FIRST AMENDMENT TO CLINICAL
STUDY AGREEMENT

PRVNI DODATEK KE SMLOUVE O
KLINICKEM HODNOCENI

EU GENERAL DATA PROTECTION
REGULATION (“GDPR”) - DATA
PROCESSING REQUIREMENTS

OBECNE NARIZENI EU O OCHRANE
OSOBNICH UDAJU (dale jen ,,GDPR¥) —
POZADAVKY NA ZPRACOVAVANI
UDAJU

THIS FIRST AMENDMENT TO CLINICAL
STUDY AGREEMENT (this “Amendment”)
is made and entered into by and between Pfizer
Inc, a Delaware Corporation with a place of
business at 235 East 42nd Street, New York, NY
10017-5755, USA (“Pfizer”), Thomayerova
nemocnice, with a place of business at Videniska
800/5, 140 00 Praha 4, Czech Republic,

Idenitification number: 00064190, Tax
Indentification number: CZ00064190,
represented by doc.  MUDr. Zdetiek

Benes, CSc., Director, Registered in Commercial
Register kept by the Municipal Court in Prague,
section Pr, insert 1043, Contributory organization
founded by the Ministry of Health of the Czech
Republic, full text of the Foundation Deed No
MZDR 17268-1V/2012 (“Institution”), and Doc.
XXXXXXXXXXXXXXX  of  Thomayerova
nemocnice Videnska 800/5, 140 00 Praha 4
(“Principal Investigator”), (Pfizer, Institution
and Principal Investigator collectively the
“Parties™), effective as of 25 May 2018, the date
on which the GDPR will enter into force (the
“Amendment Effective Date”).
WITNESSETH:

WHEREAS, Pfizer Institution and
Principal Investigator have entered into the
clinical study agreement referenced above (the
“Agreement”) dated 27.June 2018 pursuant to
which Institution and Principal Investigator
participate in the Study sponsored by Pfizer Inc.,
that requires the Processing of Personal Data (the
“Study”).

TENTO PRVNI DODATEK KE SMLOUVE
O KLINICKEM HODNOCENiI (dile jen
,Dodatek*) uzaviraji Pfizer Inc. korporace z
Delaware se sidlem v, 235 East 42nd Street, New
York, NY 10017-5755, USA (,Pfizer<) a
Thomayerova nemocnice, se sidlem Videfiska
800/5, 140 00 Praha 4, Ceska republika, IC:
00064190, DIC: CZ00064190, zastoupena doc.

MUDr. Zdenkem BeneSem, CSc., feditelem,
zapsana v obchodnim  rejstiiku  vedeném
Meéstskym soudem V Praze, oddil Pr,

vlozka 1043, IC: 00064190, statni piispévkova
organizace zfizena Ministerstvem zdravotnictvi
CR, Uplné znéni zfizovaci listiny &j. MZDR
17268-1v/2012 (dale jen ,Instituce”), a
1,9,9,9,9,.9.9.9.9,.9,.0,0,9,9,9 ¢ Thomayerova
nemocnice Videnska 800/5, 140 00 Praha (dale
jen ,Hlavni zkouSejici®), (Pfizer, Zdravotnické
zatizeni a Hlavni zkouSejici souhrnné dale jako
»Strany“), ucinny od 25. kvétna 2018, kdy
vstoupi Vv platnost GDPR (dale jen ,Datum
ucinnosti Dodatku®).

STVRZUJI:
VZHLEDEM k tomu, ze Pfizer,
Zdravotnické =zafizeni a Hlavni zkouSejici

uzavieli vyse uvedenou smlouvu o klinické studii
(dale jen ,,.Smlouva®“) ze dne 27.¢ervna 2018 ,
podle niz se Zdravotnické zafizeni a Hlavni
zkouSejici ucastni Studie, jejimz zadavatelem je
Pfizer Inc., ktera vyzaduje Zpracovavani
Osobnich udaja (dale jen ,,Studie®).

WHEREAS, Pfizer considers itself an
independent Controller with respect to its
Processing of Personal Data regarding Study

VZHLEDEM k tomu, ze Pfizer se povazuje za
nezavislého Spravce, CO se tyka Zpracovavani
Osobnich udaji ohledné subjektti hodnoceni a ve
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subjects and reported by Institution or Principal
Investigator to Pfizer pursuant to the Study
protocol and the Agreement, and Institution or
Principal Investigator remain the Controller of
Personal Data collected from the Study subject
with respect to the treatment of the Study subject
pursuant to medical standard of care and
applicable legal obligations; and

véci podavani zprav ze strany Zdravotnického
zatizeni nebo Hlavni zkouSejici  spole¢nosti
Pfizer podle protokolu Studie a Smlouvy, a
Zdravotnické  zafizeni  zlOstdva  Spravcem
Osobnich tudaju shromazdénych od subjekta
hodnoceni s ohledem na 1écbu subjekti
hodnoceni podle standardi 1ékaiské péce a
ptislus§nych zakonnych povinnosti; a

WHEREAS, This Amendment sets forth
the GDPR requirements that are applicable to
Personal Data Processed by Pfizer and Institution
or Principal Investigator under the Agreement
and the Study.

VZHLEDEM Kk tomu, ze tento Dodatek
stanovuje pozadavky GDPR, které se vztahuji na
osobni tdaje zpracovavané spole¢nosti Pfizer a
Zdravotnickym  zafizenim nebo  Hlavnim
zkousejicim Vv ramci Smlouvy a Studie.

NOW, THEREFORE, for and in consideration
of the mutual covenants herein contained, and
intending to be legally bound hereby, the
Agreement is amended as follows:

NYNI TEDY, s ohledem na vzajemné dohody
zde obsaZené a S umyslem pravni zavaznosti, Se
Smlouva méni takto:

1. Definitions. Capitalized terms used in
this Amendment have the meanings set forth
below. In the event of a conflict between the
meanings of capitalized terms in this Amendment
and any capitalized terms in the Agreement, the
meanings set forth in this Amendment shall
control.

