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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.

Funding. CRO will provide funding to the
Health Services Provider as compensation for
the Health Services Provider’s services and
the use of the Health Services Provider’'s
facilities for the Study as delineated in
Attachment A, Study Budget and Payment
Terms, and subject to the terms specified in
that Attachment. The Health Services
Provider certifies that payments to the Health
Services Provider comply with applicable law
and any applicable policies and procedure of
the Health Services Provider. CRO will
provide funding to the Principal Investigator
as compensation for Principal Investigator’s
Study conduct activities and compensation
for the Study team under the agreement
between CRO and Principal Investigator.
The Health Services Provider hereby consents
to providing the Ethics Committee of the
Health Services Provider and the Ethics
Committee for a multi-center study with this
Agreement in substantiation of the Study
conditions in  accordance  with  the
Pharmaccuticals Law.

The estimated amount of compensation for
all services provided hereunder is the
amount of CZK 298.789.

Investigator  Mectings. If any Study
personnel who are Health Services Provider
cmployees or contractors are required to
attend investigator mectings for this Study,
CRO 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
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pozdgji, absolvuji $koleni GCP spolecnosti

Pfizer pied tim. neZ zaCnou vykonavat
povinnosti  souvisejici se  Studii. U
dlouhodobych  studii  absolvuji  Hlavni

zkousejici a vsichni spoluzkousejici Skoleni
GCP spolec¢nosti Pfizer kazdé tii roky po dobu
trvani Studie nebo i castéji. jestlize dojde
k vyznamnym zménam v pokynech ICH GCP
nebo v materidlech Skoleni.

Financovani. CRO 7zajisti Poskytovateli
zdravotnich sluzeb financoviani a uhradi
Poskytovateli zdravotnich sluzeb odménu za
sluzby poskytnuté v souvislosti se Studii . jak
jsou uvedeny v pfiloze A. Rozpocet Studie a
platebni podminky, a podle podminek
stanovenych v télo pfiloze.Poskytovatel
zdravotnich sluzeb potvrzuje. Ze platby
poskytovateli zdravotnich sluzeb jsou v
souladu s platnymi pravnimi pfedpisy a vSemi
ptislusnymi zdsadami a postupy Poskytovatele
zdravotnich sluZeb. CRO poskytne
financovini Hlavnimu zkouSejicimu a uhradi
Hlavnimu zkouSejicimu odménu za vedeni
Studie a odménu pro studijni tym podle
smlouvy mezi CRO a Hlavnim zkousejicim.
Poskytovatel  zdravotnich  sluzeb timto
souhlasi s poskytnutim této smlouvy mistni
etické komisi a etické komisi pro
multicentrickd ~ hodnoceni  za  Gcelem
opodstatnéni podminek Studie v souladu se
zdkonem o lé¢ivech.

Predpokladana vySe odmény za vSechny
sluzby poskytnuté dle této smlouvy d¢ini
castku 298 789 K¢.

Schuzkv  zkouSejicich. Pokud je od
pracovniki podilejicich se na Studii, ktefi jsou
zaméstnanci nebo dodavatelé Poskytovatele
zdravotnich sluzeb, vyzZzadovana ucéast na
schuzkach zkousejicich zapojenych do této
Studie, CRO zaridi a ptimo uhradi dopravu a
ubytovdni a pokryje piiméfené ndklady na
stravovani v souvislosti s témito schizkami,
nebude vSak za takovou ucast poskytovat
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Health Services Provider is
authorisc  the attendance of Principal
Investigator at such mecetings, then this
authorisation shall not be unrcasonably
withheld or delayed. whereas the attendance of
Principal Investigator or the Study team
members must not disrupt normal operation of

the Health Services Provider.

required to

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 Health Services
Provider and the Principal Investigator, but
will clearly differentiate between payments or
other transfers of value to legal persons and
those made to individuals.

Protocol. The Health Services Provider will
perform Study-related activities in accordance
with the Protocol, including, but not limited
to. adverse event reporting.

Amendments. The Health Services Provider
agrees that the Protocol may be modified only
by a written amendment, approved by Plizer,
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 CRO and/or 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
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odménu.  Pokud Poskytovatel zdravotnich
sluzeb musi schvalit uacast Hlavniho
zkouscjiciho na téchto schiizkach. nebude toto
schvdleni nepfiméfenym zpisobem odmitano
nebo odkladdno, pricemz ucasti Hlavniho
zkousejictho nebo ¢leni studijniho teamu
nesmi byt narusen bézny chod Poskytovatele
zdravotnich sluzeb.

Zveieinéni informaci spolecnosti Pfizer. V
zajmu transparence svych finan¢nich vztaht
se zkouSejicimi a studijnimi pracovisti, nebo
z divodu zajisténi dodrzovani pfislusnych
mistnich pravnich predpis, mize spole¢nost
Pfizer zvefejnit finan¢ni odménu. kterou podle
této Smlouvy poskytuje. Takové zvetejnéni
spole¢nosti Pfizer muze identifikovat jak
Poskytovatele zdravotnich sluzeb. tak i
Hlavniho zkou3ejictho, ale bude zfetclné
rozliSovat mezi platbami a jinymi prevody
hodnot, jez jsou poukizany pravnickym
osobdm, a témi, jeZ jsou poukizany
jednotliveim.

Protokol. Poskytovatel zdravotnich sluzeb
bude provadét &innosti souvisejici se Studif
vsouladu s Protokolem, vetné hlaseni
nezadoucich ptihod.

Dodatky.  Poskytovatel zdravotnich sluzeb
souhlasi stim, Ze Protokol lze upravovat
pouze pisemnym dodatkem schvalenym
spole¢nosti  Pfizer, Hlavnim zkousejicim,
odpovédnou etickou komisi a SUKL (dile jen
~dodatek*’), s vyjimkou naléhavych zmén
nezbytnych z divodu ochrany bezpeénosti
subjekti Studie (definovanych v ¢lanku 4,
Zatazeni subjektll) tak. jak jsou popsany v
Protokolu.  Je-li nezbytné odchylit se od
Protokolu z naléhavych diivodi tykajicich sc
bezpednosti  subjekti  Studie, které prave
podstupuji  1é¢bu. uvédomi o tom Hlavni
zkousejici CRO a/nebo spolecnost Pfizer a
odpovédnou etickou komisi a SUKL (pokud je
lo vyZadovino) co mozZna nejdfive, avSak ne
pozdéji nez jeden pracovni den po provedeni
zmény. Zadna takovd zména provedend pro
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currcntly under trcatment will be applicd 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.

| CON,

bezpecnost  subjektd  studie, které praveé
podstupuji 1é¢bu, se nebude vztahovat na
Zadné budouci subjekty Studie, pokud nebude
schvdlena spolecnosti Pfizer a odpovédnou
ctickou komisi a SUKL (pokud je to
vyZadovéno) a doloZena jako piscmny dodatek
k Protokolu.

3.2 No Additional Research. No additional Zadnv dodateény vyzkum. Na subjektech
research may be conducted on Study Subjects Studie (definovanych v ¢lanku 4, Zarazeni
(as defined in Section 4. Subject Enrollment) subjektil) nebo na biologickych vzorcich
during the conduct of the Study or on odcbranych v prub¢hu Studic nesmi byt
biological samples collected during the v pribéhu Studie provadén Zadny dodatecny
conduct of the Studyunless it is approved by vyzkum, pokud to neni schvdleno spole¢nosti
Pfizer and documented as an Amendment to Pfizer a zdokumentovano dodatkem protokolu
the Protocol or made subject to mutually nebo wucinéno za vzdjemné piijatclnych
agrceable terms otherwise documented by the podminek zaznamenanych stranami jinym
parties; as well as subject to Study Subject’s zpusobem: jakoZ i se souhlasem subjektu
consent. hodnoceni.

4, Subiect Enrollment. The Health Services Zatazeni subickti. Poskytovatel zdravotnich
Provider has agreed through Principal sluzeb souhlasi stim, Ze v pribéhu doby
Investigator to enroll qualified Study stanovené spole¢nosti Pfizer  zafadi
participants  during the Pfizer-specified prosticdnictvim Hlavnitho zkouscjictho do
enrollment period. unless CRO, upon Pfizer's Studie zpusobilé ucastniky Studie, ledaZe
prior instructions, modifies the enrollment CRO na zakladé¢ piredchozich pokynu
period by written notice. A qualified spole¢nosti Pfizer nezméni obdobi zafazovani
participant is one who meets all Protocol pisemnym ozndmenim. Zpusobily Géastnik je
criteria for inclusion in the Study (“Study osoba. ktera spliiuje viechna kritéria Protokolu
Subject™). pro zafazeni do Studie (dile ien ,.Subjekt
It is expected thatapproximately 3Study Studie™).

