AMENDMENT 2 TO CLINICAL TRIAL
AGREEMENT

This Amendment to Clinical Trial Agreement
(“Amendment”) is between IQVIA RDS
Czech Republic s.r.o., having a place of
business at Pernerova 691/42, Karlin, 186 00
Praha 8, Czech Republic (“IQVIA”), and
Oblastni nemocnice Kolin, a.s., nemocnice
Stiredoceského kraje, having a place of
business at Zizkova 146, Kolin, ZIP 28000,
Czech Republic, Identification number:
27256391, Tax identification number:
CZ27256391, represented by MUDr. Petr
Chudomel, MBA, Director (the
“Institution”), and Esperion Therapeutics,
Inc., having a place of business at 3891
Ranchero Drive, Suite 150 Ann Arbor, Ml
48108, represented by IQVIA RDS Czech
Republic s.r.o. (“Sponsor”) and is effective as
of the date of publication in the Register of
Agreements in compliance with Act no.
340/2015 Sh.

WITNESSETH:

WHEREAS, IQVIA, Institution and Sponsor
are parties to an agreement entitled “A

Randomized, Double-blind, Placebo-
controlled Study to Assess the Effects of
Bempedoic Acid (ETC-1002) on the

Occurrence of Major Cardiovascular Events in

Patients with, or at high risk for,
Cardiovascular Disease who are Statin
Intolerant” Protocol number 1002-043;

effective as of 23 May 2017 as amended by
Amendment No. 1 effective as of 24 October
2017 (the “Agreement”) and the parties desire
to amend such Agreement;

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the parties
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DODATEK 2 KE SMLOUVE O
KLINICKEM HODNOCENI

Tento Dodatek ke Smlouvé o klinickém
hodnoceni (dale jen “Dodatek”) se uzavira
mezi IQVIA RDS Czech Republic s.r.o., se
sidlem na adrese Pernerova 691/42, Karlin,
186 00 Praha 8, Ceska republika (“IQVIA”),
a Oblastni nemocnice Kolin, a.s., nemocnice
Stiedoceského kraje, se sidlem Zizkova 146,
Kolin, PSC 28000, Ceska republika,
Identifika¢ni  ¢islo: 27256391, Danové
identifikacni ¢islo: CZ27256391, zastoupené
MUD:r. Petrem Chudomelem, MBA, feditelem
(“Zdravotnické zarizeni’), a Esperion
Therapeutics, Inc, se sidlem3891 Ranchero
Drive, Suite 150 Ann Arbor, MI 48108,
zastoupena spolecnosti IQVIA RDS Czech
Republic s.r.o. (dale jen ,,Zadavatel*), a to s
ucinnosti ke dni jeho zvefejnéni v registru
smluv v souladu se zakonem ¢. 340/2015 Sb.

VZHLEDEM K TOMU, ZE:

IQVIA, Zdravotnické zatizeni a Zadavatel jsou
strany smlouvy nazvané ‘“randomizovane,
dvojité zaslepené, placebem kontrolované
klinické hodnoceni posuzujici u€inky kyseliny
bempedové (piipravku etc-1002) na vyskyt
zavaznych kardiovaskularnich piihod
U pacientli s kardiovaskularnim onemocnénim
nebo s vysokym rizikem kardiovaskularniho
onemocnéni, ktefi nesnaSeji statiny”, cislo
protokolu 1002-043; uzaviené dne 23. kvétna
2017, ve znéni Dodatku €. 1 ze dne 24. fijna
2017 (dale jen ,,Smlouva®), a pfeji si tuto
Smlouvu zménit.

STRANY TiMTO, s piihlédnutim k

vzdjemnym slibbm a ujednanim zde
obsazenym a plnéni, jehoz pfijeti a
dostatecnost  timto  potvrzuji, sjednavaji

nasledujici zmény Smlouvy:
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hereby agree to amend the Agreement as
follows:

1. DPA, Data Proccesing Agreement is
added in Attachment E.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain
in full force and effect.

AGREEMENTS REGISTR

Notwithstanding the foregoing, Institution,
Sponsor and IQVIA hereby acknowledge that
this Amendment shall be published pursuant to
the Act No. 340/2015 Coll., on Agreements
Register. Any information which constitutes
trade secret of either Party is exempted from
such publication. Furthermore, personal data
of individuals are also exempt from such
publication, unless they have been previously
published in another public register. The
Institution is obliged to publish this
Amendment in accordance with the article
herein above. The Institution will inform
IQVIA of publishing this Amendment in the
Agreements Register by designating the
following email address:
I s hc cmail address
to which a notification of publication in the
Agreements register shall be sent. Should the
Institution fail to publish this Amendment
within 10 working days from its full execution
by all Parties, it may be published by the
IQVIA or Sponsor.