1. Definice Pojmy s velkymi pismeny
pouzivané v tomto Dodatku maji vyznam, jak je
uvedeno nize. V ptipadé rozporu mezi vyznamy
pojmu v tomto Dodatku a jakymikoliv pojmy ve
Smlouvé plati vyznamy uvedené Vv tomto
Dodatku.

(@) “Applicable Law” means any applicable
law, regulation, or other legal requirement
governing the relationship between Pfizer,
Institution or Principal Investigator and the

services provided under the Agreement.

@) ,Platné pravni predpisy” jsou vSechny
platné zakony, nafizeni nebo jiné zakonné
pozadavky, jimiz se tidi vztah mezi spole¢nosti
Pfizer ,Zdravotnickym zatizenim nebo Hlavnim
zkouSejicim a sluzby poskytované podle této
Smiouvy.

(b) “Controller” shall mean the entity that
alone or jointly with others determines the
purposes and means of the Processing of
Personal Data.

(b) »Spravee“ je subjekt, ktery sam nebo
spoleéné¢ S jinymi urCuje ucely a zpusoby
Zpracovavani Osobnich udajt.

(c) “Data Security Breach” means a breach
of security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure of, or access to, Personal Data that has
been transmitted, stored, or otherwise processed.

Q¢

(c) »Poruseni bezpecnosti Gidaji“ znamena
naruSeni bezpecnosti, které vede k nahodnému
nebo protipravnimu zniceni, ztraté, pozménéni,
neopravnénému  zpfistupnéni nebo  pouziti
Osobnich udaji pfendsenych, uchovévanych
nebo jinak zpracovavanych.

(d) “Security Incident” shall mean (i) Data
Security Breach; (ii) a security vulnerability that
carries a material risk of compromising the

(d) ,,Bezpecnostni incident je (i) PoruSeni
bezpecénosti tdaji; (ii) bezpecnostni zranitelnost,
kterd s sebou nese vyrazné riziko ohroZeni
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confidentiality, integrity, or security of Personal
Data; (iii) a violation of Applicable Law relating
to the Processing of Personal Data under this
Agreement, or (iv) or any unauthorized
acquisition, access or use of Personal Data that
triggers a breach notification obligation under
Applicable Law. A Security Incident shall
exclude the following:

davérnosti, integrity nebo bezpecnosti Osobnich
udaja; (iii) poruseni Platnych pravnich ptedpisi
tykajicich se Zpracovavani Osobnich udaji podle
této Smlouvy; nebo (iv) jakékoli neopravnéné
ziskani, ptistup nebo uziti Osobnich udaja, které
spousti oznamovaci povinnost 0 poruSeni
Osobnich udaju  podle Platnych pravnich
predpisti. Bezpecnostni incident nezahrnuje
nasledujici:

() any unintentional acquisition, access, or
use of Personal Data by an employee or agent of
Institution or Principal Investigator if such
acquisition, access, or use was made in good faith
and does not result in further unauthorized or
inappropriate Processing of Personal Data;

Q) jakakoliv netmyslné ziskani, pfistup
nebo uziti Osobnich udaji zaméstnancem nebo
zastupcem Zdravotnického zafizeni nebo Hlavni
zkousejici , pokud bylo takové ziskani, pfistup
nebo uziti provedeno v dobré vife a nema za
nasledek dalsi neopravnéné nebo nevhodné
Zpracovavani Osobnich udaji;

(i) any inadvertent disclosure by a person
who is authorized to access Personal Data on
behalf of Institution or Principal Investigator to
another person who is authorized to access
Personal Data on behalf of Institution or
Principal Investigator, provided the information
received as a result of such disclosure is not
further used or disclosed in an unauthorized or
inappropriate manner; or

(i) jakékoliv ~ netimyslné  zpfistupnéni
osobou, ktera je opravnéna K ptistupu k Osobnim
udajim jménem Zdravotnického zafizeni nebo
Hlavni zkouSejici , jiné osobé¢, ktera je
opravnéna K piistupu k Osobnim udajim jménem
Zdravotnického zatizeni, za piredpokladu, ze
informace, které obdrzela v dusledku tohoto
zpiistupnéni, nejsou  dale pouzity nebo
zptistupnény neopravnénym nebo nevhodnym
zpusobem; nebo

(iii)  any loss or unauthorized acquisition of or
access to Encrypted Personal Data, provided the
confidential process or key that is capable of
compromising the security, confidentiality, or
integrity of the Encrypted Personal Data is not
also subject to loss or unauthorized acquisition or
access.

(iii) jakakoliv  ztrata nebo neopravnény
pfistup k Sifrovanym Osobnim udajim za
predpokladu, ze davérna hesla nebo kli¢, které
jsou schopny ohrozit bezpe¢nost, divérnost nebo
integritu Sifrovanych Osobnich tdaji, nejsou
soucasné¢ predmétem ztraty, neopravnéného
ziskani nebo piistupu.

(e) “Personal Data” shall have the meaning
set forth in the Agreement, and includes all
individually identifiable information created,
collected or received pursuant to the Agreement.

(e) ,Osobni udaje” maji vyznam uvedeny
ve Smlouvé a zahrnuji vSechny jednotlivé
identifikovatelné informace vytvorené,
shromazdéné nebo obdrzené podle této Smlouvy.

4] “Process” or “Processing” shall mean
any operation or set of operations, which is
performed upon Personal Data, whether or not by
automatic means, such as collection, recording,
organization, storage, adaptation or alteration,
retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making
available, alignment or combination, blocking,

(f wZpracovavani je jakakoli operace
nebo soubor operaci, které jsou provadény s
Osobnimi udaji, S pouzitim nebo bez pouziti

automatickych prostiedk, jako je
shromazd’ovani, zaznamenani, organizace,
ulozeni,  pfizptisobeni nebo  pozménéni,
vyhledani, konzultace, wuZiti, zpfistupnéni

pfenosem, Sifeni nebo jakékoli jiné zpfistupnéni,
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grasure or destruction.

sefazeni ¢i zkombinovani, blokovéani, vymaz
nebo zniceni.

(o)) “Transfer”, “Transferred” or
“Transferring” means, whether by physical or
electronic means, across national borders, both
(@) the moving of Personal Data from one
location or person to another, and (b) the granting
of access to Personal Data by one location or
person to another.

