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Additi P di Not i ded in the Per Subject Cost (Procedures not tied to a specific |

visit)

Pharmacy start-up fee One-time upon contract signature 500.00
Admin start-up fee One-time upon contract signature 700.00
Record Archiving one-time upon close-out 200.00

 Applicable to subjects who SF at Visit

1. Cost reflects V1 with 25%

reduction, no overhead paid. Max 5
Screen Fails |SFs per site. 495.75

Additional ECG may be performed

S the sponsor clinician,
If required by IRB/EC or if required by
local regulations. 21.25|
Site will be compensated for the actual
costs of the procedures performed at
the costs listed above, inclusive of any

70.00
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[English] [Slovencina]

Attachment B Priloha B
INSURANCE CERTIFICATE OSVEDCENIE O POISTENT{
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Attachment C
EQUIPMENT AND MATERIALS

CRO/Pfizer-Provided Equipment

[Slovencina]
Priloha C )
VYBAVENIE A MATERIALY

Vybavenie a materialy poskytnuté

Three-Party Template (Slovakia) Template Version: May 2018

CRO/spolo¢nost’ou Pfizer

ZIADNE.

243176 B7931030 SVK 1151 Stancik CSA bilingual English-Slovak
20190826 1.0

75




[English]
Attachment D
PFIZER INTERNATIONAL ANTI-BRIBERY AND

ANTI-CORRUPTION BUSINESS PRINCIPLES

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

Bribery of Government Officials

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

“Government Official” shall be broadly interpreted and means:

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

(ii) any employee or individual acting for or on behalf of a
Government Official, agency, or enterprise performing a
governmental function, or owned or controlled by, a
Government (e.g., a healthcare professional employed by
a Government hospital or researcher employed by a
Government university),

(iii) any political party officer, candidate for public office,
officer, or employee or individual acting for or on behalf
of a political party or candidate for public office;

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

V) any member of a royal family or member of the military;
and
(vi) any individual otherwise categorized as a Government

Official under law.
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[Sloventina]

Priloha D

MEDZINARODNE OBCHODNE PRINCIPY SPOLOCNOSTI
PFIZER )

PROTI PODPLACANIU A KORUPCII

Spolo¢nost’ Pfizer ma dlhodobé pravidla, ktoré zakazuji podplacanie
a korupciu v pri nasom podnikani v Spojenych Stitoch americkych
alebo v zahrani¢i. Spolo¢nost’ Pfizer sa zavizuje, Ze bude konat’ s
integritou, eticky a legélne, v stlade s vietkymi prisluinymi zdkonmi
a pravidlami. Taky isty zavazok o¢akdvame od konzultantov,agentov,
zastupcov alebo inych spolo¢nosti a jednotlivcov konajtcich v nasom
mene (dalej ,,obchodny partner*), ako aj od tych, ktori jednaji v mene
obchodnych partnerov (napr. zmluvni dodavatelia) v spojeni s
aktivitami vykonavanymi pre spolo¢nost’ Pfizer.

Podpldcanie tiradnych osob

Vicsina krajin ma zakony, ktoré zakazuji poskytovanie, ponukanie
alebo prisl'ub akejkol'vek platby alebo cohokol'vek hodnotného
(priamo alebo nepriamo) uradnej osobe, ked ucelom takejto platby je
ovplyvnit' uradny tkon alebo rozhodnutie tejto osoby ohladom
ziskania alebo udrzania obchodu.

Pojem ,,aradna osoba* sa vyklada §iroko a zahffia:

(i) akéhokolvek zvoleného alebo menovaného vlddneho
predstavitela (napr. ¢lena parlamentu alebo ministra;

(ii) akéhokolvek zamestnanca Stitneho alebo verejného
orgénu, alebo osobu konajlcu za alebo v mene tradnej
osoby, agentury alebo podniku vykondvajiceho tradnu
funkciu alebo vlastneného ¢i kontrolovaného S$tatnym
alebo verejnym organom (napr. zdravotnicky odbornik
zamestnany v 3titnej nemocnici alebo vyskumnik
zamestnany Statnou univerzitou);

(iii) akéhokolvek ¢lena politickej strany, kandidata na politicky
urad, uradnika, zamestnanca alebo osobu konajlicu v
mene politickej strany alebo kandidata na verejny urad;

(iv) akéhokolvek zamestnanca alebo osobu konajicu pre
alebo v mene verejnopravnej medzindrodnej organizacie;