Subjects will be enrolled in the Study at the Piedpoklada se, Ze u Poskytovatele
Health Services Provider. zdravotnich sluZzeb bude do Studie zatazeny
ptiblizné 3Subjekty hodnoceni.

4.1 Multi-Center Studies. CRO. upon Pfizer’s Multicentrické studie. CRO muze na zdkladé
prior instructions, may cnd Study Subject pfedchozich  pokyni  spole€nosti  Pfizer
enrollment early if the total enrollment predcasné ukon¢it zafazovani Subjekti Studie.
needed for a multi-center study has been jestlize bylo dosaZeno =zatazeni celkového
achieved before the end of the cnrollment poctu Subjekti poticbného pro
period for this Study. multicentrickou  Studit  pfed  koncem

zatazovaciho obdobi pro tuto Studii.

5. Study Conduct Provadéni Studie

5.1 Charging Studv _ Subjects. The Health Ugtovani  poplatkii  Subjcktim _ Studic.
Services Provider will not charge a Study Poskytovatel zdravotnich sluZeb nebude
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12.1

P—

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

Study Records. The Health Services Provider,
on 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 15 ycars after termination of the
Study(**Retention Period™). Health Services
Provider agrees to permit Pfizer to ensure that
the Study Records are retained for a longer
period if necessary, at Pfizer expense. under
an  arrangement  that  protects  the
confidentiality of the records (e.g., secure off-
site storage).

Monitoring, Inspections. and Audits

Monitoring. CRO intends to monitor Study
conduct.  Pfizer, or an external service
provider acting on its behalf, has the right. but
not the obligation, to co-monitor the Study.
Upon reasonable notice made at least 3 days
in advance, without disrupting normal
operations of the Health Services Provider, and
during regular business hours, the Health
Services Provider will permit CRO or Pfizer
representatives access to any Health Services
Provider premises. facilities, Study Records,
sub-investigators, and rescarch staff as
required to monitor Study conduct. CRO or
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 the Health Services
Providerand may inform Study Subjects of
such findings as appropriate.

Dual Contracting - Institution (Czech Republic)
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c. Vliastnictvi. Spole¢nost Pfizer je
vyluénym vlastnikem viech
Biologickych vzorkt a Udaji z analyzy
Biologickych vzorku.

Studiini zdznamy. Poskytovatel zdravotnich
sluZecb bude pro potieby  Hlavniho
zkousejiciho a své vlastni potfeby uchovavat
Studijni zdznamy kaZzd¢ho subjektu Studie,
které zahrnuji kopie vSech Studijnich daja.
jakoz i prislu$né zdrojové dokumenty
Hlavniho zkouScjiciho (spolecné dile jen
.zaznamy o studii®), za skladovacich
podminek zajiStujicich jejich zachovéni a
ochranu po dobu 15 let po ukon¢eni Studie
(dale jen *“doba archivace™). Poskytovatel
zdravotnich sluzeb sc zavazuje, Ze spole¢nosti
Pfizer umozni zajistit, aby Studijni zaznamy
byly uchovaviny déle. pokud to bude nutné, a
to na naklady spole¢nosti Pfizer a na zakladé
ujednéni, které ochrani davérnost zaznamu
(napf. bezpe¢né uchovavani mimo prostory
pracovisté).

Monitorovini. inspekce a audity

Monitorovani. CRO méa vumyslu
monitorovat provadéni studie.  Spole¢nost
Pfizer nebo externi poskytovatel sluzeb

jednajici jejim jménem ma pravo, avSak nikoli
povinnost, se na monitorovani studic
spolupodilet. Po pfiméfeném ozndmeni. které
vSak musi byt u¢inéno alespon 3 dny pfedem.a
aniZ by to narusilo bézny chod Poskytovatcle
zdravotnich  sluzeb. povoli Poskytovatel
zdravotnich sluzeb zastupcim CRO nebo
spoleCnosti Pfizer bthem b&ézné pracovni doby
pristup do prostor, zafizeni, ke Studijnim
zaznamim, a ke zkousejicim a vyzkumnym
pracovnikim  Poskytovatele  zdravotnich
sluzeb tak, jak to vyzaduje monitorovani
provadéni studie... CRO nebo spole¢nost
Pfizer bude neprodlené informovat Hlavniho
zkousejiciho o vsech nalezech monitorovani,
které by mohly ovlivnit bezpe¢nost subjektt
Studic nebo provadéni Studie. Hlavni
zkousejici souhlasi. Ze bude tyto informace
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may also audit Study Records during or after provadét audit Studijnich zaznamG béhem
the Study as part of its monitoring of Study Studie nebo po jejim dokonéeni jako souéast
conduct. monitorovani provadéni Studie.

a. Notification. The Health Services
Provider will notify CRO. or confirm
that Principal Investigator has done
o, as soon as rcasonably possible if
the site is inspected or if thc Health
Services Provider 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 or CRO will
have the right to be present during.
and participate in, any such
inspection. audit, investigation, or
regulatory action.

¢. Cooperation. The Health Services
Provider  will  cooperatc  with
regulatory authority and CRO or
Pfizer representatives and Principal
Investigator in any such inspections
and audits. The Hecalth Services
Provider will also cooperate with
Principal Investigator in ensuring that
Study Records are maintained in a
way that facilitates such activities.

d. Resolution of Discrepancies. The
Health  Services Provider will
cooperate with Principal Investigator
in the prompt resolution of any
discrepancies that arc identified
between the Study Data and the
Study Subject’s medical records.

e. Inspection Findings and
Responses. The Health  Services
Provider will promptly forward to
CRO and Pfizer, or confirm that
Principal lnvestigator has done so,

a. Oznameni. Poskytovatel
zdravotnich sluzeb bude informovat
CRO co mozna nejdiive, ncbo
potvrdi, Ze tak wucinil Hlavni
zkousejici, pokud kontrolni ufad
provede inspekci pracovisté
v souvislosti se Studii nebo pokud se
Poskytovatel  zdravotnich  sluzeb
dozvi, Ze je takovéito inspeckce
naplanovana.

b. Privo byt pfitomen. Neni-li to
zakaziano zdkonem. bude mit CRO
nebo spoleCnost Pfizer pravo byt
pfitomna a ucastnit se kazdé takové
inspekce, auditu, Setfeni nebo
kontrolni ¢innosti.

¢. Spoluprice. Poskytovatel
zdravotnich sluzeb bude

spolupracovat s kontrolnim ufadem.
CRO nebo zastupci spoleénosti Pfizer
a  sHlavnim  zkouSejicim  pii
provadéni  inspekci a  auditd.
Poskytovatel zdravotnich sluzeb také
ve spolupraci s Hlavnim zkousejicim
zajisti, aby Studijni zaznamy byly
vedeny zpisobem. ktery takovéto
¢innosti usnadnuje.

d. Reseni nesrovnalosti. Poskytovatel
zdravotnich sluZeb bude ve spoluprici
s Hlavnim zkouSejicim bezodkladné
fesit jakékoli zjisténé nesrovnalosti
mezi Studijnimi ddaji a zdravotnimi
zaznamy subjektu Studie.

e. Nilezy inspekce a _odpovédi.
Poskytovatel ~ zdravotnich  sluzeb

bezodkladné pieda CRO a spolec¢nosti
Pfizer kopie veSkerych ndlezi
inspekce, které obdrzi od kontrolniho

Dual Contracting — Institution (Czech Republic)
B7981007_9002/0516_1061 bip. INST CSA
Page 23 of 86

June 2017 based on template version: April 2017



——
| [I .CON;

may also audit Study Records during or after provadét audit Studijnich zaznamii bchem
the Study as part of its monitoring of Study Studie nebo po jejim dokonéeni jako soudast
conduct. monitorovani provadéni Studie.

a. Notification. The Health Serviccs
Provider will notify CRO, or confirm
that Principal Investigator has done
so0, as soon as reasonably possible if
the site is inspected or if the Health
Services Provider 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 or CRO will
have the right to be present during,
and participate  in. any such
inspection, audit. investigation, or
regulatory action.

c. Cooperation. The Health Services
Provider ~ will  cooperate  with
regulatory authority and CRO or
Pfizer representatives and Principal
Investigator in any such inspections
and audits. The Health Services
Provider will also cooperate with
Principal Investigator in ensuring that
Study Records are maintained in a
way that facilitates such activities.