() ,,PFenos®, ,PFenesené nebo
,Preneseni“ je at uz fyzickymi nebo
elektronickymi prostiedky, pies narodni hranice,
jak (a) pohyb Osobnich udaji z jednoho mista
nebo od osoby na druhé misto nebo ke druhé
osobg, tak i (b) poskytnuti ptistupu k Osobnim
udajum z jednoho mista nebo od jedné osoby na
jiné misto nebo jiné osobé.

2. Personal Data of Study Subjects. Pfizer
shall be an independent Controller with respect to
its Processing of Personal Data contained in the
Study data that is reported by Institution or
Principal Investigator to Pfizer. Institution or
Principal Investigator shall continue to be an
independent  Controller of Personal Data
Processed by Institution or Principal Investigator
with respect to the treatment of the Study subject
pursuant to medical standard of care and
applicable legal obligations. Institution or
Principal Investigator agree to obtain from each
Study subject, prior to that individual’s
participation in the Study, a signed informed
consent, approved in writing by Pfizer and by
any applicable ethics committee, and which shall
include the necessary content to allow for the
Processing of the Study subject’s Personal Data
for the purposes described in the Study protocol
and the Agreement.

2. Osobni tdaje  subjektd hodnoceni.
Spole¢nost Pfizer bude nezavislym Spravcem, co
se tyka Zpracovavani  Osobnich  udaja

obsazenych Vv tdajich Studie, které piedava
Zdravotnické zafizeni nebo Hlavni zkouSejici
spole¢nosti Pfizer. Zdravotnické zafizeni bude
nadale nezavislym Spravcem Osobnich udaju
Zpracovavanych Zdravotnickym zafizenim nebo
Hlavnim zkouSejicim s ohledem na 1écbu
subjektt hodnoceni podle standardd 1ékaiské
péce a prisluSnych pravnich povinnosti.
Zdravotnické zafizeni nebo Hlavni zkouSejici
souhlasi s tim, ze pfed individualni ucasti ve
Studii ziskd od kazdého subjektu hodnoceni
podepsany informovany souhlas, pisemné
schvaleny spole¢nosti Pfizer a ptislusnou etickou
komisi, ktery bude zahrnovat nezbytny obsah
dovolujici  Zpracovavani  Osobnich  udajt
subjektu hodnoceni pro tucely popsané Vv
protokolu Studie a Smlouvé.

3. Personal Data of Study Staff. Institution
or Principal Investigator shall provide to all
current and future Study personnel the Privacy
Notice for Investigators and Study Personnel
attached hereto as Exhibit 1.

3. Osobni  0daje  Personalu  Studie.
Zdravotnické zafizeni nebo Hlavni zkousejici
musi poskytnout veSkerému soucasnému i
budoucimu Persondlu Studie Oznameni 0
ochrané osobnich udajt pro zkousejici a personal
studie, ktery je pfilozen jako Piiloha ¢. 1.

4. Compliance.  The Parties agree to
comply with Applicable Law throughout the term
of the Agreement. It is the responsibility of each
Party to effect and maintain all inventories and
registrations for the Processing of Personal Data
as required under Applicable Law. The Parties
shall cooperate and assist each other with respect
to any data protection impact assessments and/or
prior consultations with government authorities
that may be required in respect to Processing that

4. Soulad. Strany souhlasi s tim, ze budou
po celou dobu trvani Smlouvy jednat v souladu s
Platnymi pravnimi pfedpisy. Je zodpovédnosti
kazdé Strany zavést a udrzovat veskeré seznamy
a registrace Zpracovavani Osobnich tdaja tak,
jak je pozadovano Platnymi pravnimi ptedpisy.
Strany budou spolupracovat a pomahat Si
navzajem S ohledem na posouzeni dopadi na
ochranu udajt, popf. predchozi konzultace s
organy statni spravy, které mohou byt
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is carried out under the Agreement.

pozadovany Vv souvislosti se Zpracovavanim,
které se provadi v ramci Smlouvy.

5. Privacy and Security Programs. During
the term of this Agreement, the Parties will each
maintain a comprehensive privacy and security
program designed to ensure that Personal Data
will only be Processed in accordance with the
Agreement, including the appointment of a data
protection officer as required by Applicable Law.
The Parties each will implement appropriate
administrative, technical, and physical security
measures to protect Personal Data.

5. Programy _ochrany a  bezpecnosti
Osobnich udajt. V prabéhu trvani této Smlouvy
budou Strany udrzovat komplexni program
zajisténi ochrany a bezpecnosti Osobnich tdaju
navrzeny tak, aby byly Osobni udaje
Zpracovavany pouze v souladu se Smlouvou,
véetné jmenovani povéfence pro ochranu
osobnich udaju, jak je pozadovano Platnymi
pravnimi  piedpisy. Strany budou kazdy
realizovat odpovidajici administrativni, technicka

a fyzickd bezpe¢nostni opatfeni k ochrané
Osobnich udajt.
6. Personnel. The Parties shall ensure that | 6. Personal. Strany zajisti, aby jejich
their personnel engaged in the Processing of | Personal zabyvajici se Zpracovavanim Osobnich
Personal Data are informed of the confidential | udaji byl informovan o0 davérné povaze
nature of the Personal Data, have received | Osobnich tdaju, absolvoval odpovidajici

appropriate training on their responsibilities, and
have executed written confidentiality agreements
or are otherwise subject to professional
obligations of confidentiality. The Parties shall
ensure that access to Personal Data is limited to
those personnel who perform services in
accordance with the Agreement.

odbornou piipravu ohledné vlastni odpovédnosti
a podepsal pisemnou dohodu 0 mléenlivosti nebo
mél profesionalni povinnost mlc¢enlivosti. Strany
zajisti, aby byl ptistup k Osobnim tdajam
omezen na Personal, ktery vykonava sluzby
souvisejici se Smlouvou.