The estimated value of financial payment
under the Agreement, as amended, shall be
approximately CZK 1.293.000,-

This Amendment is executed in Czech and

English language version. In the event. Of any
discrepancy the Czech version shell prevail.

{00072560;v1}

1. DPA, Smlouva o zpracovani osobnich udaji
se timto pridava ke Smlouvé jako Priloha E.

Veskeré podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, zistavaji
v plné platnosti a G¢innosti.

REGISTR SMLUV

Bez ohledu na vyse uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, ze tento Dodatek bude uvefejnén
v souladu se zak. ¢. 340/2015 Sb., o registru
smluv. Takovémuto uvetejnéni nepodléhaji ty
udaje, které tvoii obchodni tajemstvi nékteré
ze smluvnich Stran. Dale nebudou takovémuto
uvetejnéni podléhat osobni udaje fyzickych
osob, ledaze jsou jiz uvefejnény v jiném
vefejn¢ pristupném registru. Za uvetejnéni
Dodatku dle piedchoziho odstavce odpovida
Zdravotnické zatfizeni. Zdravotnické zafizeni
vyrozumi IQVIA o uvefejnéni  Dodatku
vregistru smluv tak, ze ve formulafi
ouzivaném kuvefejnéni zadd  adresu
I o oo
adresu, na kterou mé byt zaslana notifikace
ouvefejnéni. Neni-li Dodatek uvefejnén
Zdravotnickym zafizenim ve lhut¢ 10
pracovnich dni od jeho podpisu vSemi
smluvnimi Stranami, jsou k jejich uvetejnéni
opravnéni IQVIA ¢i Zadavatel.

Ptedpoklddana hodnota finan¢niho plnéni dle
Smlouvy ve znéni dodatku ¢&ini pfiblizné
1.293.000,- K¢.

Tento Dodatek je vyhotoven v ¢eském a
anglickém jazykovém znéni. 'V pfipadé
rozporu mezi jazykovymi verzemi ma
prednost ¢eska jazykova verze.
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IN WITNESS WHEREOF, this Amendment NA ZAKLADE TOHO, byl tento Dodatek
has been executed by the parties hereto podepsan k datim uvedenym nize fadné
through their duly authorized officers on the opravnénymi zastupci vSech stran.

date(s) set forth below.

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

NA DUKAZ SOUHLASU PRIPOJUJE SvVUJ
PODPIS OPRAVNENY ZASTUPCE IQVIA
RDS Czech Republic, s.r.o

By: Jméno:
Title: Funkce:
Signature: Podpis:
Date: Datum:

ACKNOWLEDGED AND AGREED BY
Oblastni nemocnice Kolin, a.s., nemocnice
Stiredoceského kraje:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE

Oblastni nemocnice Kolin, a.s., nemocnice
Stiedoceského kraje:

MUDr. Petr Chudomel

By: MBA
(must be authorized to
sign on Institutions
Title: behalf: Director
Signature:
Date:

MUDr. Petr Chudomel,
Jméno: MBA
(musi se jednat o podpis
opravnéného zastupce
Zdravotnického zarizeni):
Funkce: Reditel
Podpis:
Datum:

Signed by IQVIA RDS Czech Republic, s.r.o.,
On behalf of Sponsor based on a Limited
Agency Agreement dated 18 Feb 2019

Podepsano IQVIA RDS Czech Republic,
S.r.o., Jménem zadavatele dle dohody o
zastoupeni ze dne 18. inora 2019)

By: Jméno:

Title: Title:

Signature: Podpis:

Date: Datum:
{00072560;v1}

Amendment 2 to Clinical Trial Agreement / Dodatek ¢&. 2 ke Smlouvé o klinickém hodnoceni

Esperion Therapeutics, Inc. / 1002-043
Oblastni nemocnice Kolin/
Version / Verze: 1 // 030220

CONFIDENTIAL / DUVERNE

Page / Stranka 3 from / z 14




Attachment E: DATA PROCESSING
AGREEMENT

This Data Processing Agreement (“DPA”) is
entered into on the date above between
Esperion Therapeutics Inc (“Sponsor”) and
Oblastni nemocnice Kolin, a.s., nemocnice
StiedoCeského kraje (the “Institution’)and
supplements the terms of the Clinical Trial
Agreement (“Agreement”) entered into
between IQVIA, the Institution and Sponsorfor
the conduct of the clinical trial A Randomized,
Double-blind, Placebo-controlled Study to
Assess the Effects of Bempedoic Acid (ETC-
1002) on the Occurrence of Major
Cardiovascular Events in Patients with, or at
high risk for, Cardiovascular Disease who are
Statin Intolerant” Protocol number 1002-043
(the “Study”). The parties hereby agree to enter
into this DPA in order to ensure that adequate
safeguards are in place with respect to the
protection of personal data as required by Data
Protection Laws, as defined below.