d. Resolution of Discrepancies. The
Health  Services Provider  will
cooperate with Principal Investigator
in thc prompt resolution of any
discrepancies that are identified
between the Study Data and the
Study Subject’s medical records.

c. Inspection Findings and
Responses. The Health Services
Provider will promptly forward to
CRO and Pfizer, or confirm that
Principal Investigator has done so,

a. Oznameni. Poskytovatel
zdravotnich sluzeb bude informovat
CRO co mozna nejdfive. nebo
potvrdi, Ze tak uéinil Hlavni
zkousejici, pokud Kkontrolni (Fad
provede inspekci pracovi$té
v souvislosti se Studii nebo pokud se
Poskytovatel  zdravotnich  sluzeb
dozvi, zc jc takovito inspekce
naplanovana.

b. Prdvo bvt pfitomen. Neni-li to
zakdzdno zakonem. bude mit CRO
ncbo spoleénost Pfizer privo byt
pfitomna a GCastnit sc kaidé takové
inspekce,  auditu, $etfeni  ncbo
kontrolni ¢innosti.

c. Spoluprace. Poskytovatel
zdravotnich sluzeb bude
spolupracovat s kontrolnim ufadem,
CRO nebo zastupci spole¢nosti Pfizer
a sHlavnim  zkouSejicim  pfi
provadéni  inspekci a  auditd.
Poskytovatel zdravotnich sluZeb také
ve spoluprici s Hlavnim zkousejicim
zajisti, aby Studijni zdznamy byly
vedeny zplsobem. ktery takovéto
¢innosti usnadriuje.

d. Reseni nesrovnalosti. Poskytovatel
zdravotnich sluzeb bude ve spolupraci
s Hlavnim zkouScjicim bezodkladné
fesit jakékoli zjidténé nesrovnalosti
mezi Studijnimi daji a zdravotnimi
zaznamy subjektt Studie.

e. Nalezv _inspekce _a _odpovédi.
Poskytovatel  zdravotnich  sluzeb
bezodkladné preda CRO a spoleénosti
Pfizer kopie veSkerych nalezl
inspekce, které obdrzi od kontrolniho
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Commercial Bribery

Bribery and corruption can also occur in non-

Government, business to business
relationships. Most countries have laws which
prohibit offering, promising, giving,

requesting. recciving. accepling. or agreeing to
accepl money or anything of value in exchange
for an improper business advantage. Examples
of prohibited conduct could include. but arc 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.

| CON,

spolecnosti Pfizer predtim. neZ ucini
jakékoli dalsi kroky.

Upldceni v komercni sféfe
K upliceni a korupci mize dochazet i ve

vztazich mezi dvéma podniky, kde neni
pfitomen vladni prvek. Ve vétSiné stdtd

existuji  zdkony  zakazujici  nabizeni.
slibovani, poskytovani, pozadovani.
pfijimani nebo souhlas s pfijimanim

jakychkoli finan¢nich ¢astek nebo jinych
hodnotnych véci vyménou za poskytnuti
nepatfiéné obchodni vyhody. Mezi piiklady
zakazaného  jedndni  patfi  zejména
poskytovani luxusnich darii nebo pohosténi.
aplatki nebo investicnich pfilezitosti za
acelem nepatfiéné motivace k nakupu zboZzi
nebo sluZeb. Spolupracovnici spolecnosti
Pfizer nesmi nabizet. poskytovat, pozadovat
nebo piijimat Uplatky a o¢ekdvame od svych
obchodnich partneru. jakoZz i od osob
jednajicich jejich jménem v souvislosti s
praci pro spole¢nost Pfizer. Ze se budou fidit
stejnymi zdsadami.

Protiuplatkarské a protikorupcni zasady
upravujici vztahy se soukromymi
osobami a spolupracovniky spolcénosti
Phizer

Obchodni partnefi jsou povinni sdélovat a
dodrzovat nasledujici zdsady tykajici se
jejich vztahti se soukromymi osobami a
spolupracovniky spole¢nosti Pfizer:

C Obchodni partnefi a osoby jednajici
jejich jménem v souvislosti s praci
pro spole¢nost Pfizer nesmi pfimo
ani nepfimo vyplacet, slibovat nebo
schvalovat vyplaceni jakychkoli
korupénich ¢astek ncbo poskytnuti
¢chokoli hodnotného kterékoli osobé
za ucelem ovlivnit ji, aby poskytla
spolecnosti ~ Pfizer  nepatfi¢nou
obchodni vyhodu.
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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 value are only permitted if they
are received on an infrequent basis and
only at appropriatc  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
corporate.compliance@pfizer.com or by phone
at 1-212-733-3026.
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. Obchodni partneti a osoby jednajici
jejich jménem v souvislosti s praci
pro spole¢nost Pfizer nesmi pfimo
ani nepfimo pozadovat, souhlasit s
pfijetim nebo pfijimat jakékoli
finan¢ni ¢astky nebo jiné hodnotné
véci jako nepfipustnou motivaci v
souvislosti s jejich obchodni ¢innosti
provadénou pro spole¢nost Pfizer.

. Spolupracovnici spole¢nosti Pfizer
nesmi od obchodnich partneri a
osob jednajicich jejich jménem v
souvislosti s praci pro spoleénost
Pfizer pfijimat Zadné dary. sluzby,
pozornosti, poho$téni nebo jiné
pftedméty s vyssi nez symbolickou
nebo nominalni penéZitou hodnotou.
Dary s nomindlni hodnotou jsou
navic povoleny jen v piipadé. zZe
nejsou poskytovany c¢asto a jsou
poskytovany pouze pfi vhodnych
ptilezitostech pro davani darkua.

Hldseni podezFeni na poruseni zdsad nebo
skutecného poruSeni zdsad

Od obchodnich partnera a osob jednajicich
jejich jménem v souvislosti s praci pro
spole¢nost Pfizer se oekava. Ze nahlasi své
pfipadn¢ obavy ve vztahu k moznému
poruseni téchto mezinarodnich
protiuplatkaiskych a protikorupénich zasad
nebo platnych zakoni. Tato hlaseni mohou
byt adresovana hlavni kontaktni osobé
obchodniho partnera ve spole¢nosti Pfizer
nebo, pokud to pfisluSny obchodni partner
upfednostiiuje, skupin¢ spole¢nosti Pfizer
pro dodrZovani ptedpisi e-mailem na adrcsu
corporate.compliance@pfizer.com nebo
telefonicky na ¢islo 00-1-212-733-3026.
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Attachment E
PROMISE OF INDEMNITY

From:

Pfizer Inc. a Delaware Corporation with a
place of business at 235 East 42nd Street. New
York, NY 10017-5755 . company registration
number: 13-5315170 (*“Pfizer”)

To:

Fakultni nemocnice v Motole,

a State Contributory Organization, with a place
of business at V Uvalu 84, 150 06 Praha S,
Ceska republika, ID No: 00064203, VAT No:
C7.00064203

Represented byis ans it WA ot T .;-'x*

priistDirector (¢ Health Senu.es Provider” )

Re: Promise of Indemnity in connection
with performing Clinical Trial under the
Clinical Study Protocol No: B7981007 with
PF-06651600 a PF-06700841 (“Pfizer
Product”), which shall be performed based on
the Clinical Trial Agreement that the Health
Services Provider shall conclude with ICON
Clinical Research Limited. VAT number: IE
8201978R, with a place of business at South
County Business Park, Leopardstown, Dublin
18, Ireland (*CRO™).

It is proposed that the Health Services Provider
should agree to participate in the above
sponsored study (the “Study™) involving
patients of the Health Services Provider to be
conducted by the Principal Investigatc
“Principal Investigator™) at
the Health Services Provider in accordance
with the protocol. as amended occasionally
with the agreement of Pfizer and the Principal
Investigator (the “Protocol™). Patients who are
cnrolled onto the Study according to Protocol
criteria for inclusion in the Study are study
subjects  (“Subjects"). The Principal
Investigator shall obtain all necessary
approvals of the applicable Research Ethics

Institution (Czech Republic)
INST CSA
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PrilohaE
SLIB ODSKODNENI

Odesilatel:

Pfizer Inc., korporace registrovana ve staté
Delaware. se sidlem na adrese 235 East 42nd
Street. New York, NY 10017-5755. IC: 13-
5315170 (.spolecnost Pfizer™)

Adresat:

Fakultni nemocnice v Motole, statni
prispévkova irganizace, se sidlem V Uvalu 84,
150 06 Praha 5, Ceska republika, IC:
00064203, DIC: 700064203

Z dblolgpcn D AR AT R e A L _L,m zfi"”’ ST

;#1{6 e feditelem (. Poskylovalel zdravotmch
sluzég‘)

Véc: Slib  odskodnéni v souvislosti s
provedenim  klinického  hodnoceni  dle
Protokolu klinické studie ¢: B7981007 pro
piipravek PF-06651600 a PF-06700841
(.pFipravek Pfizer"), kicré bude provedeno na
zakladé Smlouvy o klinickém hodnoceni,
kterou Poskytovatel zdtavotnich sluzeb uzavie
se spolecnosti ICON Clinical Research
Limited, DIC: IE 8201978R, se sidlem South
County Business Park, l.copardstown, Dublin
18. Irsko (dale jen (“CRO™).

