies, of any inquiries, correspondence or
communications to or from any governmental
or regulatory authority relating to the
Services, including, but not limited to,
requests for inspection of Institution’s
facilities, and Institution shall permit IQVIA
and Sponsor to attend any such inspections.
Institution will make reasonable efforts to
separate, and not disclose, any confidential
materials that are not required to be disclosed
during such inspections.

Institution shall grant to IQVIA, Sponsor and
their respective authorised agents the right of
reasonable access to Institution’s facilities,
records (including aright to make copies
thereof at cost) and/or any equipment and shall
provide all reasonable assistance at all times
during the currency of this Agreement for the
purposes of carrying out an audit of
Institution’s compliance with this Agreement
as well as an audit of all activities, performance,
security and integrity in connection therewith or
the provision of the Services.

Institution shall provide IQVIA with a copy
of any inspection report pertaining to the
services provided under this Agreement.
Institution shall allow IQVIA and Sponsor the
opportunity to comment on any responses
concerning Sponsor’s studies prior to their
submission to the governmental or regulatory
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8.1

9.1

9.2

10.

10.1

10.2

statnimu nebo kontrolnimu ufadu a posle jim
kopii predlozené kone¢né verze odpovedi.

Publikace

Poskytovatel nesmi zvetejnit nebo odkazovat,
zcela nebo z¢asti, na Sluzby bez pfedchoziho
vyslovného pisemného souhlasu Zadavatele.
Zadna ze Stran této Smlouvy nepouZije
jakykoli nazev jiné smluvni Strany, nebo
nazev Zadavatele, v souvislosti s jakoukoli
reklamou, zvefejiilovanim nebo propagaci bez
predchoziho pisemného svoleni.

Zanik platnosti

IQVIA a Zadavatel miize ukoncit platnost této
Smlouvy s okamzitou ucinnosti doru¢enim
pisemné vypovédi. Poskytovatel muize
ukonc¢it poskytovani  Sluzeb pisemnou
vypoveédi Vpripadé, Ze dojde ke wvzniku
okolnosti, jez sohledem na svoji povahu
nejsou ze strany Poskytovatele jakkoli
ovlivnitelné, ajez brani Poskytovateli
vV dokonceni Sluzeb, nebo V pfipadé, ze
Poskytovatel dtvodné dospéje Kk zavéru, ze
vykon Sluzeb ptedstavuje riziko.

V navaznosti na ukonceni platnosti této
Smlouvy z jakékoli pficiny, avsak s vyjimkou
poruseni Smlouvy ze strany Poskytovatele,
budou jakékoli splatné dluzné castky vuci
Poskytovateli uhrazeny ze strany IQVIA nebo
Zadavatele, ato v souladu s podminkami této
Smlouvy nebo, v piipadé, ze IQVIA nebo
Zadavatel poskytl jakékoli tihrady formou
zalohovych plateb, Poskytovatel vrati veskeré
takové thrady S vyjimkou finanéni ¢astky, na
kterou vznikl narok za Sluzby ¢i jejich dil¢ich
plnéni, ato vsouvislosti sjejich Fadnym
provedenim v souladu s touto Smlouvou.

Dodateéna smluvni ujednani

Tato Smlouva, vcetn¢ jejich Priloh,
predstavuje vyhradni atplnou dohodu
uzavienou mezi smluvnimi Stranami, pfi¢emz
nahrazuje veSkera ostatni pisemna a Gstni
ujednani vztahujici se ke Sluzbam.

Jakakoliv zména ¢i dodatek této Smlouvy
bude platny vyhradné tehdy, bude-li proveden
V pisemné podob¢ a opatien podpisem vsech
smluvnich Stran. Neuplatnéni ¢i nevynuceni

8.1

9.1

9.2

10.

10.1

10.2

authority and to receive a copy of the final
submitted response.

Publication

Institution may not publish or refer, in whole
or in part to, the Services without the prior
express written consent of Sponsor. No Party
hereto shall use any other Party’s name, or
Sponsor’s name, in connection with any
advertising, publication or promotion without
prior written permission.

Termination

IQVIA and Sponsor may terminate this
Agreement effective immediately upon
written notice. Institution may terminate upon
written notice if circumstances beyond
Institution’s reasonable control prevent
Institution from completing the Services, or if
Institution reasonably determines that it is
unsafe to continue the Services.