(v) akéhokolvek ¢lena krdlovskej rodiny alebo prislusnika
vojska; a
(vi) akukolvek osobu inak kategorizovanu podla zdkona ako

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

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

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

Anti-Bribery and Anti-Corruption Principles Governing
Interactions with Governments and Government Officials

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

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

. In conducting their Pfizer-related activities, Business
Associates, and those acting on their behalf in connection
with work for Pfizer, must understand and comply with
any local laws, regulations, or operating procedures
(including requirements of Government entities such as
Government-owned hospitals or research institutions) that
impose limits, restrictions, or disclosure obligations on
compensation, financial support, donations, or gifts that
may be provided to Government Officials. If a Business
Associate is uncertain as to the meaning or applicability of
any identified limits, restrictions, or disclosure
requirements with respect to interactions with Government
Officials, that Business Associate should consult with his
or her primary Pfizer contact before engaging in such
interactions.

. Business Associates, and those acting on their behalf in
connection with work for Pfizer, are not permitted to offer
facilitation payments. A “facilitation payment” is a
nominal payment to a Government Official for the purpose
of securing or expediting the performance of a routine,
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Pod pojmom ,,vldda“ sa rozumeju vietky urovne a poddivizie vlady
(tj. miestne, oblastné alebo narodné a administrativne, legislativne
alebo vykonné).

KedZe definicia ,iradnej osoby" je takd Sirokd, je pravdepodobné Ze
obchodny partner pride po¢as normalneho priebehu svojej obchodnej
¢innosti vykonavanej v mene spolo¢nosti Pfizer do kontaktu s iradnou
osobou. Napriklad lekéri zamestnani v $tatnych nemocniciach buda
podla zasad spolo¢nosti Pfizer povazovani za ,,iradné osoby".

Zéakon Spojenych §tatov americkych o zahraniénych korupénych
praktikach (,,FCPA") zakazuje vykonanie, poniikanie alebo povolenie
akejkol'vek platby alebo ohokol'vek hodnotného neamericke;j Giradnej
osobe, ked’ ucelom takejto platby je nepatriCne alebo korupéne
ovplyvnit’ &¢iny alebo rozhodnutie tohto predstavitel'a, aby pomohol
spolo¢nosti ziskat’ alebo udrzat’ obchod, alebo inak ziskat’ nepatri¢na
vyhodu. Zakon FCPA taktieZz zakazuje spolocnosti alebo osobe
pouzivat’ inl spolo¢nost’ alebo jednotlivca na to, aby sa zapojil do
vy$Sie uvedenych aktivit. Spolo¢nost’ Pfizer je ako americkd
spoloénost’ povinna dodrziavat’ zdkon FCPA a moéze byt pravne
zodpovedna za aktivity vykondvané svojimi obchodnymi partnermi
kdekol'vek vo svete.

Protitiplatkarske a protikorupéné principy upravujiice interakcie
so §taitnymi a verejnymi organmi a iradnymi osobami

Obchodni  partneri musia komunikovat’ a postupovat’ podla
nasledovnych principov v suvislosti s interakciou so Statnymi
a verejnymi organmi a uradnymi osobami:

. Obchodni partneri a osoby konajuce v ich mene v suvislosti
s aktivitami vykondvanymi pre spolo¢nost’ Pfizer nesmu
priamo alebo nepriamo poskytnat, prislubit’ alebo schvalit’
poskytnutie uplatku alebo &ohokol'vek hodnotného tiradne;j
osobe s cielom ovplyvnit’ tito uradni osobu, aby vykonala
akykol'vek tiradny tkon alebo rozhodnutie, ktoré napoméze
spolo¢nosti Pfizer ziskat’ alebo udrzat’ si obchodné aktivity.
Obchodni partneri a osoby, ktoré konaji v jeho mene, nesmi
nikdy poskytnit’ platbu alebo ponuknut’ tradnej osobe
aktkolvek vec alebo vyhodu, bez ohl'adu na hodnotu, alebo
nepatri¢ne ju ovplyvnit, aby odsuhlasila, preplatila,
predpisala alebo zakupila produkt spolo¢nosti Pfizer,
ovplyvnila vysledok klinického skusania alebo inak
nepatriéne profitovala z obchodnych aktivit spolo¢nosti
Pfizer.

