CLINICAL STUDY AGREEMENT

between
Pfizer Inc.
and
Fakultni nemocnice Motol a Homolka,
pracovisté MOTOL

Pfizer Protocol # _

This Clinical Study Agreement
(“Agreement”) between

Pfizer Inc., with a place of business at 66
Hudson Boulevard East, New York, NY

10001, USA, Identification No.: 1925262,
VAT ID No.: 13-5315170, represented by

I Pfizer),
and

Fakultni nemocnice Motol a Homolka,
pracovisté MOTOL, with a place of business
at V Uvalu 84, 150 06 Prague 5, Czech
Republic, Identification No.: 00064203, VAT
ID No.: CZ00064203, represented by

, under the POA (“Institution”),

when signed by all parties, is effective as of
the date of its publication in the Register of
Contracts, subject to compliance with the
requirement to publish the redacted version of
the Agreement in accordance with Section
15.2 (Publication of Redacted Agreement).

Pfizer wishes to sponsor a clinical study
entitled ” (“Study”) to be
conducted by (“Principal

Investigator”) at Institution under the Pfizer
protocol identified above (“Protocol”). There
is a separate agreement between Pfizer and
the Principal Investigator relating to the Study
(see Section 1.3 below).

SMLOUVA O PROVEDENI KLINICKE
STUDIE
mezi
spolecnosti Pfizer Inc.
a
Fakultni nemocnice Motol a Homolka,
pracovisté¢ MOTOL

Protokol spole¢nosti Pfizer ¢. _

Tato smlouva o provedeni klinické studie
(,,smlouva‘*) mezi

Pfizer Inc., se sidlem na adrese 66 Hudson
Boulevard East, New York, NY 10001, USA,
Identifikacni ¢islo: 1925262, Danové
identifikac¢ni ¢islo: 13-5315170, zastoupena

N . rfizer),
a

Fakultni nemocnice Motol a Homolka,
pracovisté MOTOL, se sidlem na adrese V
Uvalu 84, 150 06 Praha 5, Ceska republika,
Identifikacni ¢islo: 00064203, Danové
Identifikacni ¢islo: CZ00064203, zastoupena
_, na zaklad¢ povéteni
(,,poskytovatel zdravotnich sluZeb* nebo jen
,poskytovatel®),

po podepsani vSemi stranami nabyva u¢innosti
ke dni svého uvetejnéni v registru smluv, pod
podminkou dodrzeni pozadavku na zveiejnéni
upravené verze této smlouvy v souladu

s Clankem 15.2 (Zvetejnéni upravené
smlouvy).

Spolecnost Pfizer si pieje stat se zadavatelem
klinické studie s nazvem ,, “ (dale

jen , studie®), kterou bude provadeét
_ (,,hlavni zkouSejici®) u
poskytovatele podle vyse uvedeného protokolu
spolecnosti Pfizer (,,protokol®). Mezi
spole¢nosti Pfizer a hlavnim zkousSejicim v

souvislosti se studii vypracovana samostatna
dohoda (viz ¢lanek 1.3 nize).

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PL:
Ariba: - site # ||




At the request of the Principal Investigator
and the Institution, there are also separate
agreements in place with research staff to
facilitate direct payment to such staff
members (see Section 1.3 below).

The parties agree as follows:

1. Responsibilities

1.1 Investigators and Research
Staff. The Study will be
conducted by Institution’s
Principal Investigator.
Institution will ensure that
individuals who assist in the
conduct of the Study as sub-
investigators or research staff
who are employees or
contractors of Institution are
appropriately trained and
qualified (“Study Staff”).

1.2 Compliance Obligations.
Institution is responsible to
Pfizer for compliance by all
Study personnel (including
Study Staff) who are
Institution employees or
contractors with the terms of
this Agreement and
International Conference on
Harmonization Good Clinical
Practice (ICH GCP)
guidelines, as well as
applicable law, regulations,
and governmental guidance,
including namely Act No.
378/2007 Coll. on
Pharmaceuticals, as amended
(“Pharmaceuticals Law™),
Regulation of the Ministry of
Health No. 436/2021 Coll., on
More detailed conditions for
the conduct of clinical trials of
medicinal products for human
use, Regulation of the Ministry

Na zadost hlavniho zkousejiciho a
poskytovatele existuji také samostatné
smlouvy s vyzkumnymi pracovniky, které
usnadnuji pfimé platby t€émto pracovnikiim
(viz ¢lanek 1.3 nize).

Smluvni strany se dohodly na nésledujicim:
I. Povinnosti

1.1 Zkousejici a vyzkumni
pracovnici. Tato studie bude
provedena hlavnim zkousejicim
poskytovatele. Poskytovatel
zajisti, Ze osoby, které
napomahaji pti provadeni studie
jako spoluzkousejici nebo
vyzkumni pracovnici a jsou
zaméstnanci nebo smluvnimi
dodavateli poskytovatele, budou
nalezité zaskoleny a
kvalifikovany (,,studijni
personal®).

1.2 Povinnost dodrzovat pravni
pfedpisy a stanovené
pozadavky. Poskytovatel
odpovida spolecnosti Pfizer za
to, Zze vSichni pracovnici studie,
ktefi jsou zaméstnanci nebo
smluvnimi dodavateli
poskytovatele (v¢etné studijniho
personalu), budou dodrzovat
podminky této smlouvy, zasady
spravné klinické praxe
Mezinarodni konference pro
harmonizaci (SKP ICH) a
piislusné zakony, pravni
ptredpisy a vladni pokyny,
zejména zakon ¢. 378/2007 Sb.,
o lé¢ivech ve znéni pozdéjsich
piedpist (dale jen ,,zakon o
lécivech®), vyhlasku
Ministerstva zdravotnictvi ¢.
463/2021 Sb., o blizsich
podminkach provadéni
klinického hodnoceni
huméannich lé¢ivych piipravk,
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1.3

of Health and Ministry of
Agriculture No. 86/2008 Coll.
on Good Laboratory Practice
concerning Pharmaceuticals,
as amended, Regulation of the
Ministry of Health and
Ministry of Agriculture No.
84/2008 Coll., on Good
Pharmaceutical Practice,
Conditions for Disposal of
Pharmaceuticals within
Pharmacies, Health Institutions
and other Institutions
dispensing Pharmaceuticals,
and Act No. 372/2011 Coll. on
Medical Services and
conditions for their provision,
as amended. Institution will
provide appropriate oversight
of Principal Investigator’s
activities within the Institution.

Agreement between Pfizer and 1.3
Study Staff. At the request of
Principal Investigator and
Institution, Pfizer agrees to
enter in to separate agreements
with certain Study Staff (“Staff
Agreement(s)”) as detailed in
Attachment A, in order that
such Study Staff can receive
payment for Study-related
services directly from Pfizer.
Institution and Principal
Investigator confirm that the
existence of the Staff
Agreements is in line with
Institution’s policies and
procedures and local law. The
existence of Staff
Agreement(s) does not in any
way reduce Institution’s and
Principal Investigator’s
responsibilities for oversight of
and compliance by Study Staff
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vyhlasku Ministerstva
zdravotnictvi a Ministerstva
zemé&délstvi €. 86/2008 Sb., o
spravné laboratorni praxi v
oblasti 1é¢iv, ve znéni
pozdé&jsich prepisti, vyhlaSku
Ministerstva zdravotnictvi a
Ministerstva zemédélstvi €.
84/2008 Sb., o spravné
1ékarenské praxi, blizsich
podminkdch likvidace 1é¢iv v
1ékarnach, zdravotnickych
zatizenich a u dalSich
provozovatelil a zafizeni
vydavajicich 1é€ivé ptipravky, a
zakon ¢. 372/2011 Sb., o
zdravotnich sluzbach a
podminkach jejich poskytovani,
ve znéni pozdéjsich predpist.
Poskytovatel bude
odpovidajicim zptisobem
dohlizet na aktivity hlavniho
zkousejiciho u poskytovatele.

Smlouva mezi spolecnosti
Pfizer a studijnim persondlem.
Na zadost hlavniho
zkousejiciho a poskytovatele
spolecnost Pfizer souhlasi s
uzavienim samostatnych smluv
se studijnim personalem (dale
jen ,,smlouva(y) se studijnim
personalem®), jak je podrobné
uvedeno v priloze A, aby
studijni personal mohl pfijimat
platby za sluzby souvisejici se
studii pfimo od spole¢nosti
Pfizer. Poskytovatel a hlavni
zkousejici potvrzuji, Ze
existence Smluv se studijnim
personalem je v souladu se
zasadami a postupy
poskytovatele a mistnimi
zékony. Existence téchto smluv
zadnym zpusobem nesnizuje
odpovédnost poskytovatele a
hlavniho zkousejiciho za dohled
a dodrzovani ze strany
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1.4

1.5

as set out in this Agreement
and as required by local law.

Agreement between Pfizer 1.4
Principal Investigator. Study
conduct by Principal
Investigator and Principal
Investigator’s associated
obligations to Pfizer are
documented in a separate
agreement between Pfizer and
Principal Investigator.
Institution confirms that it is
aware of this separate
agreement.

Division of Responsibilities. 1.5
Institution, as the employer of
the Principal Investigator,
hereby grants its express
consent to the Principal
Investigator’s participation in
the Study according to the
separate Agreement and for
compensation agreed with
Pfizer according to Section
304(1) of Act No. 262/2006
Coll., Labor Code, as
amended.] Institution may not
reassign the conduct of the
Study to a different Principal
Investigator without prior
written authorization from
Pfizer. Institution and
Principal Investigator will
determine the division of
responsibilities between
Institution and Principal
Investigator for Study-related
activities required by the
Protocol or identified in this
Agreement or the agreement
between Pfizer and Principal
Investigator. However,
Principal Investigator will, at
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studijniho personalu, jak je
stanoveno v této smlouvée a jak
je pozadovano podle mistniho
prava.

Dohoda mezi spolecnosti Pfizer
a hlavnim zkouSejicim.
Provadéni studie hlavnim
zkousejicim a s tim souvisejici
povinnosti hlavniho
zkousejiciho vii¢i spolecnosti
Pfizer jsou zaznamenany

v samostatné dohod¢ uzaviené
mezi spolecnosti Pfizer a
hlavnim zkousejicim.
Poskytovatel potvrzuje, Ze je o
této samostatné dohod¢
informovan.

Rozdéleni povinnosti.
Poskytovatel jako
zaméstnavatel hlavniho
zkousejiciho timto udéluje
vyslovny souhlas s uc¢asti
hlavniho zkousejiciho ve studii
na zaklad¢ samostatné dohody a
za odménu dohodnutou se
spolecnosti Pfizer podle
paragrafu 304, bodu 1, zdkona
262/2006 Sb., zakoniku prace v
platném znéni. Poskytovatel
nesmi pridélit provadéni studie
jinému hlavnimu zkousejicimu
bez ptedchoziho pisemného
svoleni spole¢nosti Pfizer.
Poskytovatel a hlavni zkousejici
urc¢i rozdéleni povinnosti mezi
poskytovatelem a hlavnim
zkousejicim pro aktivity
souvisejici se studii, které jsou
vyzadovany protokolem nebo
jsou uvedeny v této smlouve
nebo dohodé€ mezi spole¢nosti
Pfizer a hlavnim zkousSejicim.
Hlavni zkousejici vSak
minimaln¢ pievezme vSechny
povinnosti, jezZ jsou hlavnim
zkousejicim udéleny
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1.6

1.7

minimum, assume all those
responsibilities assigned to
principal investigators by the
relevant regulations governing
the conduct of clinical
investigations. Institution
further agrees to cooperate
with Pfizer if needed to help
resolve any issues relating to
compliance by Principal
Investigator with his/her
Study-related responsibilities.

Pfizer GCP Training. Prior to
enrollment of any Study
Subjects (as defined in Section
4, Subject Enrollment),
Principal Investigator and any
sub-investigators will either
complete or provide a valid
certificate of the Pfizer-
provided Good Clinical
Practice training course
(“Pfizer GCP Training”).
Any investigators who later
join the Study will complete
the Pfizer GCP Training or
provide a valid certificate
before performing Study-
related duties. For studies of
applicable duration, Principal
Investigator and sub-
investigators will complete
Pfizer GCP Training every
three years during the term of
the Study, or more often if
there are significant changes to
the ICH GCP guidelines or
course materials.

Compliance with Global Trade
Controls. The parties agree
that activities under this
Agreement may be subject to
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1.6

1.7

pfislusnymi pravnimi ptedpisy,
jimiz se fidi provadéni
klinickych hodnoceni.
Poskytovatel déle souhlasi s
tim, ze bude v ptipadé¢ potieby
spolupracovat se spole¢nosti
Pfizer na vyfeSeni problému
souvisejicich s plnénim
povinnosti tykajicich se studie
hlavnim zkousejicim.

Skoleni ve spravné klinické
praxi poskytnuté spolecnosti
Pfizer. Pfed zafazenim
jakéhokoli subjektu studie
(definovaného v ¢lanku 4
Zatrazovani subjektt do studie)
absolvuji hlavni zkouSejici a
vsichni spoluzkousejici Skoleni
ve spravné klinické praxi
poskytované spolec¢nosti Pfizer
(déle jen ,,Skoleni SKP
spole¢nosti Pfizer*) nebo o
takovém Skoleni poskytnou
platné osvédceni. Jakykoli
zkousejici, ktery se do studie
zapoji pozdéji, absolvuje
Skoleni SKP spole¢nosti Pfizer
nebo poskytne platné osvédceni
o takovém Skoleni, a to pred
tim, nez za¢ne vykonévat
povinnosti souvisejici se studii.
Pro Studie piislusné délky
hlavni zkousejici a
spoluzkousejici absolvuji
Skoleni GCP spole¢nosti Pfizer
v prabéhu studie jednou za tii
roky nebo cCastéji, pokud budou
provedeny vyznamné zméeny
zasad GCP ICH nebo
vyukovych materiald.

Dodrzovani zédkont regulujicich
svétovy obchod. Smluvni strany
souhlasi s tim, ze aktivity
vyplyvajici z této smlouvy
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applicable import, export, and
economic sanctions laws and
regulations (“Global Trade
Control Laws”). Institution
and Pfizer will comply with all
applicable Global Trade
Control Laws.

The parties confirm
that none of the
activities under this
Agreement will (i) take
place in a Restricted
Market; (i1) involve
individuals from or
ordinarily resident in a
Restricted Market; and
(ii1) involve companies,
organizations, or
governmental entities
from a Restricted
Market. “Restricted
Market” shall mean the
Crimean Peninsula,
Cuba, the Donbass
Region, Iran, North
Korea, and Syria.

Each party states that
(1) it is not on any
Restricted Party Lists
(defined below); (ii) it
is not owned or
controlled by any
individual or entity on
any Restricted Party
Lists; and (ii1) that it
will not involve any
individual or entity on

mohou podléhat platnym
omezenim dovozu a vyvozu a
zakonim a nafizenim o
hospodaiskych sankcich
(,,z&kony regulujici svétovy
obchod®). Poskytovatel a
spole¢nost Pfizer budou
dodrzovat vSechny platné
zakony regulujici svétovy
obchod.

Smluvni strany
potvrzuji, ze (i) Zadna z
aktivit podle této
smlouvy nebude
probihat na trhu, pro
ktery plati omezeni; (ii)
do zadné z aktivit podle
této smlouvy nebudou
zapojeny osoby s
mistem pobytu na trhu,
pro ktery plati omezeni
ani osoby, které v
takovém trhu bézné
pobyvaji; a (iii) do
zadné z aktivit podle
této smlouvy nebudou
zapojeny spolecnosti,
organizace ani statni
subjekty z trhu, pro
ktery plati omezeni.

,» Ithem, pro ktery plati
omezeni“ je Krymsky
poloostrov, Kuba,
Doné&cka oblast, fran,
Severni Korea a Syrie.

Kazdéa smluvni strana
prohlasuje, ze (i) neni na
seznamech stran, pro
néz plati omezeni
(definovanych nize); (ii)
neni ve vlastnictvi zddné
fyzické nebo pravnicke
osoby vedené na
seznamech stran, pro
néz plati omezeni, ani
neni takovou osobou
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any Restricted Party
Lists in the activities
under this Agreement.
In the event that an
individual or entity on
a Restricted Party List
is included in activities
under this Agreement,
the party connected
with such individual or
entity will immediately
notify the other party
and suspend the
relevant affected
activities, including
any and all affected
payments, until the
parties agree to go
forward.

With respect to this
Agreement, Restricted
Party Lists include the
Consolidated Screening
List
(https://www.export.go
v/consolidated screeni
ng_list); the Excluded
Parties List System
(https://www.sam.gov);
and the Consolidated
List of Persons,
Groups, and Entities
Subject to E.U.
Financial Sanctions
https://data.europa.eu/d
ata/datasets/consolidate
d-list-of-persons-
groups-and-entities-
subject-to-eu-financial-
sanctions?locale=en

ovladana; a (iii) Ze do
aktivit podle této
smlouvy nezapoji
zadnou fyzickou ani
pravnickou osobu
vedenou na seznamech
stran, pro néz plati
omezeni. V ptipad¢, ze
je do aktivit podle této
smlouvy zapojena
fyzicka nebo pravnicka
osoba vedena na
seznamu stran, pro néz
plati omezeni, smluvni
strana spojena s takovou
fyzickou nebo
pravnickou osobou bude
neprodlen¢ informovat
druhou smluvni stranu a
pozastavi ptislusné
dotcené aktivity, véetné
veskerych ptislusnych
plateb, dokud se smluvni
strany nedohodnou na
pokracovani.

Pokud jde o tuto
smlouvu, seznamy stran,
pro néZ plati omezenti,
zahrnuji Konsolidovany
kontrolni seznam
(https://www.export.gov
/consolidated_screening
_list), Seznam
vyloucenych stran
(https://www.sam.gov);)
a Konsolidovany
seznam fyzickych a
pravnickych osob a
skupin, na které se
vztahuji finan¢ni sankce
Evropské unie
(https://data.europa.eu/d
ata/datasets/consolidated
-list-of-persons-groups-
and-entities-subject-to-
eu-financial-
sanctions?locale=en).
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Funding. Pfizer will provide funding
to Institution as compensation for
Institution’s services and the use of
Institution’s facilities for the Study as
delineated in Attachment A, Study
Budget and Payment Terms, and
subject to the terms specified in that
Attachment. Institution certifies that
payments to the Institution comply
with applicable law and any
applicable policies and procedure of
the Institution. Pfizer will provide
funding to the Principal Investigator
as compensation for Principal
Investigator’s Study conduct activities
under the agreement between Pfizer
and Principal Investigator. For the
avoidance of doubt, Study Staff are
responsible for the proper taxation of
any income received from Pfizer
under the separate Staff Agreements;
it is not the responsibility of the
Institution. The Institution hereby
consents to providing the Ethics
Committee of the Institution and the
Ethics Committee for a multi-center
study with this Agreement in
substantiation of the Study conditions
in accordance with the
Pharmaceuticals Law.

2.1 Funding for Study Staff.
Funding for Study Staff will be
calculated by the Principal
Investigator based on duties
conducted by the Study Staff
in the Study. Principal
Investigator will complete a
Work Order in the format
appended to the Staff
Agreement, detailing the
payment due and will submit it
to Pfizer in accordance with
the instructions in the Staff
Agreement, having first agreed
the content with the Study
Staff. For the avoidance of
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Financovéni. Spolec¢nost Pfizer
poskytne poskytovateli finan¢ni
odménu za jeho sluzby a pouziti jeho
prostor pro studii, jak je uvedeno v
piiloze A ,,Rozpocet studie a platebni
podminky* a podle podminek
stanovenych v dané pfiloze.
Poskytovatel potvrzuje, Ze platby, které
obdrzi, spliuji platné pravni piedpisy a
veskeré platné zésady a postupy
poskytovatele. Spolecnost Pfizer
poskytne hlavnimu zkousejiciho
finan¢ni odménu za jeho aktivity
spojené s provadénim studie podle
dohody uzaviené mezi spolecnosti
Pfizer a hlavnim zkouSejicim. Aby se
piedeslo pochybnostem, studijni
persondl je odpovédny za fadné
zdanéni jakéhokoli pfijmu obdrzeného
od spolecnosti Pfizer na zakladé
samostatnych smluv se studijnim
personéalem; neni to odpovédnost
poskytovatele. Poskytovatel timto
souhlasi, ze tuto smlouvu poskytne
etické komisi poskytovatele a etické
komisi pro multicentrické studie jako
odtivodnéni podminek studie v souladu
se zdkonem o lécivech.

2.1 Financovani studijniho
personalu. Financovani
studijniho personalu bude
vypocitano hlavnim
zkousejicim na zéklad¢
povinnosti provadénych
studijnim personédlem ve studii.
Hlavni zkousSejici vyplni
pracovni ptikaz ve formatu
piipojeném ke Smlouve se
studijnim persondlem, v némz
bude uvedena splatna platba, a
ptedlozi ji spolecnosti Pfizer v
souladu s pokyny ve smlouvach
se studijnim personalem poté,
co nejprve odsouhlasi obsah se
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2.2

23

doubt, the parties acknowledge
that the Study Staff’s
remuneration forms part of the
total Study Budget as detailed
in Attachment A and in no
event shall Pfizer’s total
financial obligation for
conduct of the Study exceed
the Study Budget.

Investigator Meetings. If any
Study personnel who are
Institution employees or
contractors are required to
attend investigator meetings
for this Study, Pfizer will
arrange and pay directly for
travel and accommodation and
will cover the reasonable costs
of meals in connection with
those meetings, but does not
provide compensation for such
attendance. If the Institution is
required to authorise the
attendance of Principal
Investigator at such meetings,
then this authorisation shall
not be unreasonably withheld
or delayed.

Disclosure by Pfizer. In the
interest of transparency
relating to its relationships
with investigators and study
sites or to ensure compliance
with applicable local law,
Pfizer may publicly disclose
the support it provides under
this Agreement. Such a
disclosure by Pfizer may
identify both the Institution
and the Principal Investigator,
but will clearly differentiate
between payments or other
transfers of value to
institutions and those made to
individuals.
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2.2

23

studijnim personadlem. Aby se
piedeslo pochybnostem, strany
berou na védomi, Ze odména
studijniho personalu tvofi
soucast celkového rozpoctu
studie, jak je podrobné¢ popséano
v priloze A, a v zadném ptipadé
neptekroci celkovy finan¢ni
zavazek spolec¢nosti Pfizer za
provedeni studie.

Schiizky zkouSejicich. Pokud se
od pracovnik studie, ktefi jsou
zaméstnanci nebo smluvnimi
dodavateli poskytovatele,
vyZaduje Ucast na setkanich
zkousejicich pro tuto studii,
spolecnost Pfizer zatidi a pfimo
uhradi dopravu a ubytovéni a
pokryje pfiméiené ndklady na
stravovani v souvislosti s t€émito
schiizkami, nebude vsak za
takovou ucast poskytovat
odménu. Je-li nutné, aby
poskytovatel dal svoleni k
ucasti hlavniho zkousejiciho na
takovych schtizkach, nebude
takové svoleni neodiivodnéné
odmitnuto ani udéleno
opozdéné.

Zvetejnéni informaci
spolecnosti Pfizer. V zajmu
transparentnosti svych vztahl se
zkousejicimi a pracovisti studie
nebo z divodu zajisténi
dodrzovani platnych mistnich
piedpist mize spole¢nost Pfizer
zvefejnit podporu, kterou podle
této smlouvy poskytuje. Takové
zvetejnéni spolecnosti Pfizer
muze identifikovat
poskytovatele 1 hlavniho
zkousejiciho, bude vsak zietelné
rozliSovat mezi platbami a
jinymi pfevody aktiv ve
prospéch instituci a ve prospéch
fyzickych osob.
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3. Protocol. Institution will perform
Study-related activities in accordance
with the Protocol, including, but not
limited to, adverse event reporting.

3.1 Amendments. The Institution
agrees that the Protocol may
be modified only by a written
amendment, approved by
Pfizer, the Principal
Investigator, and the
responsible IRB/IEC and
SUKL (“Amendment”)
except, as described in the
Protocol, for emergency
changes necessary to protect
the safety of the Study
Subjects (as defined in Section
4, Subject Enrollment). If it is
necessary to deviate from the
Protocol on an emergency
basis for the safety of the
Study Subjects currently under
treatment, Principal
Investigator will notify Pfizer
and the responsible Ethics
Committee and SUKL (as
applicable) as soon as
practicable but, in any event,
no later than one working day
after the change is made. No
such change made for the
safety of Study Subjects
currently under treatment will
be applied to any future Study
Subjects unless it is approved
by Pfizer and the responsible
Ethics Committee and SUKL
(as applicable) and
documented in a written
Protocol Amendment.

3.2 No Additional Research. No
additional research may be
conducted on Study Subjects
by Institution or Principal
Investigator (as defined in

3. Protokol. Poskytovatel bude provadét
aktivity souvisejici se studii v souladu s
protokolem, mimo jiné vcetné hlaseni
nezadoucich ptihod.

3.1 Dodatky. Poskytovatel souhlasi
s tim, ze protokol muze byt
upraven pouze pisemnym
dodatkem schvalenym
spolecnosti Pfizer, hlavnim
zkousejicim, odpoveédnou
IRB/NEK a SUKL
(,,dodatek®), s vyjimkou
naléhavych zmén nezbytnych k
ochran¢ bezpecnosti subjektii
studie (definovanych v ¢lanku 4
,Zatazovani subjektt do
studie®) tak, jak je popsano v
protokolu. Pokud je v akutnim
ptipadé nutné odchyleni od
protokolu pro zajisténi
bezpecnosti subjektl studie,
které praveé podstupuji 1écbu,
hlavni zkousejici o tom bude
informovat spolecnost Pfizer,
odpovédnou etickou komisi a
SUKL (v piislu§ném piipadg), a
to jakmile to bude mozné, v
kazdém ptipad¢ vSak nejpozdé;ji
do jednoho pracovniho dne po
provedeni zmény. Zadna takova
zména provedena pro
bezpecnost subjektl studie,
které prave podstupuji 1écbu, se
nebude vztahovat na Zadné
budouci subjekty studie, pokud
nebude schvalena spolecnosti
Pfizer a odpovédnou etickou
komisi a SUKL (v piislusném
ptipad€) a doloZena jako
pisemny dodatek k protokolu.

3.2 Zadny dalsi vyzkum. B&hem
provadéni studie nesmi byt na
subjektech studie
poskytovatelem ani hlavnim
zkousejicim (dle definice v
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Section 4, Subject Enrollment)
during the conduct of the
Study or on biological samples
collected during the conduct of
the Study unless it is approved
by Pfizer and documented as
an Amendment to the Protocol
or made subject to mutually
agreeable terms otherwise
documented by the parties.

Subject Enrollment. Institution has
agreed through Principal Investigator
to enroll qualified Study participants
during the Pfizer-specified enrollment
period, unless Pfizer modifies the
enrollment period by written notice. A
qualified participant is one who meets
all Protocol criteria for inclusion in

the Study (“Study Subject”). The
expected number is . The

expected duration of the Study is until
_ (maximum Study

duration).

4.1 Multi-Center Studies. Pfizer
may end Study Subject
enrollment early if the total
enrollment needed for a multi-
center study has been achieved
before the end of the
enrollment period for this
Study.

Study Conduct

5.1 Charging Study Subjects.
Institution will not charge a
Study Subject or third-party
payer for Investigational Drug
(see Section 8, Investigational

~ Site + N
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¢lanku 4 ,,Zarazovani subjektii
do studie*) ani na biologickych
vzorcich odebranych béhem
provadéni studie provadén
zadny dal$i vyzkum, pokud to
neni schvaleno spolec¢nosti
Pfizer a zdokumentovano jako
dodatek k protokolu nebo
ucinéno za vzajemné
dohodnutych podminek, které
jsou smluvnimi stranami
zdokumentovany jinak.

Zatazovani subjektt do studie.
Poskytovatel souhlasi prostfednictvim
hlavniho zkousejiciho s tim, Ze v
pribéhu doby stanovené pro zarazovani
spolecnosti Pfizer zatadi do studie
zpusobilé ucastniky studie, pokud
spolecnost Pfizer nezméni obdobi
zafazovani pisemnym ozndmenim.
Zpusobily tcastnik je osoba, ktera
splituje vSechna kritéria protokolu pro
zatazeni do studie (,,subjekt

i). Predpokladany pocet

hodnoceni
zatazenych subjektii hodnocenti je
ﬁ. Pfedpokladana doba
trvani klinického hodnocenti je
nejpozdéji do

4.1 Multicentrické studie.
Spolecnost Pfizer muze
pred¢asné ukoncit zatazovani
subjektt hodnoceni, pokud bylo
pted koncem obdobi zatfazovani
pro tuto studii dosazeno
celkového poctu zatazenych
potifebného pro multicentrickou
studii.

Provadéni studie

5.1  Uc&tovéni poplatkii subjektim
studie. Poskytovatel nebude
subjektiim studie ani platcim
tretich stran nic uctovat za
hodnocené 1é¢ivo (viz ¢lanek 8
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5.2

53

Drug) or for any services
reimbursed by Pfizer under
this Agreement or the
agreement between Pfizer and
Principal Investigator.

Safety Measures and Serious
Protocol or ICH GCP
Breaches. Institution will
inform Pfizer immediately
(directly or through Principal
Investigator) of (a) any urgent
safety measures taken by
Principal Investigator to
protect Study Subjects against
immediate hazard and (b) any
serious breaches of the
Protocol or of ICH GCP
guidelines of which Institution
becomes aware.

Institution’s Insurance. The
Institution, by signing this
Agreement, confirms that the
Institution, the facility in
which the Study will be
conducted and its employees
who will conduct the Study are
covered by valid and sufficient
insurance of liability for
damage caused by provision of
health care according to § 45
of Act No. 372/2011 Coll.

Data Protection and FDA Financial

Disclosure

6.1

Data Protection:

6.1.1  “Personal Data” has
the meaning given by
applicable law and
includes, without
limitation, any
information

~ Site + N
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53

,Hodnocené¢ 1é¢ivo*) ani za
zadné sluzby, které jsou
hrazeny spole¢nosti Pfizer
podle této smlouvy nebo podle
dohody mezi spolecnosti Pfizer
a hlavnim zkousSejicim.

Bezpecnostni opatieni a
zavaznd poruseni protokolu
nebo SKP MKH. Poskytovatel
bude spole¢nost Pfizer
neprodlen¢ informovat (pfimo,
nebo prostiednictvim hlavniho
zkousejiciho) o (a) jakychkoli
urgentnich bezpe¢nostnich
opattenich piijatych hlavnim
zkousejicim k ochrané subjekti
studie pted okamzitym
nebezpecim a (b) jakémkoli
zédvazném porusSeni protokolu
nebo zasad SKP ICH, o nichz se
poskytovatel dozvi.

Pojisténi poskytovatele.
Poskytovatel podepsanim této
smlouvy potvrzuje, ze on sam,
prostory, v nichz bude studie
provedena, a jeho zaméstnanci,
ktetfi budou studii provadét, jsou
kryti platnym a dostateCnym
pojisténim odpovednosti za
Skodu zpiisobenou
poskytovanim zdravotni péce
dle ustanoveni § 45 zakona €.
372/2011 Sb.

Ochrana osobnich tidaju a sd€lovani

finan¢nich informaci FDA

6.1.

Ochrana osobnich udajt:

6.1.1  Vyraz ,osobni udaje*
ma vyznam stanoveny
platnymi pravnimi
piedpisy a zahrnuje
mimo jiné jakékoli
informace (bez ohledu
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(regardless of the
medium and whether
alone or in
combination with
other available
information) that
identifies or relates to
an identified or
identifiable natural
person. Key coded or
otherwise
pseudonymized data
are considered
Personal Data even if
the holder of those
data does not have
access to the key that
links the data to the
identity of an
individual. Personal
data collected in
association with the
Study will include
Pfizer Representative
Personal Data (as
referenced in Section
12.2) as well as
Personal Data relating
to the Principal
Investigator, sub-
investigators, research
staff, third parties, and
Study Subjects.

6.1.2 Controllership
and

compliance.
Institution and
Pfizer are
independent
data controllers
with respect to
the handling of
patient data,
including
Personal Data,
within the
framework of

na médium a zda se
jedna o jednotlivé
informace, nebo
informace v kombinaci
s dal$imi dostupnymi
udaji), které identifikuji
fyzickou osobu nebo
souviseji s
identifikovanou nebo
identifikovatelnou
fyzickou osobou.
Zakodované nebo jinak
pseudonymizované
udaje jsou povazovany
za osobni udaje, i kdyz
drzitel téchto udaja
nema piistup ke klic¢i,
ktery udaje propojuje s
totoznosti fyzické
osoby. Osobni udaje
shromazdéné v
souvislosti se studii
budou zahrnovat
osobni udaje zastupce
spole¢nosti Pfizer (dle
¢lanku 12.2) a osobni
udaje tykajici se
hlavniho zkousSejiciho,
spoluzkousejicich,
vyzkumnych
pracovnikd, tfetich
stran a subjektl studie.