7. Security Incident. Institution or Principal
Investigator shall notify Pfizer, in the manner
specified in the Agreement, within twenty-four
(24) hours of discovery of a Security Incident
related to the Processing of Personal Data under
the Agreement. In the course of notification,
Institution or Principal Investigator will provide,
as feasible, sufficient information for the Parties
to jointly assess the Security Incident and make
any required notification to any government
authority within the timeline required by
Applicable Law. The Parties will jointly decide
on the basis of all available information and
Applicable Law if the Security Incident will be
considered a Data Security Breach and arrange
for notification to data subjects and/or
government authorities if required by law. Where
the Parties decide that notification is required by
law, Institution or Principal Investigator shall be
responsible for providing such notification.

7. Bezpeénostni _incident.  Zdravotnické
zatizeni nebo Hlavni zkousejici bude informovat
spole¢nost Pfizer, a to zptisobem stanovenym ve
Smlouvé, do dvaceti ¢ty (24) hodin od zjisténi
Bezpeénostniho  incidentu  tykajiciho  se
Zpracovavani  Osobnich udaju  podle této
Smlouvy. Zdravotnické zatizeni nebo Hlavni
zkouSejici poskytne v ramci oznameni, pokud to

bude proveditelné, dostatené  informace
Stranam, aby spole¢né posoudily Bezpecnostni
incident a provedli poZadované oznameni

organim statni spravy ve lhité pozadované
Platnymi pravnimi predpisy. Strany spole¢né
rozhodnou na zakladé vS8ech dostupnych
informaci a Platnych pravnich ptedpist, zda bude
Bezpecnostni Incident povazovan za Poruseni
bezpecnosti udajl, a oznami to subjektim tdaju,
popf. organiim statni spravy, pokud to vyzaduje
zakon. Pokud Strany rozhodnou, Ze oznameni je
vyzadovano zakonem, bude Zdravotnické
zafizeni nebo Hlavni zkouSejici odpovédné za
poskytnuti takového oznameni.
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8. Rights of Data Subjects Participating in
the Study. The Parties agree that, as between

them, Institution or Principal Investigator are best
able to manage requests from Study subjects for
access, amendment, Transfer, restriction, or
deletion of Personal Data. In the event that
Pfizer receives a request from a Study subject for
such access, amendment, Transfer, restriction, or
deletion, Pfizer shall forward the request to
Institution or Principal Investigator. Institution
or Principal Investigator shall respond to Study
subjects’ requests for access, amendment,
Transfer, restriction, or deletion of Personal Data
in accordance with Applicable Law, the
Agreement, and any other instructions provided
by Pfizer. Institution or Principal Investigator
acknowledge that in order to maintain the
integrity of Study results, the ability to amend,
restrict, or delete Personal Data may be limited,
in accordance with Applicable Law. Pfizer
acknowledges that Study subjects may withdraw
their informed consent to Study participation and
their consent to Processing of Personal Data at
any time.

8. Prdva subjektti udaji tucastnicich se
Studie. Strany souhlasi s tim, Ze Zdravotnické
zafizeni je nejlépe schopno spravovat pozadavky
subjekti hodnoceni na pfistup, zménu, Pfenos,
omezeni nebo odstranéni Osobnich udaju. V
ptipadé, ze spolecnost Pfizer obdrzi zadost od
subjektu hodnoceni 0 takovy pfistup, zménu,
Pienos, omezeni nebo odstranéni, spole¢nost
Pfizer pfeda pozadavek Zdravotnickému zafizeni.
nebo Hlavnimu zkouSejicimu  Zdravotnické
zatizeni nebo Hlavni zkouSejici musi reagovat
na zadosti subjektti hodnoceni 0 pfistup, zménu,
Pienos, omezeni nebo vymaz Osobnich tdaja v
souladu s Platnymi pravnimi piedpisy, Smlouvou
a jakymikoliv dalsimi pokyny poskytnutymi
spole¢nosti Pfizer. Zdravotnické zafizeni nebo
Hlavni zkouSejici bere na védomi, Ze v zajmu
zachovani integrity vysledkt Studie, mize byt
omezena moznost zménit, omezit, nebo odstranit
Osobni tudaje v souladu s Platnymi pravnimi
ptredpisy. Spole¢nost Pfizer bere na védomi, ze
subjekty hodnoceni mohou kdykoliv odvolat sviij
informovany souhlas s Gcasti ve Studii a souhlas
se Zpracovavanim Osobnich udaji.

0. Rights of Data Subject Participating in
the Study post Study Closure. Institution or
Principal Investigator shall promptly notify
Pfizer of any such withdrawal of consent that
may affect the use of the Personal Data under the
Agreement and any other instructions provided
by Pfizer.  Such requests may be directed to
Pfizer at Research_dataprivacy@pfizer.com.

9. Prava subjektt tdaji, které se ucastni
Studie, po uzavieni Studie. Zdravotnické zafizeni
nebo Hlavni zkouSejici  neprodlené oznami
spole¢nosti  Pfizer kazdé takové odvolani
souhlasu, které muze mit vliv na pouziti
Osobnich udaji podle této Smlouvy a jakékoli
jiné pokyny poskytnuté spole¢nosti Pfizer. Tyto
zadosti mohou byt smérovany na e-mailovou

adresu spole¢nosti Pfizer
Research dataprivacy@pfizer.com.
10. Cross-Border Data Transfers. Institution | 10. Pieshraniéni Pienosy udajt.

or Principal Investigator shall only Transfer
Personal Data outside the European Economic
Area or Switzerland in accordance with Study
related instructional documents provided by
Pfizer. If requested by Pfizer, Institution or
Principal Investigator shall enter into an
agreement with Pfizer governing such Transfer,
including, but not limited to the EU Standard
Contractual Clauses, unless another adequacy
mechanism for the Transfer exists.