. Obchodni partneri a osoby, ktoré konaji v ich mene v
suvislosti s aktivitami vykonavanymi pre spolo¢nost’ Pfizer
musia pochopit’ a dodrZiavat’ miestne zakony, predpisy alebo
operatné postupy (vratane poziadaviekpredpisanych
Statnymi entitami ako su §titne nemocnice alebo vyskumné
indtitacie), ktoré uplatiuju akékolvek limity, obmedzenia
alebo poziadavky na zverejnenie nahrady, finan¢nej podpory,
donécii alebo darov, ktoré mézu byt poskytnuté Gradnym
osobam. Ak si obchodny partner nie je isty vyznamom alebo
uplatnenim akychkolvek identifikovatelnych obmedzeni
alebo poziadaviek na zverejnenie s ohl'adom na interakciu s
uradnymi osobami, mal by to obchodny partner
prekonzultovat’ s jeho hlavnou kontaktnou osobou zo
spolo¢nosti Pfizer skor, nez za¢ne vykonavat’ svoje aktivity.

. Obchodni partneri a osoby, ktoré konaju v ich mene v
suvislosti s aktivitami vykonavanymi pre spolo¢nost’ Pfizer
nemaju povolenie pontkat’ ulahlujice platby. ,,Ulahéujica
platba® je nomindlna, neoficidlna platba Gradnej osobe za
ucelom zabezpecenia alebo urychlenia vykonu beznej
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non-discretionary governmental action. Examples of
facilitation payments include payments to expedite the
processing of licenses, permits or visas for which all
paperwork is in order. In the event that a Business
Associate, or someone acting on their behalf in connection
with work for Pfizer, receives or becomes aware of a
request or demand for a facilitation payment or bribe in
connection with work for Pfizer, the Business Associate
shall report such request or demand promptly to his or her
primary Pfizer contact before taking any further action.

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

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

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

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

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

. Pfizer colleagues are not permitted to receive gifts,
services, perks, entertainment, or other items of more than
token or nominal monetary value from Business
Associates, and those acting on their behalf in connection
with work for Pfizer. Moreover, gifts of nominal value are
only permitted if they are received on an infrequent basis
and only at appropriate gift-giving occasions.

Reporting Suspected or Actual Violations
Business Associates, and those acting on their behalf in connection
with work for Pfizer, are expected to raise concerns related to potential

violations of these International Anti-Bribery and Anti-Corruption
Principles or the law. Such reports can be made to a Business
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Uradnej aktivity nevyZadujlcej jeho vlastné uvaZenie.
Priklady ul'ah¢ujucich platieb zahffiajii platby na urychlenie
spracovania licencii, povoleni alebo viz, pre ktoré si uz
pripravené podklady. V pripade, Ze obchodny partner alebo
osoba, ktord kona v jeho mene v suvislosti s aktivitami
vykonévanymi pre spolo¢nost’ Pfizer, dostane alebo si je
vedomé Ziadosti alebo poziadavky na ulahéujicu platbu
alebo tplatok v suvislosti s aktivitami vykondvanymi pre
spolo¢nost’ Pfizer, obchodny partner musi ohlasit takito
Ziadost' alebo poziadavku svojej hlavnej kontaktnej osobe v
spolo¢nosti Pfizer skor, neZ podnikne akykol'vek d’alsi krok.

Komercné uplatkdrstvo

K podplécaniu a korupcii méze déjst aj v netradnych vztahoch,
vzdjomne medzi spolotnostami. VéacSina krajin ma zakony, ktoré
zakazujii poniikanie, slubovanie, vyzadovanie, preberanie, prijimanie
alebo suhlas s prijatim pefiazi alebo ¢ohokolvek, o m4 hodnotu, ako
vymenu za nepatri¢nii obchodnti vyhodu. Medzi priklady zakézaného
spravania méZe patrit' napriklad poskytovanie nepatriénych darov
alebo pohostenia, provizii alebo investi¢nych prileZitosti pontkanych
za UCelom nepatriéného povzbudenia ndkupu tovarov alebo sluZieb.
Kolegovia zo spoloénosti Pfizer nemaji povolenie ponukat, dévat,
uchadzat’ sa alebo prijimat’ uplatky. O&akdvame, Ze nadi obchodni
partneri alebo osoby, ktoré konaju v ich mene v stvislosti s aktivitami
vykondvanymi pre spolodnost’ Pfizer, budi dodrziavat rovnaké
principy.