Upon termination of this Agreement for any
reason other than breach by Institution, any
outstanding sums shall remain due and payable
by IQVIA or Sponsor to Institution in
accordance with the terms of this Agreement or,
if IQVIA or Sponsor has paid any sums in
advance, Institution shall repay all such sums
other than money, in respect of any Services or
part thereof properly performed in accordance
with this Agreement.

Additional Contractual Provisions

This Agreement, including the Appendices,
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Services.

No amendments or maodifications to this
Agreement shall be valid unless in writing and
signed by all the Parties. Failure to enforce
any term of this Agreement shall not
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10.3

104

105

10.6

jakékoliv  podminky stanovené touto
Smlouvou nebude predstavovat vzdani se
vykonu opravnéni stanoveného takovou
podminkou. V pfipadg, Ze kterakoli Cast této
Smlouvy bude shledana jako nevynutitelna,
zustane zbytek Smlouvy v platnosti.

Tato Smlouva bude zavaznd vuc¢i jejim
smluvnim  Strandm  ajejich  pravnim
nastupcim a nabyvatelim. Poskytovatel neni
opravnén uzaviit subdodavatelskou smlouvu,
prevést ¢i postoupit jakakoli prava ¢i zavazky,
které jsou mu stanoveny touto Smlouvou, bez
predchoziho pisemného svoleni IQVIA. Na
zaklad¢ pozadavku Zadavatele bude IQVIA
opravnén postoupit tuto Smlouvu na
Zadavatele Ci tfeti stranu  urCenou
Zadavatelem stim, Zze IQVIA nebude
odpovédny za  jakékoli zdvazky ¢i
odpovédnosti vyplyvajici ztéto Smlouvy,
kjejichz vzniku dojde po okamziku
postoupeni, pticemz Poskytovatel timto
souhlasi s takovym pfipadnym postoupenim.
Poskytovatel bude neprodlené vyrozumén
0 takovém postoupeni postupnikem.

Smluvni strany timto potvrzuji, Ze jsou
nezavislé smluvni strany, pfiCemz zadné
Z ustanoveni této Smlouvy nebude vykladano
ve smyslu, ktery by vytvarel domnéni vzniku
vztahu mezi jednotlivymi  spole¢niky,
zmocnitelem a zmocnéncem,
zameéstnavatelem a zamestnancem, ¢i
spole¢ného podniku charakteru joint-venture.
IQVIA ani Zadavateli nevznikne povinnost ¢i
odpovédnost ve vztahu K uhradam jakychkoli
pracovnépravnich dani ¢i pfispévka vuci
Poskytovateli ¢ jejimu  Personalu
a Poskytovatel potvrzuje, ze splni veskeré
platné zavazky vzniknuv§i ve vztahu
k takovym danim a piispévkam.

Podminky této Smlouvy, jez obsahuji zavazky
¢i prava, jez svoji povahou presahuji okamzik
ukonceni poskytovani Sluzeb, pretrvaji
okamzik zaniku platnosti ¢i uskutecnéni této
Smlouvy.

Tato Smlouva bude podepsana vSemi
smluvnimi Stranami ve tfech (3) stejnopisech,
z nichz kazdy bude povazovan za original.

Pokud je podle ptislusnych pravnich predpist
pravoplatny elektronicky podpis a vSechny

10.3

10.4

10.5

10.6

constitute a waiver of such term. If any part of
this Agreement is found to be unenforceable,
the rest of this Agreement will remain in
effect.

This Agreement shall be binding upon the
Parties and their successors and assigns.
Institution shall not subcontract, assign or
transfer any rights or obligations under this
Agreement without the written consent of
IQVIA. Upon Sponsor’s request, IQVIA may
assign this Agreement to Sponsor or to a third
party designated by Sponsor, and IQVIA shall
not be responsible for any obligations or
liabilities under this Agreement that arise after
the date of the assignment, and Institution
hereby consents to such an assignment.
Institution will be given prompt notice of such
assignment by the assignee.

The Parties hereto are independent
contractors and nothing contained in this
Agreement shall be construed to place them in
the relationship of partners, principal and
agent, employer/employee or joint venturers.
IQVIA and Sponsor shall not be responsible
for paying any employment-related taxes or
contributions on behalf of Institution or
Institution Personnel and Institution warrants
that Institution will fulfil all applicable
obligations regarding such taxes and
contributions.

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Services shall survive
termination or completion of this Agreement.