1 DEFINITIONS

All terms that are not defined herein have the
same definitions as given in the Agreement.
The following additional definitions shall
apply to this DPA:

Data Subject Request: a request from or on
behalf of a Data Subject to exercise any rights
the Data Subject may have in any Personal
Data, or an objection from or on behalf of a
Data Subject to the processing of that Data
Subject’s Personal Data.

Data Protection Laws: all laws and regulations
that apply to the processing of Personal Data,

{00072560;v1}

P¥iloha E: SMLOUVA O ZPRACOVANI
OSOBNICH UDAJU

Tato Smlouva o zpracovani osobnich udaja
(“DPA”) je uzavirana k datu uvedenému vyse
mezi Esperion Therapeutics Inc (“Zadavatel”)
a Oblastni nemocnice Kolin, a.s., nemocnice
StiedocCeského kraje (dale jen ,,Zdravotnické
zafizeni*), a dopliuje podminky Smlouvy o
klinickém hodnoceni (dale jen ,,Smlouva®)
uzaviené mezi IQVIA, Zdravotnickym
zafizenim a Zadavatelem za ucelem provedeni
klinického hodnoceni randomizované, dvojité
zaslepené, placebem kontrolované klinické
hodnoceni  posuzujici U€inky  kyseliny
bempedové (piipravku etc-1002) na vyskyt
zavaznych kardiovaskularnich ptihod
U pacientt s kardiovaskularnim onemocnénim
nebo s vysokym rizikem kardiovaskularniho
onemocnéni, ktefi nesnaSeji statiny®, cislo
protokolu 1002-43 (dale jen ,,Studie®). Strany
souhlasi, ze uzaviraji tuto DPA za ucelem
zajisténi toho, ze jsou pfijaty odpovidajici
zaruky tykajici se ochrany osobnich Udaju
v souladu sPravnimi piedpisy na ochranu
osobnich udaju.

1 DEFINICE

Veskeré pojmy, které nejsou definované v této
Smlouvé o zpracovani osobnich udaji, maji
vyznam definovany ve Smlouvé. Déle se
uplatni nasledujici definice:

Zadost subjektu udajti:  Zadost podana
Subjektem idajii nebo jeho jménem za ucelem
uplatnéni jakychkoli prav, kterd Subjekt idaji
mize mit k jakymkoli Osobnim tidajim, nebo
namitka podand Subjektem udajii nebo jeho
jménem.

Pravni pfedpisy na ochranu osobnich udaju:
veskeré pravni predpisy, které se vztahuji ke
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including, but not limited to, the laws of the
European Union, the European Economic
Area, their member states and the United
Kingdom, including (where applicable) the
GDPR, and any laws substantially amending,
replacing or superseding any of the foregoing.

GDPR: Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data
and on the free movement of such data (known
as the General Data Protection Regulation).

Institution/Investigator: collectively,
Institution, Investigator, and the Research
Company (to the extent that the latter two of
these are parties to the Agreement).

Personal Data: all data which is defined as
‘Personal Data’ in the Data Protection Laws
and to which Data Protection Laws apply.

“Processing”, “Data  Controller”, “Data

zpracovani Osobnich udaji, zejména pravni
predpisy  Evropské unie,  Evropského
hospodaiského prostoru, jejich ¢lenskych stath
a Spojeného kralovstvi, v¢etn¢ (uplatni-li se)
GDPR, a veskeré pravni predpisy které¢ vyse
uvedené pravni piedpisy dopliuji ¢i nahrazuji.

GDPR: Nartizeni (EU) 2016/679 Evropského
parlamentu a Rady ze dne 27. dubna 2016 0 0
ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném
pohybu téchto Udaji a o zruSeni smérnice
95/46/ES (obecné nafizeni o ochran¢ osobnich
udaju).

Zdravotnické zafizeni /ZkousSejici: spolecné
Zdravotnické zatizeni, Zkousejici a Vyzkumna
organizace (pokud jsou posledni dva
jmenovani stranami Smlouvy).

Osobni udaje: veskeré udaje, které jsou jako
‘Osobni Udaje’ definované Pravnimi piedpisy
na ochranu osobnich tdajt a na které se Pravni
ptedpisy na ochranu osobnich udajti vztahuji.

”Zpracovani”’, “Spravce”, “Subjekt udaju”,

Subject”, “Supervisory Authority”, and “Data

“Dozorovy organ”, a “Zpracovatel”: Tyto

Processor”: these terms shall have the meaning
ascribed to them in the GDPR.