Protitplatkarske a protikorup&né principy upravujiice interakcie
so sikromnymi osobami a zamestnancami spolo¢nosti Pfizer

Obchodni partneri musia komunikovat' a dodrziavat' nasledujiice
principy v stvislosti s ich interakciou so stkromnymi osobami
a Pfizer zamestnancami:

. Obchodni partneri a osoby konajiice v ich mene v
savislosti s aktivitami vykonavanymi pre spolo¢nost
Pfizer, nesmii priamo alebo nepriamo poskytnit, prislabit’
alebo schvalit' poskytnutie tplatku alebo poskytntt
Cokol'vek hodnotné akejkol'vek osobe za ucelom
ovplyvnenia tejto osoby, aby poskytla spolo&nosti Pfizer
nepatri¢ni obchodnt vyhodu.

. Obchodni partneri a osoby konajice v ich mene v
savislosti s aktivitami vykondvanymi pre spolognost
Pfizer, nem6zu priamo alebo nepriamo pontikat’, sithlasit’
s prijatim alebo prevziat’ platbu alebo &okol'vek, hodnotné,
ako protihodnotu spojent s ich obchodnymi aktivitami
vykonavanymi pre spoloénost’ Pfizer. s

. Zamestnanci  spolodnosti Pfizer maji zakézané od
obchodnych partnerov a 0sob konajticich v ich mene v
savislosti s aktivitami vykondvanymi pre spolognost
Pfizer prijimat’ dary, sluzby, vyhody, pohostenie alebo iné
polozky vicSej ako symbolickej alebo zanedbatelnej
pefiaznej hodnoty. Okrem toho s dary zanedbatelnej
hodnoty povolené iba vtedy, ak sa prijmt len ob&as a pri
vhodnych prileZitostiach.

Ohlasovanie podozreni na porusenia alebo skutoénych poruseni

Od obchodnych partnerov a 0s6b konajucich v ich mene v savislosti
s aktivitami vykonavanymi pre spolognost Pfizer sa oSakdva, Ze
ohldsia podozrenia na moZné poruenia tychto medzindrodnych
protitplatkarskych a protikorup&nych z4sad alebo zakonov. Ohlasenie
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Associate’s primary point of contact at Pfizer, or if a Business je mozné uskuto¢nit u hlavnej kontaktnej osoby obchodného partnera / «J

Associate prefers, to Pfizer’s Compliance Group by e-mail at v spolo¢nosti Pfizer, alebo ak obchodny partner uprednostije, Vv
corporate.compliance@pfizer.com or by phone at 1-212-733-3026. emailom oddeleniu  ,Pfizer Compliance Group“ na adresu
corporate.compliance@pfizer.com alebo telefonicky na €isle 1-212-
733-3026.
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Attachment E
PROTECTION OF PERSONAL DATA

1. Definitions. Capitalized terms used in this Attachment E will
have the meaning assigned to them in this Section 1 of Attachment
E. All capitalized terms not otherwise defined in Attachment E
will have the meaning assigned to them in the Agreement.

(a) “Applicable Law” means any applicable law, regulation,
or other legal requirement to the services provided under
the Agreement.

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

(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.

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

(i) 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;

(ii) 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
(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.

(e) “Personal Data” has the meaning given by Applicable
Law and includes, without limitation, any information
(regardless of the medium and whether alone or in
combination with other available information) that
identifies or relates to an identified or identifiable natural
person. Key-coded data are considered Personal Data even
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Priloha E )
OCHRANA OSOBNYCH UDAJOV

1. Definicie. Terminy uvedené velkymi pismenami v tejto Prilohe E
maju vyznam, ktory je im prideleny v tejto 1. Easti Prilohy E. VSetky
terminy uvedené velkymi pismenami, ktoré nie su definované inak v
Prilohe E, majt vyznam, ktory je im prideleny v zmluve.

(a) ,,Prislu$ny zakon* znamena kazdy platny zakon, predpis alebo ina
zékonnd poziadavka vztahujuca sa na sluzby poskytované podla tejto
zmluvy.

(b) ,,Prevadzkovatel znamena subjekt, ktory samostatne alebo
spolo¢ne s inymi urduje ucely a prostriedky Spractivania Osobnych
udajov.

(c) ,,Porusenie bezpe¢nosti idajov* znamena narusenie bezpe¢nosti
vedice k nidhodnému alebo nezdkonnému zniceniu, strate, zmene,
neopravnenému zverejneniu alebo poskytnutiu Osobnych tdajov,
ktoré boli odoslané, uchovavané alebo inak spracuvané.