This Agreement shall be executed by all of its
Parties in three (3) counterparts, each of
which shall constitute an original.

If electronic signature is legally valid in
accordance with applicable laws and
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Strany budou sjeho pouzitim souhlasit, regulations and all Parties herewith agree to
Strany timto pfijimaji a potvrzuji elektronicky apply it, the Parties accept and confirm the
podpis jako pravné zavazny ekvivalent electronic signature as the legal binding
vlastnoru¢niho podpisu. equivalent of a handwritten/wet ink signature.

11. Pravni irad 11. Law

11.1 Rozhodné pravo: Tato Smlouva je|11l.1 Governing Law: This Agreement shall be
vyhotovena vsouladu sa fidi se pravem governed and construed in accordance with
Ceské republiky. Czech Law.

11.2  Soudni pfislusnost: Veskeré spory vzniklé|11.2  Jurisdiction: Any disputes arising out of this
ztéto Smlouvy budou feSeny pfislusnymi Agreement shall be resolved by the competent
soudy v Ceské republice. courts of the Czech Republic.

11.2  Rozhodujici jazykova verze: Smlouva je|11.3  Prevailing Language: The Contract is drawn
vyhotovena v anglickém a ceském jazyce. up in English and in Czech language versions.
V piipadé rozporti bude rozhodujici Ceska In case of any dispute Czech language version
verze. shall prevail.
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Na dukaz souhlasu pripojuje sviij podpis
opravnény zastupce IQVIA RDS Czech Republic
S.r.o.

ACKNOWLEDGED AND AGREED BY IQVIA
RDS Czech Republic s.r.o.

Na zakladé pIné moci IQVIA RDS Czech Republic
s.r.0. / Under aPower of Attorney IQVIA RDS
Czech Republic s.r.o.

Jméno/By:

Funkce/Title:
Datum/Date: 17. 2. 2020
Podpis/Signature:

Na dikaz souhlasu prFipojuje sviij podpis
opravnény zastupce Nemocnice Pardubického
kraje, a.s.

ACKNOWLEDGED AND AGREED BY
Nemocnice Pardubického kraje, a.s.

Jméno/By:

Funkce/Title:
Datum/Date: 27. 2. 2020
Podpis/Signature:

Jméno/By:.
Funkce/Title:
Datum/Date: 17. 2. 2020
Podpis/Signature:

Na dikaz souhlasu prFipojuje sviij podpis
opravnény zastupce Zadavatele
ACKNOWLEDGED AND AGREED BY
SPONSOR

Podepsano na zakladé plné moci / Signed under
aPower of Attorney by IQVIA RDS Czech
Republic s.r.o.

Jméno/By:
Funkce/Title:
Datum/Date:
Podpis/Signature:
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Priloha 1 Attachment 1

Sluzby Poskytovatele Institution Services

zkousejici | |G Investigator [ | AR |
Lécivo M7824 Medication M7824
Zdravotni | Multiscan, s.r.o. Institution Multiscan, s.r.o.
cké Onkologické a radiologické centrum Onkologické a radiologické
zafizeni Pardubice centrum Pardubice

Kyjevska 44 Kyjevska 44

532 03 Pardubice 532 03 Pardubice

Ceska republika Czech Republic

Ukon providény podle potiteby

Ukon provadény dle potieby, ktery bude
pozadovan na zakladé Protokolu, bude proplacen
v Castce za ukon uvedeny nize. Podminkou
uhrady je ptedlozeni originalu faktury spolecnosti
IQVIA a ptipadnych dalSich informaci, které bude

Conditional Procedure

Conditional procedure, where required by the
Protocol, will be reimbursed in the amount below
per procedure. To be eligible for payment an
original invoice must be submitted to IQVIA along
with any additional information which may be

spole¢nost IQVIA pozadovat k fadnému doloZeni
ukonu. Na originalu faktury musi byt uvedeno
¢islo subjektu hodnoceni a datum tkonu.

requested by IQVIA to appropriately document the
procedure. Subject numbers and date of procedure
must be included on an original invoice.
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Priloha 2 Attachment 2

Platby Payment
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PRILOHA 3
ZPRACOVANI OSOBNICH UDAJU
PERSONALU POSKYTOVATELE
ZADAVATELEM V RAMCI SMLOUVY
O PROVADENI KLINICKEHO HODNOCENI

Vréamci  klinického  hodnoceni  zpracovava
spolecnost Merck KGaA, se sidlem Frankfurter
StraBBe 250, 64293 Darmstadt, Némecko (dale jen
»Zadavatel”), urcit¢é osobni udaje personalu
Poskytovatele. Tento dokument poskytuje personalu
Poskytovatele informace o zpracovani jejich
osobnich udaju, jak to vyzaduji pravni predpisy.