6.1.2 Spravaudaji a

dodrzovani
pravnich
predpist.
Poskytovatel a
spole¢nost Pfizer
jsou v ramci
plnéni této
smlouvy
nezavislymi
spravci udaja v
souvislosti s
nakladanim s
udaji pacientt,
vcetné€ osobnich
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performing the
Agreement.
Institution is the
independent
data controller
of Study
Subject
Personal Data
contained in:
(a) non-
pseudonymized
source
documents and
medical records
processed for
the purpose of
providing
health services
or medical care
of Study
Subjects (b)
Study Data
prior to its
submission to
Pfizer in
accordance with
Section 11.1.
Pfizer is the
independent
data controller
of all Personal
Data contained
within Study
Data and
Biological
Samples
submitted to
Pfizer by
Institution or
Principal
Investigator or
otherwise
created by
Pfizer.
Institution and
Pfizer will
comply with
data protection

14

udaju.
Poskytovatel je
nezavislym
spravcem
osobnich udaji
subjekta studie
obsazenych v:
(a)
nepseudonymizo
vanych
zdrojovych
dokumentech a
zdravotnich
zaznamech
zpracovavanych
pro ucely
poskytovani
zdravotnickych
sluzeb nebo
1ékarske péce
subjektim
studie, (b)
udajich ze studie
pied jejich
ptedlozenim
spolecnosti
Pfizer v souladu
s ¢lankem 11.1.
Spolecnost
Pfizer je
nezavislym
spravcem vsech
osobnich udaji
obsazenych v
udajich ze studie
a biologickych
vzorkil
predlozenych
spole¢nosti
Pfizer
poskytovatelem
nebo hlavnim
zkousejicim ¢i
jinak
vytvofenych
spolecnosti
Pfizer.
Poskytovatel a



applicable law,
including but
not limited to
the
implementation
of the inventory
and an
appropriate
security
program, the
appointment of
a data
protection
officer and the
execution of
processing
agreements
with the
processors they
respectively
appoint.
Institution and
Pfizer will be
responsible for
any
noncompliance
of its own tasks
as data
controller,
including any
noncompliance
by a processor
which it has
engaged
including the
Principal
Investigator’s
processing on
behalf of the
Institution.

6.1.3 Cooperation.
Institution and Pfizer

will cooperate and
assist each other with
respect to any data
protection impact
assessments and/or

spolecnost Pfizer
budou dodrzovat
platné pravni
piedpisy na
ochranu
osobnich udajt,
mimo jiné vcetné
provedeni
inventarizace a
zavedeni
odpovidajiciho
programu
zabezpeceni,
jmenovani
povétence pro
ochranu
osobnich idajt a
plnéni dohod o
zpracovani udajt
se zpracovateli,
které
poskytovatel a
Pfizer jmenuji.
Poskytovatel a
spole¢nost Pfizer
ponesou
odpovédnost za
jakékoli neplnéni
svych vlastnich
povinnosti
spravce udaju,
vcetné
jakéhokoli
neplnéni
povinnosti
zpracovatelem,
jehoz sluzeb
vyuzili, véetné
zpracovavani
hlavnim
zkousejicim
jménem
poskytovatele.

6.1.3  Spolupréce.
Poskytovatel a

spole¢nost Pfizer
budou spolupracovat a
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regulatory
consultations that may
be required with
respect to data
processing carried out
within the framework
of performing the
Agreement. Institution
will without undue
delay notify Pfizer of
(1) any notices it
receives from a data
protection authority
that relate to the
Study; and (ii) any
security incident
related to Personal
Data maintained by
Institution under the
Agreement. Where a
notice or incident
referred to in 6.1.3 (i)
or (i1) relates to
Personal Data that is
the subject of
Institution’s
obligations as data
controller, the
notification will
contain sufficient
information for Pfizer
to provide feedback,
solely as an interested
party and not as legal
or regulatory advice,
to Institution.
Institution, as the
independent data
controller of the
Personal Data, will
determine if the
security incident will
be considered a data
security breach and
conduct all required
notifications as well
as perform all
necessary actions to

budou si vzéjemné
pomahat, pokud jde o
posouzeni vlivu na
ochranu osobnich udaja
a/nebo konzultace

s kontrolnimi ufady,
které mohou byt nutné
v souvislosti se
zpracovanim osobnich
udajt provadénym v
ramci plnéni této
smlouvy. Poskytovatel
bude spole¢nost Pfizer
bez zbyte¢ného
odkladu informovat o
(1) jakychkoli
oznamenich, ktera
obdrzi od tifadu na
ochranu osobnich
udaju, jez se budou
tykat studie; a (i)
jakékoli bezpecnostni
udalosti souvisejici s
osobnimi udaji
vedenymi
poskytovatelem podle
této smlouvy. Pokud se
oznameni nebo udélost
uvedené v bodu (i)
nebo (i) ¢lanku 6.1.3
tykaji osobnich udajd,
na néz se vztahuji
povinnosti
poskytovatele jako
spravce udaji, bude
oznameni obsahovat
informace postacujici
pro to, aby spole¢nost
Pfizer mohla
poskytovateli
poskytnout zpétnou
vazbu, a to vyhradné
jako zucastnéna strana,
nikoli jako pravni nebo
regula¢ni radu.
Poskytovatel jako
nezavisly spravce
osobnich udajl urci,
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remediate the security
incident at its own
expense.

Rights of Data
Subjects Participating

in the Study.
Institution agrees that,
as between
contracting parties,
Institution is best able
to manage data
protection requests
from Study Subjects
and will respond, or
ensure the Principal
Investigator responds,
to Study Subjects’
requests in accordance
with applicable law.
Institution will
promptly notify Pfizer
at
Research_dataprivacy
@pfizer.com of any
withdrawal of any
consent to data
processing provided
by the Study Subject.

Personal Data of
Institution staff.
Institution
acknowledges that it
has received the Pfizer
Privacy Notice for
Investigators and
Study Personnel —
European Union,
European Economic
Area, and
Switzerland.

Cross-Border Data
Transfers. Institution
and Principal
Investigator will only
transfer Personal Data

zda bude bezpecnostni
udalost povazovana za
poruseni zabezpeceni
udaja, poskytne
vSechna pozadovana
oznameni a provede
vSechny nezbytné
kroky k napravé
bezpecnostni udalosti,
a to na své vlastni
naklady.

Préava subjektii udajt
ucastnicich se studie.
Poskytovatel souhlasi s
tim, ze ze smluvnich
stran je 1épe schopen
fesit pozadavky
subjektt studie tykajici
se ochrany osobnich
udajii a ze bude
reagovat nebo zajisti,
aby hlavni zkousejici
reagoval na pozadavky
subjektl studie v
souladu s platnymi
pravnimi pfedpisy.
Poskytovatel bude
spole¢nost Pfizer
neprodlen¢ informovat
na adresu
Research_dataprivacy
@pfizer.com o
jakémkoli odebrani
souhlasu se
zpracovanim udaju
poskytnutého
subjektem studie.

Osobni udaje
pracovniki

poskytovatele.
Poskytovatel potvrzuje,

Ze obdrZel oznameni
spole¢nosti Pfizer o
ochrané¢ osobnich udajt
pro zkousSejici a
pracovniky studie —
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6.2

outside the European
Union, European
Economic Area or
Switzerland in
accordance with
Study related
instructional
documents provided
by Pfizer. Institution
and Pfizer have
entered into EU
Standard Contractual
Clauses attached to
this Agreement as
Attachment D.

Financial Disclosure. Where 6.2
the Study is deemed by Pfizer
to be a “covered study” for the
purpose of the United States
Food and Drug Administration
regulation entitled “Financial
Disclosure by Clinical
Investigators” (the “FDA
Regulation™), Institution will
ensure that any sub-
investigator engaged in the
Study who is an Institution
employee or contractor agrees
to disclose to Pfizer all
relevant financial and other
information (including details
of equity interests in Pfizer or
any of its affiliates) relating to
the sub-investigators (and,
where relevant, spouse and
dependants of sub-
investigator) as required by

Evropska unie,
Evropsky hospodarsky
prostor a Svycarsko.

Pteshrani¢ni preddvani
udaju. Poskytovatel a
hlavni zkousejici
piedaji osobni udaje
mimo Evropskou unii,
Evropsky hospodarsky
prostor nebo Svycarsko
pouze v souladu

s dokumenty
souvisejicimi s touto
studii, které obsahuji
pokyny poskytnuté
spole¢nosti Pfizer.
Poskytovatel a
spole¢nost Pfizer
uzavieli standardni
smluvni dolozky EU
pripojené k této
smlouvé jako ptiloha
D.

Prohléseni o finan¢nich
informacich. V ptipadech, kdy
spolecnost Pfizer shleda, Ze se
na studii vztahuje nafizeni
amerického Ufadu pro kontrolu
potravin a 1éciv (FDA) nazvané
,Oznameni financnich
informaci zkousejicimi
klinickych hodnoceni* (dale jen
,harizeni FDA®), poskytovatel
zajisti, aby vSichni
spoluzkousejici, kteti se podile;ji
na studii a ktefi jsou
zaméstnanci nebo smluvnimi
dodavateli poskytovatele,
souhlasili s tim, Zze oznami
spolecnosti Pfizer veskeré
piislusné financ¢ni a dalsi
informace (vcetné podrobnych
udaj o majetkové ucasti ve
spolecnosti Pfizer nebo jejich
piidruzenych spole¢nostech)
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Pfizer to comply with the FDA
Regulation.

7. Informed Consent and Subject

Recruitment.

7.1

Informed Consent. Institution
will cooperate with Principal
Investigator to ensure that a
written informed consent is
obtained for each Study
Subject and that a signed
original of that consent is
maintained in that Study
Subject’s record. Pfizer will
provide a template informed
consent document for the
Study which has been
approved by the IEC and
SUKL. Institution and
Principal Investigator must not
make any changes to this
document without the prior
written approval of the Pfizer
(including any revisions made
during the course of the Study)
before the revised informed
consent document is used for
the Study. The Institution must
not recruit potential Study
Subjects to participate in the
Study, commence the research
covered under this Agreement,
or administer the
Investigational Drug (as
defined below) to the Study
Subjects unless and until a
valid informed consent has
been obtained from each Study
Subject through Principal
Investigator.

souvisejici se spoluzkousejicimi
(a v ptislusnych ptipadech
souvisejici s
manzelem/manZzelkou a
rodinnymi pfislusniky
spoluzkousejicich) podle
pozadavki spolecnosti Pfizer s
cilem splnit pozadavky natizeni
FDA.

7. Informovanv souhlas a ndbor subjektu.

7.1

Informovany souhlas.
Poskytovatel ve spolupraci s
hlavnim zkousejicim zajisti, ze
od kazdého subjektu studie
bude ziskan pisemny
informovany souhlas a Ze
podepsany original tohoto
souhlasu bude ulozen v
zdznamech subjektu studie.
Spole¢nost Pfizer poskytne
vzorovy formulaf
informovaného souhlasu pro
studii, ktery byl schvalen NEK
a SUKL. Poskytovatel a hlavni
zkousejici nesmi v tomto
dokumentu provadét zadné
zmény bez predchoziho
pisemného souhlasu spolecnosti
Pfizer pted tim, nez bude
upraveny formulaf
informovaného souhlasu pouzit
pro studii (v¢etné jakychkoli
uprav provedenych béhem
studie). Poskytovatel nesmi
provadét nabor potencialnich
subjektl studie k ucasti ve
studii, zah4jit vyzkum, na ktery
se vztahuje tato smlouva, ani
podavat hodnocené 1é¢ivo
(definované nize) subjektim
studie, pokud a dokud nebyl
prostfednictvim hlavniho
zkousejiciho ziskan od kazdého
subjektu studie platny
informovany souhlas.

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PL:
Ariba: - site # ||

19



7.2 Subject Recruitment.
Institution will ensure that all
Study-specific subject
recruitment methods,
procedures, and materials have
prior IRB/IEC written
approval and comply with all
applicable law, regulations,
and guidance. This
requirement applies to all such
materials, regardless of
medium.

7.3 Adverse Events. Institution
will ensure, through Principal
Investigator, reporting of
adverse events experienced by
Study Subjects in accordance
with instructions in the
Protocol and applicable
regulations. This includes,
where required, prompt
reporting by telephone or
facsimile to Pfizer.
Accordingly, Pfizer will, so far
as is lawful, have full
responsibility for the reporting
of all adverse events to local
and international regulatory
and/or health authorities.

Investigational Drug. Pfizer will
arrange for Institution [Principal
Investigator] to receive, at no charge,
sufficient quantities of the Pfizer
product that is being studied (“Pfizer
Drug”) to conduct the Study. Unless
otherwise indicated in Attachment A
(Study Budget and Payment Terms),
Pfizer will also arrange for Institution
[Principal Investigator] to receive at
no charge, or will cover the costs of,
any other Protocol-required drugs
(e.g., placebo, comparator drug,
concomitant drug). Any other
Protocol-required drug that Pfizer
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7.2 Nabor subjekti. Poskytovatel
zajisti, ze metody naboru
subjekta studie specifické pro
studii, tkony a materialy budou
piredem pisemné schvaleny
IRB/NEK a budou spliiovat
vSechny platné zakony, pravni
ptredpisy a vladni pokyny. Tento
pozadavek se vztahuje na
vSechny takové materidly, a to
bez ohledu na médium.

7.3 Nezadouci piihody.
Poskytovatel prostiednictvim
hlavniho zkousejiciho zajisti
hlaseni nezadoucich ptihod
subjektl studie v souladu
s pokyny v protokolu a
platnymi pravnimi ptedpisy.
Tam, kde je to nutné, to
zahrnuje jejich okamzité
ohlaseni telefonicky nebo
faxem spolecnosti Pfizer.
Spolecnost Pfizer tedy v
rozsahu daném zakonem ponese
plnou odpovédnost za hlaseni
vsech nezadoucich ptihod
mistnim a mezindrodnim
kontrolnim a/nebo
zdravotnickym orgdntm.

Hodnocené 1é€ivo. Spolecnost Pfizer
zajisti, ze poskytovatel [hlavni
zkousejici] k provedeni studie
bezplatné obdrzi dostate¢né mnozstvi
piipravku spole¢nosti Pfizer, ktery je
zkouman (,,1é¢ivo spolecnosti Pfizer®).
Neni-li v ptiloze A (Rozpocet studie a
platebni podminky) uvedeno jinak,
spolecnost Pfizer také zajisti, aby
poskytovatel [hlavni zkouSejici]
obdrzel jakakoli dalsi IéCiva
vyzadovana podle protokolu, a to bud’
bezplatné, nebo na néklady spolecnosti
Pfizer (napf. placebo, srovnavaci
1é¢ivo, soubézné podavané 1é¢ivo).
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provides or covers the cost of is,
together with the Pfizer Drug,
considered "Investigational Drug".
The Investigational Drug shall be
supplied to Institution’s
pharmacywhere the Pharmacist will
accept it and inspect it like other
consignments (i.e. if it is not damaged,
in the case of special transport
requirements, if these requirements
have been complied with) and confirm
receipt of the consignment. Pfizer is
required to notify within 3 business
days prior to delivery when the
shipment will be handed over to the
Pharmacy by email to the authorized
Pharmacist. Pfizer will arrange the
delivery to the address: Hospital
Pharmacy of the Motol University
Hospital, V Uvalu 84, 150 06 Prague 5
and will mark it with the name of the
responsible Pharmacist.

Pfizer will not require pharmacy work
outside of normal business hours (Mon-
Fri 4-7:30pm, weekends, holidays).

Institution hereby undertakes to
ensure that the Investigational Drug be
stored separately from other
medication in the pharmacy, and its
preparation, inspection, preserving
and dispensing (hereinafter only
“Investigational Drug Handling”) be
performed in compliance with
Protocol, Pfizer instructions and also
pursuant to generally binding legal
regulations specified above under Sec.
1.3, and the Good Pharmacy Practice,
as well as the terms and conditions
stipulated by applicable Directives
issued by State Institute for Drug
Control.

Institution will appoint two
appropriately qualified and
experienced pharmacists. The
pharmacists will hold current
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Jakékoli dalsi 1é¢ivo vyzadované
protokolem, které spole¢nost Pfizer
poskytuje nebo jehoz naklady hradi, je
spolecné s 1é¢ivem spolecnosti Pfizer
povazovano za ,,hodnocené 1é¢ivo*.
Hodnocené¢ 1é€ivo bude dodavano do
Iékarny poskytovatele, kde je 1ékarnik
pievezme a zkontroluje jako jiné
zasilky (tzn. neni-li poskozena, v
piipadé zvlastnich pozadavki na
transport, byly-li tyto pozadavky
dodrzeny), a ptijem zasilky potvrdi.
Spole¢nost Pfizer je povinna ozndmit
do 3 pracovnich dnti pied dodanim, kdy
bude zasilka do 1ékarny pfedana a to
emailem Iékarnou povérenému
farmaceutovi. Spolec¢nost Pfizer zajisti
dodavku na adresu: Nemocni¢ni
1ékarna FN Motol, V Uvalu 84, 150 06
Praha 5 a oznaci ji jménem
odpovédného 1ékarnik.

Ze strany spolecnosti Pfizer nebude
vyzadovana prace I¢karny mimo béznou
pracovni dobu (po-pa 16-7:30, vikendy,
svatky).

Poskytovatel se timto zavazuje, ze
zajisti, aby bylo hodnocené 1é¢ivo
uchovéavano oddélen¢ od ostatnich 1¢kl
v Iékarn€ a aby jeho piiprava, kontrola,
uchovavani a vydej (dale jen
»~manipulace s hodnocenym lé¢ivem")
byly provadény v souladu s protokolem,
pokyny spolecnosti Pfizer a také v
souladu s obecné zdvaznymi pravnimi
ptedpisy uvedenymi vyse v ¢lanku 1.3,
spravnou lékarenskou praxi a
podminkami stanovenymi v platnych
pokynech vydanych Statnim ustavem
pro kontrolu IéCiv.

Poskytovatel jmenuje dva lékarniky s
odpovidajici kvalifikaci a zkuSenostmi.
Lékarnici budou drziteli platnych
profesnich osvédceni (bez omezeni),
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practising certificates (with no
restrictions) and be registered with the
professional governing body of
pharmacists in the Czech Republic
pursuant to applicable laws, who shall
be responsible for Study Drug
Handling and keeping full records
thereon. After appointing such
pharmacists, Institution shall notify
Pfizer in writing without undue delay
of the name and surname of the
appointees along with the appropriate
contact details, if applicable. Principal
Investigator will use and administer
the Investigational Drug directly from
Institution’s pharmacy in compliance
with the Protocol and in doses
required for each individual Study
Subject visit.

8.1 Custody and Dispensing.
Institution will, or will
cooperate with Principal
Investigator to, maintain
appropriate control of supplies
of Investigational Drug and
will not administer or dispense
it to anyone who is not a Study
Subject, or provide access to it
to anyone except Study
personnel.

8.2 Use. Institution will ensure, or
cooperate with Principal
Investigator in ensuring, that
Investigational Drug is used
only as specified in the
Protocol and in strict
accordance with
Pharmaceuticals Law and
other applicable legal
regulations. Any other use of
Investigational Drug by an
Institution employee or
contractor constitutes a
material breach of this
Agreement.

~ Site + N

budou zaregistrovani u oficidlni
profesni organizace 1ékarnikt v Ceské
republice v souladu s pfislusnymi
pravnimi ptedpisy a budou odpovidat
za nakladéani s hodnocenym lé¢ivem a
za vedeni kompletni dokumentace o
této ¢innosti. Poskytovatel po jejich
jmenovani pisemn¢ oznami spolec¢nosti
Pfizer bez zbyte¢ného odkladu jméno a
piijmeni jmenovanych osob spolu s
nalezitymi kontaktnimi udaji (v
piislusnych piipadech). Hlavni
zkousejici bude hodnocené 1é¢ivo
pouzivat a podavat ptimo z Iékarny
poskytovatele v souladu s protokolem a
v davkach potiebnych pro kazdou
jednotlivou navstévu subjektu studie.

8.1 Uchovavéni a vydej ptipravku.
Poskytovatel bude provadét
odpovidajici kontrolu zasob
hodnoceného 1é¢iva nebo pfi ni
bude spolupracovat s hlavnim
zkousejicim a nepodé ani
nevyda hodnocené 1é¢ivo
nikomu, kdo neni subjektem
studie, ani k nému neumozni
piistup nikomu kromé
pracovniku studie.

8.2  Pouziti. Poskytovatel zajisti
nebo bude spolupracovat s
hlavnim zkousSejicim na
zajisténi toho, ze hodnocené
1é¢ivo bude pouzivano pouze
tak, jak je stanoveno v
protokolu, a v ptfisném souladu
se zakonem o 1é¢ivech a s
dal$imi ptisluSnymi pravnimi
predpisy. Jakékoli jiné pouziti
hodnoceného 1é¢iva
zaméstnancem nebo smluvnim
dodavatelem poskytovatele
piedstavuje zasadni poruseni
této smlouvy.
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10.

8.3 Ownership of Pfizer Drug.
Pfizer Drug is and remains the
property of Pfizer. Except for,
and limited to, the use
specified in the Protocol,
Pfizer grants Institution no
express or implied intellectual
property rights in the Pfizer
Drug or in any methods of
making or using the Pfizer
Drug.

Equipment or Materials. Pfizer may
provide, or arrange for a vendor to
provide, certain equipment
(“Equipment”) or proprietary
materials for use by Institution during
the conduct of Study. Such proprietary
materials may include computer
software, methodologies, rating scales
and other instruments that are owned
or licensed for use by Pfizer
(collectively, “Materials”).
Equipment or Materials to be provided
for the Study and any requirements
relating to them are described in
Attachment B, Equipment and
Materials which is incorporated into
this Agreement by reference.

Confidential Information. During the
course of the Study, Institution may
receive, generate, or have access to
information that is confidential to
Pfizer, or a Pfizer affiliate.

10.1  Definition. Except as specified
in Section 10.2, Exclusions,
below, “Confidential
Information” includes:

a. the Protocol,
b. the Investigator
Brochure,
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8.3  Vlastnictvi lé¢iva spolecnosti
Pfizer. Lécivo spolecnosti
Pfizer je a zGstane vlastnictvim
spolecnosti Pfizer. S vyjimkou
omezenou na pouziti stanovené
v protokolu neudéluje
spolecnost Pfizer poskytovateli
z4dna vyslovna ani micky
predpokladana prava na dusevni
vlastnictvi souvisejici s 1éCivem
spole¢nosti Pfizer nebo na
metody vyroby ¢i pouziti [éCiva
spole¢nosti Pfizer.

Vybaveni nebo materidly. Spole¢nost
Pfizer mtze poskytnout nebo zajisti,
aby dodavatel poskytl urc¢ité vybaveni
(,,vybaveni*) nebo chranéné materialy,
jez bude poskytovatel pouzivat béhem
provadéni studie. Takové chranéné
materialy mohou zahrnovat pocitacovy
software, metodiku, hodnotici Skaly a
dalsi nastroje, které jsou ve vlastnictvi
spolecnosti Pfizer nebo na néz ma
Pfizer licenci (spolecné dale jen
,materialy). Vybaveni nebo
materialy, které budou pro studii
poskytnuty, a jakékoli s nimi
souvisejici pozadavky jsou popsany v
piiloze B, Vybaveni a materidly, ktera
se timto odkazem stava soucasti této
smlouvy.

Diivérné informace. V prubéhu studie
muze poskytovatel obdrzet nebo
vytvaret informace, které jsou pro
spole¢nost Pfizer nebo jeji pfidruzenou
spolecnost diivérné, nebo miize k
takovym informacim ziskat pfistup.

10.1  Definice. S vyjimkou
ustanoveni ¢lanku 10.2 nize,
Vyjimky, ,,davérné informace*

zahrnuji:
a. protokol,
b. ptiruc¢ku zkousejiciho,
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Study Data (as defined
in Section 11, Study
Data, Biological
Samples, and Study
Records below),

Biological Sample
Analysis Data (as
defined in Section 11,
Study Data, Biological
Samples, and Study
Records, below),

Attachment A (Study
Budget and Payment
Terms) to this
Agreement, and

any other information
related to the Study, the
Pfizer Drug, Pfizer, or
Pfizer affiliate
technology, research,
or business plans that
Pfizer, or a Pfizer
affiliate provides to
Principal Investigator
or Institution in writing
or other tangible form
and marks as
CONFIDENTIAL or
initially discloses
orally and then
summarizes and
confirms in writing as
CONFIDENTIAL
within 30 days after the
date of oral disclosure.
Information of the type
described in this
Section 10.1.1. that is
disclosed orally will
also be considered
Confidential
Information even if not
later confirmed in
writing if the
confidential nature of
the disclosure is

udaje ze studie (tak, jak
jsou definovany nize v
¢lanku 11, Udaje ze
studie, biologicke
vzorky a zdznamy
studie),

udaje z analyz
biologickych vzorkt
(tak, jak jsou definovany
nize v &lanku 11, Udaje
ze studie, biologické
vzorky a zdznamy
studie),

piilohu A (Rozpocet
studie a platebni
podminky) této smlouvy
a

veSkeré dalsi informace
souvisejici se studi, s
1é¢ivem spolecnosti
Pfizer nebo s
technologii, vyzkumem
nebo obchodnimi plany
spolecnosti Pfizer nebo
jejich ptidruzenych
spolecnosti, jez
spolecnost Pfizer nebo
jeji pridruzena
spole¢nost poskytne
hlavnimu zkouSejicimu
nebo poskytovateli v
pisemné nebo jiné
hmotné podob¢ a oznaci
jako DUVERNE nebo
jez jim prvné sdéli ustni
formou a nésledné shrne
a potvrdi pisemné jako
DUVERNE do 30 dni
od data ustniho sd¢leni;
Ustné sdélené informace
typu popsaného v tomto
¢lanku 10.1., pismeno f)
budou téz povazovany
za diveérné informace, a
to 1 tehdy, jestlize
nedojde k pozdéjsimu
pisemnému potvrzeni
jejich davérnosti, pokud
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reasonably apparent to
the other party.

10.2  Exclusions. Confidential
Information does not include
information that:

a. is in the public domain
at the time of
disclosure or during the
term of this
confidentiality
obligation by means
other than breach of
this Agreement by
Institution,

b. is already known to
Principal Investigator
or Institution at the
time of disclosure and
is free of any
obligations of
confidentiality,

C. is obtained by Principal
Investigator or
Institution, free of any
obligations of
confidentiality, from a
third party who has a
lawful right to disclose
it, or

d. is independently
developed, as
documented by written
records, by Principal
Investigator’s
personnel or
individuals within
Institution who had no
access to Confidential
Information.

10.3  Obligations of Confidentiality.
Unless Pfizer provides prior
written consent, Institution
may not use Confidential

je davérny charakter
jejich sdéleni druhé
smluvni strané
piiméfené zjevny.

10.2  Vyjimky. Divérné informace
nezahrnuji informace, které:

a. jsou v dob¢ sdéleni nebo
v dobé trvani tohoto
zavazku mlcenlivosti
vetejné dostupné
jakymkoli jinym
zpiisobem, nez je
poruseni této smlouvy
poskytovatelem,

b. jsou jiz hlavnimu
zkousejicimu nebo
poskytovateli znamy v
dobé sdéleni a
nepodléhaji zadnému
zavazku mlcCenlivosti,

C. hlavni zkousejici nebo
poskytovatel ziskaji bez
jakéhokoli zavazku
mlcenlivosti od treti
strany, ktera méa zdkonné
pravo je sdilet, nebo

d. jsou vytvoreny
nezavisle, jak je
dolozeno pisemnymi
zaznamy, personalem
hlavniho zkousejiciho
nebo osobami u
poskytovatele, které k
divérnym informacim
nem¢ély piistup.

10.3  Povinnosti zachovavat
divérnost informaci.
Poskytovatel nesmi bez
piedchoziho pisemného
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Information for any purpose
other than that authorized in
this Agreement, nor may
Institution disclose
Confidential Information to
any third party except as
authorized in this Agreement
or as required by law,
including applicable
regulations.

a. Pfizer specifically
authorizes publication
of a redacted version of
this Agreement strictly
in accordance with the
provisions of Section
15.2)

b. Pfizer specifically
authorize any required
disclosure of
Confidential
Information to SUKL
or relevant IRB/IEC or
regulatory authority
representatives.

c. Permitted uses of Study
Data and Biological
Sample Analysis Data
are described in
Section 15
(Publications) of this
Agreement, and use of
Personal Data is
discussed in Section 6
(Data Protection and
FDA Financial
Disclosure) and 12.2
(Pfizer Representative
Personal Data).

10.4 Disclosure Required by Law.

If disclosure of Confidential
Information by Institution
beyond that expressly

10.4

souhlasu spole¢nosti Pfizer
pouzivat divérné informace k
zadnému jinému tcelu nez
tomu, k némuz jej opraviiuje
tato smlouva, a dale nesmi
sdélit ditvérné informace zadné
tieti stran¢ s vyjimkou situaci,
kdy jej k tomu opraviiuje tato
smlouva, nebo kdy to vyzaduji
piislusné pravni predpisy.

Spole¢nost Pfizer vyslovné
povoluje zvetejnéni upravené
verze této smlouvy piisné v
souladu s ustanovenimi ¢lanku
15.2)

b. Spolecnost Pfizer
vyslovné povoluje
jakékoli pozadované
sdéleni ditvérnych
informaci SUKL,
ptislusné IRB/NEK
nebo zastupciim
kontrolniho Gfadu.

C. Povolena pouziti udaji
ze studie a udajii z
analyz biologickych
vzorkl jsou popsana v
¢lanku 15 (Publikace)
této smlouvy a pouziti
osobnich udajt je
popséano v ¢lanku 6
(Ochrana osobnich
udajii a oznameni
finan¢nich informaci
FDA) a 12.2. (Osobni
udaje zastupcu
spole¢nosti Pfizer).

Poskytnuti divérnych informaci
vyzadované pravnimi predpisy.
Pokud je pravnimi ptedpisy
pozadovano sdé€leni ditvérnych
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10.5

authorized in this Agreement
is required by law, that
disclosure by Institution does
not constitute a breach of this
Agreement so long as
Institution:

a. notifies Pfizer in
writing as far as
possible in advance of
the disclosure so as to
allow Pfizer to take
legal action to protect
its Confidential
Information,

b. discloses only that
Confidential
Information required to
comply with the legal
requirement, and

c. continues to maintain
the confidentiality of
this Confidential
Information with
respect to all other
third parties.

d. Pfizer acknowledges
that the rules of Act.
No. 106/1999 Coll on
Free Access to
Information applies to
the Institution, as a
state-funded
organization.

Term of Confidentiality.
Institution will hold all
Confidential Information in
confidence during the course
of the Study. For Confidential
Information other than, Data

10.5

informaci poskytovatelem nad
ramec vyslovné povoleny touto
smlouvou, nepiedstavuje takové
sdéleni informaci
poskytovatelem poruSeni této
smlouvy, pokud poskytovatel:

a. piredem pisemné
informuje spole¢nost
Pfizer s co nejveétsim
moznym c¢asovym
predstihem pied
sdélenim informaci, aby
mohla spole¢nost Pfizer
podniknout veskeré
pravni kroky k ochrané
svych divérnych
informaci,

b. sdéli pouze ty divérné
informace, kter¢ jsou
nezbytné ke splnéni
pravnich pozadavk, a

c. bude nadale zachovavat
mlcenlivost ve véci
téchto divérnych
informaci s ohledem na
vSechny ostatni tfeti
strany.

d. Spolec¢nost Pfizer bere
na védomi, zZe
poskytovatel je, jakozto
statni ptispévkova
organizace, povinen na
dotaz tteti osoby
poskytnout informace
podle zékona ¢.
106/1999 Sb., o
svobodném ptistupu k
informacim.

Platnost zavazku zachovani
mlcenlivosti. Poskytovatel bude
beéhem studie zachovavat
mlcenlivost s ohledem na
vSechny divérné informace.
Pokud jde o divérné informace
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10.6

Protection and FDA Financial
Disclosure), Study Data, and
Biological Sample Analysis
Data (as defined in Section 11,
Study Data, Biological
Samples, and Study Records),
these obligations of nonuse
and nondisclosure survive
Study completion or
termination of this Agreement
and continue for a period of
five years after Study
completion or termination.
Confidentiality obligations for
Personal Data, Study Data, and
Biological Sample Analysis
Data survive for as long as
Institution retains this
information, subject to the
permitted uses and disclosures
described in Section 15
(Publications) of this
Agreement.