(d) ,.Bezpe€nostny incident znamena (i) porusenie bezpe¢nosti
Gdajov; (ii) narusitelnost’ bezpetnosti, ktora predstavuje podstatné
riziko ohrozenia ddovernosti, integrity alebo bezpe¢nosti Osobnych
tdajov; (iii) porusenie Prislusného zdkona tykajiceho sa Spractvanie
Osobnych udajov podla tejto zmluvy, alebo (iv) akékol'vek
neopravnené nadobudnutia, spristupnenie alebo pouzitie Osobnych
tdajov, ktoré ma za nasledok povinnost' oznamit' poruSenie podla
Prislugného zdkona. K Bezpe¢nostnému incidentu nepatria nasledovné
pripady:

(i) akékol'vek netimyselné nadobudnutie, spristupnenie alebo pouzitie
Osobnych udajov zo strany zamestnanca alebo zdstupcu institicie
alebo hlavného skusajuceho, ak takéto nadobudnutie, spristupnenie
alebo pouzitie bolo vykonané v dobrej viere a nevedie k d’alSiemu
neopravnenému alebo nevhodnému Spractvaniu Osobnych tdajov,

(ii) akékolvek neumyselné poskytnutie osobou s oprdvnenim
pristupovat’ k Osobnym tdajom v mene institicie alebo hlavného
skusajuceho, inej osobe s opravnenim pristupovat’ k Osobnym udajom
v mene intitacie alebo hlavného skisajuceho, za predpokladu, Ze tieto
informacie ziskané v désledku takéhoto poskytnutia sa dalej
nepouziji ani neposkytni neopravnenym alebo nevhodnym
spdsobom; alebo

(iii) akykolvek strata alebo neopravnené nadobudnutie i
spristupnenie  pseudonymizovanych ~ Osobnych  tdajov  za
predpokladu, Zze ddéverné spracuvanie alebo kluc, ktorym mozno
ohrozit' bezpe¢nost, dovernost’ alebo integritu pseudonymizovanych
Osobnych udajov, nie je takisto predmetom Uniku alebo
neopravneného nadobudnutiu ¢i spristupnenia.

(e) ,,Osobné udaje“ maji vyznam ureny Prislusnym zdkonom a
patria k nim najma akékol'vek informacie (bez ohl'adu na médium a na
to, & si samostatné alebo v kombinécii s inymi dostupnymi
informaciami), ktoré identifikuju alebo sa tykaju identifikovanej alebo
identifikovatelnej fyzickej osoby. Pseudonymizované udaje sa
povazuju za Osobné Udaje, aj ked’ drZitel tychto idajov nema pristup
ku klucu, ktory spdja udaje s totoznost'ou jednotlivca. K Osobnym
tdajom zhromazd'ovanym v stvislosti s tymto klinickym skdSanim
budu patrit Osobné Gidaje zastupcov spolo¢nosti Pfizer, ako aj Osobné
Gdaje tykajuce sa hlavného skuasajiceho, spoluskusajicich,
ski$ajliceho personalu, tretich stran a G¢astnikov klinického skisania.
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if the holder of those data does not have access to the key
that links the data to the identity of an individual. Personal
Data collected in association with the Study will include
Pfizer Representative Personal Data as well as Personal
Data relating to the Principal Investigator, sub-
investigators, research staff, third parties, and Study
Subjects.

“Process” or “Processing” will 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, erasure or destruction.

(g) “Transfer”, “Transferred” or “Transferring” means,
whether by physical or electronic means, across national
borders, both (a) 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.

2. Personal Data of Study Subjects. Pfizer will be an independent
Controller with respect to its Processing of Personal Data contained in
the Study Data and Biological Samples that are reported by Institution
or Principal Investigator to Pfizer/CRO or otherwise created by Pfizer.
Institution or Principal Investigator is the Controller of Personal Data
Processed with respect to the medical treatment of the Study Subject.

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

4. Compliance. The parties and Pfizer agree to comply with
Applicable Law with respect to its Processing of Personal Data
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 and Pfizer will 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 is carried out under the Agreement. Institution will also
immediately notify Pfizer of any notices received by Institution from
a data protection authority that relate to the Study.

5. Privacy and Security Programs. During the term of this Agreement,
the Institution and Pfizer 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 will implement appropriate administrative,
technical, and physical security measures to protect Personal Data.

