AMENDMENT 1 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
Fakultni nemocnice Hradec Kralové,
having a place of business at Sokolska 581,
500 05 Hradec Kréilové — Novy Hradec
Kralové, Czech Republic, Identification
number: 00179906, Tax identification
number: CZ00179906, represented by prof.
MUDr. Vladimir Palicka, CSc., dr. h. c.,

Director (the “Institution”), | Gz
]
.
- [=
“Investigator”), and Esperion
Therapeutics, Inc., having a place of
business at 3891 Ranchero Drive, Suite 150
Ann Arbor, MI 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 Sb.

WITNESSETH:

WHEREAS, IQVIA, Institution,
Investigator 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 6 August 2018 (the
“Agreement”), and the parties desire to amend
such Agreement;

NOW THEREFORE, in
consideration of the mutual promises and
{00072560;v1}

DODATEK C.1KE SMLOUVE O
KLINICKEM HODNOCENI{

Tento Dodatek ke Smlouvé o klinickém
hodnoceni (ddle jen “Dodatek™) se uzavird
mezi IQVIA RDS Czech Republic s.r.o., se
sidlem na adrese Pernerova 691/42, Karlin,
186 00 Praha 8, Ceskd republika (“IQVIA™), a
Fakultni nemocnici Hradec Kralové, se
sidlem Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Krilové, Ceska republika,
Identifika¢ni  ¢islo: 00179906, Danové
identifikacni ¢islo: CZ00179906, zastoupenou
prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h.

c., feditelem (,,Poskytovatel || | |GTzNIEIEG

I
I (.. Zkousejici),

a Esperion Therapeutics, Inc, se sidlem
3891 Ranchero Drive, Suite 150 Ann Arbor,
MI 48108, zastoupena spolecnosti IQVIA
RDS Czech Republic s.r.o. (dédle jen
~Zadavatel), a to s uCinnosti ke dni jeho
uvetejnéni v registru smluv v souladu se
zdkonem ¢. 340/2015 Sb.

VZHLEDEM K TOMU, ZE:

IQVIA, Poskytovatel, Zkousejici a Zadavatel
jsou strany smlouvy nazvané ‘“randomizované,
dvojité zaslepené, placebem kontrolované
klinické hodnoceni posuzujici G¢inky kyseliny
bempedové (piipravku etc-1002) na vyskyt
zavaznych kardiovaskuldrnich pithod
u pacientl s kardiovaskuldrnim onemocnénim
nebo s vysokym rizikem kardiovaskuldrniho
onemocnéni, ktefi nesnaSeji statiny”, cislo
protokolu 1002-043; s ti¢innosti ke dni 6. srpna
2018, (dédle jen “Smlouva”), a strany si preji
tuto Smlouvu zmeénit;

STRANY TIMTO, s
vzdjemnym sliblm a

pfihlédnutim  k
ujedndnim  zde
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covenants set forth herein, and other good and
valuable consideration, the sufficiency of
which is hereby acknowledged, the parties
hereby agree to amend the Agreement as
follows:

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

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,
Investigator, 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:

as the email 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 3.879.000,-

{00072560;v1}

obsazenym a plnéni, jehoZ dostatecnost timto
potvrzuji, sjedndvaji nésledujici zmény
Smlouvy:

1. DPA, Smlouva o zpracovdni osobnich tidajii
se timto priddvd ke Smlouvé jako Priloha B.

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

REGISTR SMLUV

Bez ohledu na vySe uvedené, Poskytovatel,
Zkousejici, 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 nckteré
ze smluvnich Stran. Ddle nebudou takovémuto
uveiejnéni podléhat osobni udaje fyzickych
osob, ledaZe jsou jiZz uvefejnény vV jiném
vefejn¢ piistupném registru. Za uvefejnéni
Dodatku dle ptfedchoziho odstavce odpovida
Poskytovatel. Poskytovatel vyrozumi IQVIA
o uvefejnéni Dodatku v registru smluv tak, Ze
ve formulafi pouzivaném k uvefejnéni zada
adresu jako
emailovou adresu, na kterou ma byt zasldna
notifikace o uvetejnéni. Neni-li Dodatek
uvefejnén Poskytovatelem ve lhat¢ 10
pracovnich dni od jeho podpisu vSemi
smluvnimi Stranami, jsou k jejich uvefejnéni
opravnéni IQVIA ¢i Zadavatel.

Predpoklddand hodnota finan¢niho plnéni dle
Smlouvy ve znéni dodatku Ccini pfiblizné
3.879.000,- K¢.
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This Amendment is executed in Czech and
English language version. In the event. Of any
discrepancy the Czech version shell prevail.

IN WITNESS WHEREOF, this
Amendment has been executed in four
counterparts by the parties hereto through their
duly authorized officers on the date(s) set forth
below.

{00072560;v1}

Tento Dodatek je vyhotoven v ¢eském a
anglickém jazykovém znéni. V pfipadé
rozporu mezi jazykovymi verzemi ma
prednost ¢eska jazykova verze.