Return of Confidential 10.6
Information. If requested by
Pfizer in writing, Institution
will return all Confidential
Information in its possession
or control except that required
to be retained at the Study site
by applicable regulation.
However, Institution may
retain a single archival copy of
the Confidential Information to
determine the scope of
obligations incurred under this
Agreement. Institution further
agrees to cooperate with
Pfizer, on request, to help
ensure return of Confidential
Information in the possession
or control of Principal
Investigator, except for that

jiné nez ty, jez se tykaji ochrany
osobnich udajli a oznameni
finan¢nich informaci FDA,
udaje ze studie, udaje z analyz
biologickych vzorka
(definovanych v ¢lanku 11,
Udaje ze studie, biologické
vzorky a zdznamy studie), tyto
zavazky nepouzivat a
nesdélovat prislusné informace
ptetrvaji ukonceni této smlouvy
a zlstanou v platnosti po dobu
peti let po dokonceni ¢i
ukonceni studie. Zavazek
zachovani mlcenlivosti
vztahujici se na osobni udaje,
udaje ze studie a udaje z analyz
biologickych vzorkl pretrva,
dokud bude poskytovatel tyto
informace archivovat, a to
kromé povoleného pouziti a
poskytnuti informaci popsaného
v ¢lanku 15 (Publikace) této
smlouvy.

Navraceni diivérnych informaci.
Pokud o to spole¢nost Pfizer
pisemné pozada, poskytovatel
vrati vSechny diivérné
informace, jez ma v drzeni ¢i
pod kontrolou, kromé¢ téch, jez
musi byt podle platnych
pravnich ptedpisti uchovany na
pracovisti studie. Poskytovatel
si vS§ak mlze ponechat jednu
archivni kopii davérnych
informaci za uc¢elem stanoveni
rozsahu povinnosti vzniklych na
zéklad¢ této smlouvy.
Poskytovatel dale souhlasi s
tim, ze bude na zaklad¢ zadosti
spolupracovat se spolec¢nosti
Pfizer a pomuze zajistit, aby
divérné informace, které jsou v
drzeni hlavniho zkousejiciho
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required to be retained by an
investigator and an archival
copy for determining the scope
of Principal Investigator’s
obligations under the
agreement between Pfizer and
Principal Investigator.

11. Study Data, Biological Samples, and

Study Records

11.1

Study Data. During the course
of the Study, Principal
Investigator has agreed to
collect certain data and submit
it to Pfizer or Pfizer’s agent
(“Study Data”), as specified
in the Protocol. Study Data
may include Personal Data of
Study Subjects. Principal
Investigator will ensure
accurate and timely collection,
recording, and submission of
Study Data, including adhering
to timelines for data entry set
out in the CRF Completion
Requirements document
provided to Principal
Investigator by Pfizer.
Institution will cooperate with
Principal Investigator if and as
needed to facilitate compliance
by Principal Investigator with
this obligation.

a. Ownership of Study
Data. Subject to
Principal Investigator’s
right to use Study Data
to publish the results of
the Study (see Section
15, Publications),
Pfizer is the exclusive

nebo které ma hlavni zkousejici
pod kontrolou, byly vraceny, a
to s vyjimkou téch, které musi
zkousejici uchovavat, a archivni
kopie, ktera slouzi ke stanoveni
rozsahu zavazki hlavniho
zkousejiciho vyplyvajicich z
dohody mezi spolecnosti Pfizer
a hlavnim zkousejicim.

11. Udaje ze studie, biologické vzorky a

zaznamy studie

11.1

Udaje ze studie. Hlavni
zkousejici souhlasi s tim, Ze
bude béhem studie
shromazd’ovat urcité udaje a
piedlozi je spolecnosti Pfizer
nebo jejimu zéstupci (,,idaje ze
studie®), jak je stanoveno v
protokolu. Udaje ze studie
mohou zahrnovat osobni tidaje
subjektl hodnoceni. Hlavni
zkousejici zajisti véasné a
presné shromazd’ovani,
zaznamenavani a predkladani
udajii ze studie, véetné
dodrzovani ¢asovych
harmonogramti zadavani tidaja
stanovenych v dokumentu
Pozadavky na vypliiovani
zdaznamiu subjektii hodnocent,
ktery hlavnimu zkousSejicimu
poskytne spole¢nost Pfizer.
Poskytovatel bude podle
potieby s hlavnim zkouSejicim
spolupracovat, aby usnadnilo
dodrzeni tohoto zavazku
hlavniho zkousejiciho.

a. Vlastnictvi tidajt ze
studie. S vyhradou prava
hlavniho zkousSejiciho
pouzit udaje ze studie k
publikovani vysledkt
studie (viz ¢lanek 15,
Publikace) je vyluénym
vlastnikem vSech udaju
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owner of all Study
Data.

Medical Records.
Study Subject-related
medical records that
are not submitted to
Pfizer may include
some of the same
information as is
included in Study Data;
however, Pfizer makes
no claim of ownership
to those documents or
the information they
contain.

Data Review by Pfizer.
Pfizer will review the
Study Data it receives
on an ongoing basis.
Pfizer will comply with
applicable regulations
requiring notification
of participating
investigators of new
safety information
about the Pfizer Drug
(as defined in Section 8
of this Agreement).
Pfizer has further
committed to promptly
notify Principal
Investigator of any
other new information
of which Pfizer
becomes aware that
could affect the safety
of the Study Subjects
or influence the
conduct of the Study.
Principal Investigator
has agreed to share
information received
from Pfizer under this
provision with
Institution.

ze studie spole¢nost
Pfizer.

Zdravotni dokumentace.
Zdravotni dokumentace
subjektu studie, ktera
nebude pfedana
spolecnosti Pfizer, miize
obsahovat nékteré
informace zahrnuté

v udajich ze studie;
spolecnost Pfizer si vSak
na tyto dokumenty ani
informace v nich
obsazené necini
vlastnicky narok.

Ptezkoumdni udajt
provadéné spolecnosti
Pfizer. Spole¢nost Pfizer
bude obdrzené udaje ze
studie priubézné
pfezkoumavat.
Spolecnost Pfizer bude
dodrzovat platné pravni
piedpisy udélujici
povinnost informovat
zucCastnéné zkousejici o
novych tdajich o
bezpecnosti 1éCiva
spolecnosti Pfizer (podle
definice v ¢lanku 8 této
smlouvy). Spole¢nost
Pfizer se dale zavazuje
neprodlené sd¢lit
hlavnimu zkouSejicimu
veskeré dalsi nové
informace, o nichz se
dozvi a které by mohly
ovlivnit bezpecnost
subjektl studie nebo
provadéni studie. Hlavni
zkousejici souhlasil s
tim, ze bude informace
obdrzené od spole¢nosti
Pfizer podle tohoto
ustanoveni sdilet s
poskytovatelem.
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11.2

d. Study Results. After
analysis of Study Data
from all sites is
complete, Pfizer will
provide Principal
Investigator with a
summary of the overall
results of the Study,
and Principal
Investigator has agreed
to share this summary
with Institution. If
within two years after
Study completion
Pfizer identifies results
that could affect Study
Subject safety, Pfizer,
in consultation with
SUKL/the relevant IEC
as appropriate, will
cooperate with
Principal Investigator
or Institution to ensure
that those results are
appropriately
communicated to the
Study Subjects by
Principal Investigator
or Institution.

Biological Samples. If so 11.2

specified in the Protocol and

the informed consent

document, Principal

Investigator may collect and

provide to Pfizer or its

designee biological samples

obtained from Study Subjects

(e.g., blood, urine, tissue,

saliva, etc) for testing that is

not directly related to Study

Subject care or safety

monitoring, such as

pharmacokinetic,

pharmacogenomic, or

biomarker testing (“Biological

Samples”). Biological

d. Vysledky studie. Po
dokonceni analyzy udaji
ze studie ze vSech
pracovist’ poskytne
spolecnost Pfizer
hlavnimu zkousejicimu
souhrn celkovych
vysledku studie; a hlavni
zkousejici souhlasil s
tim, Ze tento souhrn
celkovych vysledkt
poskytne poskytovateli.
Pokud do dvou let po
dokonceni studie
spolecnost Pfizer
identifikuje vysledky,
které by mohly ovlivnit
bezpecnost subjektl
studie, po poradé¢ se
SUKL/ptislusnou NEK
ve spolupraci s hlavnim
zkousejicim nebo
poskytovatelem zajisti,
aby hlavni zkousejici
nebo poskytovatel tyto
vysledky odpovidajicim
zpusobem sd¢lili
subjektim studie.

Biologické vzorky. Je-li to
stanoveno v protokolu a ve
formuléfi informovaného
souhlasu, muze hlavni
zkousejici subjektim studie
odebirat biologické vzorky
(napf. krev, moc, tkan, sliny
atd.) k testiim, které ptimo
nesouviseji s péci o subjekty
studie nebo s monitorovanim
bezpecnosti, jako jsou
farmakokinetické nebo
farmakogenomické testy nebo
testy ke stanoveni biomarkert
(,,biologické vzorky*), a mtize
tyto biologické vzorky
poskytnout spolec¢nosti Pfizer

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PL:
Ariba: - site # ||

31



PI:
Ariba:

Samples may include Personal
Data of Study Subjects.

Use. Institution will not
use Biological Samples
collected under the
Protocol in any manner
or for any purpose
other than that
described in the
Protocol. Pfizer will
use Biological Samples
only in ways permitted
by the informed
consent under which
they were obtained.

Analysis Data. Pfizer,
or its designees will

test Biological Samples
as described in the
Protocol. Unless
otherwise specified in
the Protocol, Pfizer
does not plan to
provide the results of
these tests (“Biological
Sample Analysis
Data”) to the Principal
Investigator,
Institution, or Study
Subject. If Pfizer does
provide Biological
Sample Analysis Data
to the Principal
Investigator, that data
will be subject to the
provisions of

Section 11.1 (Study
Data) of this
Agreement.

nebo jeji povéiené osobe.
Biologické vzorky mohou
zahrnovat osobni idaje subjektt
studie.

a. Pouziti. Poskytovatel
nebude biologické
vzorky odebrané podle
protokolu pouzivat
zadnym jinym
zpusobem ani k
zddnému jinému ucelu,
nez jak je uvedeno
v protokolu. Spole¢nost
Pfizer bude biologické
vzorky pouzivat pouze
zpusoby povolenymi
formulaifem
informovaného
souhlasu, na jehoz
zaklad¢ byly ziskany.

b. Udaje z analyz.
Spolecnost Pfizer nebo
jeji povétena osoba
provedou testy
biologickych vzork, jak
je popsano v protokolu.
Pokud neni v protokolu
uvedeno jinak,
spole¢nost Pfizer
neplanuje poskytnout
vysledky takovych testli
(,,adaje z analyz
biologickych vzorki‘)
hlavnimu zkousejicimu,
poskytovateli ani
subjektu studie. Jestlize
spolecnost Pfizer
poskytne udaje z analyz
biologickych vzorka
hlavnimu zkousejicimu,
budou se na tyto udaje
vztahovat ustanoveni
¢lanku 11.1 (Udaje ze
studie) této smlouvy.
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11.3

11.4

C. Ownership. Pfizer is
the exclusive owner of
all Biological Samples
and Biological Sample
Analysis Data.

Study Records. Institution, on 11.3
behalf of Principal Investigator
and itself, will retain each
Study Subject’s Study records,
which include the Principal
Investigator’s copies of all
Study Data as well as relevant
source documents
(collectively, “Study
Records”), under storage
conditions conducive to their
stability and protection, for a
period of 25 years after Study
completion or termination of
the Study (“Retention
Period”). Pfizer will inform
Institution no later than 6
months before the expiration
of the Retention Period about
how these Study Records of
the Study will be handled. If
Pfizer does not inform
Institution within the specified
time, it will be understood that
Pfizer agrees to their
shredding. In the event that
Pfizer requests an extension of
the Retention Period with
Institution, Institution is
entitled to demand adequate
fee from Pfizer.

11.4
Electronic Investigator Site
File. Pfizer may request
Institution to use an electronic
investigator site file binder
solution specified by Pfizer or
may approve the use of an
electronic site file binder
solution provided by the

C. Vlastnictvi. Spole¢nost
Pfizer je vyhradnim
vlastnikem vsech
biologickych vzorkl a
udajl z analyz
biologickych vzork.

Zaznamy studie. Poskytovatel
bude svym jménem a jménem
hlavniho zkousejiciho
uchovavat zaznamy subjektt
studie, které zahrnuji kopie
vSech udajt ze studie hlavniho
zkousejiciho 1 ptislusné
zdrojové dokumenty (souhrnné
jen ,,zaznamy studie‘) ve
skladovacich podminkach
zajist'ujicich jejich stabilitu a
ochranu, a to po dobu 25 let od
dokonceni ¢i ukonceni studie
(dale jen ,,doba archivace®).
Spolecnost Pfizer bude
informovat poskytovatele
nejpozdéji 6 mesict pred
uplynutim Doby archivace o
tom, jakym zptisobem bude s
témito Studijnimi zdznamy
patticimi ke Studii nalozeno. V
ptipadé, Ze spolecnost Pfizer ve
stanovené dob¢ poskytovatele
informovat nebude, ma se za to,
7e souhlasi se skartaci. V
ptipadé, Ze bude spolecnost
Pfizer zadat o prodlouzeni Doby
archivace u poskytovatele, je
poskytovatel opravnén po
spolecnosti Pfizer pozadovat
umérné zpoplatnéni.

Elektronickd dokumentace
pracovisté zkousejiciho.
Spolecnost Pfizer muze
poskytovatele pozéadat, aby
pouzival potadac pro
elektronickou dokumentaci
pracovisté zkousejiciho
specifikovany spolecnosti
Pfizer, nebo muze schvalit
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Institution (collectively “e-ISF
Solution”) to maintain the
investigator site file at the
Institution that includes Study

Records.
a. Use. If requested or
approved by Pfizer to

use the e-ISF Solution,
Institution will agree to
use, and will ensure
that the Principal
Investigator and Study
personnel use the e-ISF
Solution to maintain
the investigator site file
at the Institution.

b. Official Investigator
Site File. The parties
agree that the official
investigator site file
and the authoritative
essential documents
source for the Study at
the Institution will be
the electronic
investigator site file
that the Institution and
Principal Investigator
maintain through the e-
ISF Solution.

12. Monitoring, Inspections, and Audits

12.1  Monitoring. Pfizer, or an
external service provider
acting on its behalf, intends to

pouziti poradace pro
elektronickou dokumentaci
pracovisté zkousejiciho
poskytnuty poskytovatelem
(souhrnné jen ,,FeSeni e-ISF*)
pro vedeni dokumentace
pracovisté zkousejiciho u
poskytovatele, ktera zahrnuje
zaznamy studie.

a. Pouziti. Pokud je pouziti
teseni e-ISF pozadovano
nebo schvaleno
spolecnosti Pfizer,
poskytovatel bude
souhlasit s tim, ze bude
pouzivat a zajisti, aby
hlavni zkousejici a
pracovnici studie
pouzivali feseni e-ISF
pro vedeni dokumentace
pracovisté zkousejiciho
u poskytovatele.

b. Oficialni dokumentace
pracovisté zkousejiciho.
Smluvni strany souhlasi
s tim, ze oficialni
dokumentaci pracovisté
zkousejiciho a oficialné
uznanym zdrojem
nezbytnych dokumenta
pro studii u
poskytovatele bude
elektronicka
dokumentace pracovisté
zkousejiciho, kterou
poskytovatel a hlavni
zkousejici vedou
prostiednictvim feSeni e-
ISF.

12. Monitorovani, inspekce a audity

12.1  Monitorovani. Spolecnost
Pfizer nebo externi poskytovatel
sluzeb jednajici jejim jménem
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monitor the Study conduct.
Upon mutually agreeable times
and during regular business
hours and so that normal
operation of Institution is not
disturbed, Institution will
permit Pfizer representatives
access to any Institution
premises, facilities, Study
Records, sub-investigators,
and research staff as required
to monitor Study conduct. The
Pfizer site monitor and
Principal Investigator will
determine a mutually
agreeable operational
definition of what constitutes
“reasonable notice” for routine
monitoring visit or audits and
must not disrupt the normal
operation of Institution. A
monitoring visit or audit that
Pfizer classifies as “for cause”
may occur with or without that
defined period of notice, as
appropriate to the
circumstances.

Upon request from Pfizer,
Institution will permit remote
electronic access to Study
Records when available and
permitted under applicable law
Pfizer will promptly notify
Principal Investigator of any
monitoring findings that could
affect the safety of Study
Subjects or influence the
conduct of the Study. Principal
Investigator has agreed to
share this information with
Institution and may inform
Study Subjects of such
findings as appropriate.

maji v umyslu monitorovat
provadéni studie. Po vzajemné
dohodé o terminu a béhem
bézné pracovni doby
poskytovatele a tak, aby nebyl
narusen jeho bézny chod,
Poskytovatel povoli zastupciim
spolecnosti Pfizer po
pfiméfeném oznameni a béhem
bézné pracovni doby piistup do
prostor a zafizeni, k zdznamim
studie, spoluzkousejicim a
vyzkumnym pracovnikim
poskytovatele tak, jak to
potifeba pro monitorovani
provadéni studie. Monitor
spolecnosti Pfizer a Hlavni
zkousejici stanovi vzajemné
pfijatelnou provozni definici
toho, co predstavuje ,,pfimérené
upozornéni® pro rutinni
monitorovaci navstévu nebo
audity. Monitorovaci navstéva
nebo audit, které spolecnost
Pfizer klasifikuje jako ,,z
duvodu®, se mize uskutecnit s
nebo bez této definované lhity,
podle okolnosti.

Poskytovatel povoli na zZadost
spolecnosti Pfizer vzdaleny
elektronicky piistup k
zaznamum studie, pokud bude k
dispozici a je povolen platnymi
pravnimi pfedpisy, a spole¢nost
Pfizer bude hlavniho
zkousejiciho neprodlené
informovat o vSech poznatcich z
monitorovani, které by mohly
ovlivnit bezpecnost subjektt
studie nebo provadéni studie.
Hlavni zkousSejici souhlasi s
tim, ze bude tyto informace
sdilet s poskytovatelem a muze
o téchto zjisténich v ptislusnych
piipadech informovat subjekty
studie.
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12.2

Pfizer Representative
Personal Data. If in the
support of a clinical trial,
Pfizer representatives are
required to submit to
Institution Personal Data,
including but not limited to,
name, address, phone number,
government identifier, or
birthdate (“Pfizer
Representative Personal
Data”), Institution will:

a. protect the

confidentiality of
Pfizer Representative
Personal Data using the
same or similar
standards Institution
uses for its own
employees;

b. not sell or disclose

Pfizer Representative
Personal Data to any
third party except as
required by law;

C. impose similar

confidentiality and
security obligations, by
contract, on any
contracted service
providers with whom
Institution may share
Pfizer Representative
Personal Data;

d. take appropriate

measures to protect
against any
unauthorized access
use or disclosure of
Pfizer Representative
Personal Data and will
promptly notify Pfizer
of any breach of this
provision.

12.2  Osobni udaje zéstupct
spolecnosti Pfizer. Pokud je v
ramci podpory klinické studie
pozadovano, aby zastupci
spolecnosti Pfizer ptedlozili
poskytovateli osobni udaje,
mimo jiné vcetné jména, adresy,
telefonniho Cisla, rodného cisla
nebo data narozeni (,,0sobni
udaje zastupcu spole¢nosti
Pfizer*), poskytovatel:

a. bude chranit divernost
osobnich udajt zastupcu
spolecnosti Pfizer za
pouziti stejnych nebo
podobnych opatteni,
jaka poskytovatel
pouziva pro své vlastni
zamestnance;

b. neproda ani nesd¢li
osobni udaje zastupcii
spolecnosti Pfizer zadné
treti strané s vyjimkou
piipadi vyzadovanych
pravnimi predpisy;

C. smluvné ulozi smluvnim
poskytovateltim sluzeb,
s nimiz muze sdilet
osobni udaje zastupcti
spolecnosti Pfizer,
podobné povinnosti
tykajici se zachovani
divérnosti a
zabezpeceni téchto
udaju;

d. piijme pfislusna
opatfeni k ochrané proti
neopravnénému
pfistupu, pouziti nebo
sdileni osobnich udajt
zastupcti spolecnosti
Pfizer, a bude
spole¢nost Pfizer
neprodlen¢ informovat o
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12.3

Inspections and Audits.
Institution acknowledges that
the Study is subject to
inspection by regulatory
authorities worldwide,
including the United States
FDA, and that such inspections
may occur after completion of
the Study and may include
auditing of Study Records.
Pfizer may also audit Study
Records during or after the
Study as part of its monitoring
of Study conduct subject to the
conditions set out above in
Article 12.1.

a. Notification. Institution
will notify Pfizer
confirm that Principal
Investigator has done
S0, as soon as
reasonably possible if
the site is inspected or
if Institution learns that
it is scheduled to be
inspected by a
regulatory authority in
relation to the Study.

b. Right to be Present. If
not prohibited by law,
Pfizer will have the
right to be present
during, and participate
in, any such inspection,
audit, investigation, or
regulatory action.

C. Cooperation.
Institution will

cooperate with

12.3

jakémkoli poruSeni
tohoto ustanoveni.

Inspekce a audity. Poskytovatel
potvrzuje, Ze studie podléha
inspekci ze strany kontrolnich
ufadu na celém svété, veetné
FDA USA, a zZe se takovéto
inspekce mohou uskute¢nit po
dokonceni studie a mohou
zahrnovat provedeni auditu
zédznamu studie. Spolecnost
Pfizer mlze také v ramci
monitorovani provadéni studie
provadét audit zdznamu studie
béhem studie nebo po jejim
dokonceni za podminek
uvedenych vyse v ¢l. 12.1.

a. Oznémeni. Pokud je
provadéna inspekce
pracovisté nebo pokud
se poskytovatel dozvi,
ze je v souvislosti se
studii naplanovana jeho
inspekce kontrolnim
uradem, bude
poskytovatel informovat
spolecnost Pfizer, co
nejdiive to bude mozné,
aby potvrdilo, ze tak
hlavni zkousejici u€inil.

b. Pravo na pfitomnost.
Pokud to neni zakdzano
platnymi pravnimi
piedpisy, spolecnost
Pfizer bude mit pravo
byt pfitomna béhem
jakékoli takové
inspekce, auditu, Setfeni
nebo kontrolni ¢innosti a
ucastnit se jich.

c. Spoluprace.
Poskytovatel bude pfi

takovych inspekcich a

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PL:
Ariba: - site # ||

37



regulatory authority
and Pfizer
representatives and
Principal Investigator
in any such inspections
and audits. Institution
will also cooperate
with Principal
Investigator in ensuring
that Study Records are
maintained in a way
that facilitates such
activities.

Resolution of
Discrepancies.
Institution will
cooperate with
Principal Investigator
in the prompt
resolution of any
discrepancies that are
identified between the
Study Data and the
Study Subject’s
medical records.

Inspection Findings
and Responses.
Institution will
promptly forward to
Pfizer, or confirm that
Principal Investigator
has done so, copies of
any inspection findings
that Institution receives
from a regulatory
authority in relation to
the Study. Institution
will also cooperate
with Pfizer as needed
to help ensure that
Principal Investigator
forwards any
inspection findings that
Principal Investigator
alone receives in
relation to the Study.

auditech spolupracovat s
kontrolnim uradem,
zastupci spolecnosti
Pfizer a s hlavnim
zkousejicim.
Poskytovatel také ve
spolupréci s hlavnim
zkousejicim zajisti, aby
zaznamy studie byly
vedeny zpiisobem, ktery
takovéto ¢innosti
usnadnuje.

Reseni nesrovnalosti.
Poskytovatel bude ve
spolupréci s hlavnim
zkousejicim
bezodkladné fesit
veskeré zjisténé
nesrovnalosti mezi udaji
ze studie a
zdravotnickou
dokumentaci subjektu
studie.

Zjisténi z inspekci a
odpovédi. Poskytovatel
bezodkladné pieda
spolecnosti Pfizer kopie
veskerych zjisténi z
inspekce, které
poskytovatel v
souvislosti se studii
obdrzi od kontrolniho
ufadu, nebo potvrdi, ze
tak ucinil hlavni
zkousejici. Poskytovatel
bude rovnéz v piipadé
potieby spolupracovat se
spolecnosti Pfizer, aby
bylo zajisténo, ze hlavni
zkousejici preda zjisténi
z inspekce, které v
souvislosti se studii sdm
obdrzi. Poskytovatel
poskytne spolecnosti
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13.

Whenever feasible and
permitted by law,
Institution will provide
Pfizer with an
opportunity to
prospectively review
and comment on any
Institution responses to
regulatory authority
inspections in regard to
the Study.

f. Compensation in
support of Audits.
Compensation to
Institution for
participation in an
Audit may be provided
as set out in
Attachment A.
However, Institution
shall bear the expense
of any such Audit or
Inspection due to 1)
Institution’s non-
compliance with any
law or regulation, 2)
Institution’s non-
compliance with the
Protocol or 3)
Institution’s non-
compliance with the
terms of this
Agreement.

Remedies for Breach of Certain Study
Obligations. In the event Institution
fails to comply with any of its
obligations set out in Sections 3
(Protocol), 6 (Data Protection), 7
(Informed Consent and Subject
Recruitment), 11 (Study Data,
Biological Samples, and Study
Records) and 12 (Monitoring,
Inspections, and Audits) of this
Agreement, or the requirements of the
Protocol relating to adverse event
reporting, ethical conduct of the
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Pfizer

prilezitost predbézné
pfezkoumat a
okomentovat odpovédi
poskytovatele na
inspekce kontrolnimi
ufady souvisejici se
studii, a to vzdy, kdyz to
bude proveditelné a
povolené pravnimi
predpisy.

f. Kompenzace na podporu
auditi. Kompenzace
Poskytovateli za ucast
na auditu bude
poskytnuta tak, jak je
uvedeno v Priloze A.
Poskytovatel vSak
ponese néklady na
jakykoli takovy audit
nebo inspekci z diivodu
1) nedodrZeni jakéhokoli
pravniho piedpisu nebo
nafizeni ze strany
Poskytovatele, 2)
nedodrZeni Protokolu
nebo 3) nedodrZeni
podminek této Smlouvy
ze strany Poskytovatele.

Népravna opatieni v ptipadé poruseni
urcitych zédvazkl v ramci studie. V
piipadé, ze poskytovatel nesplni
néktery ze svych zavazki stanovenych
v ¢lanku 3 (Protokol), ¢lanku 6
(Ochrana osobnich udajt), ¢lanku 7
(Informovany souhlas a nabor
subjekttr), &lanku 11 (Udaje ze studie,
biologické vzorky a zdznamy studie) a
¢lanku 12 (Monitorovani, inspekce a
audity) této smlouvy nebo pozadavky
protokolu tykajici se hlaSeni
nezadoucich ptihod, etického provadéni
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14.

Study, and SUKL/relevant [EC
review, or Principal Investigator fails
to comply with any of his/her
comparable obligations in the
agreement between Principal
Investigator, the following will apply.
In addition to its right to terminate the
Study immediately under

Section 18.1.c(2), Pfizer will have
recourse to either or both of the
following alternative remedies:

a. Suspension of Study
Subject enrollment, if
the Study is not yet
fully enrolled, and

b. Suspension of payment
to Institution and
Principal Investigator

Any suspension of enrollment or
payment will continue until Institution
and Principal Investigator return to
compliance with their Study
obligations, as determined by Pfizer.
Upon return to compliance payments
will resume. Use of either or both of
the above remedies does not preclude
Pfizer from exercising its right to
immediately terminate the Study if
Institution and Principal Investigator
do not both become compliant.

Inventions

14.1

Notification. If the conduct of
Study results in any right that
may be granted or recognized
under any legislation regarding
patents, copyrights,
trademarks, industrial designs,
discovery or any other
intellectual and industrial
property, of which Institution
is aware, whether patentable or
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studie a kontroly ze strany
SUKL/piisluiné NEK, nebo pokud
hlavni zkousSejici nesplni n¢které ze
svych srovnatelnych zavazka
vyplyvajicich z dohody s hlavnim
zkousejicim, plati dale uvedena
ustanoveni. Kromé svého prava na
okamzité ukonceni studie podle ¢lanku
18.1., bod ¢, pismeno 2) se bude
spolec¢nost Pfizer moci uchylit k
jednomu nebo obéma z nasledujicich
dalSich napravnych opatieni:

a. pozastavit zafazovani
subjekti studie, jestlize
dosud neni zafazovani
do studie provedeno v
plném rozsahu, a

b. pozastavit platby
poskytovateli a
hlavnimu zkousejicimu.

Jakékoli pozastaveni zafazovani nebo
plateb bude pokracovat do doby, nez
poskytovatel a hlavni zkousejici, dle
zjisténi spolecnosti Pfizer, neobnovi
dodrzovani svych zavazkii v ramci
studie. Po obnoveni dodrzovani
zavazkl budou platby znovu zah4jeny.
Pouziti jednoho nebo obou vyse
uvedenych napravnych opatfeni nebrani
spolecnosti Pfizer v uplatnéni jejiho
prava okamzité ukoncit studii, jestlize
poskytovatel 1 hlavni zkousejici
nezac¢nou dodrzovat své zavazky.

Vynélezy
14.1 Oznameni. Pokud na zaklad¢
provadéni studie vznikne néjakeé
pravo, jez mize byt ud¢leno
nebo uznano na zakladé
jakékoli legislativy tykajici se
patentt, autorskych prav,
ochrannych znamek,
pramyslovych vzort, objevi
nebo jakéhokoli jiného
dusevniho ¢i pramyslového
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14.2

not (“Invention”), Institution
will promptly inform Pfizer.

Assignment. Institution will 14.2
assign, or ensure that all
inventors who are employees
or contractors of Institution
assign, all interest in any such
Invention to Pfizer, free of any
obligation or consideration
beyond that provided for in
this Agreement. Institution, as
the employer of Principal
Investigator exercising
economic rights of Principal
Investigator as the author,
hereby assigns all transferable
intellectual property rights in
any Inventions (namely
Institution’s right to exercise
economic rights to Inventions)
to Pfizer. In the event that the
nature of intellectual property
rights prohibits the assignment
of all or any of such rights as
set forth above, Institution
hereby grants to Pfizer an
express, exclusive, irrevocable
and royalty-free license in
perpetuity for use and exercise,
to the extent permitted by
applicable law, of any and all
intellectual property rights in
and to Inventions [for any
business purpose Pfizer so
wishes]. Notwithstanding the
foregoing, Institution hereby
agrees that Pfizer has the right
to grant sub-licenses, or
transfer the license granted to
it under this Article, to third
parties or not to use the
license.

vlastnictvi, jehoZ si bude
poskytovatel védom, bez ohledu
na to, zda je Ize patentovat ¢i
nikoli (dale jen ,,vynalez®),
bude poskytovatel o této
skute€nosti bezodkladné
informovat spolecnost Pfizer.

Postoupeni. Poskytovatel
postoupi nebo zajisti, ze vSichni
investofi, ktefi jsou zaméstnanci
¢1 smluvnimi dodavateli
poskytovatele, postoupi veskera
prava k takovému vynalezu
spolecnosti Pfizer bez
jakychkoli dalSich zavazki
nebo odmén nad ramec uvedeny
v této smlouve. Poskytovatel,
které jako zaméstnavatel
hlavniho zkousSejiciho vykonava
hospodarska prava hlavniho
zkousejiciho jakozto autora,
timto postupuje spolecnosti
Pfizer veskera pievoditelna
prava k dusevnimu vlastnictvi
tykajici se vesSkerych vynalez
(zejména pravo poskytovatele
vykonavat hospodaiska prava v
souvislosti s vynalezy). V
piipadé, Ze povaha prav k
dusSevnimu vlastnictvi
znemoziuje postoupeni vsech Ci
n¢kterych téchto prav vyse
popsanym zpusobem,
poskytovatel timto udéluje
spolecnosti Pfizer vyslovnou,
vylu¢nou, nezrusitelnou a
bezplatnou licenci bez ¢asového
omezeni k uzivani a vykonu
veskerych a jakychkoli prav k
duSevnimu vlastnictvi a k
vynaleziim v rozsahu
povoleném piislusSnymi
pravnimi predpisy [pro veSkeré
obchodni ucely, jaké si Pfizer
bude prat]. Bez ohledu na vyse
uvedené, poskytovatel timto
souhlasi s tim, Ze spolecnost
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14.3

Assistance. Institution will
provide reasonable assistance
to Pfizer in filing and
prosecuting any patent
applications relating to
Invention, at Pfizer’s expense.
If the cooperation of the
Institution due to the
application of the Pfizer's
intellectual property rights
would be associated with an
excessive time and financial
burden, the parties undertake
to negotiate an amendment to
this Agreement. An
amendment to this Agreement
would provide adequate
compensation for the time and
financial burden that is not
foreseeable at the time the
Agreement is concluded.