Zdravotnické zatizeni nebo Hlavni zkousSejici
uskute¢ni Pfenos Osobnich udaji mimo uzemi
Evropského  hospodaiského  prostoru  nebo
Svycarska pouze v souladu s prislusnymi pokyny
v souvislosti se Studii poskytnutymi spole¢nosti
Pfizer. Pokud o to spolecnost Pfizer pozada,
uzavie Zdravotnické zafizeni nebo Hlavni
zkousejici se spolecnosti Pfizer dohodu
upravujici takovy Pfenos, zahrnujici, ale ne
omezenou pouze na Standardni smluvni dolozky
EU, pokud nebude existovat jiny piiméreny
mechanismus pro Prenos.
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11. Records. Each Party shall maintain a
written record of all Processing activities that are
carried out under the Agreement. Such record
shall contain, at a minimum, (i) the name and
contact details of any processors; (ii) the name
and contact details of the processors’ data
protection officers; (iii) the categories of
Processing that are carried out; (iv) Transfers to
third countries or international organizations and
documentation of the suitable safeguards that are
employed; and (v) a general description of the
administrative, technical, and physical security
measures that have been taken to safeguard the
Personal Data.

11. Zaznamy. Kazda ze Stran bude udrZovat
pisemné zaznamy 0 vSech Cinnostech Zpracovani
Osobnich udaji, které jsou provadény v ramci
Smlouvy. Takovy zaznam musi obsahovat
alespon (i) jméno a kontaktni tidaje zpracovatele;
(i) jméno a kontaktni tdaje zpracovatelova
povéfence pro ochranu osobnich tdaja; (iii)
kategorie provadénych Zpracovavani tdaju; (iv)
pfenosy udaju do tietich zemi nebo
mezinarodnich ~ organizaci a  dokumentaci
vhodnych ochrannych opatieni, ktera byla pfijata;
a (v) obecny popis administrativnich,
technickych a fyzickych bezpeénostnich opatieni,
ktera byla piijata K ochrané Osobnich tdaju.

12. Use of Processors. The Parties agree that
all processing agreements shall be in writing and
that processors shall be required to comply with
the terms of the Agreement and this Amendment.
Each Party shall be responsible for any
noncompliance by a processor which it has
engaged, which noncompliance will constitute a
breach as if committed directly by that Party.

12. Vyuziti zpracovateld. Strany souhlasi s
tim, Ze veskeré dohody 0 zpracovavani musi byt
Vv pisemné formé a Ze zpracovatelé jsou povinni
jednat v souladu s podminkami Smlouvy a tohoto
Dodatku. Kazda ze Stran musi byt zodpovédna za
jakékoliv poruSeni ze strany zpracovatele,
kterého  zaméstnala; poruseni pak bude
povazovano, jako by jej zpusobila piimo
prislusna Strana.

13. Additional Terms. This Amendment
supplements and does not replace any existing
obligations related to the privacy and security of
Personal Data as already set forth in the
Agreement, including any previously executed
EU Standard Contractual Clauses. In the event
of a conflict between the terms of this
Amendment and the Agreement, the Parties shall
each comply with the obligations that provide the
most protection for Personal Data. In the event
of any conflict or inconsistency between the
terms of the Agreement or this Amendment and
the terms of an agreement governing Transfer
outside the European Economic Area or
Switzerland, the applicable clauses of the
agreement governing Transfer shall control.

13. Dalsi podminky. Tento  Dodatek
dopliiuje, ale nenahrazuje stavajici povinnosti
tykajici se ochrany a bezpecnosti Osobnich
udaju, jak jsou jiz uvedeny ve Smlouve, vcetné
vSech dfive priijatych Standardnich Smluvnich
Dolozek EU. V piipadé rozporu mezi
podminkami tohoto Dodatku a Smlouvy, Strany
musi jednat v souladu s povinnostmi, které
poskytuji nejlep$i ochranu Osobnich udaji. V
ptipadé jakéhokoli rozporu nebo nesouladu mezi
podminkami Smlouvy nebo podminkami tohoto
Dodatku a podminkami dohod, jimiz se fidi
Pfenos mimo uzemi Evropského hospodaiského
prostoru nebo Svycarska, plati pfisluina
ustanoveni dohod, jimiz se fidi Pfenos.

14. Survival. Notwithstanding anything to
the contrary in the Agreement, the obligations
pursuant to this Amendment shall survive
termination of the Agreement for as long as
Institution or Principal Investigator hold or
Processes Personal Data for purposes of the
Study.

14. Trvani. Bez ohledu na cokoliv, co je
uvedeno ve Smlouvé zUstavaji povinnosti
uvedené v tomto Dodatku v plathosti i po
ukonc¢eni platnosti Smlouvy tak dlouho, dokud
bude Zdravotnické =zafizeni nebo Hlavni
zkouSejici uchovavat nebo Zpracovavat Osobni
udaje pro ucely této Studie.
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15. Due to Protocol Amendment No. 4 and
addition of two more Cohorts into the Study, the
following wording shall be added to the Exhibit 1
of the Attachment A STUDY BUDGET of the
Agreement and shall be effective as as of the date
that Protocol Amendment No. 4 is approved by
MoH and/or EC:

15. Vzhledem k dodatku protokolu ¢.4 a doplnéni
dalsich dvou kohort Studie do piilohy ¢.1 ptilohy
A Rozpoctu studie Smlouvy o klinické studii se
doplituje toto znéni , které je ucinné od data
schvéleni dodatku protokolu ¢4 SUKLem a /
nebo EK.

Cohort A3 should be paid the same as Cohort Al
and Cohort A4 should be paid the same as Cohort
A2,

Cohorta A3 bude proplacena stejné jako Cohorta
Al a Cohosta A4 bude proplacena stejné jako
kohorta A2

[Intentionally left blank]

[Zamérné vynechano]

IN WITNESS WHEREOF, the parties have
executed this Amendment as of the Amendment
Effective Date.

NA DUKAZ CEHOZ, Strany podepsaly tento
Dodatek k datu nabyti jeho G¢innosti.