NA ZAKLADE TOHO, byl tento Dodatek
podepsan ve cCtyfech vyhotovenich k datim
uvedenym niZze fadné opravnénymi zdstupci
vSech stran.
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ACKNOWLEDGED AND AGREED BY
IQVIA RDS Czech Republic s.r.o.

NA DUKAZ SOUHLASU }DRIPOJUJE SvUJ
PODPIS OPRAVNENY ZASTUPCE IQVIA
RDS Czech Republic s.r.o.

By:

Title:

Signature:

Date: 24.11. 2020

Jméno:

Funkce:

Podpis:

Datum: 24. 11. 2020

ACKNOWLEDGED AND AGREED BY
Fakultni nemocnice Hradec Kralové

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE Fakultni
nemocnice Hradec Kralové

prof. MUDr. Vladimir

By: Palicka, CSc., dr. h. c.

Title: Director

(must authorized to sign on Institution’s
behalf)

Signature:

Date: 3. 12. 2020

prof. MUDr. Vladimir

Jméno: Palicka, CSc., dr. h. c.

Funkce: reditel

(musi se jednat o podpis opravnéného
zastupce Poskytovatele)
Podpis:

Datum: 3.12.2020

ACKNOWLEDGED AND AGREED BY THE

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS ZKOUSEJICI

INVESTIGATOR
]
Name: e
Signature:
Date: 2.12.2020

Jméno:

Podpis:

Datum: 2.12.2020

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. tnora 2019)

Name:

Signature:

Date: 24. 11. 2020

Jméno:

Podpis:

Datum: 24.11. 2020

{00072560;v1)
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Attachment B: DATA PROCESSING
AGREEMENT

This Data Processing Agreement (“DPA”) is
entered into on the date above between
Esperion Therapeutics Inc, having a place of
business at 3891 Ranchero Drive, Suite 150
Ann Arbor, MI 48108, represented by IQVIA
RDS Czech Republic s.r.o. (“Sponsor”) and
Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic, Identification
number: 00179906, Tax identification number:
CZ00179906, represented by prof. MUDr.
Vladimir Pali¢ka, CSc., dr. h. c., Director (the
“Institution”) and supplements the terms of the
Clinical Trial Agreement (‘“Agreement”)
entered into between IQVIA, the Institution,
the Investigator and Sponsor for 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

{00072560;v1}

Ptiloha B: SMLOUVA O ZPRACOVANI{
OSOBNICH UDAJU

Tato Smlouva o zpracovani osobnich udaji
(“DPA”) je uzavirdna k datu uvedenému vyse
mezi Esperion Therapeutics Inc, 3891
Ranchero Drive, Suite 150 Ann Arbor, MI
48108, zastoupend spolecnosti IQVIA RDS
Czech Republic s.r.o. (“Zadavatel”) a Fakultni
nemocnici Hradec Kralové, Sokolska 581, 500
05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika, Identifika¢ni ¢islo:
00179906, Danové identifikacni cislo:
CZ00179906, zastoupenou zastoupenou prof.
MUDr. Vladimirem Pali¢kou, CSc., dr. h. c.,
feditelem  (,,Poskytovatel”), a dopliuje
podminky Smlouvy o klinickém hodnoceni
(déle jen ,,Smlouva‘) uzaviené mezi IQVIA,
Poskytovatelem, ZkouSejicim a Zadavatelem
za ucCelem provedeni klinického hodnoceni
randomizované, dvojit¢ zaslepené, placebem
kontrolované klinické hodnoceni posuzujici
ucinky kyseliny bempedové (pfipravku etc-
1002) na vyskyt zdvaznych kardiovaskularnich

piithod u pacientil s kardiovaskularnim
onemocnénim nebo s vysokym rizikem
kardiovaskularniho onemocnéni, kteri

nesnaseji statiny®, ¢islo protokolu 1002-43
(déle jen ,Studie®). Strany souhlasi, Ze
uzaviraji tuto DPA za ucelem zajiSténi toho, Ze
jsou piijaty odpovidajici zaruky tykajici se
ochrany osobnich ddaji v souladu s Pravnimi
pfedpisy na ochranu osobnich ddaji.

1 DEFINICE

Veskeré pojmy, které nejsou definované v této
DPA, maji vyznam definovany ve Smlouv¢.
Dile se uplatni ndsledujici definice:

Zidost subjektu tddajti:  Z4dost podand
Subjektem tdaji nebo jeho jménem za icelem
uplatnéni jakychkoli prav, kterd Subjekt ddaji
muze mit k jakymkoli Osobnim tdajtim, nebo
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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,
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 and Investigator, (to the extent that
the latter two of these are parties to the
Agreement).

Personal Data: all data processed in connection
with the Clinical Trial Agreement which is
defined as ‘Personal Data’ in the Data
Protection Laws and to which Data Protection
Laws apply.

“Processing”, “Data  Controller”, “Data

ndmitka podand Subjektem tdaji nebo jeho
jménem.