Navrhuje se, aby Poskytovatel zdravotnich
sluzeb souhlasil s G&asti v klinické studii vyse
zminéného zadavatele (,.studie™). ktera bude
zahrnovat pacienty Poskytovatele zdravotnich
sluteh a kterou nrovede hlavni zkouscjici

hlavni zkousejici*)
v prostorach Poskytovatele zdravotnich sluzeb

podle protokolu, jenz bude ptileZitostné
aktualizovan na zdkladé dohody mezi
spole¢nosti Pfizer ahlavnim zkouSejicim

(.,protokol™). Pacienti zafazeni do studie podle
kritérii protokolu pro zafazeni do studie jsou
subjekty studie (,.subjekty™). Hlavni zkousSejici
ziska veskera nutna schvaleni pfislusné etické
komise pro vyzkum a vyfesi s Poskytovatelem
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Committee and shall resolve with the Health
Services Provider any issues of a revenue
nature.

The Health Services Provider 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 by the
Health Services Provider, and subject to
paragraph 4 below, Pfizer indemnifies and
holds harmless the Health Services Provider
and its ecmployees and agents against all claims
and proceedings (to include any scttlements 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 close persons)
against the Health Services Provider or any of
its 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 (“Rescarch Injury™).

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

(a) to the extent that such Research Injury
1s caused by the negligent or wrongful acts or
omissions or breach of statutory duty of the
Health Services Provider, or either of their
employees or agents;

|| CON,

zdravotnich sluzeb veskeré zalezitosti finanéni
povahy.

Poskytovatel zdravotnich sluzeb souhlasi se
svou ucasti tim, Ze dovoli provadéni studie ve
svych prostorach a vyuziti téchto prostor,
personalu a vybaveni podle pfiméfenych potieb
hlavniho zkou$ejiciho v ramci této studie.

S ohledem na ucast Poskytovatele zdravotnich
sluzeb a v souladu S nize uvedenym
odstavcem 4  spole¢nost Pfizer odskodni
a zbavi odpovédnosti Poskytovatele
zdravotnich  sluzeb ajeho  zaméstnance
a zastupce, véetné hlavniho zkousejiciho, vici
vSem narokim apravnim fizenim (vletné

jakychkoli urovnani nebo mimoiadnych plnéni

provedenych se souhlasem smluvnich stran této
smlouvy a pfiméfenych pravnich poplatku
a nakladu a vydajti za odborniky) vznesenym
nebo vedenym (at’ jiz uspésné ¢&i nikoli)
subjekty (nebo jejich osobami blizkymi) ¢&i
vjejich  zastoupeni v(¢i  Poskytovateli
zdravotnich sluzeb nebo jakymkoli jeho
zaméstnancim nebo zastupcim v pripadé ujmy
subjekti (vcetné smrti) nasledkem podani

hodnoceného ptipravku nebo  jakéhokoli
klinického zakroku nebo postupu,
ptedpokladaného nebo vyzadovaného
protokolem, jemuz by subjekty nebyly

vystaveny, pokud by se¢ ncucastnily studie, ¢i
v souvislosti s timto podanim, ziakrokem nebo
postupem (,.zranéni utrpéné pfi vyzkumu™).

Vyse zminéné od¥kodnéni spole¢nosti Pfizer se
ncbude vztahovat na jakykoli narok nebo
pravni fizeni:

(a) v rozsahu, ve kterém je takové zranéni
utrpéné pii vyzkumu zpisobeno nedbalosti
ncbo nespravnym konanim nebo opomenutim
nebo  poruSenim  zakonné povinnosti
Poskytovatele  zdravotnich  sluzeb, jeho
zaméstnanct nebo zastupc;

Dual Contracting — Institution (Czech Republic)
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5.

(b) to the extent that such Research Injury
is caused by the failure of the [lealth Services
Provider, or its employees or agents to conduct
the Study in accordance with the Protocol;

(c) unless as soon as reasonably practicable
following receipt of notice of such claim or
proceeding, the Health Services Provider shall
have notified CRO or Pfizer in writing of it and
shall, upon Pfizer's request, and at Pfizer's cost,
have permitted Pfizer in full cooperation with
Health Scrvices Provider to have full care r of
the claim or proceceding using legal
representation of its own choosing; and

(d) if the Health Services Provider or their
employees or agents shall have made any
admission in respect of any 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 unreasonably withheld --
provided that this condition shall not be treated
as breached by any statement properly made by
the Health Services Provider or their
employees or agents in connection with the
operation of the Health Services Provider's
internal  complaint  procedures, accident
rcporting procedures, or  disciplinary
procedures or where such statement is required
by law.

Pfizer shall keep the Health Services Provider
and their legal advisers fully informed of the
progress of any such claim or proceeding, will
consult fully with the Health Services Provider
on the nature of any defence to be advanced
and will not settle any such claim or
proceeding without the written approval of the
Health Services Provider (such approval not to

Dual Contracting — Institution (Czech Republic)
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(b) v rozsahu, ve kterém je takové zranéni
utrpéné pii vyzkumu zpisobeno tim, Ze
Poskytovatel  zdravotnich  sluzeb, jeho
zaméstnanci nebo zastupci neprovadéji studii
v souladu s protokolem;

(c) pokud Poskytovatel zdravotnich sluzeb
ihned, jakmile to bude proveditelné. po zjiSténi
takového naroku nebo pravniho fizeni na tuto
skute¢nost pisemné neupozomi CRO nebo
spole¢nost Pfizer a neumozni na Zzadost v
rozsahu, ktery umoziuji platné zakony a na
naklady spole¢nosti Pfizer takovy narok nebo
pravni Fizeni v plném rozsahu a za plné
spoluprace Poskytovatele zdravotnich sluzeb
fesit skrze pravni zastupce podle jejich vybéru;
a

(d) pokud Poskytovatel zdravotnich
sluzeb. jeho zaméstnanci nebo zastupci ve
vztahu k takovému naroku nebo pravnimu
fizeni uznali jakykoliv narok nebo podnikli
jakoukoli ¢innost v souvislosti s takovym
narokem nebo pravnim fizenim. kterd by byla
na ujmu obhajobé, bez pisemného souhlasu
spole¢nosti Pfizer, pticemz takovy souhlas
nesmi byt neodivodnéné odpiran  --
s ptedpokladem. Ze tato podminka nebude
povaovana za porusenou jakymkoli fadnym
prohlasenim Poskytovatele zdravotnich sluzeb,
jeho zaméstnanci nebo zdstupcl v souvislosti
s internimi postupy Poskytovatele zdravotnich
sluzeb pro vyfizovani stiZznosti. postupy pro
hlaseni nehod nebo disciplindmimi postupy
nebo v ptipadech, kdy je takové prohlaseni
vyZadovéno podle zakona.

Spole¢nost Pfizer je povinna plné informovat
Poskytovatele zdravotnich sluzeb a jeho pravni
poradce o postupu v pfipadé takového naroku
nebo pravniho fizeni, bude s Poskytovatelem
zdravotnich  sluzeb v uplnosti konzultovat
povahu jakékoli navrhované obhajoby a narok
ani pravni fizeni ncvypofada bez pisemného
souhlasu Poskytovatele zdravotnich sluzeb
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be unreasonably withheld).

Without prejudice to the provisions of
paragraph 4(c) above, the Health Services
Provider will use their reasonable endeavours
to inform CRO or 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 CRO or Pfizer
reasonably informed of developments in
relation to any such claim or proceeding even
where the Health Services Provider decide not
to make a claim wunder this indemnity.
Likewise, Pfizer shall use its reasonable
endeavours to inform the Ilealth Secrvices
Provider of any such circumstances and shall
keep them  reasonably informed of
developments in relation to any such claim or
procceding made or brought against Pfizer
alone.