Pfizer Inc Pfizer Inc
By: Podpis:
Name: Jméno:
Title: Funkce:

Thomayerova nemocnice

Thomayerova nemocnice

By:17.1.2019 Podpis: 17.1.2019
Name: Jméno:

Title: Funkce:

) 9.9.9.90.9.0.0.9.9.9.0.9.90.9.4 ) 9.9.9.90.0.0.0.9.9.90.0.9.90.9.4
By: 14.1.2019 Podpis: 14.1.2019

Name: Jméno:
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Exhibit 1

Priloha ¢. 1

PRIVACY NOTICE FOR INVESTIGATORS
AND STUDY PERSONNEL - EUROPEAN
ECONOMIC AREA

OZNAMENI O OCHRANE OSOBNICH
UDAJU PRO ZKOUSEJICi A PERSONAL
STUDIE - EVROPSKY HOSPODARSKY
PROSTOR

Re: STUDY TITLE: “XXXXXXXXXXXXX>,

PROTOCOL NUMBER: XXXXXXXXXXX

Predmét: ,NAZEV STUDIE:

XXOKKXXXXXXXK

CISLO PROTOKOLU: XXXXXXXXXXXX

As part of your involvement in the Pfizer
sponsored clinical study identified above (the
“Study”), Pfizer will collect information about
you and your working relationship with Pfizer.
We refer to such information as “Personal Data.”
We collect Personal Data from you as well as
from other sources and process it for a variety of
reasons. This Privacy Notice for Investigators
and Study Personnel (“Notice”) describes how
your Personal Data will be used, maintained, and
shared by Pfizer (collectively “Processed” or
“Processing”).

Jako soucast vaSeho zapojeni do vySe uvedené
klinické studie, jejimz zadavatelem je spole¢nost
Pfizer (dale jen ,,Studie*), bude spole¢nost Pfizer
shromazdovat informace o vas a vasich
pracovnich vztazich se spole¢nosti Pfizer.
Takové informace oznacujeme jako ,,Osobni
udaje.“ Shromazd’ujeme vase Osobni udaje od
vas, stejné jako z jinych zdroji a zpracovavame
je z riznych divodd. Toto Oznameni 0 ochrané
osobnich udaji pro zkousejici a personal studie
(dale jen ,,Oznameni®) popisuje, jak budou vase
Osobni  udaje spole¢nosti  Pfizer uzivany,
udrzovany a sdileny (souhrnné dale jen
LZpracovavani‘).

The data controller for purposes of this Notice is
the sponsor of the Study, as set forth in the
protocol. To the extent a Pfizer group member, as
described below, jointly Processes your Personal
Data for the purposes described in this Notice,
the group member is a joint data controller
together with the sponsor. All reference to Pfizer
in this Notice shall include the Study sponsor and
Pfizer group members. For a list of Pfizer group
members that may jointly Process Personal Data,
please visit:
https://selfservehosteu.pfizer.com/legal-entities.

Spravcem Osobnich tdaji pro tucely tohoto
Oznameni je zadavatel Studie, jak je uvedeno v
protokolu. V tomto ramci néktera spolecnost ze
skupiny Pfizer, jak je popsano nize, Zpracovava
vase Osobni udaje pro uUcely popsané v tomto
Oznameni, tento cClen skupiny Pfizer je
spoleénym spravcem Osobnich 0Udaji spolu se
zadavatelem. VesSkeré odkazy na spolecnost
Pfizer v tomto Oznameni zahrnuji zadavatele
Studie a Cleny skupiny Pfizer. Seznam
spole¢nosti skupiny Pfizer, které mohou spolecné
Zpracovavat Osobni udaje, najdete zde:
https://selfservehosteu.pfizer.com/legal-entities.

Types of Personal Data Collected and

Processed

Druhy shromazd’ovanvch a Zpracovavanych
Osobnich udaju

As part of your involvement in the Study, the
following types of Personal Data may be
Processed for the purposes described in this
Notice:

Jako soucast vasi ucasti ve Studii mohou byt pro
ucely popsané v tomto Oznameni Zpracovavany
nasledujici druhy Osobnich udaji:

O Information that directly identifies you,
such as your name, contact information, and age;

Informace, které vas piimo identifikuji,
jako je vaSe jméno, kontaktni informace a vék;
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O Information about your training and
qualifications, such as your organizational or
institutional affiliations, place of employment,
educational history, publications and professional
experience;

Informace 0 vasem vzdélani a
kvalifikaci, jako jsou organiza¢ni nebo
institucionalni ~ vztahy, misto zaméstnani,

vzdélani, publikace a odborna praxe;

O Information relating to your Study
involvement, such as Study participation, quality
events, adverse event reports, and Study reports;

Informace tykajici se vaseho zapojeni do
Studie, jako je ucast na Studii, poruseni kvality,
zpravy 0 nezadoucich ptihodach a zpravy o

0 Financial and banking information that
you provide to us to pay you for services and
provide reimbursement for professional fees,
travel, and expenses; and

Studii,

[] Finanéni a bankovni informace, které
nam poskytnete pro ucely platby za sluzby a
poskytnuti nahrad za odborné sluzby, cestovani a
vydaje; a

O Information about your relationship with
Pfizer, including financial payments made to you.

Informace 0 vaSem vztahu se spole¢nosti
Pfizer, v¢etné finan¢nich &astek, které vam byly
vyplaceny.

Uses and Disclosures of Your Personal Data

Pouziti a zpristupnéni vasSich Osobnich udajua

Pfizer will use and disclose your Personal Data
based on our legitimate interests in fulfilling

Pfizer bude pouZivat a zptistupniovat vase Osobni
udaje na zaklad€ naSich opravnénych zajmu pfi

legal, regulatory, and administrative obligations | plnéni zakonnych, regula¢nich a spravnich
with respect to the Study: povinnosti souvisejicich se Studii:
(1 To fulfill regulatory and legal obligations | (i) K plnéni regulacnich a zakonnych

in connection with the Study. This means that
Pfizer may disclose your Personal Data to other
parties in order to comply with any applicable
regulatory or legal requirements including to
ethics committees and institutional review
boards, as well as health regulatory authorities
throughout the world.

povinnosti v souvislosti se Studii. To znamena,
7ze spoleénost Pfizer mize poskytnout vase
Osobni tdaje jinym stranam z dtvodu souladu s
platnymi  regulacnimi  nebo  zakonnymi
pozadavky; mezi jiné strany patii etické komise a
institucionalni poradni vybory, stejné jako
zdravotni regula¢ni urady po celém svéte.