6. Personnel. Institution and Pfizer will ensure that their personnel
engaged in the Processing of Personal Data are informed of the
confidential nature of the Personal Data, have received appropriate
training on their responsibilities, and have executed written
confidentiality agreements or are otherwise subject to professional
obligations of confidentiality. The Parties will ensure that access to
Personal Data is limited to those personnel who perform services in
accordance with the Agreement.

7. Security Incident.
(a) Institution will notify Pfizer, in the manner specified in the

Agreement, within twenty-four (24) hours of discovery of a Security
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(f) ,Spraciivanie” alebo ,Spracuvivanie® znamenda akukol'vek
operaciu alebo sibor operacii, ktor¢ sa vykonavaji v suvislosti s
Osobnymi  udajmi, ako sG ziskavanie, zaznamenavanie,
usporadivanie, $truktirovanie, uchovavanie, prepraciivanie alebo
zmena, vyhladavanie, prehliadanie, vyuZivanie, poskytovanie
prenosom, $irenie alebo iné spristupfiovanie, preskupovanie alebo
kombinovanie, obmedzenie, vymazdvanie alebo likvidacia, bez
ohPadu na to, & sa vykondvaji automatizovanymi alebo
neautomatizovanymi prostriedkami.

(g) Prenos®, ,Prenasanie alebo ,,Odosielanie” znamena fyzické
alebo clektronické cezhraniéné (a) presunutic Osobnych tdajov z
jedného miesta na iné miesto alebo od jednej osoby k inej osobe a (b)
spristupnenie osobnych udajov jednym miestom inému miestu alebo
jednou osobou inej osobe.

2. Osobné tudaje ugastnikov klinického skulania. Spolocnost Pfizer
bude nezavislym prevadzkovatelom v sivislosti so Spractvanim
Osobnych udajov nachédzajicich sa v idajoch klinick¢ho skiidania a
pri biologickych vzorkach, ktoré s hldsené institiciou alebo hlavnym
skagajocim spolognosti Pfizer alebo inak vytvorené spolo¢nostou
Pfizer. Inititicia alebo hlavny sku3ajici je prevadzkovatelom
Osobnych udajov Spracuvdvanych v suvislosti s liecbou ucastnika
klinického ski$ania.

3. Osobné tdaje personalu klinického sku3ania. Institicia berie na
vedomie, ze od spolo¢nosti dostala oznamenie o ochrane osobnych
Gidajov skusajicich a persondlu klinického skusania — Europska tnia,
Eurépsky hospodarsky priestor a Svajéiarsko.

4. Dodrziavanie nariadeni. Zmluvné strany a spolo¢nost Pfizer sa
zavizuji dodrziavat Prisluny zékon v savislosti so Spracuvéavanim
Osobnych idajov pogas celého obdobia platnosti tejto zmluvy. Kazda
zmluvna strana je povinna vykonévat’ a udrziavat siipisy a registracie
na Spracavanie Osobnych udajov, ako to vyzaduje Prislusny zakon.
Zmluvné strany a spolo¢nost’ Pfizer bud vzdjomne spolupracovat’ a
pomahat si pri vykonavani akychkol'vek posudeni vplyvu na ochranu
osobnych tdajov a/alebo pri predbeznych konzultaciach so Statnymi
organmi, ktoré sa mézu vyZzadovat v sivislosti so Spracuvanim, ktoré
sa vykonava na zaklade tejto zmluvy. Indtiticia bude tieZ bezodkladne
informovat’ spolo¢nost’ Pfizer o vietkych ozndmeniach doru¢enych
tradom pre ochranu osobnych tdajov, ktoré sa tykaju klinického
sktsania.

5. Programy ochrany osobnych tidajov a bezpe¢nosti. Pocas platnosti
tejto zmluvy bude institacia aj spolo¢nost’ Pfizer viest' komplexny
program ochrany osobnych udajov a bezpe€nosti urceny na
zabezpedenie toho, aby Osobné tidaje boli Spracuvéavané iba v stlade
so zmluvou vratane vymenovania zodpovednej osoby, ako to vyzaduje
Prisluiny zikon. Zmluvné strany prijmd primerané administrativne,
technické a fyzické bezpe¢nostné opatrenia na ochranu Osobnych
udajov. \

6. Persondl. InititGcia a spolotnost Pfizer zabezpeti to, aby ich
personal zapojeny do Spracuvavania Osobnych udajov bol
informovani o dovernom charaktere Osobnych udajov, aby absolvoval
primerané $kolenie tykajtice sa ich povinnosti a aby uzavrel pisomni
dohodu o ml¢anlivosti alebo inym spdsobom podliehal povinnosti
zachovévania pfofesijného tajomstva. Zmluvné strany zabezpecia, aby
pristup k Osobnym tidajom bol obmedzeny iba na tych zamestnancov,
ktori poskytuju sluzby v sulade so zmluvou.