Subprocessor: third-party contractors, vendors
and suppliers who provide specific services
and products.

2 STATUS OF INSTITUTION

2.1.Institution warrants in relation to Personal
Data that it will (and will ensure that any of
its staff and/or third parties will) comply
with the Data Protection Laws applicable
to them and to the particular Personal Data
processed by each.

{00072560;v1}

pojmy maji vyznam definovany v GDPR.

Dalsi zpracovatel: tfeti osoba - dodavatel,
ktery dodava sluzby nebo produkty.

2 STATUS ZDRAVOTNICKEHO

ZARIZENI

2.1. Zdravotnické zatizeni zatfizeni zarucuje ve
vztahu k Osobnim udajam, ze bude dodrzovat
(a zajisti, aby téz jeho personal a tfeti osoby
dodrzovaly) Pravni pfedpisy na ochranu
osobnich udajii, které se na né a na Osobni
udaje, které zpracovavaji, vztahuji.
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2.2.Institution acknowledges that it is a
Processor of Personal Data on behalf of the
Sponsor, who is the Data Controller.

2.3.The type of Personal Data processed
pursuant to this DPA and the subject
matter, duration, nature, and purpose of
processing, and the categories of data
subject, are as described in
Attachment/Annex 1.

3 INSTITUTION UNDERTAKINGS

Institution/ agrees that it will:

3.1.0nly process Personal Data in order to
perform their obligations under the
Agreement and any written instructions
from the Sponsor, which are entirely
represented by the Agreement, any
mutually agreed upon attachments to the

Agreement, and this DPA and its
attachments.
3.2.Implement appropriate technical and

organizational security measures to ensure
a level of security appropriate to the risks
that are presented by the processing,
including the risks of accidental or
unlawful destruction, loss, alteration,
disclosure of, or access to Personal Data
processed pursuant to this DPA.

3.3.Treat Personal Data as Confidential
Information as defined in Section 3 of the
Agreement.

3.4.Ensure that only authorized personnel have
access to such Personal Data and that any
such personnel are under a duty of
confidentiality and have been adequately
trained to ensure that they comply with the
provisions of this DPA.

{00072560;v1}

2.2. Zdravotnické zafizeni zafizeni bere na
védomi, Ze je Zpracovatelem Osobnich udaja
jménem Zadavatele, ktery je Spravcem
Osobnich udajt.

2.3.Typ Osobnich udajii zpracovavanych dle
této DPA a predmét, délka, povaha a tucel
zpracovani, a kategorie subjektil udaji jsou
vymezeny v Ptiloze 1.

3  ZAVAZKY ZDRAVOTNICKEHO

ZARIZENI

Zdravotnické zafizeni souhlasi, Ze:

3.1.Bude zpracovavat Osobni udaje pouze za
ucelem plnéni svych povinnosti dle Smlouvy a
pisemnych pokynli Zadavatele udélenych na
zakladé Smlouvy vcetné jejich pfiloh a této
DPA a jejich ptiloh.

3.2.Zavede pfimétena technickd a organizacni
bezpecnostni opatfeni k zajisténi piiméfené
urovné ochrany odpovidajici rizikim, ktera
zpracovani  piedstavuje,  vcetné  rizik
nahodného nebo neopravnéného zniceni,
ztraty, zmény nebo sdéleni Osobnich udaji
zpracovavanych dle této DPA, nebo
nahodného ¢i neopravnéného piistupu k nim.

3.3.Bude zachazet s Osobnimi daji jako s
Dtvérnymi informacemi, jak jsou definovany
v ¢l. 3 Smlouvy.

3.4.Zajisti, Ze pouze opravnény personal bude
mit pfistup k Osobnim Udajim a Ze jakykoli
takovy personal bude vadzan povinnosti
mlcenlivosti a bude fadné proskolen k zajiSténi
dodrzovéani podminek této DPA.
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3.5.Notify the Sponsor if it receives a Data
Subject Request and provide reasonable
assistance to the Sponsor to respond to a
Data Subject Request, as detailed further in
Section 5 of this DPA.

3.6.Provide such assistance as the Sponsor
reasonably requests with respect to
accounting for and documenting the
Sponsor’s compliance with its obligations
under applicable Data Protection Laws.

3.7.Upon the request of the Sponsor, delete,
destroy, return, or anonymize all Personal
Data obtained in relation to this DPA as
soon as possible, unless prohibited from
doing so by applicable EU or EU member
state law.