(i) To administer the Study, including site
feasibility, Study implementation, management,
monitoring, and payment activities related to
your participation in the Study. This means that
Pfizer may disclose your Personal Data to other

members of the Pfizer group members,
development partners, and authorized
representatives,  contractors, and  service

providers working on behalf of Pfizer.

(i) Pro spravu Studie v¢etné proveditelnosti,
realizaci Studie, fizeni, monitorovani a platebni
¢innosti souvisejici S vasi ucasti ve Studii. To
znamena, ze spole¢nost Pfizer mtze poskytnout
vaSe Osobni tudaje ostatnim ¢lenim skupiny
Pfizer, partnerim podilejicim se na vyzkumu a
opravnénym  zastupcim,  dodavatelim a
poskytovatelim sluzeb, ktefi pracuji jménem
spole¢nosti Pfizer.

(ili)  To publicly disclose your involvement in
the Study, including (if applicable) your
association as an investigator, for posting online
on Pfizer’s website, the European Clinical Trials
Database, ClinicalTrials.gov, and similar sites,
and in printed materials.

(iii) Pro zpfistupnéni informaci 0 vasi ucasti
na Studii, vcetné¢ (je-li pouzitelné) vaseho
zapojeni jako zkousejiciho, pro zvefejnéni
informaci on-line na webovych strankach
spole¢nosti ~ Pfizer, v  Evropské databazi
klinickych  hodnoceni, ClinicalTrials.gov a
podobnych strankach a v tisténych materialech.

(iv) To to conduct background checks,
including to verify your credentials, training and

(iv) K provedeni kontroly véetné ovéfeni
vaSich daji, vzdélani, kvalifikace a udélenych
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licensing and to ensure that we are not precluded
from working with you.

licenci a k potvrzeni, Ze nic nebrdni nasi
spolupraci S vami.

(v) To disclose your relationship with Pfizer,
including any amounts Pfizer has paid to you,
including reports to government authorities, as
required by applicable law.

(V) Zptistupnéni informaci 0 vasem vztahu
se spolecnosti Pfizer vCetné Castek, které vam
spole¢nost Pfizer zaplatila, organim statni
spravy, jak je pozadovano platnymi pravnimi
predpisy.

(vi)
collaborate
distribution and/or
products or services.

To other companies with which we
regarding  joint  development,
marketing of particular

(vi) Zptistupnéni Gdaju jinym spole¢nostem,
se kterymi spolupracujeme ohledné spole¢ného
rozvoje, distribuce nebo marketingu konkrétnich
vyrobkui nebo sluzeb.

(vii)  To identify and, if applicable, engage
with you for other research collaboration and
professional consulting opportunities based on
your professional expertise and opinions.

(vii)  Pro identifikaci a vase ptipadné zapojeni
do dalsi vyzkumné spoluprace a mozného
odborného poradenstvi na zakladé¢ vaSich
odbornych znalosti a nazort.

(viii)  To prepare, complete and implement any
reorganization, merger, sale, joint wventure,
transfer or other disposition of all or any portion
of our business, assets or stock (including any
bankruptcy proceedings).

(viii)  Pro ptipravu, dokonceni a provedeni
jakékoli reorganizace, fuze, prodeje, spolecného
podniku, ptfevodu nebo jiné transakce celého
nebo c¢asti naseho podniku, aktiv nebo akcii
(v€etné konkursniho fizeni).

(ix)  To comply with regulatory requirements,
judicial proceedings, court orders, government

(ix) V souladu s regula¢nimi pozadavky,
soudnim fizenim, soudnimi piikazy, pozadavky

requests or legal process served on us. statni spravy nebo pravnimi spory, které
obdrzime.
) To take legal action or otherwise protect | (X) K podniknuti pravnich krokt nebo jinych

safety, rights or property of our customers, the
public and Pfizer and our affiliates.

krokti kK ochrané prav, bezpe¢nosti nebo majetku
naSich zakazniki, vefejnosti a spole¢nosti Pfizer
a nasich pobocek.

If you are an investigator, Pfizer may contact you
regarding future research studies and activities
because of our legitimate interest in making the
scientific community aware of future research
activities and accelerating  clinical trial
development and scientific research.

Pokud jste zkouSejicim, spoleénost Pfizer vas
muze kontaktovat ohledn¢ budoucich
vyzkumnych studii a cinnosti ohledné nasich
opravnénych zajmt 0 to, aby védecka vefejnost
byla informovana 0 budoucich vyzkumnych
¢innostech a wurychleni klinického vyvoje a
védeckého vyzkumu.

Transfer

Prienos

Due to the global nature of Pfizer’s operations,
your Personal Data may be used and disclosed
throughout Pfizer for the purposes as set out
above. This may require transfer and storage of
your Personal Data in countries other than where
you are based, including the United States and

Vzhledem ke globalni povaze fungovani
spolecnosti Pfizer mohou byt vase Osobni tdaje
pouzity a zpiistupnény Vv celé spole¢nosti Pfizer
pro vySe uvedené ucely. TOo muZe vyzadovat
pfenos a uchovavani vaSich Osobnich tdaji v
jinych zemich, nez ve kterych pisobite, vCetné
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other countries located outside of the EEA and
Switzerland.  Some non-EEA countries are
recognized by the European Commission as
providing an adequate level of data protection
according to EEA standards (the full list of these
countries is available on the EU Commission
website: https://ec.europa.eu/info/law/law-
topic/data-protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-

Spojenych Statd a dalSich zemi, které se
nachazeji mimo uzemi EHP a Svycarska. Nékteré
zem& Mimo uzemi EHP jsou uznany Evropskou
komisi za zemé poskytujici odpovidajici troven
ochrany osobnich tdaju podle norem EHP (tplny
seznam téchto zemi je k dispozici na webovych
strankach Evropské komise:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-

countries en.

protection-personal-data-non-eu-countries en.

For transfers from the EEA to countries not
considered adequate by the European
Commission, Pfizer enters into standard data
protection contractual terms (“Model Clauses™)
that have been approved by the European
Commission with these entities to ensure that
these entities safeguard your Personal Data and
only Process your Personal Data as provided in
this Notice. Pfizer can provide you with a copy
of these Clauses upon your written request by
contacting Pfizer’s Data Protection Officer
(contact information below).