7. Bezpetnostny incident.
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Incident related to Personal Data maintained by Institution under the
Agreement.

(b) In the course of notification, Institution will provide, as feasible,
sufficient information for Pfizer to assess the Security Incident and
provide feedback, solely as an interested party and not as legal or
regulatory advice, to Institution on whether notification to any
government is required by Applicable Law.

(c) Institution will determine 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, and will be responsible for
providing such notification.

(d) Solely with respect to any Data Security Breach notifications
involving Pfizer Representative Personal Data (as defined in Section
12), Pfizer will have the opportunity to review and approve such
notices before they are sent to the Pfizer representatives.

(e) Institution will be responsible for all costs, expenses, as well as any
resulting penalties, associated with the provision of such notifications.
Institution will also perform all necessary actions to rectify and
mitigate the Security Incident at its sole expense.

8. Rights of Data Subjects Participating in the Study. Institution and
Pfizer agree that, as between them, Institution is best able to manage
requests from Study Subjects for access, amendment, Transfer,
restriction, or deletion of Personal Data. In the event that Pfizer and/or
CRO receive a request from a Study Subject for such access,
amendment, Transfer, restriction, or deletion, Pfizer or CRO will
forward the request to Institution. Institution will 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
acknowledges 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.

9. Rights of Data Subjects Participating in the Study post Study
Closure. Institution will 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.

10. Cross-Border Data Transfers. Institution will only Transfer
Personal Data outside the European Union, European Economic Area
or Switzerland in accordance with Study related instructional
documents provided by Pfizer. If requested by either Institution or
Pfizer (or by CRO on behalf of Pfizer), Institution and Pfizer will enter
into an agreement governing such Transfer, including, but not limited
to the EU Standard Contractual Clauses, unless another adequate
mechanism for the Transfer exists.

11. Records. Institution and Pfizer will each maintain a written record
of all Processing activities that are carried out under the Agreement.
Such record will 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.
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(a) Indtiticia oznadmi spolo¢nosti Pfizer bezpe¢nostny incident
stvisiaci s osobnymi Gdajmi uchovévanymi intitGciou na zéklade
tejto zmluvy spdsobom uréenym v zmluve do dvadsiatich Styroch (24)
hodin od zistenia.

(b) Poas oznédmenia inititicia poskytne, nakolko je to moZné,
spolo¢nosti  Pfizer  dostatoéné informéacie na  posudenie
Bezpe¢nostného incidentu a spolo¢nost’ Pfizer spatne urci, vyhradne
len ako zainteresovana strana, a nie ako pravne ¢i regulacné
odportidanie, indtiticii, & sa podla Prislusného zékona vyzaduje
oznamenie prislusnej vlade.

(c) Na zaklade vietkych dostupnych informécii a Prislusného zakona
ingtitacia uréi, &i sa dany Bezpe&nostny incident bude povazovat za
Porusenie bezpe&nosti idajov a zabezpe¢i ozndmenie dotknutym
osobam a/alebo §titnym organom pre Gdaje, ak to vyzaduje zakon, a
bude zodpovedna za vykonanie takéhoto oznamenia.

(d) Vyhradne v stvislosti s akymikol'vek oznimeniami o PoruSeni
bezpe¢nosti Gdajov tykajuceho sa osobnych udajov zéastupcov
spolognosti Pfizer (ako je definované v Casti 12) spolo¢nost’ Pfizer
bude mat’ moznost tieto oznidmenia skontrolovat’ a schvalit' pred ich
odoslanim zdstupcom spolo¢nosti Pfizer.

(e) Institacia bude zodpovedna za vsetky naklady, vydavky, ako aj
akékol'vek nédsledné sankcie, stvisiace s vykonanim takychto
oznameni. Institicia takisto vykoné vietky potrebné kroky na néapravu
a zmiernenie Bezpe&nostného incidentu na vlastné naklady.