4 SUBPROCESSORS

4.1.Institution/ is prohibited from disclosing
any Personal Data to any Subprocessor or
any other third party unless (a) the Sponsor
has consented to such disclosure in writing,
or (b) such disclosure is required under EU
or EU member state law. In the event that
Institution makes a disclosure pursuant to
4.1(b), Institution will notify the Sponsor
of such disclosure as soon as possible
unless prohibited from doing so by
applicable EU or EU member state law.

4.2.Institution  shall ensure that any
Subprocessor it engages  processes
Personal Data only as necessary for
Institution/ to fulfill their responsibilities
under the Agreement and this DPA.

4.3.Institution/  shall not engage any
Subprocessor unless such Subprocessor is
bound to written terms which impose on
the Subprocessor obligations that are
substantially the same as those in this DPA
{00072560;v1}

3.5.0znami Zadavateli, 7e obdrzelo Zadost
Subjektu udaji a poskytne piiméienou
sou¢innost Zadavateli pfi vyfizovani Zadosti
Subjektu udaju, jak je dale uvedeno v ¢l. 5 této
DPA.

3.6.Poskytne soucinnost rozumné
pozadovanou Zadavatelem s ohledem na
dolozeni a zaznamenani plnéni povinnosti
vyplyvajici z Pravnich pfedpisi na ochranu
osobnich tdaju ze strany Zadavatele.

3.7.Na zadost Zadavatele, znii, vymaze, vrati
nebo anonymizuje veskeré Osobni udaje
ziskané v souvislosti s touto DPA co nejdiive,
ledaze mu v tom brani pravni predpisy EU
nebo ¢lenského statu EU.

4 DALSI ZPRACOVATELE

4.1. Zdravotnické zafizeni nesmi sdélovat
Osobni udaje Zadnym dalSim zpracovatelim
nebo jinym tfetim osobam, ledaze (a)
Zadavatel vyslovil s takovym sdélenim
pisemny souhlas, nebo (b) sdéleni je
vyzadovano pravnim pifedpisem EU nebo
Clenského statu EU. V  pripadé, Ze
Zdravotnické zatizeni sdéli udaje dle ¢l. 4.1(b),
Zdravotnické zafizeni vyrozumi Zadavatele,
jakmile to bude mozné, ledaze mu v tom
ptislusny predpis EU nebo ¢lenského statu EU
brani.

4.2. Zdravotnické zatizeni zdravotnich sluzeb
zajisti, ze dalsi zpracovatelé Zdravotnického
zafizeni budou zpracovavat Osobni udaje
pouze v rozsahu, v jakém je to nutné pro plnéni
povinnosti Zdravotnické zatizeni dle Smlouvy
a této DPA.

4.3. Zdravotnické zafizeni nebude vyuZzivat
Dalsi zpracovatele, ledaZze jsou tito Dalsi
zpracovatelé¢ vazani pisemné k dodrZovani
stejnych podminek, které Zdravotnickému
zafizeni uklada tato DPA a ¢l. 3 Smlouvy s
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and Section 3 of the Agreement with
respect to the  processing and
confidentiality of Personal Data.

4.4.Institution shall maintain an up-to-date list
of its Subprocessors, which will be updated
with the details of any change in or
addition of any Subprocessor at least ten
(10) days prior to any such change or
addition. A current list of Institution’s
Subprocessors § attached as
Attachment/Annex 2. The Sponsor may
object to Institution appointment or
replacement of any  Subprocessor,
provided that such objection is based on
reasonable grounds related to data
protection. In such event, Institution will
not appoint such a Subprocessor.

5 DATA BREACH RESPONSE

When Institution becomes aware of a breach of
the security or confidentiality of any of
Institution’s systems that is likely to result in
the accidental, unauthorized, or unlawful
destruction, loss, alteration, disclosure of, or
access to Personal Data, or any indication of
such a breach having taken place or being
about to take place, Institution shall promptly
notify the Sponsor of the breach and
reasonably cooperate with the Sponsor in order
to enable the Sponsor to investigate the breach,
formulate a correct response, and take further
suitable steps. Where such a breach is likely to
require notification to a regulatory body under
applicable law, Institution shall notify the
Sponsor no later than 24 hours after becoming
aware of such a breach. Such notification shall
be made and shall
contain: (i) a description of the nature of the
breach, including, where possible, the
categories and approximate number of
individuals concerned and the categories and
approximate number of records concerned; (ii)

{00072560;v1}

ohledem na zpracovani a diivérnost Osobnich
udaju.