The Health Serviees Provider 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
close persons).

For the purpose of this indemnity, the
expression “agents™ shall be deemed to include
by not be limited to any nursc or other health
professional providing services to the Health
Services Provider under a contract for services
or otherwise and any person carrying out work
for the Health Services Provider under such a
contract connected with such of the Health
Services Provider's facilities and equipment as
arc made available for the Study under
paragraph 2 above.

This Promise of Indemnity is governed by laws

Dual Contracting — Institution (Czech Republic)
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(pficemz  takovy souhlas nesmi byt

neodlivodnéné odpiran).

Aniz by byla poru$ena ustanoveni odstavce
4(c) vySe, Poskytovatel zdravotnich sluzeb
vyvnalozi pfiméfené usili, aby CRO nebo
spole¢nost Pfizer neprodlené informoval
o jakychkoli okolnostech, o nichZ lze rozumné
predpoklédat. ze mohou takovy narok nebo
pravni Fizeni zplsobit, akterych si je
Poskytovatel zdravotnich sluzeb ptimo védom.
abude CRO aspolecnost Pfizer pfimérené
informovat o vyvoji v souvislosti s takovym
narokem nebo pravnim fizenim. ato i
v ptipadé, Z¢ se Poskytovatel zdravotnich
sluzeb rozhodne nenarokovat si odskodnéni
podle tohoto dokumentu. Stejné tak spole¢nost
Pfizer vynalozi pfiméfené usili, aby
Poskytovatelc zdravotnich sluzeb informovala
o takovychto okolnostech, a bude
Poskytovatele zdravotnich sluZzeb pfriméfené
informovat o vyvoji v souvislosti s takovymto
narokem ncbo pravnim fizenim vznesenym ¢i
zahdjenym pouze proti spole¢nosti Pfizer.

Poskytovatel zdravotnich sluzeb a spoleénost
Pfizer si navzajem poskytnou souc¢innost, ktera
muzZe byt v pfimétené mife vyzadovana pro
efektivni jednani arychlé teSeni jakéhokoli
naroku nebo pravniho fizeni vedeného subjckty
¢i vjejich zastoupeni (nebo jejich osobami
blizkymi).

Pro ucely tohoto od3kodnéni zahrmuje pojem
»Zastupei mimo jiné veskery osetfujici a jiny
odborny zdravotnicky personél poskytujici své
sluzby  Poskytovateli  zdravotnich  sluzeb
vramci smlouvy o poskytovani sluzeb nebo
jinak ajakékoli osoby provadegjici v ramci
takové smlouvy praci pro Poskytovatele
zdravotnich sluzeb v prostorach as vyuZitim
prostredkli Poskytovatele zdravotnich sluzeb
zptistupnénych pro provadéni studie podle
odstavce 2 vySe.

I'ento slib od$kodnéni se Hdi pravnim fadem
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of the Czech Republic. Any disputes arrising
from this Promise and in connection with it
shall be resolved by competent courts of the
Czech Republic holding material and local
competence.

This Promise is set forth in both Czech and
English. In the event of conflict between the
two language versions, the Czech version will
prevail.
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Title / Funkce

Date:/ Datum: 5 m/)ﬂc H D0/ ?
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Ceské republiky. V ptipadé vzniku sporu
vyplyvajiciho z tohoto slibu a s timto slibem
souvisejici se budou fedit u vécné a mistné
prisluiného soudu v Ceské republice.

Tento slib je vyhotoven v Ceském a anglickém
jazyce. V pfipadé rozporu jazykovych verzi je
Ceska verze prevazujici.
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Attachemnt F Priloha F

STANDARD CLAUSE STANDARDNI SMLUVNi DOLOZKA

EUROPEAN COMMISSION

DIRECTORATE-GENERAL JUSTICE
- Directorate C: Fundamental nghts and Union citizenship
Unit C.3: Data protection

Commission Decision C(2004)5721

Rozhodnuti Komise C(2004)5721

SET Il SOUBOR 11
Standard contractual clauses for the transfer Standardni smluvni doloZky pro predavani
of personal data from the Community to third  osobnich udaju ze Spolecenstvi do tfetich zemi
countries (controller to controller transfers) (pFedavani spravce spravci)
Data transfer agreement Dohoda o predani udaji
Between Mezi

Fakultni nemocnice v Motole. a public benelit Fakultni nemocnici v Motole, statni prispévkovou
corporation, with a place of business at V Uvalu organizaci, se sidlem na adrese

84, 150 06 Praha 5, Czech Republic, Company V Uvalu 84, 150 06 Praha 5, Ceska republika

ID: 000 64 203, VAT No. CZ 000 64 203 IC: 000 64 203, DIC: CZ 000 64 203

Represented by St el ales Zasloupenov_-a,"z?{,ﬁ*i* RN R T AL 1
E}ﬁéﬁf;},’Managmg Director IR

Freditelem
(hereinafter “*data exporter™) (dale jen ,vyvozce udaju’)

and a

Pfizer Inc, a Delawarc Corporation with a place Pfizer Inc., korporace registrovand ve staté
of business at 235 East 42nd Street. New York, Delaware, se sidlem na adrese 235 East 42nd Street.
NY 10017-5755. company registration number: New York, NY 10017-5755,1C: 13-5315170

13-5315170

(hereinafter “data importer™) (dale jen .dovozce Udaji*)

each a “party™ together “the parties™. kazdy jednotlivé ,strana‘. spole&né .strany".
Dual Contracting — Institution (Czech Republic) June 2017 based on template version: April 2017
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pefinitions
For the purposcs of the clauses:

(a) | “personal data”, “special categories of
data/sensitive  data”,  “‘process/processing”,
“controller”, “processor”, "“data subject” and
“supervisory authority/authority” shall have the
same meaning as in Directive 95/46/EC of 24
October 1995 (whereby “the authority” shall
mean the competent data protection authority in
the territory in which the data exporter is
established);

(b) | “the data exporter” shall mean the controller
who transfers the personal data;

(c) | “the data importer™ shall mean the controller
who agrces to receive from the data exporter
personal data for further processing in
accordance with the terms of these clauses and
who is not subject to a third country’s system
ensuring adequatc protection;

(d) | *“clauses™ shall mean these contractual
clauses, which arc a free-standing document that
does not incorporate commercial business terms
established by the parties under separate
commercial arrangements.

The details of the transfer (as well as the personal
data covered) are specified in Annex B, which
forms an integral part of the clauses.

I. Obligations of the data exporter
The data exporter warrants and undertakes that:

(a) | The personal data have been collected.
processed and transferred in accordance with the
laws applicable to the data exporter.

(b) | Tt has used reasonable efforts to determine

Dual Contracting — Institution (Czech Republic)
B7981007_9002/0516_1061 F p- INST CSA
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Definice
Pro ucely dolozek:

a) | .osobni udaje‘, ,zvlastni kategorie udajivcitlivé
udaje’, .zpracovavat/zpracovani’, .spravce’,
.zpracovatel*,  .subjekt udaji® a .organ
dozoru/organ* maji stejny vyznam jako ve smémici
95/46/ES zc dne 24. Fijna 1995 (pficemZ ,organem’
se rozumi organ pfisluiny pro ochranu udaju na
Uzemi, v némz je vyvozce udajii usazen),

b) | ,vyvozcem udaji* se rozumi spravce, Ktery
pfedava osobni adajc;

¢) | .dovozcem udaji* se rozumi spravee, ktery se
zavazuje pfijimat od vyvozce daji osobni udaje za
ucelem jejich dalsiho zpracovani v souladu s
podminkami téchto dolozck a ktery nepodléha
systému tfeti zemé zajidt'ujici odpovidajici ochranu:

d) | ,dolozkami* se rozumi tyto smluvni dolozky.
které jsou samostatnym dokumentem, ktery

neobsahuje obchodni podminky stanovené stranami

v oddélenych obchodnich ujednanich.

Podrobnosti ptedavani (a rovnéz zahmuté osobni
udaje) jsou uvedeny v priloze B. kterd tvori

nedilnou souéast dolozek.

. Povinnosti vyvozce udaju
Vyvozce Gdaji se zaruduje a zavazujc. 7e:

a) | osobni udaje byly shromazdény, zpracovany a
pfedany v souladu se zakony platnymi pro vyvozce

udaja:

b) | vyvinul pfiméfené usili, aby urdil, Ze je dovozce

June 2017 based on template version: April 2017
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: the data importer is able to satisfy its legal
pligations under these clauses.