Publications.

15.1 Publication of Study Results. Pfizer

supports the exercise of
academic freedom and has no
objection to publication by
Principal Investigator of the
results of the Study based on
information collected or
generated by Principal
Investigator, whether or not the
results are favorable to the
Pfizer Drug. Requirements
associated with such
publications are set forth in
Section 15 (Publications) of the
agreement between Pfizer and
Principal Investigator.

14.3

Pfizer mé pravo udélit dil¢i
licence nebo pievést licenci,
kterd ji byla ud¢lena podle
tohoto ¢lanku, na tfeti strany
nebo licenci nevyuzit.

Asistence. Poskytovatel
poskytne spole¢nosti Pfizer
pfimétfenou asistenci pii
podavani a vyfizovani
jakychkoli patentovych
prihlasek, které se tykaji
vynalezu, a to na naklady
spolecnosti Pfizer. Pokud by
soucinnost Poskytovatele
vzhledem k uplatnéni prav
zadavatele z dusevniho
vlastnictvi byla spojena s
nadmérnou ¢asovou a finanéni
z4tézi, smluvni strany se
zavazuji jednat o dodatku k této
smlouvé. Dodatkem k této
smlouvé by byla stanovena
adekvatni kompenzace za
¢asovou a finanéni zatéz, ktera
neni v dob& uzavirani smlouvy
predvidatelna.

Publikace.

15.1 Publikovéni vysledki studie. Spole¢nost

Pfizer podporuje uplatnovani
akademické svobody a nema
zadné vyhrady vaci tomu, aby
hlavni zkousejici publikoval
vysledky studie zalozené na
informacich, které shromazdil
nebo vytvofil bez ohledu na to,
zda budou vysledky pro 1é¢ivo
spolecnosti Pfizer ptiznivé, ¢i
nikoli. Pozadavky souvisejici s
takovymito publikacemi jsou
uvedeny v ¢lanku 15 (Publikace)
dohody mezi spolec¢nosti Pfizer a
hlavnim zkousejicim.
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15.2 Publication of Redacted Agreement. On

PI:
Ariba:

or before execution of this
Agreement, Pfizer will provide
Institution with a redacted
version of the Agreement in
Czech only in PDF format
(“Redacted Agreement”),
having removed any
information which in Pfizer’s
reasonable opinion constitutes
a Pfizer trade secret. Within 5
days of receipt of the Redacted
Agreement, Institution will
publish the Redacted
Agreement in the contract
registry maintained by the
Ministry of the Interior
(“Contract Registry”) in
accordance with Act 340/2015
Coll. on Contract Registry.
Institution will provide Pfizer
with evidence of publication of
the Redacted Agreement as
soon as is reasonably
practicable. If Pfizer does not
receive evidence of publication
of the Redacted Agreement
within 7 days of receipt of the
Redacted Agreement by
Institution, Pfizer will be
entitled to publish the
Redacted Agreement in the
Contract Registry. The parties
acknowledge that the
Agreement is not effective
until published in the Contract
Registry and agree that no
contracted Study-related
activities will commence until
both parties are in receipt of
confirmation of such
publication. Any written
amendments to this Agreement
made pursuant to Section 19.5
(Modification) shall be
redacted and published in
accordance with the procedure
set out in this Section 15.2

15.2 Zvetejnéni upravené smlouvy. Pfi

podepsani této smlouvy nebo
jesté predtim poskytne spolecnost
Pfizer poskytovateli upravenou
verzi smlouvy v ¢eském jazyce
pouze ve formatu PDF

(,, upravena smlouva®), z niz
budou odstranény informace,
které podle odiivodnéného ndzoru
spolecnosti Pfizer predstavuji jeji
obchodni tajemstvi. Poskytovatel
zvetejni upravenou smlouvu v
registru smluv vedeném
Ministerstvem vnitra (,,registr
smluv*) podle zakona €.
340/2015 Sb. o registru smluv, a
to do 5 dntli od obdrZeni této
upraven¢ smlouvy. Poskytovatel
poskytne spolecnosti Pfizer dikaz
o zvefejnéni upravené smlouvy,
jakmile to bude mozné. Pokud
spolecnost Pfizer neobdrzi ditkkaz
o0 zvetejnéni upravené smlouvy
do 7 dnli od obdrzeni upravené
smlouvy poskytovatelem, bude
opravnéna zvetejnit upravenou
smlouvu v registru smluv.
Smluvni strany berou na védomi,
ze tato smlouva neni u¢inna,
dokud nebude zvetejnéna v
registru smluv, a souhlasi s tim,
ze zadné aktivity souvisejici se
studii nebudou zah4ajeny, dokud
ob¢ smluvni strany neobdrzi
potvrzeni o takovém zvetejnéni.
Jakékoli pisemné dodatky k této
smlouvé podle ¢lanku 19.5
(Upravy) budou upraveny a
zvetejnény postupem stanovenym
v tomto ¢lanku 15.2.
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16.

16.1

17.

Indemnification Insurance Coverage. 16.

The Parties Acknowledge that, in
accordance with Sec. 58(2) of the
Pharmaceuticals Law, Pfizer has
arranged for an insurance policy in
favour of Pfizer and Principal
Investigator covering liability for
physical injury arising out of or
relating to the administration of the
product(s) under investigation or any
clinical intervention or procedure
provided for or required by the
Protocol that the Study Subject would
not have received if the Study Subject
had not participated in the Study
(“Research Injury”). A copy of the
insurance certificate will be provided
to Institution. The Parties hereby
agree, provided that the mandatory
requirements are respected, that Pfizer
may amend or change the relevant
insurance policy during the Study.

The Parties acknowledge that Pfizer
will provide an indemnity in respect of
the Study in the form contained in
Attachment E, Form of Indemnity.

Institution Insurance Coverage. 16.1

Institution declares that according to §
45 Art. 2 lit. n) Act No. 372/2011
Coll., on Health Services, as amended,
conclude an insurance contract for
liability insurance for damage caused
during the provision of health care.

Assignment and Delegation 17.

17.1 By Institution. Pfizer
authorizes Institution to
delegate Institution duties
under this Agreement to
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Odskodnéni a pojistné kryti. Smluvni
strany berou na védomi, Ze v souladu s
§ 58 (2) zékona o 1écivech sjednala
spole¢nost Pfizer pojistnou smlouvu
ve sviij prospéch a ve prospéch
hlavniho zkousejiciho a Ze tato
pojistna smlouva pokryva
odpovédnost za ijmu vzniklou v
disledku nebo v souvislosti s
podavanim hodnocenych piipravki
nebo v souvislosti s jakymkoli
klinickym zakrokem nebo postupem
stanovenym nebo pozadovanym
protokolem, ktery by subjekt studie
nepodstoupil, pokud by se studie
nezucastnil (,,0jma na zdravi
souvisejici s vyzkumem®).
Poskytovateli bude poskytnuta kopie
osvédcCeni o pojisténi. Smluvni strany
timto souhlasi s tim, ze spole¢nost
Pfizer maze ptislusSnou pojistnou
smlouvu v pritbéhu studie zménit ¢i
upravit za predpokladu, ze budou
dodrZeny zavazné pozadavky.

Smluvni strany berou na védomi, ze
Pfizer poskytne odSkodnéni v
souvislosti se Studii ve formé uvedené
v Priloze E, Piislib odSkodnéni.

Pojisténi Poskytovatele. Poskytovatel
prohlasuje, ze ma dle § 45 odst. 2
pism. n) zakona ¢. 372/2011 Sb. o
zdravotnich sluzbach, ve znéni
pozdé¢jsich predpist, uzavienu
pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplisobenou pii
poskytovani zdravotni péce.

Postoupeni prav a pfevedeni
ovinnosti

17.1  Ze strany poskytovatele.
Spolecnost Pfizer povoluje
poskytovateli, aby v
prislusnych piipadech svétilo
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17.2

18.

18.1

Principal Investigator as
appropriate. Institution may
not otherwise assign its rights
or delegate or subcontract any
duties under this Agreement
without written permission
from Pfizer. If Pfizer
authorizes delegation or
subcontracting, Institution
remains responsible to Pfizer
for the performance of all
delegated or subcontracted
duties.

By Pfizer. Pfizer may also
freely delegate and assign
Study-related duties and rights
to an external provider upon
advance notice to Institution,
and may freely delegate or
assign its Study-related duties
or rights to any Pfizer affiliate.
If Pfizer delegates or
subcontracts any duties, Pfizer
remains responsible to
Institution for the performance
of those duties. For the
avoidance of doubt, the rights
and duties discussed in this
subsection are only those
arising out of this Agreement.

Termination

Termination Events.

Termination of this Agreement
will be triggered by the earlier
of any of the following events.

a. Disapproval by
SUKL/IEC. If the
Study cannot be

~ Site + N
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17.2

18.

své povinnosti vyplyvajici z
této smlouvy na hlavniho
zkousejiciho. Poskytovatel
nesmi jinak postoupit sva
prava nebo svéfit své
povinnosti vyplyvajici z této
smlouvy ¢i na né uzaviit
subdodavatelskou smlouvu bez
pisemného svoleni spolecnosti
Pfizer. Pokud spolecnost Pfizer
schvali svéfeni povinnosti
nebo uzavieni subdodavatelské
smlouvy, poskytovatel i nadale
odpovida spolecnosti Pfizer za
plnéni vSech svétenych nebo
subdodavatelskych povinnosti.

Ze strany spole¢nosti Pfizer.
Spole¢nost Pfizer mtize po
piedchozim ozndmeni
poskytovateli svobodn¢ svérit
a postoupit své povinnosti a
muze svobodné svéfit a
postoupit své povinnosti a sva
prava souvisejici se studii
jakékoli pridruzené spolec¢nosti
Pfizer. Pokud spole¢nost Pfizer
sveti jakékoli povinnosti nebo
na n¢ uzavie subdodavatelské
smlouvy, 1 nadale zistava
odpovédna poskytovateli za
plnéni téchto povinnosti. Aby
se ptedeslo pochybnostem,
prava a povinnosti zminéné v
tomto pododstavci jsou pouze
prava a povinnosti vyplyvajici
z této smlouvy.

Ukonceni smlouvy

18.1

Duvody ukonceni. Tato
smlouva bude ukoncena v
disledku té z nasledujicich
udalosti, ktera nastane diive.

a. Zamitnuti ze strany
SUKL/NEK. V
piipadé, ze studie
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initiated because of
SUKL/IEC
disapproval, this
Agreement will
terminate.

Study Completion. This
Agreement will
terminate when the
Study is complete,
which means the
conclusion of all
Protocol-required
activities for all
enrolled Study
Subjects.

Early Termination of
Study. This Agreement
will terminate if the
Study is terminated
early as described
below.

(1) Termination of
Study Upon
Notice. Pfizer
may terminate
the Study for
any reason upon
30 days’ written
notice to
Institution.

2) Immediate
Termination of
Study by Pfizer.
Pfizer may
terminate the
Study
immediately
upon written
notice to
Institution for
causes that
include failure

nemuze byt zahajena
kvali zamitnuti ze
strany SUKL/NEK,
bude tato smlouva
ukoncena.

Dokonceni studie. Tato
smlouva bude
ukoncena, jakmile bude
studie dokoncena, coz
znamena ukonceni
vSech aktivit
vyzadovanych
protokolem u vSech
subjektii zafazenych do
studie.

Pred¢asné ukonceni
studie. Tato smlouva
bude ukoncena, pokud
bude studie ukoncéena
predcasné, jak je
popsano nize.

(1) Ukonceni studie
oznamenim.
Spolecnost
Pfizer mize
studii ukoncit z
jakéhokoli
diavodu
pisemnym
oznamenim
poskytovateli se
lhatou 30 dnt.

() Okamzité
ukondeni studie
spolecnosti
Pfizer.
Spolecnost
Pfizer miize
studii okamzité
ukondit
pisemnym
oznamenim
poskytovateli z
davodi, jez
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to enroll Study
Subjects at a
rate sufficient to
achieve Study
performance
goals; material
unauthorized
deviations from
the Protocol or
reporting
requirements;
circumstances
that in Pfizer’s
opinion pose
risks to the
health or well-
being of Study
Subjects;
regulatory
authority
actions relating
to the Study or
the
Investigational
Drug;
termination of
the associated
agreement
between
Principal
Investigator
(see Section
1.3, Agreement
between
Principal
Investigator):
any non-
compliance by
the Institution
with local laws,
ICH GCP, or
the terms of
Section 20
(Anti-
Corruption) of
this Agreement;
or non-
compliance by

47

zahrnuji
nezarazeni
dostate¢ného
poctu subjektt
studie pro
dosazeni cila
studie; zasadni
neschvalené
odchylky od
protokolu nebo
od pozadavkil
na podavani
zprav o studii;
okolnosti, které
podle nazoru
spolecnosti
Pfizer
predstavuji
riziko pro
zdravi nebo
blaho subjektt
studie; kroky
kontrolnich
ufadi v
souvislosti se
studii nebo
hodnocenym
IéCivem;
ukonceni
souvisejici
dohody mezi
spolecnosti
Pfizer a
hlavnim
zkousejicim
(viz Clanek 1.3,
Dohoda mezi
spolecnosti
Pfizer a
hlavnim
zkousSejicim);
jakékoli
nedodrzeni
mistnich
pravnich
piedpist,
pokynt SKP
ICH nebo



the Principal
Investigator
with the
comparable
terms of the
agreement
between
Principal
Investigator.

3) Immediate
Termination of
Study by
Institution.
Institution may
terminate the
Study
immediately
upon
notification to
Pfizer if
requested to do
so by the
responsible

SUKL/IEC or if

such
termination is
required to
protect the
health of Study
Subjects.

18.2  Effective Date of Agreement
Termination. If termination of
the Agreement is triggered by
any of the events described in
Section 18.1, above, the
termination will be effective
after receipt by Pfizer of all
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podminek
¢lanku 20 této
smlouvy
(Protikorupcni
opatfeni) ze
strany
poskytovatele;
nebo
nedodrzeni
srovnatelnych
podminek
dohody mezi
hlavnim
zkousejicim a
spole¢nosti
Pfizer ze strany
hlavniho
zkousejiciho.

3) Okamzité
ukonceni studie
poskytovatelem.
Poskytovatel
muZze ukoncit
studii okamzit€,
jakmile to
oznami
spolecnosti
Pfizer, pokud je
0 to pozadano
SUKL/piislusno
u NEK nebo
pokud je takové
ukonceni
potiebné pro
ochranu zdravi
subjektl studie.

Datum t¢innosti ukonceni
smlouvy. V piipad¢, ze dojde k
ukonceni smlouvy na zakladé
nékteré z okolnosti popsanych
vyse v ¢lanku 18.1, bude
ukonceni ucinné poté, co
spolecnost Pfizer pfevezme

INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL

PI:
Ariba:



18.3

18.4

Protocol-required Study Data
and Biological Samples
generated up until termination;
receipt of all payments due to
either party, and completion by
both parties of any remaining
applicable Agreement
obligations.

Payment upon Early 18.3
Termination of Study. Except

as otherwise indicated in this

subsection, if the Study is

terminated early Pfizer will

pay for work already

performed, in accordance with

Attachment A, less payments

already made for such work.

Pfizer will also cover any non-

cancelable expenses, other

than future personnel costs, so

long as they were properly

incurred and prospectively

approved by Pfizer and only to

the extent they cannot

reasonably be mitigated. If the

Study cannot be initiated

because of disapproval by the

SUKL/IEC and through no

fault of Institution, Pfizer will

reimburse Institution for

SUKL/IEC fees and any other

expenses paid by Institution

that were prospectively

approved, in writing, by Pfizer.

Return of Materials. Unless 18.4
Pfizer instructs otherwise in

writing, upon termination of

the Agreement, Institution will

promptly return all materials

supplied by Pfizer for Study

conduct that are in Institution’s

possession or control,

including unused

Investigational Drug, unused

Case Report Forms, and any

~ Site + N
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veskeré udaje ze studie
vyzadované protokolem a
biologické vzorky ziskané do
ukonceni smlouvy, budou
piijaty veskeré platby splatné
kterékoli ze stran a obé& strany
splni zbyvajici zdvazky
vyplyvajici ze smlouvy.

Platba pfi pred€asném
ukonceni studie. Pokud je
studie ukoncena ptedcasné,
spole¢nost Pfizer zaplati za jiz
vykonanou praci podle ptilohy
A s odectenim jiz uhrazenych
plateb za tuto praci, neni-li v
tomto odstavci uvedeno jinak.
Pfizer uhradi 1 veSkeré
nezrusitelné ndklady, kromé
budoucich personalnich
nakladu, za pfedpokladu, Ze
byly fadné vynalozeny a
predbézné schvaleny
spolecnosti Pfizer a pouze
pokud je nelze pfiméfené
sniZit. Pokud studie nemtze
byt zahajena z divodu
neschvaleni SUKL/NEK a bez
zavinéni ze strany
poskytovatele, spolecnost
Pfizer uhradi poskytovateli
poplatky SUKL/NEK a
jakékoli dalsi vydaje
poskytovatele, jez byly
spolecnosti Pfizer pfedbézné
pisemné schvaleny.

Vréaceni materiald. Pokud
spolecnost Pfizer neurci
pisemné jinak, poskytovatel po
ukonceni smlouvy
bezodkladné vrati vSechny
materialy dodané spolecnosti
Pfizer pro ucely provadeéni
studie, které ma v drZeni ¢i pod
kontrolou, v¢etné nepouzitého
hodnoceného 1éCiva,
nepouzitych formulait
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18.5

Pfizer-supplied Equipment and
Materials. Institution will also
cooperate with Pfizer, on
request, to help ensure return
of such materials in the
possession or control of
Principal Investigator

Survival of Obligations.
Obligations relating to
Funding, Confidential
Information, Study Records,
Inventions, Publications,
Indemnification, Sponsor
Insurance Coverage,
Suitability, and Anti-
Corruption survive termination
of this Agreement, as does any
other provision in this
Agreement, including
Attachments, that by its nature
and intent remains valid after
the term of the Agreement.

19. Other Terms

19.1

Suitability. Institution certifies
that it is licensed, registered, or
otherwise qualified and
suitable under local laws of
Czech Republic, regulations,
policies, or administrative
requirements to conduct the
Study and required Study-
related activities. Institution
also certifies that there are no
applicable regulations or other
obligations that prohibit it
from conducting the Study and
entering into this Agreement
and that it has not been
forbidden to or debarred from
carrying out clinical research
and the conduct of trials
concerning investigational
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18.5

zdznamu subjektd studie a
veskerého vybaveni a
materiald dodanych
spolecnosti Pfizer.
Poskytovatel bude se
spolecnosti Pfizer na jeji
zadost rovnéz spolupracovat
pii vraceni takovych materiald,
které ma v drzeni ¢i pod
kontrolou hlavni zkousejici.

Pretrvani zdvazka. Zavazky
tykajici se financovani,
davérnych informaci, zdznamt
studie, vynalezii, publikaci,
odskodnéni, pojisténi
zadavatele, zplsobilosti a
protikorup¢nich opatieni
ptetrvaji i po ukonceni této
smlouvy, stejn¢ jako jakakoli
dalsi ustanoveni této smlouvy,
vcetné jejich piiloh, z jejichz
povahy a zaméru vyplyva, ze
zustavaji v platnosti i po
skonceni této smlouvy.

Dalsi podminky

19.1

Vhodnost. Poskytovatel
potvrzuje, Ze je podle
ustanoveni zakonti Ceské
republiky, pravnich ptedpisd,
zasad nebo spravnich
pozadavku drzitelem
prislusnych licenci a registraci
nebo ze je jinak kvalifikované
a zpusobilé provadét studii a
pozadované aktivity, jeZ s ni
souviseji. Poskytovatel téz
potvrzuje, Ze neexistuji zadné
platné pravni predpisy nebo
jiné zavazky, které by mu
branily v provadéni studie a
uzavieni této smlouvy, ze mu
nebylo zakazano provadéni
klinickych studii hodnocenych
1é¢ivych ptipravka ani nebylo
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19.2

medicinal products under the
law of any jurisdiction
(including, without limitation,
subsections 306(a) or (b) of the
United States Federal Food,
Drug, and Cosmetic Act) and
that it will not use in any
capacity the services of any
person debarred under such
law with respect to services to
be performed under this
Agreement. During the term of
this Agreement and for three
years after its termination,
Institution will notify Pfizer
promptly if any of these
certifications need to be
amended in light of new
information.

Investigations, Inquiries,
Warnings. or Enforcement
Actions Related to Conduct of
Clinical Research. Institution
certifies that it is not the
subject of any past or pending
governmental or regulatory
investigation, inquiry, warning,
or enforcement action
(collectively, “Agency
Action”) related to its conduct
of clinical research or the
practice of medicine that has
not been disclosed to Pfizer.
Institution will notify Pfizer
promptly if it receives notice
of or becomes the subject of
any Agency Action regarding
its compliance with ethical,
scientific, or regulatory
standards for the conduct of
clinical research or the practice
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19.2

zbaveno odborné zptsobilosti
k jejich provadéni podle
pravnich ptedpisii v jakékoli
jurisdikci (mimo jiné véetné
odstavce 306, pismena a) nebo
b) federalniho zakona USA o
potravinach, lé¢ivech a
kosmetickych ptipravcich
[United States Federal Food,
Drug, and Cosmetic Act)), a ze
nebude pro poskytovani
sluzeb, jez maji byt podle této
smlouvy provedeny, z&dnym
zpusobem vyuzivat sluzeb
osoby, jiz byl podle takovych
pravnich ptedpist udélen
zékaz ¢innosti. Béhem
platnosti této smlouvy a po
dobu tii let po jejim ukonceni
bude poskytovatel
bezodkladné informovat
spolecnost Pfizer, pokud bude
nutné kterékoli z téchto
osvédceni vzhledem k novym
informacim aktualizovat.

Setteni, dotazovani, varovani
nebo vymaéhaci opatieni
souvisejici s provadénim
klinického vyzkumu.
Poskytovatel potvrzuje, Ze neni
a v minulosti nebylo
pfedmétem vySetiovani,
dotazovani nebo vyméhaciho
opatieni vladnimi ¢i
regula¢nimi organy ani mu
nebylo témito ufady udéleno
varovani (spolecn¢ dale jen
»opatieni ze strany organu®)
v souvislosti s provadénim
klinického vyzkumu nebo
vykonem Iékaiské praxe, o
némz by spolecnost Pfizer
nebyla informovéana.
Poskytovatel bude spole¢nost
Pfizer neprodlené informovat,
pokud obdrzi ozndmeni o
jakémkoli opatfeni ze strany
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19.3

19.4

of medicine if the Agency
Action relates to events or
activities that occurred prior to
or during the period in which
the Study was conducted.

Use of Name. Pfizer reserves 19.3
the right to identify the
Institution in association with a
listing of the Protocol in the
United States National
Institutes of Health (NIH)
Clinical Trials Data Bank,
other publicly available listings
of ongoing clinical trials, or
other Study Subject
recruitment services or
mechanisms. Pfizer will not
otherwise use the name of
Institution or any of
Institution’s employees or
contractors, and Institution will
not use the name of, Pfizer, or
any of its employees or
contractors, for promotional or
advertising purposes without
written permission from the
party whose name will be
used.

SUSARS. Pursuant to a 19.4
sponsor’s safety reporting

obligations under 21 CFR

312.32(c)(1), Pfizer will report

to the Principal Investigator all

Serious Unexpected Suspected

Adverse Reactions

(“SUSARSs”). Principal
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organu nebo se stane jeho
predmétem, a to v souvislosti s
dodrzovanim etickych,
veédeckych nebo zékonnych
standarda pro provadéni
klinického vyzkumu ¢i vykon
1¢kaiské praxe, pokud se
opatfeni ze strany organu tyka
ptihod nebo aktivit, k nimz
doslo pied obdobim provadéni
studie nebo béhem ng;.

Pouziti jména/nézvu.
Spolecnost Pfizer si vyhrazuje
pravo uvést nazev
poskytovatele pti zadani
protokolu do americké
databaze klinickych hodnoceni
NIH (United States National
Institutes of Health Clinical
Trials Data Bank), do jinych
vefejné dostupnych registrii
probihajicich klinickych
hodnoceni nebo do jinych
sluzeb ¢i mechanismil
zajistujicich nabor subjekta
studie. Spole¢nost Pfizer jinak
nepouzije nazev poskytovatele
ani jméno zadného ze
zaméstnancu ¢1 smluvnich
dodavatelii poskytovatele, a
poskytovatel nepouZzije nazev
spole¢nosti Pfizer ani jméno
zadného z jejich zaméstnanct
¢i smluvnich dodavatell pro
propagacni nebo reklamni
ucely bez pisemného souhlasu
strany, ktera ma byt
jmenovana.

Hléseni SUSAR. V souladu s
povinnosti zadavatele podavat
hlaseni o bezpecnosti podle 21
CFR 312.32, pismeno ¢, bod
1) bude spolecnost Pfizer
hlasit hlavnimu zkousSejicimu
vSechna podezieni na zadvazné
neo¢ekavané nezadouci
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19.5

19.6

19.7

Investigator will receive and
review SUSAR reports and if
appropriate according to local
requirements,. Pfizer shall
report to the responsible
IRB/IEC any SUSARSs for the
Investigational Drug in the
given Clinical Trial taking
place in the territory of the
Czech Republic. Institution
will retain SUSAR reports
consistent with Section 11.3 of
this Agreement.

Relationship of the Parties.
The relationship of Institution
to Pfizer is one of independent
contractor and not one of
partnership, agent and
principal, employee and
employer, joint venture, or
otherwise.

Modification. Any
modification to this Agreement
must be in writing, signed by
the parties, and identified as an
Amendment, except for certain
mutually agreeable changes in
the Study budget as identified
in Attachment A.

No Waiver. Failure to exert a
right under this Agreement
does not constitute a waiver of
that right in the future. No
waiver of any right is effective
unless in writing and signed by
the party who waives the right.
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19.5

19.6

19.7

ucinky (,,SUSAR®). Hlavni
zkousejici obdrzi hlaseni
SUSAR a v pfislusnych
ptipadech je ptezkouma v
souladu s mistnimi pozadavky.
Spolecnost Pfizer bude hlasit
odpovédné IRB/NEK jakakoli
podezieni na zavazné
neoc¢ekavané nezadouci
ucinky hodnoceného 1é¢iva v
klinickém hodnoceni, které
probiha na uzemi Ceské
republiky. Poskytovatel
uchova hlaSeni SUSAR v
souladu s ¢lankem 11.3 této
smlouvy.

Vztah smluvnich stran. Vztah
poskytovatele vii¢i spole¢nosti
Pfizer je vztahem nezévislého
smluvniho dodavatele, nikoli
partnerstvi, vztah zmocnénce a
zmocnitele, zaméstnance a
zamé&stnavatele, spolecny
podnik ani jiny vztah.

’

Upravy. Jakakoli uprava této
smlouvy musi byt provedena
pisemné, podepsana smluvnimi
stranami a oznacena jako
dodatek, kromé nékterych
vzajemné dohodnutych zmén
rozpoctu studie, jak je
stanoveno v priloze A.

Neupusténi od prav.
Neuplatnéni prava
vyplyvajiciho z této smlouvy
neznamend upusténi od tohoto
prava do budoucna. Zadné
upusténi od jakéhokoli prava
neni G¢inné, pokud tak stranou,
ktera od prava upousti, neni
ucinéno pisemné a neni to
touto stranou podepsano.
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19.8

19.9

19.10

19.11

Conflict with Attachments. If
there is any conflict between
this Agreement and any
Attachments to it, the terms of
this Agreement control. If
there is any conflict between
this Agreement and the
Protocol, the Protocol will
control as to any issue
regarding treatment of Study
Subjects, and the Agreement
will control as to all other
issues.

Affiliates. As used in this
Agreement, the term “affiliate”
means any entity that directly
or indirectly controls, is
controlled by, or is under
common control with the
named party.

Successors and Assigns. This
Agreement will bind and
benefit the successors and
permitted assigns of each

party.

Entire Agreement. This
Agreement including
Attachments together with the
Staff Agreements, taken
together with the associated
agreement between Pfizer and
Principal Investigator (see
Section 1.3, Agreement
between Pfizer and Principal
Investigator), represents the
entire understanding between
the parties relating to this
subject matter. This
Agreement supersedes all
previous agreements between
the parties (oral and written)
relating to this Study, except
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19.8

19.9

19.10

19.11

Rozpor s ptilohami. Pokud
dojde k rozporu mezi touto
smlouvou a kteroukoli z jejich
priloh, jsou urcujici podminky
této smlouvy. Pokud dojde

k rozporu mezi touto smlouvou
a protokolem, je v piipadé
otazek tykajicich se 1éCby
subjektl studie urcujici
protokol, ve vSech ostatnich
zalezitostech je urcujici
smlouva.

Ptidruzené spolecnosti. Termin
,pridruzena spole¢nost* tak,
jak je pouzit v této smlouve,
znamena jakoukoli pravnickou
osobu, kterd ptimo nebo
nepiimo fidi, je fizena nebo je
spole¢né¢ fizena uvedenou
stranou.

Néstupci a nabyvatelé. Tato
smlouva bude zdvazna pro
nastupce a povolené
nabyvatele kazdé smluvni
strany a bude platit v jejich
prospéch.

Celistvost smlouvy. Tato
smlouva vc¢etné pfiloh spolu se
smlouvami se studijnim
personalem, spolecné se
souvisejici dohodou mezi
spole¢nosti Pfizer a hlavnim
zkousejicim (viz ¢lanek 1.3.
Dohoda mezi spole¢nosti
Pfizer a hlavnim zkouSejicim),
predstavuje uplné ujednani
mezi smluvnimi stranami
tykajici se pfedmétu smlouvy.
Tato smlouva nahrazuje
veskeré predeslé dohody mezi
smluvnimi stranami (Gstni a
pisemné) tykajici se této
studie, s vyjimkou zavazkii,
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19.12

19.13

19.14

for any obligations that, by
their terms, survive
independent of this
Agreement.

Governing Law. This
Agreement is governed by
laws of the Czech Republic,
except for their conflict of law
provisions mainly by Act No.
89/2012 Coll., Civil Code and
Pharmaceuticals Law. All
disputes arising out of and
related to this Agreement shall
be resolved by the court with
subject-matter and territorial
jurisdiction in the Czech
Republic.

Language. This Agreement is
set forth in both Czech and
English, with both versions
having the same effect. In the
event of any ambiguity or
conflicts in interpretation of
terms between the two
versions, the Czech version
will prevail.

Notices. Any notice required to
be given hereunder shall be in
writing and deemed to have
been sufficiently given, (i)
when delivered in person, (i)
when delivered by overnight
courier service on the next
business day after mailing, or,
where overnight courier
service is unavailable, by other
expedited delivery provided by
a recognized express courier,
or (ii1) when delivered via e-
mail, provided the original is
delivered via one of the
preceding methods on or prior
to the fifth business day after
transmission of the e-mail, to
the addresses specified below.
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19.12

19.13

19.14

které svou podstatou
pretrvavaji bez ohledu na tuto
smlouvu.

Rozhodné pravo. Tato smlouva
se fidi pravnimi pfedpisy
Ceské republiky, s vyjimkou
jejich koliznich ustanoveni,
zejména zakonem ¢. 89/2012
Sb., obCanskym zakonikem a
zakonem o lé¢ivech. VSechny
spory vyplyvajici z této
smlouvy a s touto smlouvou
souvisejici se budou fesit u
vécné a mistné piislusného
soudu v Ceské republice.

Jazyk. Tato smlouva je
vyhotovena v ¢eském i
anglickém jazyce a ob¢ verze
maji stejnou Gcinnost. V
pripadé¢ jakychkoli
nesrovnalosti nebo rozpora ve
vykladu podminek mezi témito
dvéma jazykovymi verzemi
bude rozhodujici ¢eska verze.