A. KATEGORIE SHROMAZDOVANYCH
OSOBNICH UDAJU AUCELY JEJICH
ZPRACOVANI

Zadavatel bude pted klinickym hodnocenim a v jeho
priabéhu shromazd’ovat osobni udaje personalu
Poskytovatele. Tyto osobni tdaje zahrnuji jména
a kontaktni udaje apfipadné¢ také dosavadni
pracovni  zkuSenosti  aprofesni  kvalifikaci,
publikace, zivotopis, informace 0 absolvovaném
vzdélani, informace tykajici se financnich vztaht
nebo jinych potencialnich stietdt zajmd a udaje
o platbach vyplacenych na zakladé dohody
s Poskytovatelem. Zadavatel bude tyto osobni udaje
zpracovavat pro nize uvedené tcely:

0] provadéni klinickych hodnoceni
statistickych analyz,

(i) ovéfovani statnimi nebo kontrolnimi tGfady,
Zadavatelem, spolecnosti IQVIA, jejich zastupci
a pridruZzenymi subjekty,

(ili)  dodrZovani pozadavkl pravnich piedpist
a pozadavki kontrolnich uradu,
(iv) zvefejiiovani na
www.clinicaltrials.gov ana jinych vefejnych
webech avefejnych portalech pro  klinické
dokumenty agentury EMA adalSich pfisluSnych
agentur, které¢ informuji 0 klinickych hodnocenich
a zkousejicich, ktefi se jich ucastni, a 0 vysledcich
ptislusnych klinickych hodnoceni (pokud k tomu dal
subjekt udaju souhlas),

(V) ukladani do databazi za ucelem usnadnéni
vybéru zkousejicich pro budouci klinickd hodnoceni
nebo jiné obchodni ucely a

(vi) ptredavani zprav adalSich dokumenti
0 Studii tfetim osobam pro vyzkumné ucely
v souladu se zavazkem odpovédného sdileni udaju
a transparentnosti a

(vil)  dodrzovani predpist zakazujicich korup¢ni
jednani.

B. PREDAVANI OSOBNICH UDAJU
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CONFIDENTIAL / DUVERNE

ATTACHMENT 3
PROCESSING OF PERSONAL DATA OF
PERSONNEL OF INSTITUTION BY SPONSOR
AS PART OF CLINICAL TRIAL AGREEMENT

As part of the clinical trial, Merck KGaA, located at
Frankfurter Strafle 250, 64293 Darmstadt (“Sponsor™)
is processing certain personal data of the personnel of
the Institution. This document is providing
information to personnel about the processing of
personal data as required by law.

A CATEGORIES OF DATA COLLECTED
AND PURPOSES OF PROCESSING

Prior to and during the course of the clinical study,
Sponsor will collect personal data of Institution
personnel. This personal data includes names, contact
information and may include, work experience and
professional qualifications, publications, resumes,
educational background and information related to
financial disclosures or other potential conflict of
interest, and payments made under the agreement with
Institution. Sponsor will process such personal for the
following purposes:

(1) the conduct of clinical trials and/or statistical
analysis;

(i) verification by governmental or regulatory
agencies, the Sponsor, IQVIA, and their agents and
affiliates;

(iii)  compliance with
requirements;

(iv) publication on www.clinicaltrials.gov, other
public websites and public portals for clinical
documents of EMA and other relevant agencies that
inform about clinical trials and participating
investigators and corresponding study results
(provided the individual provided consent);

legal and regulatory

(V) storage in databases to facilitate the selection
of investigators for future clinical trials or other
business;

(vi)  sharing of Study reports and other Study
documents with third parties for research purposes in
accordance with responsible data sharing and
transparency obligations; and

(vii)  anti-corruption compliance.

B. DATA SHARING
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Zadavatel mtze osobni udaje pieddvat (i) svym
Institucim, které osobni udaje zpracovavaji pro ngj
a podle jeho pokynt, (ii) spolupracujicim partnerim
a (iii) pfidruzenym subjektim ve skupiné Zadavatele
véetné spolupracujicich partneri a pridruzenych
subjektl se sidlem mimo EU (,,Tieti zemé*), S tim,
ze musi byt zajiSténa pfiméfena ochrana osobnich
udajii, zejména na zakladé pouziti standardnich
smluvnich dolozek.