(c) | It will provide the data importer, when so
requested, with copies of relevant data protection
laws or references to them (where relevant. and
not including legal advice) of the country in
which the data exporter is established.

(d) | Tt will respond to enquiries from data
subjects and the authority concerning processing
of the personal data by the data importer, unless
the parties have agreed that the data importer will
so respond, in which case the data exporter will
still respond to the extent reasonably possible and
with the information reasonably available to it if
the data importer is unwilling or unable to
respond. Responses will bc made within a
reasonable time.

(e) | It will make available, upon request, a copy
of the clauses to data subjects who are third party
beneficiaries under clause III. unless the clauses
contain confidential information, in which case it
may remove such information. Where
information is removed. the data exporter shall
inform data subjects in writing of the reason for
removal and of their right to draw the removal to
the attention of the authority. However, the data
exporter shall abidc by a decision of the authority
rcgarding access to the full text of the clauses by
data subjects, as long as data subjects have
agreed to respect the confidentiality of the
confidential information removed. The data
exporter shall also provide a copy of the clauses
to the authority where required.

II. Obligations of the data importer
The data importer warrants and undertakes that:

(a) | It will have in place appropriate technical
and organisational measures to protect the
personal data against accidental or unlawful
destruction or accidental loss, alteration,

Dual Contracting — Institution (Czech Republic)
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idajii schopen dostat svym pravnim zavazkim
vyplyvajicim z téchto dolozek:

c) | na pozadani poskytne dovozci udaji kopie
prislusnych zdkoni o ochrané udaji nebo odkazy
na n¢ (pokud je to vhodné, pfi¢emz toto nezahrnuje
pravni poradu) té zemé, v niZ je vyvozce udaji
usazen;

d) | zodpovi dotazy subjektt tdaji a organu tykajici
se zpracovani danych osobnich adaji dovozcem
adaju, pokud se strany nedohodly. Ze bude takto
odpovidat dovozce udaji, v kterémzto pfipadé
vyvozce udaji bude i tak odpovidat v pfiméfené
moZném rozsahu a na zakladé¢ jemu pfiméfené
dostupnych informaci. pokud dovozce tidaji nechce
nebo nemize odpovédét. Odpovézeno bude v
pfiméfené lhuté;

e) | na pozadani zptistupni kopii dolozek subjektim
udajt, ktefi jsou opravnénou tfeti stranou podle
dolozky III, pokud dolozky neobsahuji davérné
informace, v kterémZto piipadé muze takovéto
informace odstranit. V pfipadé, 7e jsou informace
odstranény, vyvozce udaju pisemné informuje
subjekty idaji o davodu odstranéni a o jejich pravu
upozornit na toto odstranéni organ. Vyvozce udaju
se viak Fidi rozhodnutim organu o pfistupu subjektt
ddaji k adplnému znéni dolozek, pokud subjekty
idajii  souhlasily se zachovanim duvémosti
odstranéné divémné informace. Vyvozce udaju take
na pozadani poskytne kopii dolozek organu.

II. Povinnosti dovozce udajl

Dovozce udaju se zarucuje a zavazuje, Ze:

a) | bude uplatiiovat vhodna technicka a organizacni
opatfeni na ochranu osobnich 1ddaji proti
nahodnému nebo nedovolenému zniceni nebo
nahodné ztraté, upravam, neopravnénému sdélovani
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orised disclosure or access. and which
vide a level of security appropriate to the risk
resented by the processing and the nature of
the data to be protected.

(b) | It will have in place procedures so that any
third party it authorises to have access to the
personal data. including processors, will respect
and maintain the confidentiality and security of
the personal data. Any person acting under the
authority of the data importer, including a data
processor, shall be obligated to process the
personal data only on instructions from the data
importer. This provision does not apply to
persons authorised or required by law or
regulation to have access to the personal data.

(c) | It has no reason to believe, at the time of
entering into these clauses, in the cxistence of
any local laws that would have a substantial
adverse cffect on the guarantees provided for
under these clauses, and it will inform the data
exporter (which will pass such notification on to
the authority where required) if it becomes aware
of any such laws.

(d) | It will process the personal data for purposes
described in Annex B, and has the legal authority
to give the warranties and fulfil the undertakings
sct out in these clauses.

(e) | It will identity to the data exporter a contact
point within its organisation authorised to
respond to enquirics concerning processing of the
personal data, and will cooperate in good faith
with the data exporter, the data subject and the
authority concemning all such enquirics within a
reasonable time. In case of legal dissolution of
the data exporter, or if the parties have so agreed,
the data importer will assume responsibility for
compliance with the provisions of clause I(e).

(1) | At the request of the data exporter, it will
provide the data exporter with evidence of
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nebo ptistupu, kterd =zajisti droven bezpecénosti
odpovidajici riziku, které pfedstavuje zpracovani. a
povaze Gdaju, které maji byt chranény:

b) | bude uplatiiovat postupy =zajistujici. aby
jakakoli tfeti strana, kterou opravni k pfistupu k
osobnim udajim, véetné zpracovatelt. respektovala
a zachovavala divérnost a bezpe¢nost osobnich
udaji. Jakdkoli osoba, kterd jedna z povéfeni
dovozce udajii, véetné zpracovatele udaji. je
povinna zpracovavat osobni udaje pouze podle
pokyni dovozce udaji. Toto wustanoveni se
nevztahuje na osoby, které pravni nebo spravni
predpisy opraviuji nebo povinuji k pfistupu k
osobnim tdajim;

¢) | v dobé uzavieni téchto doloZzek nema divod se
domnivat, Ze existuji jakékoli mistni zakony. které
by mohly mit zasadni negativni vliv na zaruky
podle téchto dolozek, a pokud se o existenci
takovych zakoni dozvi, bude informovat vyvozce
udaju (ktery toto oznameni pfeda organu, pokud je
to vyzadovano);

d) | bude osobni udaje zpracovavat za ucely
popsanymi v pfiloze B a ma pravomoc poskytovat
zaruky a plnit zavazky stanovené v téchto
dolozkach;

e) | uvede vyvozci udaji kontakini misto ve své
organizaci opravnéné odpovidat na dotazy tykajici
se zpracovavani osobnich udaji a bude v dobré vite
spolupracovat s vyvozcem udaji, subjektem adaji a
organem pfi vSech takovych dotazech v
pfiméfeném case. V pfipadé pravniho zruseni
vyvozce idaji nebo pokud se strany takto dohodly.
pfijima dovozce udaji odpovédnost za dodrzeni
ustanoveni dolozky I pism. ¢);

f) | na Zidost vyvozce udaji poskytne vyvozci
adaju dikaz o dostate¢nych finan¢nich zdrojich na
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(iii) the data processing principles set forth
in Annex A.

Data importer to indicate which option it selects:

|

ii)....

Initials of data importer:

b

WA w--(:“' :":g: S
“"*“ <L-..,. “E

}%
r.'e .audr ﬁ%\‘ t
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)

It will not disclose or transfer the personal

data to a third party data controller located
outside the European Economic Area (CEEA)
unless it notifies the data exporter about the

tran

L.
(a) |

for

sfer and |
(i) the third party data controller processes
the personal data in accordance with a
Commission decision finding that a third
country provides adequate protection. or
(i1) the third party data controller becomes a
signatory to these clauses or another data
transfer agreement approved by a
competent authority in the EU, or
(iii) data subjects have been given the
opportunity to object. after having been
informed of the purposes of the transfer. the
categories of recipients and the fact that the
countries to which data is exported may
have different data protection standards, or
(iv) with regard to onward transfers of
sensitive data, data subjects have given
their unambiguous consent to the onward
transfer

Liability and third party rights
Each party shall be liable to the other parties
damages it causes by any breach of these

clauses. Liability as between the parties is limited
to actual damage suffered. Punitive damages (i.e.
damages intended to punish a party for its
outrageous conduct) arc specifically excluded.
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i) zasadami zpracovani udaji stanovenyni v
priloze A.