Pro ptenosy tudaji z EHP do zemi, ve kterych
neni ochrana osobnich 1daji povazovana
Evropskou komisi za dostate¢nou, spolecnost
Pfizer pouzije standardni smluvni podminky
ochrany osobnich tdaju (,,Modelové dolozky*),
které byly schvaleny Evropskou komisi S témito
subjekty, aby zajistily, Ze tyto subjekty budou
chrénit vaSe Osobni udaje a Zpracovavat Osobni
udaje tak, jak je uvedeno v tomto Oznameni.
Spole¢nost Pfizer vam mize poskytnout Kopii
téchto Dolozek na zaklad¢ vasi pisemné zadosti;
kontaktujte prosim povéfence pro ochranu
osobnich 1udaji spolecnosti Pfizer (kontaktni
informace nize).

Your Personal Data Rights

Vase prava ohledné Osobnich udajua

If you have any questions, complaints, or
concerns about how Pfizer processes your
Personal Data; if you would like to request
access, correction (if you believe the data is
incomplete or inaccurate), suppression or
deletion of your Personal Data or if you would
like to request a copy or the portability of your
Personal Data or that we cease using it; please
contact Pfizer at
Research dataprivacy@pfizer.com. Please note,
however, that certain Personal Data may be
exempt from such requests pursuant to applicable
laws and regulations.

Pokud mate néjaké dotazy, stiznosti nebo obavy
ohledné toho, jak Pfizer zpracovava vase Osobni
udaje; pokud byste chtéli pozadat o piistup,
opravu (pokud si myslite, Ze udaje jsou netplné
nebo nepifesné), omezeni Nebo vymazani vasich
Osobnich udaji nebo pokud chcete pozadat o
kopii nebo pfenos vasich Osobnich tdaji nebo o
to, abychom pfestali vase Osobni udaje pouZzivat,

kontaktujte prosim spole¢nost Pfizer na e-
mailové adrese:
Research dataprivacy@pfizer.com. Vezméte

prosim nicméné na védomi, Ze nékteré Osobni
udaje mohou byt vyjmuty z takovych pozadavkl
v souladu s platnymi zédkony a ptedpisy.

You or your Institution or Principal Investigator
entered into a contract with Pfizer, or its contract
research organization to participate in the Study,
and your Personal Data is being provided to
Pfizer as a part of that contract. If you fail to or
are unwilling to provide your Personal Data for
the purposes described in this Notice, you and

Pokud jste vy nebo vase Zdravotnické zafizeni
uzavieli smlouvu se spolecnosti Pfizer nebo jeji
CRO ohledné¢ ucasti na Studii, vase Osobni udaje
jsou poskytovany spolecnosti Pfizer jako soucast
této smlouvy. Pokud odmitnete nebo nejste
ochotni poskytnout své Osobni tdaje pro ucely
popsané Vv tomto Ozndmeni, vy a vaSe
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your Institution or Principal Investigator will not
be able to be involved in the Study.

Zdravotnické zafizeni se nebudete moci Studie
ucastnit.

Retention

Uchovivini

Your Personal Data may be retained by Pfizer for
so long as is reasonably necessary to ensure
Pfizer’s compliance with any legal or regulatory
requirements. The criteria used to determine our
retention periods include: (i) as long as we have
an ongoing relationship with you; (ii) as required
by a legal obligation to which we are subject; and
(iii) as otherwise necessary for legal purposes
(such as in regard of applicable statutes of

VaSe Osobni udaje mohou byt uchovavany
spole¢nosti Pfizer po tak dlouhou dobu, jak je
pfiméfené nutné K zajisténi souladu spole¢nosti
Pfizer s pravnimi nebo regula¢nimi pozadavky.
Kritéria, ktera se pouzivaji k wuréeni doby
uchovavani udaju, zahrnuji: (i) tak dlouho, dokud
s vami budeme mit smluvni vztah; (ii) tak
dlouho, jak je od nas pozadovano pravnimi
predpisy; a (iii) jak je nezbytné pro pravni Gcely

limitations, litigation, or regulatory | (napt. v souvislosti se statutem promlceni,

investigations). soudnimi spory nebo vySetfovanim regulatornich
uradu).

Data Protection Ochrana Osobnich udaji

Pfizer will take reasonable organizational,

technical and administrative measures to protect
the confidentiality and security of your Personal
Data that are consistent with applicable privacy
and data security laws and regulations, including
requiring service providers to use appropriate
measures to protect the confidentiality and
security of Personal Data; however, no data
transmission or storage system can be guaranteed
to be 100% secure.

Spole¢nost Pfizer pfijme pfiméfenad organizaéni,
technicka a administrativni opatfeni na ochranu
davérnosti a bezpecnosti vasich Osobnich udaji,
které jsou v souladu s platnymi zakony a
predpisy 0 ochrané a bezpecnosti osobnich udaji,
véetné pozadavkl na poskytovatele sluzeb, aby
pouzili vhodna opatfeni na ochranu davérnosti a
bezpecnosti Osobnich udaji; nicméné, Zzadny
ptrenos nebo systém ulozeni udaji nemuize zajistit
jejich 100% bezpecnost.

Complaints & Data Protection Officer

Stiznosti a kontaktni informace na Povérence

Contact Information

pro ochranu osobnich udaju

If at any time you have any concerns, complaints
or requests regarding Pfizer’s use of your
Personal Data, please contact our Data Protection
Officer at http://dpo.pfizer/.

Pokud budete mit kdykoliv néjaké ptipominky,
stiznosti nebo Zzadosti tykajici se uziti vaSich
Osobnich udaji spoleénosti Pfizer, kontaktujte
prosim naseho Povéfence pro ochranu osobnich
udaji na adrese http://dpo.pfizer/.

You may also file a complaint with a Data
Protection Authority for your country or region
or in the place of the alleged mishandling of your
Personal Data.

Muzete také podat stiznost Utadu pro ochranu
osobnich udaji ve své zemi, regionu nebo v
misté 0dajného Spatného zachazeni S vaSimi
Osobnimi udaji.
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