Osobni udaje mohou byt déle predavany tfadim ve
tfetich zemich, napiiklad Utadu pro kontrolu
potravin a 1é¢iv v USA.

C. PRAVA PERSONALU

Zadavatel bude reagovat na vSechny opravnéné
zadosti 0sdéleni informaci 0 uchovavanych
osobnich tudajich a pfipadné na vsechny Zzadosti
0 opravu, aktualizaci nebo vymazani osobnich
udaju.

Clenové personalu se mohou na Zadavatele obracet
také s namitkami proti zpracovani osobnich udaju
pro ucely uvedené v ¢lanku A odst. (V) a (vi).

Ve vsech téchto ptipadech nebo také s pripadnou
zadosti 0 kopii standardnich smluvnich dolozek se
mohou clenové Personalu obracet na povérence
Zadavatele pro ochranu osobnich idaju e-mailem na
adresu nebo na vyse
uvedenou adresul.
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Sponsor may share personal data (i) with its
Institutions that process personal data on its behalf and
according to its instructions, (ii) with collaboration
partners, and (iii) with affiliated companies of the
Sponsor's group including collaboration partners and
affiliates established in countries outside of the EU
(“Third Countries™) subject to an adequate protection,
especially by the use of Standard Contractual Clauses.

In addition, personal data may further be transferred to
authorities in Third Countries, for example the U.S.
Food and Drug Administration Authority.

C. RIGHTS OF PERSONNEL

Sponsor will respond to all legitimate requests for
information about personal data stored and, where
applicable, to all requests to correct, update, or delete
personal data.

Personnel can also contact Sponsor to object to
processing for purposes of Section A (v) and (vi).

In any of these cases or to request acopy of the
Standard Contractual Clauses (if applicable),
Personnel can contact Sponsor's data protection

officer at || G o under the

address specified above.
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PRILOHA 4
SOUHLAS SE ZVEREJNENIM OSOBNICH
UDAJU V REGISTRECH KLINICKYCH
HODNOCENI

Souhlasim se zvefejnénim mych osobnich udaji
(funkce, jména, kontaktnich udaji a informaci 0 mé
odborné kvalifikaci) na webu www.clinicaltrials.gov
a na jinych vefejnych webech a vetejnych portalech
pro klinické dokumenty agentury EMA a dalSich
ptislusnych agentur, které informuji o klinickych
hodnocenich a zkouSejicich a ¢lenech personalu,
kteti se jich tucastni, a0 vysledcich klinického
hodnoceni spole¢nosti Merck KGaA S nazvem
“Multicentrické, dvojité zaslepené, randomizované,
kontrolované klinické hodnoceni ptipravku M7824
se soubéznou chemoradioterapii nasledovanou
podavanim pfipravku M7824 ve srovnani se
soubéznou chemoradioterapii plus placebem
nasledovanou podavanim durvalumabu u téastnika
s neresekovatelnym nemalobunéénym karcinomem
plic stadia ¢

Tento souhlas mohu kdykoli odvolat s tim, Ze toto
odvolani bude mit budouci ucinek.

Misto, datum:

Podpis:
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ATTACHMENT 4
CONSENT TO PUBLICATION OF PERSONAL
DATA ON CLINICAL TRIAL REGISTERS

I consent to the publication of my personal data (title,
name, contact details and information regarding my
professional qualifications) on
www.clinicaltrials.gov, other public websites and
public portals for clinical documents of EMA and
other relevant agencies that inform about clinical trials
and participating investigators, study personnel and
corresponding study results by Merck KGaA for the
clinical trial “A Multicenter, Double Blind,
Randomized, Controlled Study of M7824 with
Concurrent Chemoradiation Followed by M7824
versus Concurrent Chemoradiation Plus Placebo
Followed by Durvalumab in Participants with
Unresectable Stage 111 Non-small Cell Lung Cancer”.

I am entitled to withdraw this consent at any time with
future effect.

place, date:
Signature:
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PRILOHA 5 ATTACHMENT 5

Verze Smlouvy K uveiejnéni v registru smluv Version of Agreement intended for publication in
Agreements Register
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