8 Prava dotknutych osdb ziéastiiujucich sa klinického skiiSania.
InstitGcia a spolognost’ Pfizer sa dohodli na tom, Ze spomedzi nich je
indtiticia najschopnejdia spravovat’ Ziadosti zo strany 0castnikov
klinického sku3ania o spristupnenie, zmenu, Prenos, obmedzenie
alebo vymazanie osobnych udajov. V pripade, Ze spolo¢nost’ Pfizer
a/alebo CRO dostane Ziadost' zo strany G&astnika klinického skiiSania
o takéto spristupnenie, zmenu, Prenos, obmedzenie alebo vymazanie,
spoloénost’ Pfizer alebo CRO postipi tito ziadost’ institicii. Institacia
odpovie na Ziadost zo strany Uastnika klinického skdSania o
spristupnenie, zmenu, Prenos, obmedzenie alebo vymazanie
Osobnych udajov v sulade s Prislusnym zakonom, so zmluvou a s
akymikol'vek inymi pokynmi vydanymi spolo¢nostou Pfizer.
Ingtitacia berie na vedomie, Ze kvéli zachovaniu integrity vysledkov
klinického skuSania moZnost zmenit, obmedzit alebo vymazat
Osobné idaje moze byt obmedzena v sulade s Prislu$nym zdkonom.
Spolo¢nost Pfizer berie na vedomie, Ze castnici klinického sktiSania
mézu kedykol'vek odvolat’ svoj informovany suhlas s Gcastou v
klinickom sktsani a svoj stthlas so Spractivanim Osobnych adajov.

9. Prava dotknutych osdb zicasthujucich sa klinického skisania po
ukonéeni klinického skuSania. Institicia bezodkladne ozndmi
spolognosti Pfizer akékol'vek odvolanie sihlasu, ktoré by mohlo
ovplyvnit pouzivanie Osobnych udajov podla tejto zmluvy
a akychkol'vek inych pokynov vydanych spolo¢nost'ou Pfizer. Takéto
ziadosti mézu byt adresované spolo¢nosti Pfizer prostrednictvom
adresy Research_dataprivacy@pfizer.com.

10. Cezhrani¢né Prenosy tidajov. Institacia bude Odosielat’ Osobné
idaje mimo Eur6pskej tnie, Eurépskeho hospodarskeho priestoru
alebo Svajéiarska vyhradne v stlade s pokynmi tykajicimi sa
klinického skusania vydanymi spolo¢nost'ou Pfizer. Na Ziadost' zo
strany institticie alebo spolo&nosti Pfizer (alebo zo strany CRO v mene
spolo¢nosti Pfizer) inititicia a spolo¢nost’ Pfizer uzavri dohodu
upravujlicu takyto Prenos vratane najmi Standardnych zmluvnych
doloziek EU, pokial’ neexistuje iny adekvatny mechanizmus Prenosu
udajov.
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12. Use of Processors. Pfizer and Institution agree that all processing
agreements will be in writing and that processors will be required to
comply with the terms of the Agreement. For purposes of this
Agreement, CRO is a processor of Pfizer. Institution and Pfizer will
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.
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11. Zaznamy. Institicia aj spolo¢nost’ Pfizer bude viest pisomny
zdznam o vietkych &innostiach tykajucich sa Spracuvania udajov
podla tejto zmluvy. Takyto zdznam bude obsahovat’ minimalne (i)
meno a kontaktné udaje kazdého sprostredkovatela (ii) meno a
kontaktné udaje zodpovednych osdéb sprostredkovatelov; (iii)
vykonavané kategérie Spractivania; (iv) Odosielanie do tretich krajin
alebo medzindrodnym organizacidm a dokumenticia o pouZitych
primeranych ochrannych opatreniach; a (v) vSeobecny popis
administrativnych, technickych a fyzickych bezpecnostnych opatren,
ktoré boli prijaté na ochranu Osobnych udajov.

12. Vyuzivanie prostredkovatel'ov. Spolo¢nost’ Pfizer a inititicia sa
dohodli na tom, Ze vietky dohody o spracuvavani budi pisomné a ze
od prostredkovatel'ov sa bude vyzadovat, aby dodrziavali zmluvné
podmienky tejto zmluvy. Na ugely tejto zmluvy CRO je
prostredkovatel'om spolo¢nosti Pfizer. Institicia a spolo¢nost’ Pfizer
budii zodpovedné za akékol'vek nedodrzanie nariadeni zo strany
prostredkovatel'a, ktorého angaZovali, pricom toto nedodrzanie
nariadeni bude predstavovat poru3enie, ako keby sa ho sama dopustila
prisludna zmluvn4 strana.
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