Oznameni. Jakékoli oznament,
které ma byt podle této
smlouvy poskytnuto, bude mit
pisemnou podobu a bude
povazovano za dostateCnym
zpusobem dorucené: (i) pokud
bude doruceno osobné, (ii)
pokud bude doruceno expresni
kuryrni sluzbou dal$i pracovni
den po odeslani nebo, pokud
neni expresni kuryrni sluzba k
dispozici, jinou spéSnou
formou poskytovanou a
uznavanou expresnim
kuryrem, nebo (ii1) pokud bude
doruc¢eno e-mailem za
predpokladu, Ze je original
dorucen jednou z vyse
uvedenych metod nejpozdé;ji
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Each notice shall specify the
name and date of and parties to
this Agreement.

Pfizer for Contract Issues:

Pfizer Inc.

Clinical Site Contracting
66 Hudson Boulevard
East

New York, NY 10001
Clinical Site Contracting

Email: _

Institution:
Fakultni nemocnice
Motol a Homolka,

pracovist¢ MOTOL

V Uvalu 84, 150 06

Prague 5

Attention:
Department of the

Deputy for LPP

Telephone:

. +420
Email: _

Pfizer:

For Submission of
Publications Only:

Email:

19.15 Counterparts and Signature.

This Agreement shall be
executed by means of
electronic signature. Each
Party shall receive their

paty pracovni den po odeslani
e-mailu na niZe uvedené
adresy. Kazdé ozndmeni bude
obsahovat jméno a datum a
smluvni strany této smlouvy.

Spole¢nost Pfizer pro smluvni
zaleZitosti:

Pfizer Inc.

Clinical Site Contracting
66 Hudson Boulevard
East

New York, NY 10001
Clinical Site Contracting

Email: _

Poskytovatel:
Fakultni nemocnice
Motol a Homolka,
pracovist¢ MOTOL
V Uvalu 84, 150 06
Praha 5
Attention: Usek
nameéstka pro LPP

Telefon:

. +420
E-mail: _

Pfizer:

Pouze pro ucely
piedlozeni publikaci:

E-mail:

19.15 Stejnopisy a podpis. Tato

smlouva bude podepsana
prostfednictvim
elektronickych podpist. Kazda
smluvni strana obdrzi vlastni
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electronic copy of the
executed Agreement.

20. Anti-Corruption

20.1 Definitions

Government. As used
in this Agreement,
“Government”’
includes all levels and
subdivisions of
governments (ie, local,
regional, and national,
administrative,
legislative, and
executive).

Government Official.
As used in this
Agreement,
“Government
Official” includes (1)
any elected or
appointed non-US
Government official
(eg, a legislator or a
member of a non-US
Government ministry),
(2) any employee or
individual acting for or
on behalf of a non-US
Government official,
non-US Government
agency, or enterprise
performing a function
of, or owned or
controlled by, a non-
US Government (eg, a
healthcare professional
employed by a non-US
Government hospital or
researcher employed by
anon-US Government
university), (3) any
non-US political party
officer, candidate for
non-US public office,

elektronickou verzi podepsané
smlouvy.

Protikorupéni opatfeni

Definice

Vlada. Pojem ,,vlada*
tak, jak je pouzivan v
této smlouvée, zahrnuje
vSechny urovné a
slozky vlady (tj. organy
na mistni, krajské 1
celostatni urovni, a to
spravni, zdkonodarné i
vykonné).

Vléadni predstavitel.
Pojem ,,vladni
ptedstavitel” pouzivany
v této smlouve se
vztahuje na (1)
jakéhokoli zvoleného
nebo jmenovaného
predstavitele vlady jiné
nez vlady USA (napf.
zakonodarce nebo
¢lena vladniho
ministerstva, mimo
ministerstva USA), (2)
jakéhokoli zaméstnance
nebo jednotlivce
jednajiciho jménem
nebo v zajmu vladniho
predstavitele mimo
ptredstavitele vlady
USA, organizace nebo
podniku mimo USA
vykonavajiciho vladni
funkci nebo které jsou
vlastnéné nebo tizené
vladou jinou nez
vladou USA (napt.
zdravotnicky odbornik
zaméstnany vladni
nemocnici jinde nez v
USA nebo vyzkumny
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or employee or
individual acting for or
on behalf of a non-US
political party or
candidate for public
office, (4) any
employee or individual
acting for or on behalf
of a public international
organization, and (5)
any member of a royal
family or member of a
non-US military.

Institution represents and

warrants that:

Institution has been
provided with a copy of
Pfizer’s International
Anti-Bribery and Anti-
Corruption Principles
as an Attachment to
this Agreement and
will communicate such
Principles to all persons
acting on its behalf in
connection with work
for Pfizer, including
agents or
subcontractors.

Pfizer will make no
payment in addition to
the funding set out in
Attachment A (Study

pracovnik zaméstnany
vladni univerzitou jinde
nez v USA), (3)
jakéhokoli ptedstavitele
politické strany mimo
USA, kandidata do
vetejné funkce jinde
nez v USA nebo
predstavitele,
zaméstnance nebo
jednotlivce jednajiciho
jménem nebo v zajmu
politické strany nebo
kandidata do vetejné
funkce mimo USA, (4)
jakéhokoli zaméstnance
nebo jednotlivce
jednajiciho jménem
nebo v zajmu vetejné
mezinarodni
organizace, a (5)
jakéhokoli Clena
kralovské rodiny nebo
¢lena armady mimo
armadu USA.

20.2  Poskytovatel prohlasuje a

zarucuje, Ze:

a.

mu byla poskytnuta
kopie mezinarodnich
zasad spolecnosti
Pfizer pro boj proti
uplatkarstvi a korupci
jako ptiloha této
smlouvy a ze s t€mito
zdsadami seznami
vSechny osoby, které
jednaji jeho jménem v
souvislosti s praci pro
spole¢nost Pfizer, a to
vcetn€ zmocnéncl a
subdodavatelti.

spole¢nost Pfizer
neposkytne v
souvislosti s touto
smlouvou zadnou
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Budget and Payment
Terms) in connection
with this Agreement
unless Pfizer has
prospectively approved
that expenditure in
writing. Institution will
(1) provide truthful and
complete
documentation
supporting, in
reasonable detail, the
work performed and
any expenses incurred,
(i1) maintain true,
accurate, and complete
invoices, reports,
statements, books and
other records and (iii)
secure pre-
authorization in writing
from Pfizer for any
extraordinary
expenditure.

Institution has not and
will not in the future
directly or indirectly
offer or pay, or
authorize the offer or
payment of, any money
or anything of value in
an effort to influence
any Government
Official or any other
person in order for
Pfizer to improperly
obtain or retain
business or to gain an
improper business
advantage and has not
accepted, and will not
accept in the future
such a payment.

Institution will permit,
during the term of the
Agreement and for

platbu mimo
financovani stanovené
priloze A (Rozpocet
studie a platebni
podminky), pokud
ovSem spolecnost
Pfizer ptedem
neschvali takovy vydaj
pisemné. Poskytovatel
(1) poskytne pravdivou
a uplnou dokumentaci
doklédajici s pfiméfené
podrobnymi udaji
provedené prace a
vzniklé néklady, (ii)
bude vést pravdivé,
presné a Uplné faktury,
zpravy, vypisy, knihy a
dalsi zaznamy a (iii)
zajisti si od spolecnosti
Pfizer ptedchozi
pisemné schvaleni
jakychkoli
mimotadnych vydaju.

piimo ani nepiimo
nenabidlo a nezaplatilo,
ani neschvalilo nabidku
¢i platbu jakychkoli
finan¢nich prostiedki
¢i ¢ehokoli hodnotného
ve snaze ovlivnit
jakéhokoli vladniho
Cinitele nebo jinou
osobu s cilem zajistit,
aby spole¢nost Pfizer
nepiipustné ziskala
nebo si udrzela obchod
nebo ziskala
nepfipustnou obchodni
vyhodu, ze takovou
platbu nepfijalo, a ze
tak neucini ani v
budoucnosti.

behem platnosti této
smlouvy a tfi roky po
provedeni zavérecné
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20.3

three years after final
payment has been made
under the Agreement,
Pfizer’s internal and
external auditors access
to any relevant books,
documents, papers and
records of the
Institution involving
transactions related to
the Agreement. Pfizer
will employ
appropriate safeguards
in such an audit,
subject to the
conditions set out
above in Article 12.1,
to ensure
confidentiality and
protect the privacy of
the Study Subjects.

Pfizer may terminate this
Agreement if Institution
breaches any of the above
Representations and
Warranties. In the event of
termination, Institution shall
not be entitled to any further
payment, regardless of any
activities undertaken or
agreements entered into prior
to termination and Institution
will be liable for damages or
remedies as provided by law.
Further, Institution will
indemnify and hold Pfizer
harmless from any claim,
liability, fine, penalty, loss or
damage that arises as a result
of Institution’s failure to
comply with its obligations
under this Section 20.

~ Site + N

20.3

platby provedené podle
této smlouvy povoli
pfistup internim a
externim auditoriim
spole¢nosti Pfizer k
prislusnym kniham,
dokumentiim a
zdznamum zahrnujicim
transakce souvisejici s
touto smlouvou, na
nichz se poskytovatel
podilel. Spole¢nost
Pfizer pti takovém
auditu, ktery bude
domluven a uskutecnén
v souladu s ¢l. 12.1
vyse, pfijme
odpovidajici
bezpecnostni opatteni,
ktera zajisti diivérnost
osobnich udaji
subjekti studie a jejich
ochranu.

Pokud poskytovatel porusi
nékteré z téchto prohlaseni ¢i
zaruk, spolecnost Pfizer mtize
tuto smlouvu ukoncit. V
piipad€ ukonceni smlouvy
nebude mit poskytovatel narok
na zadnou dalsi platbu bez
ohledu na aktivity, jez byly
provedeny pred ukoncenim,
nebo dohody uzaviené pied
ukoncenim, a bude odpovidat
za Skody a napravnd opatieni
stanovena pravnimi predpisy.
Poskytovatel dale spole¢nost
Pfizer odskodni a zbavi ji
odpovédnosti v souvislosti s
jakymkoli narokem, zdvazkem,
pokutou, postihem, ztratou ¢i
Skodou, jez vzniknou v
dasledku nedodrzeni zavazk
podle tohoto ¢lanku 20
poskytovatelem.
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Agreed to and Accepted by: Dojednal(a) a souhlas vyslovil(a):

PFIZER Inc. Institution / Poskytovatel: Fakultni nemocnice
Motol a Homolka, pracovisté¢ MOTOL

B 2 =

Printed Name / Jméno (hiilkovym Printed Name / Jméno (hiilkovym
pismem) pismem)

__ Under POA / Na zaklad¢é povéreni
Title / Funkce Title / Funkce

Date: / Datum: Date: / Datum:

Nize podepsana _, jako Hlavni zkousejici potvrzuji, ze jsem se fadné seznamila s obsahem této smlouvy a potvrzuji,
ze jsem na sebe pfevzala povinnosti hlavniho zkousejiciho dle této smlouvy, smluvnich ujednani se spolecnosti Pfizer a
ptislusnych pravnich ptedpisti upravujicich provadéni klinickych hodnoceni 1é¢iv. Déle se zavazuji nezvefejiiovat informace
tykajici se pfedmétné studie bez predchoziho pisemného souhlasu spolecnosti Pfizer, zachovavat mlcenlivost o vSech
poskytnutych informacich, povazovat tyto za diivérné a zdrzet se jakéhokoliv jiného uziti téchto informaci a vysledkd nez pro
ucely této studie. Jako Hlavni zkousejici souhlasim s tim, Ze spolec¢nost Pfizer bude shromazd'ovat, pouzivat, zpracovavat a
zvefejiiovat mé osobni Udaje, véetné jména, kvalifikace a zkuSenosti ve studii, mé financni tidaje vztahujici se mimo jiné k
obdrzené odméné a finanéni nahradé a dalsi osobni udaje k administrativnim G¢elim v souvislosti se studii, popf. k poskytnuti
etickym komisim a statnim ufadiim a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lenti studijniho tymu.
/ The undersigned, _, as the Principal Investigator, confirm that I have properly read the content of this Agreement
and confirm that I have assumed the obligations of the Principal Investigator under this Agreement, the contractual arrangements
with Pfizer and the relevant legal regulations governing the conduct of clinical trials of medicinal products. I further undertake
not to disclose information related to the study in question without the prior written consent of Pfizer, to maintain confidentiality
of all information provided, to consider it confidential and to refrain from any other use of this information and results than for
the purposes of this study. As the Principal Investigator, I agree that Pfizer will collect, use, process and disclose my personal
data, including my name, qualifications and experience in the study, my financial data relating, among other things, to the
remuneration and financial compensation received and other personal data for administrative purposes in connection with the
Study, or for provision to ethics committees and state authorities, and I undertake to secure this consent also from co-
investigators and other members of the study team.

PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Date: / Datum:
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Attachments

Attachment A Study Budget and Payment
Terms

Attachment B Equipment and Materials
Attachment C Pfizer International Anti-
Bribery and Anti-Corruption Principles

Attachment D EU Standard Contractual
Clauses
Attachment E- Form of Indemnity

Ptilohy

Ptiloha A Rozpocet studie a platebni
podminky

Ptiloha B Vybaveni a materialy

Ptiloha C Mezinarodni zasady
spolecnosti Pfizer pro boj proti uplatkarstvi a
korupci

Ptiloha D Standardni smluvni dolozky
EU

Ptiloha E Ptislib odskodnéni
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Attachment A
STUDY BUDGET AND PAYMENT TERMS

Protocol Number: _

The anticipated total amount to be paid is CZK
151.374,- in the treatment Arm A and CZK
105.186,- in the treatment Arm B to Institution.

Priloha A ] ]
ROZPOCET A PLATEBNI PODMINKY
STUDIE

Cislo protokolu: _

Predpokladana celkova vyse odmény €ini 151.374,-
K¢ v 1ééebném rameni A a 105.186,- K¢
v 1é¢ebném rameni B pro Poskytovatele.

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PI:
Ariba: - site # | GG




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL




EXHIBIT 1 to Attachment A STUDY BUDGET and PAYMENT TERMS/
DODATEK 1 k piiloze A ROZPOCET A PLATEBNI PODMINKY STUDIE

INVESTIGATOR:
INSTITUTION: Fakultni nemocnice
Motol a Homolka,
pracovisté MOTOL
CCID:

PER SUBJECT COST / PLATBA ZA SUBJEKT

Arm A / Rameno A
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Visit/Cycle structure, procedures, total Per Subjec Cost /
Struktura navstévy/cyklu a vypis vySetieni, celkova platba za pacienta
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Per Subject Cost — per visit/cycle / platba za subjekt — za navStévu/cyklus
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ADDITIONAL PROCEDURES / DODATECNE PROCEDURY

ARM A /RAMENO A
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PER SUBJECT COST — continued / PLATBA ZA SUBJEKT - pokracovani

Arm B / Rameno B
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Visit/Cycle structure, procedures, total Per Subjec Cost /
Struktura navstévy/cyklu a vypis vySetieni, celkova platba za pacienta
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Per Subject Cost — per visit/cycle / platba za subjekt — za navS§tévu/cyklus
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ADDITIONAL PROCEDURES / DODATECNE PROCEDURY

ARM B/RAMENO B
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OTHER STUDY RELATED COSTS / OSTATNi NAKLADY STUDIE

Unless explicitly set out otherwise, Other Costs apply to both treatment arms / neni-li
vyslovné uvedeno jinak, Ostatni naklady plati pro obé ramena
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OTHER STUDY RELATED COSTS — CONTINUED /
OSTATNI NAKLADY STUDIE - POKRACOVANI
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Attachment B
EQUIPMENT AND MATERIALS

Pfizer-Provided Equipment and Materials

Pfizer-Provided Equipment

Pfizer will provide the equipment identified below (**
Pfizer Equipment”) for use by Principal Investigator

or Institution in the conduct or reporting of the Study:

NONE

Pfizer-Provided Materials

Pfizer will provide the proprietary materials owned
or licensed by Pfizer and identified below (“Pfizer
Materials™) for use by Principal Investigator or
Institution in the conduct or reporting of the Study.

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

Pfizer will arrange for a vendor to provide the
following equipment or proprietary materials
(“Vendor Property”) for use in this Study:

A separate loan agreement for provision of
equipment is entered into.

Permitted Uses of Vendor Property

Principal Investigator and Institution will use Vendor
Property only for purposes of this Study.

Disposition of Vendor Property

The vendor will determine the disposition of Vendor
Property after completion of Study conduct.

Ownership, Responsibilities, and Liability

Priloha B
VYBAVENI A MATERIALY

Vybaveni a materialy poskytnuté spolecnosti
Pfizer

Vybaveni poskytnuté spole¢nosti Pfizer

Spolecnost Pfizer poskytne nize uvedené vybaveni
(,,vybaveni spolecnosti Pfizer*) pro pouziti hlavnim
zkousejicim nebo zdravotnickym zafizenim v rdmci
provadéni studie nebo vytvareni zprav studie:

ZADNE

Materialy poskytnuté spole¢nosti Pfizer

Spolecnost Pfizer poskytne chranéné materialy, jez
jsou v jejim vlastnictvi nebo na néz ma licenci a jsou
uvedeny nize (,,materidly spolecnosti Pfizer*), pro
pouziti hlavnim zkouSejicim nebo zdravotnickym
zafizenim v ramci provadéni studie nebo vytvareni
zprav studie.

Dodané materialy: ZADNE

Vybaveni nebo materialy poskytnuté dodavatelem

Spolecnost Pfizer zajisti, Ze dodavatel poskytne
nasledujici vybaveni a chranéné materialy (,,majetek
dodavatele®) pro pouziti v této studii:

Na poskytnuté vybaveni je uzaviena separatni
Smlouva o vyptjcce.

Povolené pouziti majetku dodavatele

Hlavni zkouSejici a zdravotnické zatizeni pouziji
majetek dodavatele pouze pro ucely této studie.

Nakladani s majetkem dodavatele

Dodavatel urci, jak ma byt nakladano s jeho
majetkem po dokonceni provedeni studie.
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Ownership. Pfizer Equipment, Pfizer Materials, and
Vendor Property are and remain the property of
Pfizer, the vendor, or the licensor, as the case may
be.

Responsibilities. The party receiving and using them
will bear the risk of loss or damage to Pfizer
Equipment, Pfizer Materials, and Vendor Property.
If any Pfizer Equipment, Pfizer Materials, or Vendor
Property must be replaced by Pfizer or vendor during
Study conduct as the result of loss or damage by a
party to this Agreement, Pfizer reserves the right to
deduct, from future Study funding payments, the cost
to Pfizer of the replacements.

Liability. Pfizer has no liability for damages of any
sort, including personal injury or property damage,
resulting from the use of Pfizer Equipment, Pfizer
Materials, or Vendor Property except to the extent
that (1) such damages were caused by the negligence
or willful misconduct of Pfizer, or the vendor or (2) a
personal injury constitutes a Research Injury to a
Study Subject, as described in clause 16 of this
Agreement.

Vlastnictvi, povinnosti a odpovédnost

Vlastnictvi. Vybaveni spole¢nosti Pfizer, materialy
spolecnosti Pfizer a majetek dodavatele jsou a
zlustanou vlastnictvim spole¢nosti Pfizer, dodavatele
nebo piipadné poskytovatele licence.

Povinnosti. Strana, kterd je obdrzi a bude je
pouzivat, ponese riziko ztraty ¢i poskozeni vybaveni
spolecnosti Pfizer, materialt spolecnosti Pfizer a
majetku dodavatele. Pokud bude muset byt v
prabéhu studie spolecnosti Pfizer ¢i dodavatelem
provedena vymeéna jakéhokoli vybaveni spolecnosti
Pfizer, materialti spolecnosti Pfizer nebo majetku
dodavatele v dusledku ztraty ¢i poSkozeni stranou
této smlouvy, spolecnost Pfizer si vyhrazuje pravo
odecist své naklady na vyménu z budoucich plateb k
financovani studie.

Odpovédnost. Spole¢nost Pfizer nenese odpovédnost
za zadny druh Skod, v€etné jmy na zdravi a
majetkovych Skod vzniklych v dusledku pouziti
vybaveni spolec¢nosti Pfizer, materialti spole¢nosti
Pfizer nebo majetku dodavatele kromé ptipadi, kdy
(1) takové Skody byly zpiisobeny nedbalosti ¢i
zamérnym pochybenim spolecnosti Pfizer nebo
dodavatele, nebo kdy (2) je 4jma na zdravi 4yjmou na
zdravi souvisejici s vyzkumem, kterou utrpi subjekt
hodnoceni tak, jak je popsano ve ¢lanku 16 této
smlouvy.
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Attachment C
PFIZER INTERNATIONAL ANTI-
BRIBERY AND
ANTI-CORRUPTION BUSINESS
PRINCIPLES

Pfizer has a long-standing policy forbidding
bribery and corruption in the conduct of our
business in the United States or abroad.
Pfizer is committed to performing business
with integrity, and acting ethically and
legally in accordance with all applicable
laws and regulations. We expect the same
commitment from the consultants, agents,
representatives or other companies and
individuals acting on our behalf (“Business
Associates”), as well as those acting on
behalf of Business Associates (e.g.,
subcontractors), in connection with work for
Pfizer.

Bribery of Government Officials

Most countries have laws that forbid
making, offering or promising any payment
or anything of value (directly or indirectly)
to a Government Official when the payment
is intended to influence an official act or
decision to award or retain business.

“Government Official” shall be broadly
interpreted and means:

(1) any elected or appointed
Government official (e.g., a
legislator or a member of a
Government ministry);

(11) any employee or individual acting

for or on behalf of a Government

Official, agency, or enterprise

performing a governmental function,

or owned or controlled by, a

Government (e.g., a healthcare

professional employed by a

Government hospital or researcher

employed by a Government

university);

(ii1))  any political party officer, candidate

for public office, officer, or

Priloha C
MEZINARODNI ZASADY
SPOLECNOSTI PFIZER A

PRO BOJ PROTI UPLATKARSTVI A
KORUPCI

Spolecnost Pfizer ma dlouhodobé zasady,
které zakazuji uplatkatstvi a korupci pfi
provadéni nasi obchodni ¢innosti v USA
nebo v zahranic¢i. Spole¢nost Pfizer je
zavazana provadét své obchodni Cinnosti
cestné, eticky a zadkonné v souladu se vSemi
platnymi zakony a pravnimi ptedpisy. Stejny
zavazek o¢ekavame od konzultantd,
jednatelt, zastupcti nebo jinych spolecnosti a
jednotlivca, ktefi jednaji nasim jménem (dale
jen ,,obchodni spolecnici®), 1 téch, ktefi
jednaji jménem obchodnich spolec¢nikl (napf.
subdodavatel¢) ve spojitosti s praci
provadénou pro spolecnost Pfizer.

Podplaceni vladnich piedstavitelit

VétSina zemi ma zakony, které zakazuji
provadéni, nabidku nebo slib jakékoli platby
nebo ¢ehokoli hodnotného (ptimo ¢i
nepiimo) vladnimu ptedstaviteli v takovém
piipadé, kdy ma takova platba za cil ovlivnit
ufedni postupy nebo rozhodnuti s ohledem na
uzavieni nebo udrZeni obchodu.

Vyznam pojmu ,,vladni pfedstavitel bude
obecn¢ vykladan jako:

(1) jakykoli zvoleny nebo jmenovany
vladni ptredstavitel (napf.
zakonodarce nebo ¢len vladniho
ministerstva);

(1)  jakykoli zaméstnanec nebo

jednotlivec jednajici jménem nebo z

povéteni vladniho predstavitele,

organizace nebo podniku
vykonavajiciho vladni funkci nebo
vlastnéného nebo tizeného vladou

(napft. zdravotnicky odbornik

zaméstnany vladni nemocnici nebo

vyzkumny pracovnik zaméestnany na
statni univerzit¢);

(111)  jakykoli ptedstavitel politické strany,

kandidat na vefejnou funkci, ufednik,
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employee or individual acting for or
on behalf of a political party or
candidate for public office;

(iv)  any employee or individual acting
for or on behalf of a public
international organization;

(v) any member of a royal family or
member of the military; and

(vi)  any individual otherwise categorized

as a Government Official under law.

“Government” means all levels and
subdivisions of governments (i.e., local,
regional, or national and administrative,
legislative, or executive).

Because this definition of “Government
Official” is so broad, it is likely that
Business Associates will interact with a
Government Official in the ordinary course
of their business on behalf of Pfizer. For
example, doctors employed by
Government-owned hospitals would be
considered “Government Officials.”

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing
anything of value to a non-U.S. Government
Official to improperly or corruptly influence
that official to perform any governmental
act or make a decision to assist a company
in obtaining or retaining business, or to
otherwise gain an improper advantage. The
FCPA also prohibits a company or person
from using another company or individual
to engage in any such activities. As a U.S.
company, Pfizer must comply with the
FCPA and could be held liable as a result of
acts committed anywhere in the world by a
Business Associate.

zaméstnanec nebo osob jednajici
jménem nebo z povéteni politické
strany nebo kandidata na vefejnou
funkci;
(iv)  jakykoli zaméstnanec nebo osoba
jednajici jménem nebo z povéteni
vefejné mezindrodni organizace;
(v)  jakykoli ¢len kralovské rodiny nebo
Clen armady; a
(vi)  jakakoli jina osoba jinak dle zakona
povazovana za vladniho predstavitele.

Pojem ,,vlada‘ znamena vSechny urovné a
dil¢i sekce vlad (tj. mistni, regionalni nebo
narodni a spravni, legislativni nebo
vykonné).

Jelikoz toto vysvétleni pojmu ,,vladni
ptredstavitel je tak obsirné, je
pravdépodobné, ze obchodni spolecnici
budou béhem béznych obchodnich ¢innosti
provadénych v zdjmu spolecnosti Pfizer
spolupracovat s n¢jakym vlddnim
predstavitelem. Naptiklad 1ékafi zaméstnani
ve statni nemocnici by byli povazovani za
,vladni predstavitele®.

Zékon USA o zahranicich korup¢nich
praktikéach (Foreign Corrupt Practices Act —
,,FCPA*) zakazuje uskutecnéni, ptislib nebo
schvaleni platby nebo poskytnuti ¢ehokoli
hodnotného vladnimu piedstaviteli jiné vlady
nez vlady USA s cilem nemistné nebo
korup¢né ovlivnit tohoto predstavitele k
tomu, aby ucinil jakékoli vladni opatfeni
nebo pfistoupil na rozhodnuti, které by
spole¢nosti pomohlo ziskat nebo udrzet
obchod, nebo ziskat nemistnou vyhodu.
FCPA rovnéz zakazuje, aby spole¢nost nebo
jednotlivec do takové aktivity zapojil jinou
spole¢nost nebo jednotlivee. Spolecnost
Pfizer je jako americka spole¢nost povinna
dodrzovat ustanoveni FCPA a mlize nést
pravni odpovédnost za jednani, jehoz se
kdekoli na svété dopusti kterykoli z jejich
obchodnich spole¢nik.
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Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Governments and Government Officials

Business Associates must communicate and
abide by the following principles with
regard to their interactions with
Governments and Government Officials:

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly make, promise,
or authorize the making of a corrupt
payment or provide anything of
value to any Government Official to
induce that Government Official to
perform any governmental act or
make a decision to help Pfizer obtain
or retain business. Business
Associates, and those acting on their
behalf in connection with work for
Pfizer, may never make a payment
or offer any item or benefit to a
Government Official, regardless of
value, as an improper incentive for
such Government Official to
approve, reimburse, prescribe, or
purchase a Pfizer product, to
influence the outcome of a clinical
trial, or to otherwise benefit Pfizer’s
business activities improperly.

. In conducting their Pfizer-related
activities, Business Associates, and
those acting on their behalf in
connection with work for Pfizer,
must understand and comply with
any local laws, regulations, or
operating procedures (including
requirements of Government entities
such as Government-owned
hospitals or research institutions)
that impose limits, restrictions, or
disclosure obligations on

Zasady o boji proti uplatkarstvi a korupci,
které upravuji jednani s vladami a
vladnimi predstaviteli

Obchodni spolecnici jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se
jejich interakce s vladami a vladnimi
predstaviteli:

. Obchodni spolec¢nici a osoby jednajici
jejich jménem v souvislosti s praci
provadénou pro spolecnost Pfizer
nesmi piimo ani nepiimo provést,
slibit ani povolit uskute¢néni
korup¢ni platby zadnému vladnimu
ptedstaviteli, ani mu nesmi
poskytnout nic hodnotného, aby tim
vladniho predstavitele pfiméli k tomu,
aby vykonal jakykoli vladni ¢in nebo
ptistoupil na jakékoli rozhodnuti,
které by spolec¢nosti Pfizer
napomohlo ziskat nebo udrzet
obchod. Obchodni spolecnici a osoby
jednajici jejich jménem v souvislosti s
praci provadénou pro spole¢nost
Pfizer nesmi nikdy vladnimu
predstaviteli poskytnout platbu nebo
mu nabidnout jakykoli pfedmét nebo
vyhodu bez ohledu na jeho hodnotu
jako nepftipustnou pobidku k tomu,
aby tento vladni pfedstavitel schvalil,
uhradil, nafidil koupi nebo zakoupil
vyrobek spole¢nosti Pfizer, aby
ovlivnil vysledek klinického
hodnoceni nebo aby jinak nevhodné
ptispél k obchodni ¢innosti
spolecnosti Pfizer.

. Obchodni spolec¢nici a osoby jednajici
jejich jménem musi pii vykonu
¢innosti spojenych se spole¢nosti
Pfizer pln¢ chapat a dodrzovat
jakékoli mistni zakony, pravni
predpisy nebo provozni postupy
(v€etné pozadavkil na vladni
jednotky, jako jsou vladou vlastnéné
nemocnice nebo vyzkumna zatizeni),
které stanovuji limity, restrikce nebo
pozadavky na zvefejnéni nahrady,
finan¢ni podpory nebo darti, které by
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compensation, financial support,
donations, or gifts that may be
provided to Government Officials. If
a Business Associate is uncertain as
to the meaning or applicability of
any identified limits, restrictions, or
disclosure requirements with respect
to interactions with Government
Officials, that Business Associate
should consult with his or her
primary Pfizer contact before
engaging in such interactions.

Business Associates, and those
acting on their behalf in connection
with work for Pfizer, are not
permitted to offer facilitation
payments. A “facilitation payment”
is a nominal payment to a
Government Official for the purpose
of securing or expediting the
performance of a routine, non-
discretionary governmental action.
Examples of facilitation payments
include payments to expedite the
processing of licenses, permits or
visas for which all paperwork is in
order. In the event that a Business
Associate, or someone acting on
their behalf in connection with work
for Pfizer, receives or becomes
aware of a request or demand for a
facilitation payment or bribe in
connection with work for Pfizer, the
Business Associate shall report such
request or demand promptly to his or
her primary Pfizer contact before
taking any further action.

mohly byt vladnimu ptedstaviteli
poskytnuty. Pokud si neni obchodni
spolecnik jisty vyznamem nebo
platnosti jakychkoli uvedenych
limitd, restrikci nebo pozadavki na
zvetejnéni s ohledem na jejich
interakci s vladnimi predstaviteli,
obchodni spole¢nik musi pred
jakymkoli zahajenim takové interakce
konzultovat situaci se svou hlavni
kontaktni osobou spolecnosti Pfizer.

. Obchodni spolec¢nici a osoby jednajici
jejich jménem ve spojitosti s praci
provadénou pro spolecnost Pfizer
nesmi nabizet platbu za vyfizeni.
,Platba za vyfizeni* je nominalni
poplatek vladnimu predstaviteli za
ucelem zabezpecit nebo urychlit
vykon bézného nediskre¢niho
vladniho tkonu. Ptiklady platby za
vyftizeni zahrnuji platbu za urychlené
vyfizeni zadosti o licenci, povoleni
nebo viza, u nichz je veskera
dokumentace v potfadku. V ptipadé,
ze obchodni spolecnik nebo jina
osoba jednajici jeho jménem v
souvislosti s praci provadénou pro
spole¢nost Pfizer obdrzi prosbu nebo
pozadavek o platbu za vytizeni nebo
uplatek ve spojitosti s praci
provadénou pro spole¢nost Pfizer
nebo se o takové prosbe nebo
pozadavku dozvi, obchodni spole¢nik
takovou prosbu nebo pozadavek
okamzité nahlasi své hlavni kontaktni
osobé ve spolecnosti Pfizer pred tim,
nez ucini jakékoli kroky.