Dovozce udaji vyznaci zvolenou moznost:

S (T1) I

Parafa dovozce udaju:
v-m TR g«r]%i :
4 *--,,W,'x '“'5 4% ,.‘

‘é" .ef BA % }"*w"m*;:

i) nesdé¢li ani nepfeda osobni udaje spravci udaji.
ktery je tfeti stranou, se sidlem mimo Evropsky
hospodaisky prostor (EHP), s vyjimkou pfipadi.
kdy o pfedani uvédomi vyvozce udajit a
i) spravce adaju. ktery je ticti stranou,
zpracovava osobni udaje v souladu s
rozhodnutim Komise, jimz bude shledano, ze

tieti zemé poskytuje odpovidajici urovei
ochrany,
ii) spravce udaji, ktery je treti stranou,

podepise tyto dolozky nebo jinou dohodu o
pfedavani udaji  schvdlenou pfisluinym
organem v EU:

iii) subjektim adaji bylo umoznéno vznést
namitku poté, co byly informovany o ucelech
predavani, kategoriich pfijemcti a skute¢nosti.
ze zemé, do kterych jsou udaje vyvazeny,
mohou mit jiné normy ochrany udaji nebo

iv) subjckty tdaju daly vzhledem k dal$imu
pfedavani citlivych adaji svij jednoznacny
souhlas k dal§imu piedavani.

HI.

a) | Kazda strana je odpovédna vici druhé strané za
§kody. které zpusobi jakymkoli poruscnim téchto
dolozek. Vzijemna odpovédnost stran je omezena
na skuteéné¢ utrpénou 38kodu. Nahrada $kody
punitivni povahy (tj. nahrada S$kody s cilem
potrestat stranu za jeji hrubé chovani) je vyslovné

Odpovédnost a prava tretich stran
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party shall be liable to data subjects for
ages it causcs by any breach of third party
nts under these clauses. This does not affect
- liability of the data exporter under its data
protection law.

(b) | The parties agree that a data subject shall
have the right to enforce as a third party
beneficiary this clausc and clauses I(b), I(d), I(e),
I1(a), II(c), 11(d), Ii(e), 1I(h), 1I(i), Hli(a), V. VI(d)
and VIl against the data importer or the data
exporter, for their respective breach of their
contractual obligations, with regard to his
personal data. and accept jurisdiction for this
purpose in the data exporter's country of
establishment. In cases involving allegations of
breach by the data importer. the data subject must
first request the data exporter to take appropriate
action to enforce his rights against the data
importer; if the data exporter does not take such
action within a reasonable period (which under
normal circumstances would be one month). the
data subject may then enforce his rights against
the data importer directly. A data subject is
entitled to proceed directly against a data
exporter that has failed to use reasonable efforts
to determine that thc data importer is able to
satisfy its legal obligations under these clauses
(the data exporter shall have the burden to prove
that it took reasonable efforts).

IV. Law applicable to the clauses

These clauses shall be governed by the law of the
country in which the data exporter is established.
with the exception of the laws and rcgulations
relating to processing of the personal data by the
data importer under clause [I(h), which shall
apply only if so sclected by the data importer
under that clause.

V. Resolution of disputes with data subjects or
the authority

(a) | In the event of a dispute or claim brought by
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vyloutena. Kazda strana je odpovédnd vigci
subjektim udaju za $kody, které zpasobi jakymkoli
porudenim prav tfeti strany podle téchto dolozek.
Tim neni dot¢ena odpovédnost vyvozce udajl podle
jemu pfislu§ného prava na ochranu udaju.

b) | Strany sjednavaji. Zc subjekt Gdaji ma pravo
vynucovat jako opravnéna tfeti strana tuto doloZku
a dolozku I pism. b). d) a e). doloZzku II pism. a), ¢),
d), e), h) a i). dolozku IIl pism. a), doloZku V,
dolozku VI pism. d) a dolozku VII proti dovozci
udaji nebo vyvozcei udaja. pokud tito porusi své
smluvni povinnosti v souvislosti s jeho osobnimi
idaji, a rovnéz pfijimaji pro tento ucel pfisluSnost
soudii v zemi, v niZ je usazen vyvozcc udaji. V
ptipadech tykajicich se tvrzeni o porudeni ze strany
dovozce idaji musi subjekt udaju nejdiive pozadat
vyvozce Gdaji, aby podnikl odpovidajici kroky k
vynuceni jeho prav vidi dovozei udaji; pokud
vyvozce udaju tyto kroky nepodnikne v pfiméfené
Ihaté (ktera za normalnich okolnosti ¢&ini jeden
mésic), maze subjekt 0daji sva prava vynucovat
viéi dovozci ddaju ptimo. Subjekt adaja je
opravnén postupovat pfimo proti vyvozci udaj,
ktery nevyvinul pfiméfené usili, aby urcil, Ze je
dovozce udaji schopen dostat svym pravnim
zavazkam vyplyvajicim z téchto dolozek (vyvozce
Gdajt ponese bfemeno dikazu toho. Ze pfiméfené
usili vyvinul).

IV. Préavo pouzitelné na dolozky

Tyto doloZky se fidi pravem zemé, ve které je
usazen vyvozce udajd, s vyjimkou pravnich a
spravnich pfedpisi vztahujicich se na zpracovani
osobnich ddaju dovozcem udaju podle dolozky Il
pism. h), které plati pouze v ptipadé, Ze si je
dovozce udaji podle této dolozky zvoli.

V. Reseni spori se subjekty tidajl nebo s organem

a) | V pfipadé sporu nebo naroku vzneseného
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bject or the authority concerning the
» of the personal data against either or
e parties. the parties will inform each
¢ any such disputes or claims, and will
with a view to settling them amicably

fashion.

arties agree to respond to any generally
pon-binding mediation procedure
b a data subject or by the authority. If
jcipate in the proceedings. the parties
do so remotely (such as by telephone
tronic means). The parties also agree
participating in any other arbitration,
other disputc resolution proceedings
r data protection disputes.

v shall abide by a decision of a
r of the data exporter’s country of
‘or of the authority which is final
ich no further appeal is possible.

on

that the data importer is in breach
ns under these clauses, then the
may temporarily suspend the
al data to the data importer until
repaired or the contract is

Of personal data to the data
temporarily suspended by the
Onger than one month pursuant

!hq data importer with these
it in breach of its legal or
8510 the country of import;

rter |s
of any

in substantial or
warranties  or

- ™ -5ublic)
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subjektem adaju nebo organem, které se tykaji
zpracovani osobnich udaju. proti jedné nebo obéma
stranam, se budou strany vzijemné informovat o
viech takovych sporech nebo narocich a budou
spolupracovat s cilem je smirné a urychlené
urovnat.

b) | Strany se zavazuji. Ze budou reagovat na kazdé
obecné¢ dostupné nezavazné mediaCni fizeni
zahajené subjektem udaji nebo organem. Pokud se
strany Fizeni U¢astni, mohou si zvolit u¢init tak na
dalku (napfiklad telefonicky nebo pomoci jinych
elektronickych prostfedki). Strany se také zavazuji,
7¢ zvazi svou ucast na jakychkoli ostatnich
rozhod¢ich, media¢nich ¢i jinych fizenich k feSeni
sport vyvinutych pro spory tykajici se ochrany
udajt.

c¢) Kazda strana se bude fidit rozhodnutim
piisludného soudu zemé, v niZ je usazen vyvozce
udaji, nebo organu, které je konecné a proti
kterému neni mozné podat Zadny dalSi opravny
prostfedek.

VI
a) Pokud dovozce udaju porusi své zavazky podle
téchto dolozck. muaze vyvozce udaji docasné
zastavit pfedavani osobnich Udaji dovozci udaji,
dokud neni porugeni napraveno nebo smlouva
vypovézena.

Vypovézeni

b) V pripad¢, ze:

(i) vyvozce udaja docasné pozastavi picdavani
osobnich udaji dovozci Gdaju na dobu del3i nez
jeden mésic podle odstavce a),

(ii) dodrzeni téchto dolozek ze strany dovozce
udaju by vedlo k tomu. Ze by porusil své zavazky
podle pravnich nebo spravnich pfedpisd v zemi
dovozu,

(iii) dovozce udaju zasadné nebo trvale porusuje
jakékoli zaruky nebo zavazky. které poskytl v ramci
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rtakings given by it under these clauses; téchto dolozek,

iv) a final decision against which no further (iv) podle kone&ného rozhodnuti, proti némuz neni
appeal is possible of a competent court of the moZné podat Zidny daldi opravny prostiedek.
data exporter’s country of establishment or of the vyneseného pfislusnym soudem zemé. v niz je
authority rules that there has been a breach of the usazen vyvozce udajo, nebo organu. doslo k
clauses by the data importer or the data exporter; poruSeni doloZek ze strany dovozce udajii nebo
or vyvozce Udaji nebo