4.4. Zdravotnické zafizeni bude mit
aktualizovany  seznam  svych  DalSich
zpracovatelti, ve kterém budou aktualizace
jakychkoli informaci o DalSich zpracovatelich
zaznamenany alespoil deset (10) dni pted
zamyslenou zménou nebo  doplnénim.
Aktudlni seznam  DalSich  zpracovatelt
Zdravotnické zatizeni je uveden v Priloze 2.
Zadavatel je opravnén vznést proti jakékoli
zmeén¢ nebo doplnéni DalSiho zpracovatele
Zdravotnického zafizeni ndmitku, pokud je
takova namitky zalozena na adekvéatnich
davodech tykajicich se ochrany udaji. V
takovém pripadé¢ Zdravotnické zafizeni
prislusného Dalsiho zpracovatele nejmenuje.

5 REAKCE NA PORUSENI
ZABEZPECENI OSOBNICH UDAJU

Jakmile se Zdravotnické zafizeni dozvi o
poruseni  zabezpeeni nebo  divérnosti
jakychkoli systémli Zdravotnického zafizeni
sluzeb, které by mohlo mit za nasledek
nahodné, neopravnéné nebo protipravni
zniceni, ztratu, zmeénu nebo sd€leni Osobnich
udajii, nebo pfistup k nim, nebo o tom, ze
takové poruseni zabezpeceni nebo diivérnosti
mohlo nebo muZe nastat, bezodkladné
vyrozumi Zadavatele o takovém poruSeni a
bude se Zadavatelem v rozumné mife
spolupracovat na  proSetfeni  poruseni
zabezpeceni, zajiSténi vhodné reakce na
poruseni zabezpeCeni a ulini dalS$i vhodné
kroky. Pokud by takové poruseni zabezpeceni
vyzadovalo oznameni regulatornim Ufadim
dle piislusnych pravnich predpist,
Zdravotnické zatizeni vyrozumi Zadavatele o
takovém poruseni do 24 hodin od jeho zjisténi.
Toto ozndmeni bude zasldno na adresu:
I - Hude obsahovat: (i)
popis a povahu poruSeni zabezpeceni, vcetne,
je-li to mozné, kategorii a priblizného poctu
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the name and contact details of the point of
contact where more information can be
obtained; (iii) a description of the likely
consequences of the breach; and (iv) a
description of the measures taken or proposed
to be taken to address the breach including,
where appropriate, measures to mitigate its
possible adverse effects.

6 DATA SUBJECT REQUEST

Institution shall provide reasonable assistance
to the Sponsor to enable the Sponsor to comply
with any Data Subject Request to exercise any
rights of the Data Subject under applicable
Data Protection Laws. If
Institution/Investigator receives a Data Subject
Request relating to any Personal Data it has
obtained in the course of fulfilling its
obligations under the Agreement, Institution
shall, where not legally prohibited from doing
so, notify the Sponsor as soon as reasonably
practicable and shall cooperate with the
Sponsor to prepare, finalize, and send the
response to the Data Subject.

7 COOPERATION WITH SUPERVISORY

dot¢enych osob zaznamii; (i) jméno a
kontaktni udaje osoby, u které¢ je mozné zjistit
vice informaci; (iii) popis pravdépodobnych
disledkl poruseni zabezpeceni; a (iv) popis
opatfeni piijatych nebo navrzenych za ucelem
feSeni  poruSeni  zabezpeCeni,  vcetné
pfipadnych opatieni k limitaci nezadoucich
dopadii.

6 ZADOSTI SUBJEKTU UDAJU

Zdravotnické zafizeni poskytne Zadavateli
pfiméfenou soudinnost pii vyfizovani Zadosti
Subjektli udajii k uplatnéni jejich prav dle
Pravnich piedpisti na ochranu osobnich udaji.
Pokud Zdravotnické =zafizeni /ZkousSejici
obdrzi Zadost Subjektu udajii tykajici se
Osobnich udaj, které obdrzel v pribéhu
plnéni svych povinnosti dle Smlouvy
neprodlené, nebrani-li mu v tom pravni
pfedpisy, vyrozumi Zadavatele, jakmile to
bude mozné, a bude se Zadavatelem
spolupracovat na ptiprave, finalizaci a odeslani
odpovédi na zadosti Subjektd tdajt.

7 SOUCINNOST POSKYTOVANA

AUTHORITY

Institution will notify the Sponsor of any
inquiry made by a Supervisory Authority or
other regulatory authority relating to the
processing of Personal Data obtained pursuant
to this DPA or the Agreement, or any specific
indication that such an inquiry is imminent.
Institution agrees to assist the Sponsor in
ensuring compliance with applicable Data
Protection Laws, including Articles 32 and 36
of the GDPR.