Commercial Bribery Uplaceni v komercni sféie

Bribery and corruption can also occur in K uplaceni a korupci mtize dochazet i ve
non-Government, business to business vztazich mezi dvéma nestatnimi podniky.
relationships. Most countries have laws Vétsina zemi mé zékony, které zakazuji

which prohibit offering, promising, giving, = nabidku, pfislib, poskytnuti, Zadost, prevzeti,
requesting, receiving, accepting, or agreeing piijeti nebo souhlas s pfijetim penéz nebo

to accept money or anything of value in ¢ehokoli hodnotného vyménou za nemistnou
exchange for an improper business obchodni vyhodu. Piiklady zakazaného
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advantage. Examples of prohibited conduct
could include, but are not limited to,
providing expensive gifts, lavish hospitality,
kickbacks, or investment opportunities in
order to improperly induce the purchase of
goods or services. Pfizer colleagues are not
permitted to offer, give, solicit or accept
bribes, and we expect our Business
Associates, and those acting on their behalf
in connection with work for Pfizer, to abide
by the same principles.

Anti-Bribery and Anti-Corruption
Principles Governing Interactions with
Private Parties and Pfizer Colleagues

Business Associates must communicate and
abide by the following principles with
regard to their interactions with private
parties and Pfizer colleagues:

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly make, promise,
or authorize a corrupt payment or
provide anything of value to any
person to influence that person to
provide an unlawful business
advantage for Pfizer.

. Business Associates, and those
acting on their behalf in connection
with work for Pfizer, may not
directly or indirectly, solicit, agree
to accept, or receive a payment or
anything of value as an improper
incentive in connection with their
business activities performed for
Pfizer.

. Pfizer colleagues are not permitted
to receive gifts, services, perks,
entertainment, or other items of
more than token or nominal
monetary value from Business
Associates, and those acting on their
behalf in connection with work for
Pfizer. Moreover, gifts of nominal

chovani mohou mimo jiné zahrnovat
darovani ndkladnych dart, ptili§ Stédrou
pohostinnost, provize nebo investicni
ptilezitosti, jejichz uc¢elem je nemistné
privodit zakoupeni zboZi nebo sluzeb.
Pracovnici spolecnosti Pfizer nesméji
nabizet, davat, pozadovat ani pfijimat
uplatky, a od svych obchodnich spole¢niki a
osob jednajicich jejich jménem ve spojitosti s
praci provadénou pro spolecnost Pfizer
ocekavame, ze se budou fidit stejnymi
zésadami.

Zasady o boji proti uplatkarstvi a korupci,
kterymi se Fidi jednani se soukromymi
stranami a pracovniky spole¢nosti Pfizer

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zasady tykajici se
jejich vztahi se soukromymi stranami a
pracovniky spole¢nosti Pfizer:

. Obchodni spolecnici a osoby jednajici
jejich jménem v souvislosti s praci
provadénou pro spole¢nost Pfizer
nesmi pfimo ani nepiimo slibit ani
povolit korupcni platbu Zadné osobé,
ani ji nesmi poskytnout nic
hodnotného, aby tim tuto osobu
pfiméli k tomu, aby spole¢nosti Pfizer
poskytla nezdkonnou obchodni
vyhodu.

. Obchodni spolec¢nici a osoby jednajici
jejich jménem v souvislosti s praci
provadénou pro spole¢nost Pfizer
nesmi pfimo ani nepfimo vyzadovat,
odsouhlasit piijeti nebo prevzeti
platby nebo ¢ehokoliv hodnotného
jako nemistnou pobidku v souvislosti
s jejich obchodni ¢innosti provadénou
pro spole¢nost Pfizer.

. Pracovnici spolecnosti Pfizer nesméji
od obchodnich spolecnikii a osob
jednajicich jejich jménem v
souvislosti s praci provadénou pro
spolecnost Pfizer pfijimat dary,
sluzby, vyhody, zabavu ani jiné véci
vy$si nez symbolické nebo nominalni
finan¢ni hodnoty. Dary nominalni
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value are only permitted if they are
received on an infrequent basis and
only at appropriate gift-giving
occasions.

Reporting Suspected or Actual Violations

Business Associates, and those acting on
their behalf in connection with work for
Pfizer, are expected to raise concerns
related to potential violations of these
International Anti-Bribery and Anti-
Corruption Principles or the law. Such
reports can be made to a Business
Associate’s primary point of contact at
Pfizer, or if a Business Associate prefers, to

Pfizer’s Compliance Group by e-mail at
R o oy phone o

hodnoty jsou navic povoleny pouze v
ptipadé, Ze jsou piijimany zfidka a
pouze pii prilezitostech vhodnych k
predavani dart.

Hlaseni podezielych nebo skutecnych
poruseni

Od obchodnich spole¢nikii a osob jednajicich
jejich jménem ve spojitosti s praci
provadénou pro spolecnost Pfizer se ocekéava,
ze vznesou obavy vztahujici se na potencialni
poruseni téchto mezinarodnich pravidel o
boji proti Uplatkafstvi a korupci nebo zékona.
Takova hlaSeni mohou byt adresovana hlavni
kontaktni osob¢ obchodniho spole¢nika ve
spole¢nosti Pfizer nebo, pokud si obchodni
spolecnik pteje, mize je podat na oddéleni

spole¢nosti Pfizer pro dodrzovani ptedpist e-
mailem na adresu nebo
telefonicky na ¢islo .
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(a)

(b)

(c)

Attachment D
EU STANDARD CONTRACTUAL CLAUSES

SECTION I

Clause 1

Purpose and scope

The purpose of these standard contractual (a)
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data

and on the free movement of such data (General
Data Protection Regulation)! for the transfer of
personal data to a third country.

The Parties: (b)

(1) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter “entity/ies”) transferring the
personal data, as listed in Annex LA.
(hereinafter each “data exporter”), and

(i1) the entity/ies in a third country receiving the
personal data from the data exporter,
directly or indirectly via another entity also
Party to these Clauses, as listed in Annex
I.A. (hereinafter each “data importer”) have
agreed to these standard contractual clauses
(hereinafter: “Clauses”).

These Clauses apply with respect to the transfer (c)
of personal data as specified in Annex [.B.

Priloha D

STANDARDNI SMLUVNI DOLOZKY EU

ODDIL I

Dolozka 1

Uéel a oblast piisobnosti

Ugelem téchto standardnich smluvnich dolozek
je zajistit dodrzovani pozadavkl uvedenych
v nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27.dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto udaja
(obecné natizeni o ochrané idajii) 1, pokud jde
o piedavani osobnich udaju do tieti zeme.

Strany:

(1) fyzickd nebo pravnickd osoba ¢i osoby,
orgdn ¢i organy vefejné moci, agentura ¢i
agentury nebo jiny subjekt ¢i jiné subjekty
(ddle jen ,subjekt ¢ ,subjekty®)
predavajici osobni udaje, uvedené v ptiloze
I ¢asti A (dale jen ,,vyvozce udaji®), a

(i1) subjekt ¢i subjekty ve tfeti zemi, ptijimajici
piimo nebo nepiimo prostfednictvim jiného
subjektu, jenz je rovnéz stranou téchto
dolozek, osobni udaje od vyvozce udaju,
uvedené v piiloze I ¢asti A (dale jen
»dovozce udaji*), se dohodly na téchto
standardnich smluvnich dolozkach (déle jen
,,dolozky*).

Tyto dolozky se pouziji s ohledem na pfedavani
osobnich udajt podle piilohy I ¢asti B.

! Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or
body as controller, reliance on these Clauses when engaging another processor (sub-processing) not subject to Regulation
(EU) 2016/679 also ensures compliance with Article 29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the
Council of 23 October 2018 on the protection of natural persons with regard to the processing of personal data by the Union
institutions, bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No 45/2001
and Decision No 1247/2002/EC (OJ L 295 of 21.11.2018, p. 39), to the extent these Clauses and the data protection
obligations as set out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the

standard contractual clauses included in Decision 2021/915.
;

Pokud je vyvozcem udajl zpracovatel, na néjz se vztahuje nafizeni (EU) 2016/679 a ktery jedna jménem organu

nebo subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil&i zpracovani), na kterého
se nafizeni (EU) 2016/679 nevztahuje, rovnéz zajiStuje soulad s €l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU)
2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob v souvislosti se zpracovanim osobnich Gdajd organy, institucemi a
jinymi subjekty Unie, a o volném pohybu t&chto tdajti a o zruSeni nafizeni (ES) &. 45/2001 a rozhodnuti 1247/2002/ES (UF.
vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti tykajici se ochrany udaju stanovené ve
smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle €l. 29 odst. 3 nafizeni (EU) 2018/1725 sladény. To
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(d)

(2)

(b)

(2)

The Appendix to these Clauses containing the
Annexes referred to therein forms an integral
part of these Clauses.

Clause 2

Effect and invariability of the Clauses

These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article
46(1) and Article 46 (2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers from
controllers to processors and/or processors to
processors, standard contractual clauses pursuant
to Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select
the appropriate Module(s) or to add or update
information in the Appendix. This does not
prevent the Parties from including the standard
contractual clauses laid down in these Clauses in
a wider contract and/or to add other clauses or
additional safeguards, provided that they do not
contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of
data subjects.

These Clauses are without prejudice to
obligations to which the data exporter is subject
by virtue of Regulation (EU) 2016/679.

Clause 3
Third-party beneficiaries

Data subjects may invoke and enforce these
Clauses, as third-party beneficiaries, against the
data exporter and/or data importer, with the
following exceptions:

(1) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(1i1)) Clause 8 - Clause 8.5 (e) and Clause 8.9(b);

(ii1)) Clause 12 - Clause 12(a) and (d);
(iv) Clause 13;

(v) Clause 15.1(c), (d) and (e);

(d)

(a)

(b)

(a)

Dodatek k témto dolozkam obsahujici ptilohy,
na néz se v téchto dolozkach odkazuje, tvofi
nedilnou soucast téchto dolozek.

Dolozka 2

Udinek a neménnost doloiek

Tyto dolozky stanovi vhodné zaruky, vcetné
vymahatelnych prav subjektu udaji a ucinné
pravni ochrany, podle €l. 46 odst. 1 a ¢l. 46 odst.
2 pism. c¢) natizeni (EU) 2016/679 a s ohledem
na predavani udaji od spravci zpracovatelim
anebo od  zpracovateli  zpracovatelim,
standardni smluvni dolozky podle ¢l. 28 odst. 7
natfizeni (EU) 2016/679, pokud nebudou
zméneény, s vyjimkou vybéru vhodného modulu
(vhodnych modulll) nebo za ucelem piidani nebo
aktualizace informaci v dodatku. To smluvnim
strandm nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto dolozkach
do Sir$i smlouvy a/nebo pfidaly dal§i dolozky
nebo dodate¢né zaruky, pokud nebudou piimo
nebo nepiimo v rozporu s témito dolozkami nebo
nebudou dot¢ena zdkladni prava nebo svobody
subjektt udaji.

Témito dolozkami nejsou dotCeny povinnosti,
které se vztahuji na vyvozce udaji na zakladé
natizeni (EU) 2016/679.

Dolozka 3
Opravnéné tieti strany
Subjekty udajii se mohou jako opravnéné treti
strany ve vztahu k vyvozci a/nebo dovozci tdaji

dovolavat téchto dolozek a vymahat je, a to s
nasledujicimi vyjimkami:

(1) dolozka 1, dolozka 2, dolozka 3, dolozka 6,
dolozka 7;

(i1)) dolozka 8 — dolozka 8.5 pism. e) a dolozka
8.9 pism. b);

(i11)) dolozka 12 — dolozka 12 pism. a) a d);
(iv) dolozka 13;

(v) dolozka 15.1 pism. ¢), d) a e);
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(vi) Clause 16(e);
(vii) Clause 18 - Clause 18(a) and (b).

(b) Paragraph (a) is without prejudice to rights of

data subjects under Regulation (EU) 2016/679.

Clause 4

Interpretation

Where these Clauses use terms that are defined
in Regulation (EU) 2016/679, those terms shall
have the same meaning as in that Regulation.

(a)

(b) These Clauses shall be read and interpreted in the
light of the provisions of Regulation (EU)

2016/679.

These Clauses shall not be interpreted in a way
that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

(c)

Clause 5

Hierarchy

In the event of a contradiction between these Clauses
and the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed or
entered into thereafter, these Clauses shall prevail.

Clause 6

Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are specified
in Annex [.B.

Clause 7

Docking clause
(a) An entity that is not a Party to these Clauses may,
with the agreement of the Parties, accede to these
Clauses at any time, either as a data exporter or
as a data importer, by completing the Appendix
and signing Annex L. A.

(vi) dolozka 16 pism. e);

(vii) dolozka 18 pism. a) a b).

(b) Pismenem a) nejsou dotéena prava subjekti
udajii podle natizeni (EU) 2016/679.
Dolozka 4
Vyklad
(a) Pokud tyto dolozky pouzivaji pojmy, které jsou
vymezeny v natizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném natizeni.
(b) Tyto dolozky je tieba Cist a vykladat s ohledem
na ustanoveni nafizeni (EU) 2016/679.
(c) Tyto dolozky nebudou vyklddany Zzadnym

zpusobem, ktery by byl v rozporu s pravy a

povinnostmi stanovenymi v nafizeni (EU)
2016/679.

Dolozka 5

Hierarchie

V ptipad¢€ rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami, které
existovaly v dob¢ sjednani téchto dolozek nebo které
byly uzavieny az po jejich sjednani, maji tyto dolozky
prednost.

DolozZka 6
Popis piredavani

Podrobnosti tykajici se predavani, zejména kategorie
osobnich udaju, které jsou predavany, a ticel nebo
ucely, pro které jsou predavany, jsou uvedeny v piiloze
I ¢asti B.
Dolozka 7

DoloZka o pristoupeni
(a) Subjekt, ktery neni stranou téchto dolozek, mtize
se souhlasem stran k témto dolozkdm kdykoli
pfistoupit, bud’ jako vyvozce tdajl, nebo jako
dovozce tudajii, a to vyplnénim dodatku a
podepsanim piilohy I ¢asti A.
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(b)

(c)

Once it has completed the Appendix and signed
Annex I.A, the acceding entity shall become a
Party to these Clauses and have the rights and
obligations of a data exporter or data importer in
accordance with its designation in Annex [.A.

The acceding entity shall have no rights or
obligations arising under these Clauses from the
period prior to becoming a Party.

SECTION II- OBLIGATIONS OF THE PARTIES

Clause 8

Data protection safeguards

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical
and organisational measures, to satisfy its obligations
under these Clauses.

8.1

Purpose limitation

The data importer shall process the personal data only
for the specific purpose(s) of the transfer, as set out in
Annex [.B. It may only process the personal data for
another purpose:

8.2

(2)

(1) where it has obtained the data subject’s prior
consent;

(1)) where necessary for the establishment,
exercise or defence of legal claims in the
context of  specific  administrative,
regulatory or judicial proceedings; or

(i11) where necessary in order to protect the vital
interests of the data subject or of another
natural person.

Transparency

In order to enable data subjects to effectively
exercise their rights pursuant to Clause 10, the
data importer shall inform them, either directly
or through the data exporter:

(1) ofits identity and contact details;

(i1) of the categories of personal data processed,

(b)

(c)

Poté, co piistupujici subjekt vyplni dodatek a
podepise prilohu I ¢ast A, stane se stranou téchto
dolozek a ma prava a povinnosti vyvozce udaji
nebo dovozce Gdaji v souladu se svym urcenim
v priloze I ¢asti A.

Pfistupujici subjekt nema z4dnd prava ani
povinnosti na zaklad¢ téchto dolozek plynouci z
obdobi pied tim, nez se stal stranou.

ODDIL II - POVINNOSTI STRAN

Dolozka 8

Zaruky ochrany udaji

Vyvozce udaji zarucuje, ze vynalozil pfimétené usili ke
stanoveni, zda je dovozce udaji schopen — zavedenim
vhodnych technickych a organiza¢nich opatieni — plnit
své povinnosti podle téchto dolozek.

8.1.

Ucelové omezeni

Dovozce udajti zpracovava osobni udaje pouze pro
konkrétni ucel nebo ucely predani v souladu s ptilohou
I ¢asti B. Osobni udaje miize zpracovavat pro jiny tcel
pouze tehdy, pokud:

8.2

(a)

(1) ziskal ptfedchozi souhlas subjektu udaji;

(i) je to nezbytné pro urceni, vykon nebo
obhajobu pravnich narokd v ramci
zvlastnich spravnich, regula¢nich nebo
soudnich fizeni, nebo

(iii)) je to nezbytné pro ochranu zivotné
dialezitych zajmt subjektu udaji nebo jiné
fyzické osoby.

Transparentnost

Aby subjekty idaji mohly uc¢inné vykonavat sva

prava podle dolozky 10, dovozce udaji je

informuje pfimo nebo prostfednictvim vyvozce
udaji:

(1) o své totoznosti a kontaktnich udajich;

(i) o kategoriich zpracovdvanych osobnich
udaju;
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(b)

(c)

(d)

8.3

(a)

(b)

(1i1) of the right to obtain a copy of these Clauses;

(iv) where it intends to onward transfer the
personal data to any third party/ies, of the
recipient or categories of recipients (as
appropriate with a view to providing
meaningful information), the purpose of
such onward transfer and the ground
therefore pursuant to Clause 8.7.

Paragraph (a) shall not apply where the data
subject already has the information, including
when such information has already been
provided by the data exporter, or providing the
information proves impossible or would involve
a disproportionate effort for the data importer. In
the latter case, the data importer shall, to the
extent possible, make the information publicly
available.

On request, the Parties shall make a copy of these
Clauses, including the Appendix as completed
by them, available to the data subject free of
charge. To the extent necessary to protect
business secrets or other confidential
information, including personal data, the Parties
may redact part of the text of the Appendix prior
to sharing a copy, but shall provide a meaningful
summary where the data subject would otherwise
not be able to understand its content or exercise
his/her rights. On request, the Parties shall
provide the data subject with the reasons for the
redactions, to the extent possible without
revealing the redacted information.

Paragraphs (a) to (c) are without prejudice to the
obligations of the data exporter under Articles 13
and 14 of Regulation (EU) 2016/679.

Accuracy and data minimisation

Each Party shall ensure that the personal data is
accurate and, where necessary, kept up to date.
The data importer shall take every reasonable
step to ensure that personal data that is
inaccurate, having regard to the purpose(s) of
processing, is erased or rectified without delay.

If one of the Parties becomes aware that the
personal data it has transferred or received is

(b)

(c)

(d)

8.3.

(a)

(b)

(i11) o pravu ziskat kopii téchto dolozek;

(iv) pokud mé v umyslu osobni udaje dale predat
jakékoli tieti stran¢ nebo strandm, o piijemci
nebo kategoriich pfijemct (podle potieby za
ucelem poskytnuti smysluplnych
informaci), o ucelu takového dalsiho
piedavéani a o divodu pro dalsi predavani
podle dolozky 8.7.

eo ee

tyto informace m4a, a to i v pfipadé, ze tyto
informace jiz poskytl vyvozce tdajii, nebo pokud
je poskytnuti téchto informaci nemozné nebo by
to pro dovozce udajii znamenalo nepfiméiené
usili. 'V druhém ptipadé¢ dovozce tudaji
informace v maximalni mozné mife zvetejni.

Strany poskytnou subjektu tidajii na pozadani a
bezplatné kopii téchto dolozek, véetné dodatku,
ktery tyto strany vyplnily. V rozsahu nezbytném
k ochrané¢ obchodniho tajemstvi nebo jinych
divérnych informaci, véetné¢ osobnich udaji,
mohou strany ptfed sdilenim kopie upravit ¢ast
znéni dodatku, ale poskytnou smysluplné
shrnuti, pokud by jinak subjekt udaji nebyl
schopen porozumét jeho obsahu nebo uplatnit
sva prava. Strany poskytnou subjektu udaji na
pozadani divody uvedenych tprav, a to v co
nejvetsi mozné mire, aniz by byly upravené
informace odhaleny.

Pismeny a) aZz c) nejsou dotfeny povinnosti
vyvozce udaji podle ¢lankt 13 a 14 nafizeni
(EU) 2016/679.

Piesnost a minimalizace udaji

Kazda strana zajisti, aby osobni udaje byly
piesné a v piipadé potieby aktualizovany.
Dovozce tudaji pfijme veskera smysluplna
opatteni, aby zajistil, ze osobni udaje, které jsou
nepifesné, budou s ohledem na ucel nebo ucely
zpracovani  bezodkladn¢ vymazany nebo
opraveny.

Pokud se jedna ze stran dozvi, Ze osobni udaje,
které predala nebo pfijala, jsou nepiesné nebo
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inaccurate, or has become outdated, it shall
inform the other Party without undue delay.

(©) The data importer shall ensure that the personal
data is adequate, relevant and limited to what is
necessary in relation to the purpose(s) of
processing.

8.4 Storage limitation

The data importer shall retain the personal data for no
longer than necessary for the purpose(s) for which it is
processed. It shall put in place appropriate technical or
organisational measures to ensure compliance with this
obligation, including erasure or anonymisation?® of the
data and all back-ups at the end of the retention period.

zastaralé¢, bez zbytecného odkladu o tom
informuje druhou stranu.

(©) Dovozce udajii zajisti, aby osobni udaje byly
pfiméfené, relevantni a omezené na to, co je
nezbytné z hlediska ucelu nebo uceld, pro které
jsou zpracovavany.

84. Omezeni uloZeni

Dovozce udajii uchova osobni udaje pouze po dobu
nezbytnou pro ucel nebo ucely, pro ktery (které) jsou
zpracovavany. Pfijme vhodna technicka nebo
organizacni opatieni k zajiSténi dodrzovani této
povinnosti, véetné vymazani nebo anonymizace 2 tdajti
a vSech zaloh na konci doby uchovévani.

8.5 Security of processing 8.5 Zabezpeceni zpracovani

(a) The data importer and, during transmission, also (a) Dovozce udaji a béhem predavani také vyvozce
the data exporter shall implement appropriate udajli pfijmou vhodna technicka a organiza¢ni
technical and organisational measures to ensure opatfeni k zajiSténi zabezpeceni udajii, vCetné
the security of the personal data, including ochrany pied poruSenim zabezpeceni vedoucim
protection against a breach of security leading to k ndhodnému nebo protipravnimu zniceni,
accidental or wunlawful destruction, loss, ztraté, zméné nebo neopravnénému poskytnuti
alteration, unauthorised disclosure or access nebo zpiistupnéni uvedenych udaji (dale jen
(hereinafter “personal data breach™). In assessing ,poruSeni zabezpeCeni osobnich udaji). Pfi
the appropriate level of security, they shall take posuzovani vhodné urovné zabezpeceni se fadné
due account of the state of the art, the costs of zohledni aktudlni stav techniky, naklady na
implementation, the nature, scope, context and provedeni, povaha, rozsah, kontext a ucel nebo
purpose(s) of processing and the risks involved ucely zpracovani a rizika pro subjekt udaji
in the processing for the data subject. The Parties spojena se zpracovanim. Strany zejména zvazi
shall in particular consider having recourse to pouziti Sifrovani nebo pseudonymizace, a to i
encryption or pseudonymisation, including béhem predavani, pokud lze timto zplisobem
during transmission, where the purpose of splnit Gicel zpracovani.
processing can be fulfilled in that manner.

(b) The Parties have agreed on the technical and (b) Strany se dohodly na technickych a
organisational measures set out in Annex II. The organizacnich opatienich stanovenych v ptiloze
data importer shall carry out regular checks to II. Dovozce udajii provadi pravidelné kontroly,
ensure that these measures continue to provide aby zajistil, Ze tato opatfeni stale poskytuji
an appropriate level of security. odpovidajici uroven zabezpeceni.

(©) The data importer shall ensure that persons (c) Dovozce udaju zajisti, aby se osoby opravnéné
authorised to process the personal data have zpracovavat  osobni  udaje  zavazaly k
committed themselves to confidentiality or are mlc¢enlivosti nebo aby se na né vztahovala
under an appropriate statutory obligation of zakonna povinnost ml¢enlivosti.
confidentiality.

2 This requires rendering the data anonymous in such a way that the individual is no longer identifiable by anyone, in
line with recital 26 of Regulation (EU) 2016/679, and that this process is irreversible.
2. To vyzaduje anonymizaci Udaju takovym zplsobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26.
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(d)

(e)

()

(2

In the event of a personal data breach concerning
personal data processed by the data importer
under these Clauses, the data importer shall take
appropriate measures to address the personal
data breach, including measures to mitigate its
possible adverse effects.

In case of a personal data breach that is likely to
result in a risk to the rights and freedoms of
natural persons, the data importer shall without
undue delay notify both the data exporter and the
competent supervisory authority pursuant to
Clause 13. Such notification shall contain 1) a
description of the nature of the breach (including,
where possible, categories and approximate
number of data subjects and personal data
records concerned), ii) its likely consequences,
1i1) the measures taken or proposed to address the
breach, and iv) the details of a contact point from
whom more information can be obtained. To the
extent it is not possible for the data importer to
provide all the information at the same time, it
may do so in phases without undue further delay.

In case of a personal data breach that is likely to
result in a high risk to the rights and freedoms of
natural persons, the data importer shall also
notify without undue delay the data subjects
concerned of the personal data breach and its
nature, if necessary in cooperation with the data
exporter, together with the information referred
to in paragraph (e), points ii) to iv), unless the
data importer has implemented measures to
significantly reduce the risk to the rights or
freedoms of natural persons, or notification
would involve disproportionate efforts. In the
latter case, the data importer shall instead issue a
public communication or take a similar measure
to inform the public of the personal data breach.

The data importer shall document all relevant
facts relating to the personal data breach,
including its effects and any remedial action
taken, and keep a record thereof.

(d)

(e)

®

(2

V ptipad¢ poruSeni zabezpeceni osobnich udajt
tykajiciho se osobnich udaji zpracovavanych
dovozcem udaji podle téchto dolozek ptijme
dovozce udajii vhodna opatieni k feSeni poruseni
zabezpeceni osobnich udajl, vCetné opatieni ke
zmirnéni jeho moznych neptiznivych ucinkda.

V piipadé¢ poruSeni zabezpeceni osobnich tdaji,
které by mohlo vést k ohrozeni prav a svobod
fyzickych osob, dovozce tdajii bez zbytecného
odkladu informuje vyvozce udaji i piislusny
dozorovy tufad v souladu s dolozkou 13. Toto
ohlaseni obsahuje i) popis povahy daného
piipadu poruSeni zabezpeceni osobnich udajt
(v€etné, pokud je to mozné, kategorii a
piiblizného poctu dotéenych subjektt udaja a
kategorii a piiblizného mnozstvi dotéenych
zdznamu  osobnich  udaji), i)  jeho
pravdépodobnych duasledkd, iii) popis opatieni,
ktera byla pfijata nebo byla navrzena s cilem
vyfesit dané porusSeni zabezpeceni, a iv) udaje
kontaktniho mista, kde lze ziskat vice informaci.
Neni-li mozné, aby dovozce udajii veSkeré
informace poskytl souCasné, mohou byt
poskytnuty postupné bez dalSiho zbytecného
odkladu.

V ptipadé¢ poruseni zabezpeceni osobnich udaju,
které¢ pravdépodobné bude piedstavovat vysoké
riziko pro prava a svobody fyzickych osob,
dovozce udaji rovnéz bez zbyte¢né¢ho odkladu
podd hlaseni dotenym subjektim udaji o
poruseni zabezpecCeni osobnich udaji a jeho
povaze — v ptipad¢ potieby ve spolupraci s
vyvozcem udaji — a sdé€li jim také informace
uvedené v pism. e) bodu ii) az iv), pokud
dovozce udaji nezavedl opatieni za ucelem
zna¢ného snizeni rizika pro prava a svobody
fyzickych osob nebo pokud dané hlaSeni
nevyzaduje nepfimétené Usili. V posledné
uvedeném piipadé¢ dovozce udaji misto toho
vyda vetejné oznadmeni nebo zajisti obdobné
opatfeni, kterym vefejnost o poruSeni
zabezpeceni osobnich udajii informuje.

Dovozce udaji dokumentuje veskeré relevantni
skutecnosti tykajici se poruseni zabezpeceni
osobnich udaji, véetné jeho ucinki a pfijatych
napravnych opatfeni, a vede si o tom zadznamy.
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8.6 Sensitive data

Where the transfer involves personal data revealing
racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership,
genetic data, or biometric data for the purpose of
uniquely identifying a natural person, data concerning
health or a person’s sex life or sexual orientation, or
data relating to criminal convictions or offences
(hereinafter “sensitive data’), the data importer shall
apply specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the risks
involved. This may include restricting the personnel
permitted to access the personal data, additional
security measures (such as pseudonymisation) and/or
additional restrictions with respect to further disclosure.

8.7 Onward transfers

The data importer shall not disclose the personal data to
a third party located outside the European Union® (in
the same country as the data importer or in another third
country, hereinafter “onward transfer”’) unless the third
party is or agrees to be bound by these Clauses, under
the appropriate Module. Otherwise, an onward transfer
by the data importer may only take place if:

(1) it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the
onward transfer;

(i1) the third party otherwise ensures appropriate

safeguards pursuant to Articles 46 or 47 of

Regulation (EU) 2016/679 with respect to

the processing in question;

(i11) the third party enters into a binding
instrument with the data importer ensuring
the same level of data protection as under
these Clauses, and the data importer

8.6 Citlivé udaje

Jestlize pteddvani zahrnuje osobni tdaje vypovidajici o
rasovém nebo etnickém puvodu, politickych nazorech,
nabozenském vyznéani nebo filozofickém piesvédceni
nebo ¢lenstvi v odborech, genetické udaje nebo
biometrické tidaje za Gcelem jedinecné identifikace
fyzické osoby, udaje o zdravotnim stavu ¢i o sexudlnim
zivote nebo sexudlni orientaci fyzické osoby nebo udaje
tykajici se rozsudk v trestnich vécech nebo trestnych
¢int (dale jen ,,citlivé udaje*), dovozce tidaji uplatni
zvlastni omezeni a/nebo dodate¢né zaruky
piizpusobené zvlastni povaze udajl a souvisejicim
rizikiim. To mize zahrnovat omezeni personalu, ktery
ma povolen pfistup k osobnim tdajiim, dodatecna
bezpecnostni opatieni (jako je pseudonymizace) a/nebo
dodate¢na omezeni s ohledem na dals$i zptistupnéni.

8.7 DalSi predavani

Dovozce udajii nezpiistupni osobni tidaje tteti stran¢ se
sidlem mimo Evropskou unii? (ve stejné zemi jako
dovozce udajui nebo v jiné treti zemi, dale jen ,,dalsi
predavani®), ledaze by tato tfeti strana byla podle
piislusného modulu témito dolozkami vazana nebo by
souhlasila s tim, ze jimi bude vazana. K dalSimu
predani dovozcem udajt jinak mize dojit pouze tehdy,
pokud:

(1) se provadi do zemé, ktera vyuziva
rozhodnuti o odpovidajici ochrané podle
¢lanku 45 natizeni (EU) 2016/679, jenz
upravuje dalsi pfedavani;

(11) tfeti strana jinak zajiStuje vhodné zaruky

podle c¢lankd 46 nebo 47 natfizeni (EU)

2016/679 s ohledem na dotCené zpracovani;

(ii1) tfeti strana uzavie s dovozcem udaju
zavaznou dohodu zajist'ujici stejnou Groven
ochrany udajt jako podle téchto dolozek a

8 The Agreement on the European Economic Area (EEA Agreement) provides for the extension of the European
Union’s internal market to the three EEA States Iceland, Liechtenstein and Norway. The Union data protection legislation,
including Regulation (EU) 2016/679, is covered by the EEA Agreement and has been incorporated into Annex Xl thereto.
Therefore, any disclosure by the data importer to a third party located in the EEA does not qualify as an onward transfer for the

purpose of these Clauses.

3. Dohoda o Evropském hospodarském prostoru (Dohoda o EHP) stanovi rozSifeni vnitfniho trhu Evropské unie o tfi
staty EHP, a to Island, Lichtenstejnsko a Norsko. Dohoda o EHP zahrnuje pravni pfedpisy Unie o ochrané udaju, véetné
nafizeni (EU) 2016/679, které jsou zaclenény do pfilohy XI uvedené dohody. Jakékoli zpfistupnéni udaju dovozcem udajl treti
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provides a copy of these safeguards to the
data exporter;

(iv) it is necessary for the establishment, exercise
or defence of legal claims in the context of
specific administrative, regulatory or
judicial proceedings;

(v) it is necessary in order to protect the vital
interests of the data subject or of another
natural person; or

(vi) where none of the other conditions apply, the
data importer has obtained the explicit
consent of the data subject for an onward
transfer in a specific situation, after having
informed him/her of its purpose(s), the
identity of the recipient and the possible
risks of such transfer to him/her due to the
lack of appropriate data protection
safeguards. In this case, the data importer
shall inform the data exporter and, at the
request of the latter, shall transmit to it a
copy of the information provided to the data
subject.