(v) a petition is presentcd for the administration (v) je podana Zadost o konkursni spravu nebo
or winding up of the data importer, whether in its likvidaci dovozce tdaja. at’ jiz v jeho osobnim nebo
personal or business capacity, which petition is obchodnim postaveni. pfi¢em? Zadost neni
not dismissed within the applicable period for zamitnuta v ptislusné Thité pro takové zamitnuti
such dismissal under applicable law: a winding stanovené platnym pravem; je vydan likvidacni
up order is made; a receiver is appointed over any ptfikaz soudu; je jmenovan nuceny spravce
of its assets; a trustee in bankrupltcy is appointed. jakéhokoli jeho majctku; je jmenovan spravce
if the data importer is an individual; a company konkursni podstaty, je-li dovozce udaji fyzickou
voluntary arrangement is commenced by it; or osobou; je jim zahijeno mimosoudni narovnani;
any equivalcnt event in any jurisdiction occurs | nebo dojde k rovnocennému Fizeni v jakékoliv
then the data exporter, without prejudice to any jurisdikci, | potom je vyvozce udajd, aniz jsou
other rights which it may have against the data dotéeny jeho ptipadné jiné naroky vici dovozci
importer, shall be entitled to terminatc these uadaji, opravnén vypovédét tyto dolozky, v
clauses, in which case the authority shall be kterémzto ptipadé bude, pokud je to vyzadovéno,
informed where required. In cases covered by (i), uvédomen organ. V piipadech zahrnutych ve vyse
(i), or (iv) above the data importer may also uvedenych bodech i), ii) nebo iv) mizZe dovozce
terminate these clauses. udajt tyto dolozky také vypoveédét.

(c) | Either party may terminate these clauses if c¢) | Kazdd ze stran mizZe tyto dolozky vypovédét,
(1) any Commission positive adequacy decision pokud i) je vydano jakékoli kladné rozhodnuti
under Article 25(6) of Dircctive 95/46/EC (or any Komise o odpovidajici urovni podle &l. 25 odst. 6
superseding text) is issued in relation to the smémice 95/46/ES (nebo jakéhokoli predpisu, ktery
country (or a sector thereof) to which the data is tento pfedpis nahradi) tykajici se zemé (nebo jejiho
transferred and processed by the data importer, or  odvétvi), do které dovozce udajii udaje predava a v
(i1) Directive 95/46/EC (or any superseding text) niz udaje zpracovava, nebo i) se smémice

becomes directly applicable in such country. 95/46/ES (nebo jakykoli predpis, ktery tento
predpis nahradi) stane v takové zemi pFimo
pouzitelnou.

(d) | The parties agree that the termination of d) | Strany sjednavaji. ze vypovézeni téchto dolozek
these clauses at any time, in any circumstances kdykoli, za jakychkoli okolnosti a z jakéhokoli
and for whatever reason (except for termination ddvodu (kromé vypovézeni podle dolozky VI pism.
under clause VI(c)) does not exempt them from c)) je nezbavuje zavazki a/nebo podminek podle
the obligations and/or conditions under the t&chto dolozek, pokud jde o zpracovani predanych
clauses as regards the processing of the personal  adaji.

data transferred.
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e/ Datum: ... ghEiaty

Lh‘

Title / Funkce

ANNEX A
DATA PROCESSING PRINCIPLES

1. Purpose limitation: Personal data may be
processed and subsequently used or further
communicated only for purposes described in
Annex B or subsequently authorised by the data
subject.

2. Data quality and proportionality: Personal data
must be accurate and. where necessary, kept up
to date. The personal data must be adequate,
relevant and not exccssive in relation to the
purposes for which they are transferred and
further processed.

3. Transparency: Data subjects must be provided
with information necessary to ensure fair
processing (such as information about the
purposes of processing and about the transfer),
unless such information has already been given
by the data exporter.

4. Security and confidentiality: Technical and
organisational security measures must be taken

Dual Contracting — Institution (Czech Republic)
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PRILOHA A
ZASADY ZPRACOVANI UDAJU

1. Omezeni ucelu: osobni Uidaje se musi zpracovat a
nasledné pouzivat nebo déle sdélovat pouze pro
acely uvedené v pfiloze B nebo nasledné schvalené
subjektem udaj\.

2. Kvalita a pfiméfenost udaji: osobni udaje musi
byt pfesné a tam, kde to je nutné, aktualizované.
Udaje musi byt pfiméfené, relevantni a nikoli
piebyte¢né ve vztahu k u¢elim, pro které jsou
ptedavany a dale zpracovavany.

3. Prihlednost: subjektim GdajG musi byt
poskytnuty informace nezbytné pro zajisténi
fadného zpracovani (naptiklad informace o u¢elech
zpracovani a o pfedavani), pokud jiz tyto informace
nebyly poskytnuty vyvozcem udaji.

4. Bezpec¢nost a davérnost: spravce udaji musi
pfijmout technickd a organizaéni bezpecnostni
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always challenge a refusal before the
hority.

6. Sensitive data: The data importer shall take
such additional measures (e.g. relating to
security) as are necessary to protect such
sensitive data in accordance with its obligations
under clause I1.

7. Data used for marketing purposes: Where data
are processed for the purposes of direct
marketing, effective procedures should exist
allowing the data subject at any time to “opt-out”
from having his data used for such purposes.

8. Automated deccisions: For purposes hereof
“automated decision™ shall mean a decision by
the data exporter or the data importer which
produces legal effects concerning a data subject
or significantly affects a data subject and which
is based solely on automated processing of
personal data intended to evaluate certain
personal aspects rclating to him, such as his
performance at  work, creditworthiness,
reliability, conduct, etc. The data importer shall
not make any automated decisions concerning
data subjects, except when:

(a)
(1) such decisions are made by the data
importer in entering into or performing a
contract with the data subject, and |
(i1) (the data subject is given an
opportunity to discuss the results of a
relevant automated decision with a
representative of the parties making such
decision or otherwise to  make
representations to that parties.

or

(b) where otherwise provided by the law of the
data exporter.
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6. Citlivé udaje: dovozce udaji pfijme takova
dodate¢na opatfeni (napfiklad bezpeénostni). ktera
jsou nezbytna pro ochranu citlivych udaja v
souladu s jeho povinnostmi podle dolozky II.

7. Udaje pouzivané pro acely marketingu:
zpracovavaji-li se udaje pro ucely pfimého
marketingu, mély by existovat ucinné postupy
umoziiujici subjektu udaju kdykoli ,.zvolit vynéti®,
aby udaje o ném jiz nebyly vyuzivany k takovym
ucelim.

8. Automatizovana rozhodnuti: pro ucely téchto
dolozek se .automatizovanym rozhodnutim™
rozumi rozhodnuti vyvozce udaji nebo dovozce
adaji, které vuéi subjektu udaji zaklada pravni
u¢inky nebo které se subjcktu udaji vyznamné
dotyka, piijaté vylu¢né na zaklade
automatizovaného zpracovani udaji uréeného k
hodnoceni uréitych rysu jeho osobnosti, napiiklad
pracovniho vykonu, davéryhodnosti, spolehlivosti,
chovani atd. Dovozce adaju neucini Zadné
automatizované rozhodnuti tykajici se subjektl
udaji, s vyjimkou ptipadu. kdy:
a)
1) jsou takova rozhodnuti u¢inéna dovozcem
udaji pfi uzavirani nebo plnéni smlouvy se
subjektem udajt a
ii) je subjektu udaji dana prilezitost
projednat vysledky ptislusného
automatizovaného rozhodnuti s¢ zastupcem
strany provadéjici takové rozhodnuti nebo
jinak ucinit této strané prohlaseni.
nebo

b) pravni pfedpisy platné pro vyvozce udaji stanovi
jinak.
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¢a protection registration information of
gata exporter (where applicable)

e Not applicable

Additional useful information (storage limits
and other relevant information)

e Personal data shall be kept as long as they
are necessary for the purposes for which
the data were transferred as described
hereunder.

Contact points for data protection enquiries /

| CON,

Informace o registraci vyvozce udaji (pokud jc
vyzadovina)
e Nevztahuje se
Dopliiujici uzite¢né informace (Casovy limit pro
uchovavani udaja a dalsi potfebné informace)
e Osobni udaje budou uchovavany po tak
dlouhou dobu, po niz budou nezbytné pro
Gcely, pro které byly udaje ptedany. jak je
popsano v tomto dokumentu.

Kontaktni osoby pro dotazy souvisejici s ochranou esobnich udaji:

Data importer / Dovozce idaji

Pfizer Inc.,

235 East 42" Street, New York, NY 10017, USA
Data Protection Officer

http://dpo.pfizer/

Data exporter / Vyvozce adaji

FFakultni nemocnice v Motole
Vu

Dual Contracting — Institution (Czech Republic)
INST CSA
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