8 INDEMNITY

Institution will indemnify and hold harmless
the Sponsor from and against any and all
claims, losses, damages, and expenses incurred
by the Sponsor and arising directly or

{00072560;v1}

DOZOROVEMU ORGANU

Zdravotnické zafizeni vyrozumi Zadavatele o
jakékoli Zadosti Dozorového organu nebo
jiného uradu tykajici se zpracovani Osobnich
udajii dle této DPA nebo Smlouvy, nebo o je-
li pravdépodobné, Ze Zdravotnické zafizeni
takovou zadost obdrzi. Zdravotnické zatizeni
souhlasi, ze bude spolupracovat se Zadavatele
pfi zajiSténi souladu s Pravnimi pfedpisy na
ochranu Osobnich udajl, vcetné ¢l. 32 a 36
GDPR.

8 ODSKODNEN{

Zdravotnické zafizeni odSkodni a zbavi
odpovédnosti Zadavatele za jakykoli narok,
ztratu, Skodu nebo naklad vynaloZeny
Zadavatelem a vyplyvajici pfimo ¢i nepiimo z
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indirectly as a result of
Institution/Investigator’s non-compliance with
this DPA.

9 RECORDKEEPING AND AUDIT

Institution shall maintain all necessary
documentation to evidence its compliance with
this DPA for a period of 2 (two) years after the
expiration or termination of this DPA, or for
such longer period as otherwise may be
required by applicable law, whichever occurs
latest. At the request of the Sponsor, Institution
shall demonstrate the measures it has taken
pursuant to this DPA and shall allow IQVIA or
the Sponsor to audit and test such measures.
IQVIA or the Sponsor shall be entitled to give
at least 14 days’ notice to Institution to carry
out, or have carried out by a third party who
has entered into a confidentiality agreement
with Institution/, audits of Institution premises
and operations as these relate to the processing
of Personal Data. Institution shall cooperate
with such audits and shall grant IQVIA’s or the
Sponsor’s auditors reasonable access to any
premises and devices involved with the
processing of Personal Data. Institution shall
provide any auditors with access to any
information relating to the processing of
personal data as may be reasonably required to
ascertain Institution/’s compliance with this
DPA.

10 DURATION AND TERMINATION

This DPA shall remain in effect for the term of
the Agreement until such agreement is
terminated.

{00072560;v1}

poruseni této DPA ze strany Zdravotnického
zatizeninebo Zkousejiciho.

9 ZAZNAMY A AUDIT

Zdravotnické zafizeni bude vest veSkerou
potiebnou  dokumentaci k  prokazani
dodrzovani této DPA, a to i po jejim skonceni,
po dobu dvou (2) let po ukonceni této DPA,
nebo po dobu delsi, pokud je to vyzadovéano
pfislusSnymi pravnimi piedpisy. Na Zzadost
Zadavatele prokaze Zdravotnické zafizeni,
jaka opatteni pfijalo dle této DPA a umozni
IQVIA nebo Zadavateli tato opatieni testovat a
auditovat. IQVIA nebo Zadavatel budou
opravnéni provést U Zdravotnické zafizeni
audit zpracovani Osobnich udaji, a to na
zaklad¢ Zadosti zaslané Zdravotnickému
zafizeni alesponi 14 dni pfedem; tento audit
mize byt proveden téz tretimi osobami, pokud
uzaviou se Zdravotnickym zatizenim dohodu
o mlcenlivosti. Zdravotnické zatizeni bude pfi
takovém auditu spolupracovat a umozni
auditorim IQVIA nebo Zadavatele pfiméteny
pfistup do jakychkoli prostor a k jakymkoli
zafizenim, ktera souviseji se zpracovanim
Osobnich  udaji. Zdravotnické zatizeni
poskytne auditorim pfistup ke vSem
informacim tykajicim se zpracovani osobnich
udajti, pokud bude jejich poskytnuti nutné pro
ovéteni plnéni povinnosti dle této DPA ze
strany Zdravotnického zatizeni.

10 DOBA TRVANIi A UKONCENI

Tato DPA zistava v G€innosti po dobu trvani
Smlouvy, dokud platnost Smlouvy nebude
ukoncena.
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ACKNOWLEDGED AND AGREED BY
Oblastni nemocnice Kolin, a.s., nemocnice
Stiredoceského kraje:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE

Oblastni nemocnice Kolin, a.s., nemocnice
Stiedoceského kraje:

MUDr. Petr Chudomel

By: MBA
(must be authorized to
sign on Institutions
Title: behalf: Director
Signature:
Date:

MUDr. Petr Chudomel,
Jméno: MBA
(musi se jednat o podpis
opravnéného zastupce
Zdravotnického zarizeni):
Funkce: Reditel
Podpis:
Datum:

Signed by IQVIA RDS Czech Republic, s.r.o.,
On behalf of Sponsor based on a Limited
Agency Agreement dated 18 Feb 2019

Podepsano IQVIA RDS Czech Republic,
S.r.o., Jménem zadavatele dle dohody o
zastoupeni ze dne 18. Ginora 2019)

By: Jméno:

Title: Title:

Signature: Podpis:

Date: Datum:
{00072560;v1}
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Attachment/Annex 1

DESCRIPTION OF DATA PROCESSING
ACTIVITIES

Subject matter and duration of processing

Ptiloha 1
POPIS CINNOSTI ZPRACOVANI]
OSOBNICH UDAJU

Piedmét zpracovani a délka zpracovani

The subject matter and duration of processing
are set out in the Agreement.