Any onward transfer is subject to compliance by the
data importer with all the other safeguards under these
Clauses, in particular purpose limitation.

8.8 Processing under the authority of the
data importer

The data importer shall ensure that any person acting
under its authority, including a processor, processes the
data only on its instructions.

8.9

(a)

Documentation and compliance

Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer shall
keep appropriate documentation of the
processing activities carried out under its
responsibility.

(b) The data importer shall make such
documentation available to the competent
supervisory authority on request.

Clause 9

dovozce udaji poskytne kopii téchto zaruk
vyvozci udaji;

(iv) je to nezbytné pro urCeni, vykon nebo
obhajobu pravnich narokdi v ramci
zvlastnich spravnich, regulacnich nebo
soudnich fizeni;

(v) je to nezbytné pro ochranu zivotné
dilezitych zajmt subjektu udaji nebo jiné
fyzické osoby, nebo

(vi) pokud neplati zadna z dalSich podminek,
dovozce udaji ziskal vyslovny souhlas
subjektu udaji s dalSim preddvanim v
konkrétni situaci poté, co jej informoval o
jeho ucelu nebo tcelech, totoznosti piijemce
a moznych rizicich, ktera pro néj vyplyvaji z
takového predavani vzhledem k nedostatku
vhodnych zaruk ochrany tudajii. V takovém
ptipad¢ dovozce udaji informuje vyvozce
udaju a na zadost vyvozce udaji mu pieda
kopii informaci poskytnutych subjektu
udaju.

Na jakékoli dalsi pfedavani se vztahuje podminka, ze
dovozce udaju dodrzi vSechny ostatni zaruky podle

téchto dolozek, zejména ucelové omezeni.
8.8 Zpracovani z povéieni dovozce udaju

Dovozce udaji zajisti, aby jakakoli osoba, kterd jedna z
jeho povéteni, véetné zpracovatele, zpracovavala udaje
pouze na zakladé jeho pokynd.

8.9

(a)

Dokumentace a plnéni povinnosti

Kazda strana musi byt schopna prokézat plnéni
svych povinnosti podle téchto dolozek. Dovozce
udajii zejména vede prislusnou dokumentaci o
¢innostech zpracovani, za jejichz provadéni
odpovida.

(b)

Dovozce daji tuto dokumentaci na pozadani
zptistupni piislusnému dozorovému tradu.

Dolozka 9
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(b)

(Intentionally Omitted)
Clause 10

Data subject rights

The data importer, where relevant with the
assistance of the data exporter, shall deal with
any enquiries and requests it receives from a data
subject relating to the processing of his/her
personal data and the exercise of his/her rights
under these Clauses without undue delay and at
the latest within one month of the receipt of the
enquiry or request.* The data importer shall take
appropriate measures to facilitate such enquiries,
requests and the exercise of data subject rights.
Any information provided to the data subject
shall be in an intelligible and easily accessible
form, using clear and plain language.

In particular, upon request by the data subject the
data importer shall, free of charge :

(1) provide confirmation to the data subject as
to whether personal data concerning
him/her is being processed and, where this
is the case, a copy of the data relating to
him/her and the information in Annex I; if
personal data has been or will be onward
transferred, provide information on
recipients or categories of recipients (as
appropriate with a view to providing
meaningful information) to which the
personal data has been or will be onward
transferred, the purpose of such onward
transfers and their ground pursuant to
Clause 8.7; and provide information on the
right to lodge a complaint with a
supervisory authority in accordance with
Clause 12(c)(1);

(i) rectify inaccurate or incomplete data
concerning the data subject;

(i) erase personal data concerning the data
subject if such data is being or has been
processed in violation of any of these
Clauses ensuring third-party beneficiary

4

(a)

(b)

(Zamerne vynechdno)

Dolozka 10
Prava subjektii udajit

Dovozce udajii, pfipadné za pomoci vyvozce
udaju, vytizuje veskeré dotazy a zadosti, které
obdrzi od subjektu udajl, tykajici se zpracovani
jeho osobnich udaji a vykonu jeho prav podle
téchto dolozek, a to bez zbytecného odkladu a
nejpozdéji do jednoho meésice od obdrzeni
dotazu nebo z4dosti.* Dovozce udajii piijme
vhodna opatfeni k usnadnéni vyfizovani téchto
dotazli, zadosti a vykonu prav subjektu udaji.
Veskeré informace poskytované subjektu udaji
musi byt ve srozumitelném a snadno ptistupném
znéni za pouziti jasnych a jednoduchych
jazykovych prostiedki.

Na zadost subjektu udaji dovozce tdajti zejména
bezplatné:

(1)  poskytne subjektu tdaji potvrzeni o tom,
zda se zpracovavaji osobni udaje, které se
ho tykaji, a vtakovém piipadé mu
poskytne kopii udaja, které se ho tykaji, a
informace uvedené¢ v piiloze I; pokud
osobni udaje byly nebo budou dile
predavany, poskytne informace o
pfijemcich nebo kategoriich pfijemct
(podle potieby za ucelem poskytnuti
smysluplnych informaci), kterym osobni
udaje byly nebo budou dale predavany,
ucel téchto dalSich ptedani a jejich divod
v souladu s dolozkou 8.7; a poskytne
informace o pravu podat stiznost u
dozorového tfadu v souladu s dolozkou 12
pism. c¢) bodem 1);

(i) opravi nepfesné nebo neuplné udaje
tykajici se subjektu udaji;

(ii1)) vymaZze osobni udaje tykajici se subjektu
udajt, pokud tyto udaje jsou nebo byly
zpracovavany v rozporu s kteroukoli z
téchto dolozek, ktera =zajistuje préva
nalezejici opravnéné tfeti strané, nebo

That period may be extended by a maximum of two more months, to the extent necessary taking into account the

complexity and number of requests. The data importer shall duly and promptly inform the data subject of any such extension.
4. Tuto Ihlitu Ize v nezbytném rozsahu s pfihlédnutim ke slozitosti a po¢tu zadosti prodlouzit nejvySe o dalSi dva
mésice. Dovozce Udaju o takovém prodlouzeni fadné a neprodlené informuje subjekt udaju.
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(©)

(d)

(i)

(ii)

(e)

()

(2

rights, or if the data subject withdraws the
consent on which the processing is based.

Where the data importer processes the personal
data for direct marketing purposes, it shall cease
processing for such purposes if the data subject
objects to it.

The data importer shall not make a decision
based solely on the automated processing of the
personal data transferred (hereinafter “automated
decision”), which would produce legal effects
concerning the data subject or similarly
significantly affect him / her, unless with the
explicit consent of the data subject or if
authorised to do so under the laws of the country
of destination, provided that such laws lays down
suitable measures to safeguard the data subject’s
rights and legitimate interests. In this case, the
data importer shall, where necessary in
cooperation with the data exporter:

inform the data subject about the envisaged
automated decision, the envisaged consequences
and the logic involved; and

implement suitable safeguards, at least by
enabling the data subject to contest the decision,
express his/her point of view and obtain review
by a human being.

Where requests from a data subject are
excessive, in particular because of their
repetitive character, the data importer may either
charge a reasonable fee taking into account the
administrative costs of granting the request or
refuse to act on the request.

The data importer may refuse a data subject’s
request if such refusal is allowed under the laws
of the country of destination and is necessary and
proportionate in a democratic society to protect
one of the objectives listed in Article 23(1) of
Regulation (EU) 2016/679.

If the data importer intends to refuse a data
subject’s request, it shall inform the data subject
of the reasons for the refusal and the possibility
of lodging a complaint with the competent

(©)

(d)

(1)

(ii)

(e)

®

(2

pokud subjekt udajii odvold souhlas, na
kterém je zpracovani zaloZeno.

Pokud dovozce udaji zpracovava osobni udaje
pro ucely pfimého marketingu, piestane je pro
tyto ucely zpracovavat, vznese-li proti tomu
subjekt idaji namitky.

Dovozce udajii nepfijme rozhodnuti zalozené
vyhradné na automatizovaném zpracovani
predavanych osobnich tudaji (déle jen
Lautomatizované rozhodnuti®), které by mélo
pravni u€inky tykajici se subjektu tidajii nebo by
ho obdobné vyznamné ovlivnilo, ledaze by k
tomu subjekt udaji dal vyslovny souhlas, nebo
pokud by mu to bylo na zdkladé¢ pravnich
piedpist zemé urceni povoleno, za piedpokladu,
ze takové pravni predpisy stanovi vhodna
opatfeni na ochranu prav a opravnénych zajmu
subjektu udaju. V tomto piipad¢ dovozce udaji,
v piipadé potieby ve spolupraci s vyvozcem
udaji:

informuje subjekt udaji o piredpokladaném
automatizovaném rozhodnuti, predpokladanych
dasledcich a pouzitém postupu; a

zavede vhodnd ochranna opatieni, pfinejmenSim
tim, ze umozni subjektu Udaji napadnout
rozhodnuti, vyjadfit svlj nazor a dosdhnout
pirezkumu provadéného ¢lovékem.

Jestlize jsou zadosti subjektu udajti nepiimétené,
zejména proto, ze se opakuji, mize dovozce
udajii bud’ ulozit pfiméfeny poplatek, v némz
budou zohlednény administrativni naklady
souvisejici s vyhovénim dané zadosti, nebo mize
odmitnout zadosti vyhovét.

Dovozce udaji mize zadost subjektu udaji
odmitnout, pokud je takové odmitnuti umoznéno
podle prava zemé urceni a je v demokratické
spoleCnosti nezbytné a piiméfené za ucelem
ochrany jednoho z cilti uvedenych v ¢l. 23 odst.
1 natizeni (EU) 2016/679.

Pokud ma dovozce udaji v umyslu Zadost
subjektu udaji odmitnout, informuje subjekt
udajii o diivodech odmitnuti a moznosti podat
stiznost u pfislusného dozorového uradu a/nebo
pozéadat o soudni ochranu.

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PI:
Ariba: - site # | G

101



(a)

(b)

(c)

(d)

(e)

(®

supervisory authority and/or seeking judicial
redress.

Clause 11

Redress

The data importer shall inform data subjects in a
transparent and easily accessible format, through
individual notice or on its website, of a contact
point authorised to handle complaints. It shall
deal promptly with any complaints it receives
from a data subject.

In case of a dispute between a data subject and
one of the Parties as regards compliance with
these Clauses, that Party shall use its best efforts
to resolve the issue amicably in a timely fashion.
The Parties shall keep each other informed about
such disputes and, where appropriate, cooperate
in resolving them.

Where the data subject invokes a third-party
beneficiary right pursuant to Clause 3, the data
importer shall accept the decision of the data
subject to:

(1) lodge a complaint with the supervisory
authority in the Member State of his/her
habitual residence or place of work, or the
competent supervisory authority pursuant
to Clause 13;

(i1) refer the dispute to the competent courts
within the meaning of Clause 18.

The Parties accept that the data subject may be
represented by a  not-for-profit  body,
organisation or association under the conditions
set out in Article 80(1) of Regulation (EU)
2016/679.

The data importer shall abide by a decision that
is binding under the applicable EU or Member
State law.

The data importer agrees that the choice made by
the data subject will not prejudice his/her
substantive and procedural rights to seek
remedies in accordance with applicable laws.

(a)

(b)

(c)

(d)

(e)

®

Dolozka 11

Naprava

Dovozce udajii bude transparentné a ve snadno
piistupném formatu informovat subjekty udaji
prostiednictvim individualniho ozndmeni nebo
na svych internetovych strankach o kontaktnim
misté¢ opravnéném vyfizovat stiznosti. Takové
misto neprodlené vyfidi jakékoli stiznosti, které
od subjektu udajii piijme.

V ptipad¢ sporu mezi subjektem udajt a jednou
ze smluvnich stran tykajictho se dodrzovani
téchto dolozek vyvine tato strana veskeré usili k
tomu, aby takovou zalezitost vyfeSila smirn¢ a
vCas. Strany se o téchto sporech navzijem
informuji a v pfislusnych ptipadech pfi jejich
feseni spolupracuji.

Pokud se subjekt udaji dovoldva prava ve
prospéch opravnéné tieti strany podle dolozky 3,
dovozce udajii akceptuje rozhodnuti subjektu
udajt:

(i) podat stiznost u dozorového ufadu v
Clenském staté svého obvyklého bydlisté
nebo mista vykonu price nebo u
prislusného dozorového uradu podle
dolozky 13;

(1) postoupit spor piislusSnym soudim ve
smyslu dolozky 18.

Strany jsou srozumény s tim, ze subjekt udaja
mize byt zastoupen neziskovym subjektem,
organizaci nebo sdruzenim za podminek
stanovenych v ¢l. 80 odst. 1 nafizeni (EU)
2016/679.

Dovozce udaji dodrzuje rozhodnuti zavazné
podle platného prava EU nebo Clenského statu.

Dovozce udaji souhlasi s tim, ze vybér
provedeny subjektem udaji nebude mit vliv na
jeho hmotné a procesni prava pozadovat napravu
v souladu s platnymi pravnimi piedpisy.
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(a)

(b)

(c)

(d)

(e)

(2)

Clause 12
Liability

Each Party shall be liable to the other Party/ies
for any damages it causes the other Party/ies by
any breach of these Clauses.

Each Party shall be liable to the data subject, and
the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data subject by
breaching the third-party beneficiary rights
under these Clauses. This is without prejudice to
the liability of the data exporter under Regulation
(EU) 2016/679.

Where more than one Party is responsible for any
damage caused to the data subject as a result of a
breach of these Clauses, all responsible Parties
shall be jointly and severally liable and the data
subject is entitled to bring an action in court
against any of these Parties.

The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation corresponding to its / their
responsibility for the damage.

The data importer may not invoke the conduct of
a processor or sub-processor to avoid its own
liability.

Clause 13
Supervision

[Where the data exporter is established in an EU
Member State:] The supervisory authority with
responsibility for ensuring compliance by the
data exporter with Regulation (EU) 2016/679 as
regards the data transfer, as indicated in Annex
I.C, shall act as competent supervisory authority.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU)
2016/679 in accordance with its Article 3(2) and
has appointed a representative pursuant to
Article 27(1) of Regulation (EU) 2016/679:] The

(a)

(b)

(c)

(d)

(e)

(a)

Dolozka 12

Odpovédnost

Kazda strana je vic¢i druhé strané / ostatnim
strandm odpovédna za jakoukoli Ujmu, kterou
druhé stran¢ / ostatnim strandm pifi poruSeni
téchto dolozek zplsobi.

Kazda strana je odpovédna vici subjektu tidaji a
subjekt udaji ma narok na nahradu jakékoli
hmotné nebo nehmotné ujmy, kterou strana
zpusobi subjektu udaji  porusenim prav
nalezejicich opravnéné treti strané na zakladé
téchto dolozek. Tim neni dotena odpovédnost
vyvozce udajl podle natizeni (EU) 2016/679.

Pokud je za ujmu zpiisobenou subjektu tdaji v
dasledku poruseni téchto dolozek odpovédna
vice nez jedna strana, nesou spolecnou a
nerozdilnou odpovédnost vSechny odpovédné
strany a subjekt idajl je opravnén proti kterékoli
z téchto stran podat zalobu u soudu.

Smluvni strany se dohodly, ze pokud je jedna ze
smluvnich stran odpovédna podle pismene c), je
opravnéna pozadovat od druhé smluvni strany /
ostatnich smluvnich stran zpét Cast ndhrady ujmy
odpovidajici jeji odpoveédnosti za ujmu.

Dovozce udajii se nemiize dovoldvat jednani
zpracovatele nebo dil¢itho zpracovatele, aby se
vyhnul své vlastni odpovédnosti.

Dolozka 13

Dohled

[Pokud ma vyvozce udaju sidlo v Clenském staté
EU:] Dozorovy utfad uvedeny v ptiloze I.C, ktery
je odpovédny za zajiSténi, ze vyvozce udaju
dodrzuje natizeni (EU) 2016/679, pokud jde
o predavani udaji, jednd jako pfislusny
dozorovy trad.

[Pokud vyvozce udaji nemé sidlo v ¢lenském
stat¢ EU, ale spadd do uzemni pusobnosti
nafizeni (EU) 2016/679 v souladu s jeho ¢l. 3
odst. 2 a jmenoval zastupce podle ¢l. 27 odst. 1
nafizeni (EU) 2016/679:] Dozorovy tufad
¢lenského statu — uvedeny v piiloze I ¢asti C, v
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(b)

supervisory authority of the Member State in
which the representative within the meaning of
Article 27(1) of Regulation (EU) 2016/679 is
established, as indicated in Annex I.C, shall act
as competent supervisory authority.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU)
2016/679 in accordance with its Article 3(2)
without however having to appoint a
representative pursuant to Article 27(2) of
Regulation (EU) 2016/679:] The supervisory
authority of one of the Member States in which
the data subjects whose personal data is
transferred under these Clauses in relation to the
offering of goods or services to them, or whose
behaviour is monitored, are located, as indicated
in Annex [.C, shall act as competent supervisory
authority.

The data importer agrees to submit itself to the
jurisdiction of and cooperate with the competent
supervisory authority in any procedures aimed at
ensuring compliance with these Clauses. In
particular, the data importer agrees to respond to
enquiries, submit to audits and comply with the
measures adopted by the supervisory authority,
including remedial and compensatory measures.
It shall provide the supervisory authority with
written confirmation that the necessary actions
have been taken.

SECTION IIT - LOCAL LAWS AND

OBLIGATIONS IN CASE OF ACCESS BY

PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance with

(a)

the Clauses

The Parties warrant that they have no reason to
believe that the laws and practices in the third
country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses.
This is based on the understanding that laws and
practices that respect the essence of the

(b)

némz ma sidlo zastupce ve smyslu ¢l. 27 odst. 1
nafizeni (EU) 2016/679, jedna jako piislusny
dozorovy uiad.

[Pokud vyvozce tdaji nema sidlo v clenském
stat¢ EU, ale spada do Uzemni plsobnosti
natizeni (EU) 2016/679 v souladu s jeho ¢l. 3
odst. 2, aniz by vSak musel jmenovat zastupce
podle €l. 27 odst. 2 nafizeni (EU) 2016/679:]
Dozorovy ufad jednoho z cClenskych statd, v
nichz se nachazeji subjekty udaji, jejichz osobni
udaje jsou predavany podle téchto dolozek
v souvislosti se zbozim nebo sluzbami jim
nabizenymi, nebo jejichz chovani je
monitorovano, uvedeny v pfiloze I ¢asti C, jedna
jako prislusny dozorovy urad.

Dovozce udaji souhlasi s tim, ze se podfidi
pravomoci piislusného dozorového uradu a bude
s nim spolupracovat v ramci vSech postupt
zaméfenych na zajiSténi dodrzovani téchto
dolozek. Dovozce tdaji zejména souhlasi s tim,
ze bude reagovat na dotazy, podrobovat se
auditim a dodrzovat opatfeni pfijatd dozorovym
ufadem, vcCetné¢ napravnych a kompenzacnich
opatieni. Dozorovému ufadu poskytne pisemné
potvrzeni, Ze byla pfijata nezbytna opatieni.

ODDIL III - MiSTNi PRAVNI PREDPISY A

POVINNOSTI V PRIPADE PRISTUPU ORGANU

VEREJNE MOCI

Dolozka 14

Mistni pravni piedpisy a postupy majici dopad na

(a)

dodriovani dolozek

Strany zarucuji, Ze nemaji divod se domnivat, Ze
pravni piedpisy a postupy ve tfeti zemi urceni,
které se vztahuji na zpracovani osobnich udajt
dovozcem tudaji, véetné jakychkoli pozadavki
na zpfistupnéni osobnich udajii nebo opatieni,
kterymi se povoluje pfistup orgdniim veiejné
moci, brani dovozci udaji pfi plnéni jeho
povinnosti podle téchto dolozek. To je zalozeno
na predpokladu, ze pravni piedpisy a postupy,
které respektuji podstatu zakladnich prav a
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(b)

fundamental rights and freedoms and do not
exceed what is necessary and proportionate in a
democratic society to safeguard one of the
objectives listed in Article 23(1) of Regulation
(EU) 2016/679, are not in contradiction with
these Clauses.

The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(1) the specific circumstances of the transfer,
including the length of the processing chain,
the number of actors involved and the
transmission channels used; intended
onward transfers; the type of recipient; the
purpose of processing; the categories and
format of the transferred personal data; the
economic sector in which the transfer
occurs; the storage location of the data
transferred;

(i1) the laws and practices of the third country of
destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities —
relevant in light of the specific
circumstances of the transfer, and the
applicable limitations and safeguards®;

(ii1)) any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these
Clauses, including measures applied during

5

(b)

svobod a nepiekracuji to, co je v demokratické
spolecnosti nezbytné a piiméfené k zajiSténi
jednoho z cilt uvedenych v €l. 23 odst. 1 natizeni
(EU) 2016/679, nejsou v rozporu s témito
dolozkami.

Smluvni strany prohlaSuji, ze pfi poskytovani
zaruky uvedené v pismenu a) nalezité zohlednily
zejména nasledujici prvky:

(i) konkrétni okolnosti pfedani, vcetné délky
zpracovatelského fetézce, poctu zapojenych
subjekti a pouzitych kandl pro pfenos
udaji, zamyslené dalsi predani, druh
pfijemce, Ucely zpracovani, kategorie a
format predavanych osobnich udajt,
hospodaiské odvétvi, v némz se piedavani
uskutecnuje, misto, kde se predané udaje
uchovavaji;

(i1) pravni predpisy a postupy tieti zem¢ urceni
— vcetn¢ téch, které vyzaduji zptistupnéni
udajii organtim vetejné moci nebo povoluji
piistup téchto organti — relevantni s ohledem
na konkrétni  okolnosti pfedani, jakoz
i pouzitelna omezeni a zaruky ;

(111) veskeré ptislusné smluvni, technické nebo
organizani zaruky zavedené za ucelem
doplnéni zaruk podle téchto dolozek, vcetné

As regards the impact of such laws and practices on compliance with these Clauses, different elements may be

considered as part of an overall assessment. Such elements may include relevant and documented practical experience with
prior instances of requests for disclosure from public authorities, or the absence of such requests, covering a sufficiently
representative time-frame. This refers in particular to internal records or other documentation, drawn up on a continuous basis
in accordance with due diligence and certified at senior management level, provided that this information can be lawfully shared
with third parties. Where this practical experience is relied upon to conclude that the data importer will not be prevented from
complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the Parties to
consider carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to
support this conclusion. In particular, the Parties have to take into account whether their practical experience is corroborated
and not contradicted by publicly available or otherwise accessible, reliable information on the existence or absence of requests
within the same sector and/or the application of the law in practice, such as case law and reports by independent oversight

bodies.

5 Pokud jde o dopad takovych pravnich predpist a postupl na dodrzovani téchto dolozek, za souc¢ast celkového
posouzeni Ize povazovat riizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické zkuSenosti s
predchozimi pfipady Zadosti o zpfistupnéni od organl vefejné moci nebo neexistence takovych zadosti, které pokryvaji
dostate¢né reprezentativni ¢asovy ramec. Tyka se to zejména internich zaznamU nebo jiné dokumentace vypracovavané
prabézné v souladu s nalezitou péci a certifikované na drovni vrcholového vedeni za pfedpokladu, Ze tyto informace Ize v
souladu s pravnimi predpisy sdilet se tfetimi stranami. Pokud se na zakladé této praktické zkuSenosti dospéje k zavéru, ze
dovozci udajil nebude branéno v dodrzovani téchto doloZek, je tfeba to podpofit dal$imi relevantnimi, objektivnimi prvky a je na
smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji spoleéné dostate€nou vahu na podporu tohoto zavéru, pokud jde o
jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkuSenosti potvrzeny
vefejné dostupnymi nebo jinak pfistupnymi spolehlivymi informacemi o existenci ¢i neexistenci Zadosti ve stejném odvétvi
a/nebo o uplathovani prava v praxi, jako je napfiklad judikatura a zpravy nezavislych organ( dohledu, a nejsou s nimi v

rozporu.
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(©)

(d)

(e)

()

transmission and to the processing of the
personal data in the country of destination.

The data importer warrants that, in carrying out
the assessment under paragraph (b), it has made
its best efforts to provide the data exporter with
relevant information and agrees that it will
continue to cooperate with the data exporter in
ensuring compliance with these Clauses.

The Parties agree to document the assessment
under paragraph (b) and make it available to the
competent supervisory authority on request.

The data importer agrees to notify the data
exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has
reason to believe that it is or has become subject
to laws or practices not in line with the
requirements under paragraph (a), including
following a change in the laws of the third
country or a measure (such as a disclosure
request) indicating an application of such laws in
practice that is not in line with the requirements
in paragraph (a).

Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has reason
to believe that the data importer can no longer
fulfil its obligations under these Clauses, the data
exporter shall promptly identify appropriate
measures (e.g. technical or organisational
measures to ensure security and confidentiality)
to be adopted by the data exporter and/or data
importer to address the situation. The data
exporter shall suspend the data transfer if it
considers that no appropriate safeguards for such
transfer can be ensured, or if instructed by the
competent supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses.
If the contract involves more than two Parties,
the data exporter may exercise this right to
termination only with respect to the relevant
Party, unless the Parties have agreed otherwise.
Where the contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

(©)

(d)

(e)

®

opatfeni uplatiovanych béhem ptedani a
zpracovani osobnich udaji v zemi urceni.

Dovozce udaji zarucCuje, Ze pii provadeni
posouzeni podle pismene b) vynalozil maximalni
usili, aby poskytl vyvozci udaji relevantni
informace, a souhlasi s tim, Zze bude pfi
zajistovani  dodrzovani téchto dolozek s
vyvozcem udajii i nadale spolupracovat.

Strany souhlasi, Zze posouzeni podle pismene b)
zdokumentuji a na pozddani zpfistupni
piislusnému dozorovému ufadu.

Dovozce udajii souhlasi s tim, ze neprodlené
uvédomi vyvozce udajti, pokud ma po vyjadieni
souhlasu s t€émito ustanovenimi a po dobu trvani
smlouvy divod se domnivat, Ze se na ng&j
vztahuji nebo se zacaly vztahovat pravni
piedpisy nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), a to i po zméné v
pravnich pfedpisech tieti zemé nebo opatifeni
(jako je naptiklad Zadost o poskytnuti udaji), jez
svéd¢i o tom, Ze uplatiovani téchto pravnich
pfedpisiti v praxi neni v souladu s pozadavky
uvedenymi v pismeni a).

Po oznameni podle pismene ¢), nebo pokud ma
vyvozce udajii jinak divod se domnivat, Ze
dovozce udajli jiz nemuze plnit své povinnosti na
zékladé¢ téchto dolozek, vyvozce udaji
neprodlené ur¢i vhodna opatifeni (napft. technicka
nebo organizacni opatieni k zajisténi bezpecnosti
a duvéernosti), kterd ma pfijmout vyvozce udaji
a/nebo dovozce udaji k feseni situace. Vyvozce
udajii pozastavi predavani udajii, pokud se
domniva, ze pro toto predavani nemohou byt
zajiStény zadné vhodné zaruky, nebo pokud mu
da pokyn pfislusny dozorovy ufad. V tomto
pfipad¢ je vyvozce Udaji opravnén vypovédet
smlouvu, pokud jde o zpracovani osobnich udaju
podle téchto dolozek. Jestlize smlouva zahrnuje
vice nez dv¢ smluvni strany, mlze vyvozce
udajii toto pravo na vypovézeni uplatnit pouze ve
vztahu k pfislusné stran€, pokud se strany
nedohodly jinak. Jestlize je smlouva vypovézena
podle této dolozky, pouzije se dolozka 16 pism.
d)ae).
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Clause 15

Obligations of the data importer in case of access by

15.1

(a)

(b)

(c)

(d)

public authorities
Notification

The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(1) receives a legally binding request from a
public  authority, including judicial
authorities, under the laws of the country of
destination for the disclosure of personal
data transferred pursuant to these Clauses;
such notification shall include information
about the personal data requested, the
requesting authority, the legal basis for the
request and the response provided; or

(1)) becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses in
accordance with the laws of the country of
destination; such notification shall include
all information available to the importer.

If the data importer is prohibited from notifying
the data exporter and/or the data subject under
the laws of the country of destination, the data
importer agrees to use its best efforts to obtain a
waiver of the prohibition, with a view to
communicating as much information as possible,
as soon as possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data exporter.

Where permissible under the laws of the country
of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much
relevant information as possible on the requests
received (in particular, number of requests, type
of data requested, requesting authority/ies,
whether requests have been challenged and the
outcome of such challenges, etc.).

The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for
the duration of the contract and make it available

Dolozka 15

Povinnost dovozce udaju v pripadé pristupu organii

15.1

(a)

(b)

(c)

(d)

veiejné moci
Oznameni

Dovozce udajii souhlasi s tim, Zze neprodlené
uveédomi vyvozce udaji, a je-li to mozné, subjekt
udajii (v pripadé potifeby s pomoci vyvozce
udajt), pokud:

(1) na zaklad€ pravnich ptfedpist zemé urceni
obdrzi pravné zavaznou zadost od organu
vefejné moci, vcetné¢ soudnich organd, o
zptistupnéni osobnich 1daji piedanych
podle téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich udajich, dozadujicim organu,
pravnim zdkladu zadosti a poskytnuté
odpovédi, nebo

(i1)) se dozvi o jakémkoli pfimém piistupu
organt vefejné moci k osobnim udajim
piredavanym podle téchto dolozek v souladu
s pravnimi piedpisy zemé urceni; takové
oznameni bude obsahovat vSechny
informace dostupné dovozci.

Pokud je podle pravnich ptedpisti zem¢ urceni
dovozci udaji zakazéno informovat vyvozce
udaji a/nebo subjekt udajti, souhlasi dovozce
udajii s tim, Ze za Ucelem co nejrychlejsSiho
sdéleni co nejvétstho mnozstvi informaci
vynalozi maximalni usili, aby od tohoto zédkazu
bylo upusténo. Dovozce udaji souhlasi s tim, ze
zdokumentuje své maximalni Gsili, aby je mohl
na zadost vyvozce udaji prokazat.

Je-1i to povoleno pravnimi piedpisy zemé urcent,
dovozce udajti souhlasi s tim, ze bude poskytovat
vyvozci udaji v pravidelnych intervalech po
dobu trvani smlouvy co nejrelevantnéjsi
informace o piijatych Zadostech (zejména
informace o poctu zadosti, druhu pozadovanych
udajii, dozadujicim orgdnu nebo organech, zda
byly tyto zadosti napadeny, a vysledek takového
napadeni atd.).

Dovozce udajt souhlasi s tim, ze po dobu trvani
smlouvy bude informace podle pismene a) az c)
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(e)

15.2

(a)

(b)

(©)

to the competent supervisory authority on
request.

Paragraphs (a) to (c) are without prejudice to the
obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

Review of legality and data minimisation

The data importer agrees to review the legality of
the request for disclosure, in particular whether
it remains within the powers granted to the
requesting public authority, and to challenge the
request if, after careful assessment, it concludes
that there are reasonable grounds to consider that
the request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall,
under the same conditions, pursue possibilities of
appeal. When challenging a request, the data
importer shall seek interim measures with a view
to suspending the effects of the request until the
competent judicial authority has decided on its
merits. It shall not disclose the personal data
requested until required to do so under the
applicable procedural rules. These requirements
are without prejudice to the obligations of the
data importer under Clause 14(e).

The data importer agrees to document its legal
assessment and any challenge to the request for
disclosure and, to the extent permissible under
the laws of the country of destination, make the
documentation available to the data exporter. It
shall also make it available to the competent
supervisory authority on request.

The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

(e)

15.2

(a)

(b)

(©)

uchovavat a na vyzadani je
pfislusnému dozorovému ufadu.

poskytne

Pismeny a) az c¢) neni dotena povinnost dovozce
udajit podle dolozky 14 pism. e) a dolozky 16
neprodlen¢ informovat vyvozce udaji, pokud
neni schopen tyto dolozky dodrZovat.

Piezkum zakonnosti a minimalizace
udaji

Dovozce udajii souhlasi s tim, Ze pfezkouma
zékonnost zadosti o poskytnuti udajii, zejména
zda nepfekrocila meze pravomoci udélenych
dozadujicimu organu vetejné moci, a ze zadost
napadne, pokud po peclivém posouzeni dojde k
zavéru, ze existuji opodstatnéné duvody se
domnivat, ze zadost je podle pravnich predpist
zem¢ urCeni, platnych zavazkli  podle
mezinarodnitho prdva a zdsad mezinarodni
zdvortilosti protipravni. Dovozce tudaji za
stejnych podminek vyuzivd moznosti odvolani.
Pfi napadeni Zzadosti dovozce tudajii piijme
pfedbéznd opatfeni s cilem pozastavit u¢inky
zadosti, dokud pfisluSny soudni organ
nerozhodne o jeji opodstatnénosti. Nezptistupni
pozadované osobni udaje, dokud mu takova
povinnost nebude stanovena na zéklad¢ platnych
procesnich pravidel. Témito pozadavky nejsou
dotceny povinnosti dovozce tdajui podle dolozky
14 pism. e).