Nature and purpose of processing

The nature and purpose of processing are set
out in the Agreement.

Types of Personal Data processed

The types of Personal Data processed pursuant
to this DPA may include, but are not limited to
some or all of the following: name, date of
birth, physical address, email address,
telephone, physical characteristics, signature,
photograph, social security number, social
insurance number, national ID card number,
driver’s license number, medical records or
information, bank account number, insurance
information, family information, gender,
veteran status, citizenship status, marital
status, race or ethnic origin, religion, health
status, sexual orientation, criminal records,
employment status, job history, medical
conditions, handicapped status, employer,
genetic information, blood sample, metabolic
analysis.

Categories of Data Subject

The categories of Data Subject covered by this
DPA includes any Study Subject, as defined in
the Agreement.

Additional instructions for processing

{00072560;v1}

Predm¢ét zpracovani a délka zpracovani jsou
uvedeny ve Smlouvé.

Povaha a tcel zpracovani

Povaha a ucel zpracovani jsou uvedeny ve
Smlouve.

Typ zpracovavanych Osobnich udaja

Typy Osobnich tidaji zpracovavanych dle této
DPA zahrnuji zejména: jméno, datum
narozeni, adresa, emailova adresa, telefon,
fyzicka charakteristika, podpis, fotografie,
¢islo zdravotniho pojisténi, rodné ¢islo, ¢islo
identifika¢niho prikazu, c¢islo fidi¢ského
prikazu, zdravotnickd dokumentace nebo
zédznamy, informace o roding, gender, status
veterana, obcanstvi, rodinny stav, rasa nebo
etnicky plvod, naboZenstvi, zdravotni stav,
sexualni orientace, zdznamy z rejstiiku tresti,
zaméstnanecky pomér, predesSla zaméstnani,
diagndza, status zdravotné postizené osoby,
zam¢stnavatel, genetickd informace, vzorek
krve, metabolickd analyza.

Kategorie Subijektu udaju

Kategorie Subjekti udaji dle této DPA
zahrnuji jakykoli Subjekt studie, jak je
definovany ve Smlouve.

Dalsi pokyny ke zpracovani
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The Personal Data processed pursuant to this
DPA will not be disclosed to the Sponsor
unless such Personal Data has first been
anonymized or pseudonymized. In the context
of this DPA, Personal Data is “anonymized”
when it is not capable of being associated with
an identified or identifiable individual, even by
the party responsible for anonymizing the data,
and Personal Data is “pseudonymized” when it
Is not capable of being associated with an
identified or identifiable individual without
reference to additional information. Any
additional information required to associate
pseudonymized Personal Data with an
identified or identifiable individual shall not be
disclosed to the Sponsor unless such disclosure
is required in order to comply with a law,
regulation, IEC or IRB obligation, clinical
practice guideline, court order, or other legal
process to which either the Sponsor or the
Institution/Investigator is subject.

{00072560;v1}

Osobni udaje zpracovavané dle této DPA
nebudou sdélované Zadavateli, pokud nebyly
nejprve anonymizovany nebo
pseudonymizovany. V kontextu této DPA se
jedna o “anonymizaci” Osobnich udaju, pokud
neni mozné je spojit s identifikovanou nebo
identifikovatelnou fyzickou osobou, a to ani
osobou, ktera méa anonymizaci na starosti, a o
“pseudonymizaci” se jedna, pokud neni mozné
je spojit s identifikovanou  nebo
identifikovatelnou fyzickou osobou bez
dodatecnych informaci. Jakékoli dodatecné
informace pozadované ke spojeni
pseudonymizovanych Osobnich tdaji s
identifikovanou  nebo identifikovatelnou
fyzickou osobou nebudou sdéleny Zadavateli,
ledaze je takové sdéleni pozadovano za ucelem
souladu s pravnimi predpisy, pozadavky
etickych komisi, pozadavky spravné klinické
praxe, soudnim rozhodnutim, nebo na zéklad¢
jiného fizeni, jehoZz je Zadavatele nebo
Zdravotnické zatizeni /ZkousSejici uc¢astnikem.
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Attachment/Annex 2 Piiloha 2

LIST OF SUBPROCESSORS SEZNAM DALSICH ZPRACOVATELU
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