Dovozce 0dajt souhlasi s tim, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni zadosti
o poskytnuti udajii a v rozsahu povoleném
pravnimi predpisy zemé urceni zpfistupni
dokumentaci vyvozci Udaji. Na pozadani ji
rovnéz zptistupni prislusSnému dozorovému
uradu.

Dovozce udaji  souhlasi s  poskytnutim
minimalniho pfipustného mnozstvi informaci pti
odpovédi na Zzadost o zpfistupnéni, a to na
zakladé pfiméteného vykladu Zadosti.
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SECTION IV — FINAL PROVISIONS ODDIL IV - ZAVERECNA USTANOVENI

Clause 16 Dolozka 16

Non-compliance with the Clauses and termination NedodrZeni doloZek a vypovézeni

(a) The data importer shall promptly inform the data (a) Dovozce udajii neprodlené¢ informuje vyvozce

exporter if it is unable to comply with these
Clauses, for whatever reason.

In the event that the data importer is in breach of (b)

these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause

14(f).

udajii, pokud neni z jakéhokoli ditvodu schopen
tyto dolozky dodrzet.

Pokud dovozce udaji porusi tyto dolozky nebo
neni schopen tyto dolozky dodrzet, vyvozce
udajii pozastavi predavani osobnich udajii
dovozci udaji, dokud neni dodrzovani opét
zajiSténo nebo smlouva vypovézena. Timto neni
dotCena dolozka 14 pism. f).

The data exporter shall be entitled to terminate (c) Vyvozce udajii je opravnén vypoveédét smlouvu
the contract, insofar as it concerns the processing v rozsahu, v némz se jednd o zpracovani
of personal data under these Clauses, where: osobnich udajt podle téchto dolozek, pokud:

(i) the data exporter has suspended the transfer (1) vyvozce udaji  pozastavil predavani
of personal data to the data importer osobnich udaji dovozci udaji podle pism. b)
pursuant to paragraph (b) and compliance a dodrzovani téchto dolozek neni v
with these Clauses is not restored within a piiméfené lhat¢ a v kazdém ptipadé do
reasonable time and in any event within one jednoho mésice od pozastaveni obnoveno;
month of suspension;

(i) the data importer is in substantial or (i) dovozce udaju tyto dolozky podstatné nebo
persistent breach of these Clauses; or trvale porusuje; nebo

(ii1) the data importer fails to comply with a (ii1) dovozce udaji nedodrzi zdvazné rozhodnuti
binding decision of a competent court or prislusného soudu nebo dozorového uradu
supervisory  authority  regarding its tykajiciho se jeho povinnosti podle téchto
obligations under these Clauses. dolozek.

In these cases, it shall inform the competent V takovych piipadech o nedodrzeni informuje

supervisory authority of such non-compliance. piislusny dozorovy ufad. Pokud smlouva

Where the contract involves more than two zahrnuje vice nez dvé smluvni strany, miize

Parties, the data exporter may exercise this right vyvozce udajli toto pravo na vypovézeni uplatnit

to termination only with respect to the relevant pouze ve vztahu k pfislu$né strané, pokud se

Party, unless the Parties have agreed otherwise. strany nedohodly jinak.

Personal data that has been transferred prior to (d) Osobni 1udaje, kter¢ byly predany pied

the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall
apply to any copies of the data. The data importer
shall certify the deletion of the data to the data
exporter. Until the data is deleted or returned, the

vypovézenim smlouvy podle pismene c), musi
byt podle volby vyvozce udaji neprodlené
vraceny vyvozci udaji nebo vymazany v celém
rozsahu. Totéz se uplatni ve vztahu k veSkerym
kopiim udaji. Dovozce udajii potvrdi vyvozci
udajii, ze byly udaje vymazany. Dokud nejsou
udaje vymazany nebo vraceny, dovozce udaji
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data importer shall continue to ensure
compliance with these Clauses. In case of local
laws applicable to the data importer that prohibit
the return or deletion of the transferred personal
data, the data importer warrants that it will
continue to ensure compliance with these
Clauses and will only process the data to the
extent and for as long as required under that local
law.
(e) Either Party may revoke its agreement to be
bound by these Clauses where (i) the European
Commission adopts a decision pursuant to
Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which
these Clauses apply; or (ii) Regulation (EU)
2016/679 becomes part of the legal framework of
the country to which the personal data is
transferred. This is without prejudice to other
obligations applying to the processing in
question under Regulation (EU) 2016/679.

Clause 17

Governing law

These Clauses shall be governed by the law of one of
the EU Member States, provided such law allows for
third-party beneficiary rights. The Parties agree that this
shall be the law of Czech republic.

Clause 18

Choice of forum and jurisdiction
(a) Any dispute arising from these Clauses shall be
resolved by the courts of an EU Member State.
(b) The Parties agree that those shall be the courts of
Czech republic.

(©) A data subject may also bring legal proceedings
against the data exporter and/or data importer
before the courts of the Member State in which
he/she has his/her habitual residence.

(d) The Parties agree to submit themselves to the
jurisdiction of such courts.

nadale zajistuje soulad s témito dolozkami. V
ptipadé¢, ze se na dovozce udaji vztahuji mistni
pravni predpisy, které mu zakazuji piedané
osobni udaje vratit nebo vymazat, dovozce udaji
zarucuje, ze bude 1 nadale zajistovat dodrzovani
téchto dolozek a bude udaje zpracovavat pouze v
takovém rozsahu a tak dlouho, jak to uvedené
mistni pravo vyzaduje.

(e) Kterakoli ze stran miize odvolat sviij souhlas s
tim, Ze bude vazana témito dolozkami, pokud 1)
Evropské komise piijme rozhodnuti podle ¢l. 45
odst. 3 nafizeni (EU) 2016/679 tykajici se
pfedavani osobnich udajii, na které se tyto
dolozky vztahuji, nebo 1ii) se nafizeni (EU)
2016/679 stane soucasti pravniho ramce zemé,
do které jsou osobni udaje piedavany. Tim
nejsou dotceny dalsi povinnosti vztahujici se na

dotéené zpracovani podle nafizeni (EU)
2016/679.
Dolozka 17
Rozhodné pravo

Tyto dolozky se tidi pravem jednoho z ¢lenskych stati
EU, pokud takové pravo umoziuje uplatiiovat prava
nalezejici opravnéné treti strané. Strany se dohodly, ze
se budou Fidit pravem Ceské republiky.

Dolozka 18

Volba soudu a prisluSnost
(a) Veskeré spory vyplyvajici z téchto dolozek
budou feseny soudy clenského statu EU.
(b) Strany se dohodly, Ze se budou fidit soudy v
Ceské republice.

(©) Subjekt udaji miize rovnéz zahajit soudni fizeni
proti vyvozci udaji a/nebo dovozci udaji pred
soudy ¢lenského statu, v némz ma subjekt udaji
své obvyklé bydliste.
(d) Smluvni strany se dohodly, Ze se pftisluSnosti
téchto soudl podiidi.
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APPENDIX

ANNEX I

A. LIST OF PARTIES

DATA EXPORTER

Data exporter(s):

Name: Fakultni nemocnice Motol a
Homolka, pracovist¢ MOTOL
(“Counterparty”), on its own
behalf and that of relevant entities
providing personal data under the
parties’ relationship and the SCCs.

For onward transfers, as appropriate,

Counterparty/relevant entities
hereby dock into downstream SCCs,
and agree that third parties may
dock into these SCCs as managed by
the data importer.

Address: V Uvalu 84, 150 06 Praha

Contact person’s name, position
and contact details: Oddéleni

klinickych studii, || | | |

Activities relevant to the data
transferred under these SCCs: See
the description of transfer below.

Role (Controller/Processor):
Controller.

Contact information of data

protection officer: _

DODATEK

PRILOHA I

A.SEZNAM SMLUVNICH STRAN

VYVOZCE UDAJU

Vyvozce (vyvozci) udaji:

Jméno/nazev: Fakultni nemocnice
Motol a Homolka, pracovisté
MOTOL (dale jen ,,protistrana*)
svym jménem a jménem piislusnych
subjekti poskytujicich osobni tidaje
v rdmci vztahu mezi smluvnimi
stranami a podle standardnich
smluvnich dolozek.

Pro dalsi predavani se protistrana /

prislusné subjekty timto podle
potieby pripojuji do navazujicich
standardnich smluvnich dolozek a
souhlasi s tim, Ze treti strany mohou
k téemto standardnim smluvnim
dolozkam pristoupit tak, jak je
spravuje dovozce udaji.

Adresa: V Uvalu 84, 150 06 Praha

Jméno, funkce a kontaktni udaje
kontaktni osoby: Oddéleni

klinickych studii, || | | |

Cinnosti relevantni pro p¥edavani
udaji na zakladé téchto
standardnich smluvnich doloZek:
Viz popis pfedani nize.

Uloha (spravce/zpracovatel):

Spravce.

Kontaktni udaje povérence pro
ochranu osobnich udaju:
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Signature and date / Podpis a datum: see the above main signature block
for the Agreement / viz hlavni podpisova strana smlouvy vySe
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Data importer(s):

0

Name: Pfizer Inc. (on its own behalf [

and/or that of relevant entities
receiving personal data under the
parties’ relationship and the SCCs,
and as may be further set out in an
online resource). For onward
transfer purposes, it is understood
that the entity/ies above may only
act as pass-through for such
transfer, and not take on
responsibilities attributed to data
importers.

Address: 66 Hudson Boulevard
East, New York, NY 10001, USA.

Contact person’s name, position
and contact details: ﬁ or
other designated signatory

Activities relevant to the data
transferred under these SCCs: See
the description of transfer below.

Contact information of data

protection officer: _,

where applicable.

Role (controller/processor):
Controller.

Dovozce (dovozci) udajii:

Nazev: Spolecnost Pfizer Inc.
(vlastnim jménem a/nebo jménem
prislusnych subjekti, které osobni
udaje ziskavaji v ramci vztahu mezi
smluvnimi stranami a podle
standardnich smluvnich dolozek, a
jak maze byt dale uvedeno v online
zdroji). Pro ucely dalsitho predavani
se rozumi, Ze vysSe uvedeny subjekt
(subjekty) muze (mohou) pri
takovéem predavani pusobit pouze
Jjako predavajici subjekt (subjekty) a
nemiize (nemohou) prevzit
odpovédnost prisuzovanou
dovozcum udajii.

Adresa: 66 Hudson Boulevard East,
New York, NY 10001, USA.

Jméno, funkce a kontaktni udaje
kontaktni osoby: _, nebo
jina opravnéna osoba

Cinnosti relevantni pro pedavani
udaji na zakladé téchto
standardnich smluvnich doloZek:
Viz popis pfedani nize.

Kontaktni idaje povérence pro
ochranu osobnich udaju:
B (v prislusnych

ptipadech).

Uloha (spravce/zpracovatel):
Spravce.

Signature and date / Podpis a datum: see the above main signature block
for the Agreement / viz hlavni podpisova strana smlouvy vyse
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B. DESCRIPTION OF TRANSFER

Where sensitive data are in scope, Annex 11
of these SCC:s lists the safeguards applied to
the transfers related to sensitive data.

C. COMPETENT SUPERVISORY
AUTHORITY

Identify the competent supervisory
authority/ies in accordance with Clause 13:

Select only one:

Data exporter is established in an EU
Member State: Supervisory authority of

country where data exporter is registered per
Annex LA.

[J Data exporter is not established in an EU
Member State: EU Member State where
data exporter’s GDPR representative is
established, namely: Specify.

O Other: Specify

B. POPIS PREDANI

Pokud se jedna o citlivé udaje, ptiloha II
téchto standardnich smluvnich dolozek
uvadi seznam zaruk pouzitych pro piedani
citlivych udajt.

C. PRISLUSNY DOZOROVY URAD

V souladu s dolozkou 13 urcete prislusny
dozorovy urad nebo prislusné dozorové
urady.

Vyberte pouze jednu moznost:

Vyvozce udajii ma sidlo v clenském staté
EU: Dozorovy urad statu, ve kterém je
vyvozce udajl registrovan, podle piilohy
I.A. Jedna se o Ufad pro ochranu osobnich
tidajti se sidlem v Ceské republice.

[J Vyvozce tidaji nema sidlo v ¢lenském
staté EU: Clensky stat EU, kde ma sidlo
zastupce vyvozce udaji pro GDPR, a to:
Upresnéte.

O Jiné: Upresnéte
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ANNEX II - TECHNICAL AND
ORGANISATIONAL MEASURES
INCLUDING TECHNICAL AND
ORGANISATIONAL MEASURES TO
ENSURE THE SECURITY OF THE
DATA

The parties shall have measures designed to
protect the personal data processing in
accordance with legal requirements of
national privacy laws applicable to them
respectively (“National Privacy Law”) and
Pfizer policies (in particular: Pfizer
Corporate Policy 404 — Protecting the
Privacy of Personal Information and Pfizer
Corporate Policy 401 — Safeguarding
Corporate Proprietary/Confidential
Information). At a minimum, the parties
agree that the following security measures
shall apply to imported personal data:

O Access to the personal data is
restricted to employees and, where
relevant, contractors on a need-to-
know basis and access is revoked
where appropriate, including from
those employees whose employment
1s terminated;

O Appropriate encryption technologies
and other equivalent measures are
used when transmitting personal data
electronically over public networks;

O Measures are and shall continue to be
in place to ensure the integrity and
accuracy of the personal data;

O Reasonable security measures are in
place to protect the personal data
against loss and unauthorized access,
misuse, interference, disclosure,
alteration or other unauthorized
processing, and the data importer has
taken steps to identify, assess and
mitigate any reasonably foreseeable
internal and external risks to the
security, confidentiality, and/or
integrity of any electronic, paper or
other records containing personal

PRILOHA II - TECHNICKA A
ORGANIZACNI OPATRENI VCETNE
TECHNICKYCH A ORGANIZACNICH
OPATRENI K ZAJISTENI
ZABEZPECENI UDAJU

Strany musi mit opatfeni ur¢end k ochrané
zpracovani osobnich udaji v souladu s
pravnimi pozadavky néarodnich zdkonl o
ochran¢ osobnich udaji, které se na né
vztahuji (déle jen ,,narodni zakon o ochrané
osobnich udaju“) a zasadami spolecnosti
Pfizer (zejména: firemni zasady spolecnosti
Pfizer 404 — ochrana soukromi osobnich
udaju a firemni zdsady spolecnosti Pfizer 401
— ochrana firemnich vlastnickych/davérnych
informaci). Smluvni strany souhlasi s tim, Ze
na osobni udaje se budou vztahovat
minimalné¢ niZze uvedend bezpecnostni
opatieni:

O Ptistup k osobnim tdajlim je omezen
na zaméstnance a  piipadné
dodavatele, ktefi je potfebuji znat, a
pristup bude v pfipadé potieby
zruSen, a to 1 t€ém zaméstnancum,
jejichz pracovni pomér byl ukoncen;

O Pti elektronickém ptenosu osobnich
udajt prostiednictvim veiejnych siti

se pouzivaji vhodné Sifrovaci
technologie a jina ekvivalentni
opatieni;

O Jsou a naddle budou zavedena
opatfeni  k zajiSténi  integrity a
piesnosti osobnich udaji;

O Jsou zavedena piiméfena

bezpecnostni opatfeni na ochranu
osobnich udaji pied ztratou a
neopravnénym piistupem, zneuzitim,
zasahem, zvetfejnénim, zménou nebo
jinym neopravnénym zpracovanim a
dovozce udaji podnikl kroky k
identifikaci, posouzeni a zmirnéni
jakychkoli diivodné ptedvidatelnych

vnitinich a vnéjsich rizik
souvisejicich se  zabezpecCenim,
divérnosti a/nebo integritou
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data, and evaluating and improving,
where necessary, the effectiveness of
such safeguards;

Firewall, anti-virus software,
malware protection and similar
protections are installed and kept up-
to-date on all information systems
used to process the personal data;

Records shall be kept and maintained
on the status of the processing of
personal data by the data importer,
including records of the individuals
with access to systems or files
containing personal data, access logs
of the individuals who have accessed
such systems or files, and all other
similar records required by law to be
maintained;

The data importer has in place
reasonable restrictions upon physical
access to any records that it maintains
which contain personal data, and
storage of such records are in locked
facilities, storage areas or containers;

The data importer has implemented
internal  rules  for  adequate
maintenance of personal data; secure
management/control of passwords;
restrictions on access and access
authority to personal data; and an
access control system,;

The data importer has in place
security policies for employees
relating to the storage, access and
transportation of records containing
personal data outside of its business
premises; and

The data importer will periodically
inspect the status of its processing of
the personal data and provide
training to its employees as to the
measures to be duly considered in
processing personal data.

jakychkoli elektronickych, tisténych
nebo jinych zaznamii obsahujicich
osobni udaje a v ptipadé potieby k
vyhodnoceni a zlepSeni ucinnosti
téchto zaruk;

Firewall,  antivirovy  software,
ochrana ptfed malwarem a podobna
ochrana jsou nainstalovany a
aktualizovany na vSech informacnich
systémech pouzivanych ke
zpracovani osobnich udaju;

Dovozce udaji vede a uchovava
zdznamy o stavu  zpracovani
osobnich udajti, v€etné zadznamii o
osobach, které maji pfistup k
systémtm nebo souboriim
obsahujicim osobni udaje, protokol
o pfistupu osob, kter¢ k témto
systémim nebo souborim
pristupovaly, a vSech dalSich
podobnych zdznamti, které musi byt
podle zdkona uchovavany;

Dovozce udaji ma zavedena
pfiméfend  omezeni  fyzického
pfistupu k jakymkoli zaznamiim,
které¢ vede a které obsahuji osobni
udaje, a tyto zaznamy jsou
uchovavany \% uzamcenych
zafizenich, skladovacich prostorach
nebo kontejnerech;

Dovozce tudaji  zavedl interni
pravidla pro pfiméfenou udrzbu
osobnich udaju; bezpecnou
spravu/kontrolu  hesel;  omezeni
pristupu a opravnéni k pfistupu
k osobnim  0dajim; a  systém
kontroly piistupu;

Dovozce 1daji ma zavedeny
bezpecnostni zasady pro
zaméstnance tykajici se uchovavani,
pristupu a prepravy zdznami
obsahujicich osobni idaje mimo jeho
provozni prostory; a

Dovozce udaji bude pravidelné
kontrolovat stav svého zpracovani
osobnich udaji a poskytne svym
zaméstnancum Skoleni o opatfenich,
ktera je tfeba pfi zpracovani osobnich
udaju fadné zvazit.
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Additional requirements. The parties agree to
abide by any additional or higher security
standards that may be set forth by National
Privacy Law. The data importer maintains
and enforces various policies, standards and
processes designed to secure personal data to
which the data importer employees are
provided access.

Dalsi pozadavky. Smluvni strany souhlasi s
tim, ze se budou fidit jakymikoli dal$imi
nebo piisnéj$imi bezpecnostnimi standardy,
které mohou byt stanoveny narodnim
zakonem o ochran¢ osobnich udaju. Dovozce
udajii udrzuje a prosazuje ruzné zasady,
standardy a postupy urcené k zabezpeceni
osobnich daji, k nimZz maji zaméstnanci
dovozce udajt ud€len piistup.
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Attachment E

FORM OF INDEMNITY

From: Pfizer Inc., a Delaware Corporation
with a place of business at 66
Hudson Boulevard East, New York,
NY 10001 (“Pfizer”)

To: _ (the “Principal

Investigator”)
and

Fakultni nemocnice Motol a
Homolka, pracovist¢ MOTOL
(“Institution™)

Re: Clinical Study Protocol [No:
with (“Pfizer

Product”)

1. It is proposed that the Principal
Investigator and Institution should
agree to participate in the above
sponsored study (the “Study”)
involving patients of the Principal
Investigator or Institution to be
conducted by the Principal
Investigator at the Institution in
accordance with the protocol, as
amended from time to time with the

agreement of Pfizer and the Principal

Investigator and the Institution (the
“Protocol”). Patients who are
enrolled onto the Study according to
Protocol criteria for inclusion in the
Study are study subjects
(“Subjects").

Priloha E
PRISLIB ODSKODNENI

Odesilatel: Pfizer Inc, spole¢nost
registrovana ve staté Delaware,
se sidlem na adrese 66 Hudson
Boulevard East, New York, NY
10001 (dale jen ,,spole¢nost
Pfizer)

I (.Hiavni

zkouSejici®)

Ptijemce:

a

Fakultni nemocnice Motol a
Homolka, pracovist¢ MOTOL
(,,Poskytovatel*)

Protokol klinické studie [¢.:
| pro pfipravek
(s»pFipravek

Pfizer*)

1. Hlavni zkousSejici a Poskytovatel
souhlasi s ucasti v klinické studii
vyse zminéného zadavatele
(,»Studie®), ktera bude zahrnovat
pacienty Hlavniho zkousejiciho nebo
Poskytovatele a kterou provede
hlavni zkousejici u Poskytovatele
podle Protokolu, jenz bude ¢as od
Casu aktualizovan na zékladé
Smlouvy mezi spolec¢nosti Pfizer
a Hlavnim zkousejicim a
Poskytovatelem (,,protokol®).
Pacienti zatazeni do studie podle
kritérii protokolu pro zatazeni do
studie jsou studijni subjekty
(,,subjekty®).
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The Institution agrees to participate
by allowing the Study to be
undertaken on its premises utilising
such facilities, personnel, and
equipment as the Principal
Investigator may reasonably need for
the purpose of the Study.

In consideration of such participation 3.

by the Principal Investigator and
Institution, and subject to paragraph
4 below, Pfizer indemnifies and
holds harmless the Principal
Investigator and the Institution their
employees and agents against all
claims and proceedings (to include
any settlements or ex gratia
payments made with the consent of
the parties hereto and reasonable
legal and expert costs and expenses)
made or brought (whether
successfully or otherwise) by or on
behalf of Subjects (or their
dependants) against the Principal
Investigator or the Institution or any
of their employees or agents for
personal injury (including death) to
Subjects arising out of or relating to
the administration of the Study drug
under investigation or any clinical
intervention or procedure provided
for or required by the Protocol to
which the Subjects would not have
been exposed but for their
participation in the Study
(“Research Injury”).

The above indemnity by Pfizer shall
not apply to any such claim
or proceeding:

Poskytovatel souhlasi se svou ucasti
tim, ze umoZzni provadéni Studie ve
svych prostorech a vyuziti téchto
prostor, personalu a vybaveni podle
svych ptfimétenych potieb v ramci
této studie.

S ohledem na takovou ucast
Hlavniho zkousejiciho a
Poskytovatele a v souladu s nize
uvedenym odstavcem 4 spolecnost
Pfizer odskodni a zbavi
odpovédnosti Hlavniho zkouSejiciho
a Poskytovatele a jejich zaméstnance
a zastupce vuci vsem narokiim

a pravnim fizenim (vcetné
jakychkoli urovnani nebo
mimotadnych plnéni provedenych se
souhlasem smluvnich stran této
smlouvy a ptfiméfenych pravnich
poplatkli a ndklada a vydaja za
odborniky) vznesenym nebo
vedenym (at’ jiz uspesné ¢i nikoli)
subjekty (nebo jejich vyzivovanymi
osobami) ¢i v jejich zastoupeni viici
Hlavnimu zkousejicimu nebo
Poskytovateli nebo jakymbkoli jejich
zamestnancim nebo zastupcim

v pripad€ ujmy subjektli (véetné
smrti) nasledkem podani
hodnoceného ptipravku nebo
jakéhokoli klinického zékroku nebo
ukonu, predpokladaného nebo
vyZzadovaného protokolem, jemuz by
subjekty nebyly vystaveny, pokud by
se neucastnily studie, ¢i v souvislosti
s timto podanim, zdkrokem nebo
ukonem (,,(ijma utrpéna pri
vyzkumu*).

Vyse uvedené odskodnéni
spole¢nosti Pfizer se
nevztahuje na zadny néarok
ani fizeni:
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(2)

(b)

(c)

(d)

to the extent that such (a)
Research Injury is caused by

the negligent or wrongful

acts or omissions or breach of

statutory duty of the Principal
Investigator, the Institution,

or either of their employees

or agents;

to the extent that such (b)
Research Injury is caused by

the failure of the Principal

Investigator, Institution, or

their employees or agents to

conduct the Study in

accordance with the Protocol;

unless as soon as reasonably (©)
practicable following receipt
of notice of such claim or
proceeding, Principal
Investigator or Institution or
both shall have notified
Pfizer in writing of it and
shall, upon Pfizer's request,
and at Pfizer's cost, have
permitted Pfizer to have full
care and control of the claim
or proceeding using legal
representation of its own
choosing; and

if the Principal Investigator (d)
or the Institution or their
employees or agents shall
have made any admission in
respect of such claim or
proceeding or taken any
action relating to such claim
or proceeding prejudicial to
the defence of it without the
written consent of Pfizer,
such consent not to be

v rozsahu, ve kterém je
takovd Ujma utrpéna pfi
vyzkumu zptisobena
zanedbanim nebo chybnym
krokem, opomenutim ¢i
porusenim zakonné
povinnosti Hlavniho
zkousejiciho, Poskytovatele
nebo jejich zaméestnanct
nebo zéstupci;

v rozsahu, ve kterém je
takova 1 ijma utrpéna pii
vyzkumu zpusobena tim, ze
Hlavni zkousSejici,
Poskytovatel nebo jejich
zamestnanci nebo zastupci
neprovadéji studii v souladu
s protokolem;

pokud Hlavni zkousSejici nebo
Poskytovatel nebo oba co
mozné nejdiive po obdrzeni
zpravy o existenci takového
naroku ¢i vedeni takového
fizeni pisemn¢ neuvédomili
spolecnost Pfizer o této
skute€nosti a neumoznil
spolecnosti Pfizer na jeji
zéadost a na jeji ndklady, aby
se v uplnosti postarala o
vyftizeni takového néaroku ¢i
fizeni s vyuZzitim pravniho
zastoupeni dle jeji volby;

pokud Hlavni zkousejici nebo
Poskytovatel nebo jejich
zamestnanci nebo zastupci
ucinili jakékoli pfiznani v
souvislosti s takovym
narokem nebo soudnim
fizenim nebo podnikl
jakékoli kroky v souvislosti s
takovym narokem nebo
fizenim, které¢ by
poskozovaly obranu, bez
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unreasonably withheld --
provided that this condition
shall not be treated as
breached by any statement
properly made by the
Principal Investigator or the
Institution or their employees
or agents in connection with
the operation of the
Institution's internal
complaint procedures,
accident reporting
procedures, or disciplinary
procedures or where such
statement is required by law.

Pfizer shall keep the Principal
Investigator and the Institution and
their legal advisers fully informed of
the progress of any such claim or
proceeding, will consult fully with
the Principal Investigator and the
Institution on the nature of any
defence to be advanced and will not
settle any such claim or proceeding
without the written approval of the
Principal Investigator and the
Institution (such approval not to be
unreasonably withheld).

Without prejudice to the provisions
of paragraph 4(c) above, the
Principal Investigator and the
Institution will use their reasonable
endeavours to inform Pfizer
promptly of any circumstances
reasonably thought likely to give rise
to any such claim or proceeding of
which it is directly aware and shall
keep Pfizer reasonably informed of
developments in relation to any such
claim or proceeding even where the
Principal Investigator and the
Institution decides not to make a
claim under this indemnity.

pisemného souhlasu
spole¢nosti Pfizer s tim, ze
takové svoleni nebude
nezdivodnitelné odepieno, za
piedpokladu, Ze tato
podminka nebude
povaZovana za porusenou na
zaklad¢ jakékoli vypovedi
Hlavniho zkousejiciho nebo
Poskytovatele nebo jejich
zaméstnancl nebo zastupct
ucinéné v souvislosti s
internimi stiznostmi, postupy
pfi hlaseni nehod nebo
disciplinarnimi postupy
Poskytovatele, kde zakon
takovou vypoveéd vyzaduje.

Spolecnost Pfizer bude Hlavniho
zkousejiciho a Poskytovatele a jejich
pravniho poradce pln¢ informovat

o postupu v piipade¢ takového naroku
nebo pravniho fizeni, bude s
Hlavnim zkousejicim a
Poskytovatelem v plnosti
konzultovat povahu jakékoli
navrhované obrany a narok ani
pravni fizeni nevypotada bez
pisemného souhlasu Hlavniho
zkousejiciho a Poskytovatele
(ptfiCemz takovy souhlas nesmi byt
neodiivodnéné odpiran).

Aniz by tim byla dotcena ustanoveni
odst. 4(c) vyse, vyvine Hlavni
zkousejici a Poskytovatel pfimétené
usili k tomu, aby spolecnost Pfizer
bezodkladné€ informovali o
jakychkoli okolnostech, o nichz se v
rozumn¢ mife domnivaji, ze by
mohly vést ke vzniku takového
naroku nebo fizeni, a které jsou jim
pfimo znamy, pficemz bude
spolecnost Pfizer v rozumném
rozsahu informovat o vyvoji situace
v souvislosti s jakymkoli takovym
narokem ¢i fizenim, a to i v piipade,
ze se Hlavni zkouSejici a
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Likewise, Pfizer shall use its
reasonable endeavours to inform the
Principal Investigator and the
Institution of any such circumstances
and shall keep them reasonably
informed of developments in relation
to any such claim or proceeding
made or brought against Pfizer
alone.

The Principal Investigator and the
Institution and Pfizer will each give
to the other such help as may
reasonably be required for the
efficient conduct and prompt
handling of any claim or proceeding
by or on behalf of Subjects (or their
dependants).

For the purpose of this indemnity,
the expression “agents” shall be
deemed to include but not be limited
to any nurse or other health
professional providing services to
the Principal Investigator or
Institution under a contract for
services or otherwise and any person
carrying out work for the Principal
Investigator or Institution under such
a contract connected with such of the
Institution's facilities and equipment
as are made available for the Study
under paragraph 2 above.

Pfizer will reimburse the Institution
for the actual costs of reasonable and
necessary medical treatment,
including diagnosis, and
hospitalization, necessary to treat a
Research Injury

Poskytovatel rozhodnou nevznést
narok v rdmci tohoto odSkodnéni.
Stejné tak spolecnost Pfizer vynalozi
pfimétené usili, aby Hlavniho
zkousejiciho a Poskytovatele
informovala o takovychto
okolnostech, a bude Hlavniho
zkousejiciho a Poskytovatele
piiméfené informovat o vyvoji

v souvislosti s takovymto narokem
nebo pravnim fizenim vznesenym ¢i
zahdjenym pouze proti spolecnosti
Pfizer.

Hlavni zkousSejici a Poskytovatel a
spole¢nost Pfizer si navzajem
poskytnou soucinnost, kterd muize
byt vyzadovana pro G¢inné
provedeni a rychlé feseni narokt
nebo fizeni vedenych subjekty ¢i
jejich jménem (nebo jejich
rodinnymi pfislusniky).

Pro ucely tohoto odskodnéni
zahrnuje vyraz ,,zastupci® bez
omezeni veskery oSetiujici a jiny
odborny zdravotnicky personal,
ktery poskytuje své sluzby Hlavnimu
zkousejicimu nebo Poskytovateli na
zéklad¢é smlouvy o poskytovani
sluzeb nebo jinak, a jakoukoli osobu,
ktera pro Hlavniho zkousejiciho
nebo Poskytovatele vykondva praci
na zaklad¢ této Smlouvy u
Poskytovatele a s vyuZzitim
prostiedkli Poskytovatele, které byly
podle odstavce 2 vySe zptistupnény
pro potieby klinického hodnoceni.

Spolecnost Pfizer uhradi
Poskytovateli zdravotnich sluzeb
skutecné naklady na piiméfené a
nezbytné 1écebné vydaje, véetné
diagnostiky, 1écby a hospitalizace,
které jsou nezbytné k 1écbé Gjmy
utrpéné pti vyzkumu.
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Signature and date / Podpis a datum: see the above main signature block
for the Agreement / viz hlavni podpisova strana smlouvy vySe

— INST CSA — Fakultni nemocnice Motol a Homolka, pracovist¢ MOTOL
PI:
Ariba: - site # | G

123