Pravni piedpisy na ochranu osobnich udaju:
veskeré pravni predpisy, které se vztahuji ke
zpracovani Osobnich ddajl, zejména pravni
pfedpisy  Evropské  unie,  Evropského
hospodéiského prostoru, jejich ¢lenskych stati
a Spojeného krélovstvi, v€etné (uplatni-li se)
GDPR, a veskeré pravni piedpisy které vyse
uvedené pravni predpisy dopliiuji ¢i nahrazuji.

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

Poskytovatel/Zkousejici: spole¢né
Poskytovatel a ZkouSejici (pokud jsou
posledni dva jmenovani stranami Smlouvy).

Osobni udaje: veSkeré udaje zpracovdavané
v souvislosti se Smlouvou o klinickém
hodnoceni, které jsou jako ‘Osobni udaje’
definované Pravnimi pfedpisy na ochranu
osobnich udajl a na které se Pravni predpisy
na ochranu osobnich ddajt vztahuji.

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

Subiject”, “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 any independent contractors

{00072560;v1}

pojmy maji vyznam definovany v GDPR.

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

2STATUS POSKYTOVATELE

2.1. Poskytovatel zarucuje ve vztahu k
Osobnim ddajam, Ze bude dodrzovat (a zajisti,
aby téZz jeho persondl a jakykoli nezdvisly
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that may have access to Personal Data (if
any) will) comply with the Data
Protection Laws applicable to them and to
the particular Personal Data processed by
each.

2.2 Institution acknowledges that it is a
Processor of Personal Data processed for
the purposes of the Study on behalf of the
Sponsor, who is the Data Controller in
respect of these Study Data.

2.3.The Parties acknowledge and agree that the
INSTITUTION is data controller of
Personal Data collected and processed in
connection with the treatment of patients as
part of standard treatment (INSTITUTION

purpose).

24.The  INSTITUTION/INVESTIGATOR
will transfer copies of patient data to
Sponsor in the CRF in accordance with the
Informed Consent, the Protocol and
Sponsor’s written instructions. In addition,
INSTITUTION will transfer Personal Data
of INSTITUTION Study staff involved in
the Study conduct, all in accordance with
the Protocol, and the Agreement
(collectively, “Sponsor Data”).

2.5.The Parties acknowledge and agree that
Sponsor is and shall remain an independent
data controller of all Sponsor Data.

2.6.The Parties acknowledge and agree that
each Party is separately responsible for
complying with applicable data protection
law in its role as an independent data
controller. Furthermore, the parties
acknowledge and agree that the European
Commission approved version of the
controller to controller form of the
Standard Contractual Clauses (without
optional clauses) set out in https://eur-
lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32004

{00072560;v1}

smluvni partner, ktery by mohl mit pfistup
k Osobnim udajim (pokud takovy
existuje)dodrzoval Pravni predpisy na ochranu
osobnich udajt, které se na n¢ a na Osobni
udaje, které zpracovavaji, vztahuji.

2.2. Poskytovatel bere na védomi, Ze je
Zpracovatelem Osobnich tdaju
zpracovavanych pro ucely Studie jménem

Zadavatele, ktery je Sprdvcem téchto
Osobnich udaja.
2.3. Smluvni strany berou na védomi

a souhlasi, Ze Zdravotnické zatizeni je Spravce
Osobnich udaju shromédzdénych
a zpracovdavanych v souvislosti
s poskytovdnim zdravotni pée pacientiim,
v rdmci standardni 1écby (acel
Zdravotnického zafizeni).

2.4. Zdravotnické zatizeni/ZkouSejici predd

kopie ddaji o pacientovi Zadavateli
prostfednictvim CRF v souladu
s informovanym  souhlasem,  protokolem

a pisemnymi pokyny Zadavatele. Kromé toho
Zdravotnické zafizeni predd Osobni uddaje
¢lend Studijntho persondlu Zdravotnického
zafizeni zapojenych do provadéni Studie, a to
vSe vsouladu s protokolem a Smlouvou
(souhrnné ,,Gdaje Zadavatele®).

2.5. Smluvni strany berou na védomi a
souhlasi, Ze Zadavatel je a ziistane nezavislym
Spravcem vSech Udaji Zadavatele.

2.6. Strany berou na védomi a souhlasi, Ze
kazdda ze Smluvnich stran je samostatné
odpovédnd za plnéni platnych Pravnich
predpist na ochranu osobnich tdajii ve své roli
nezavislého Spravce udaji. Strany ddle berou
na védomi a souhlasi s tim, Ze Evropska
komise schvdlila standardni smluvni dolozky
pro pifeddvani ddaji mezi sprdvci (bez
volitelnych dolozek), které jsou dostupné na
https://eur-lex.europa.eu/legal-

content/EN/TXT/?uri=CELEX%3A32004D0
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D0915 (“SCCs”) shall be deemed to be
incorporated into the Agreement by
reference. Exhibit 1 of this Amendment
contains the SCC Annex B, which will be
incorporated into the SCCs. For the
purpose of the SCCs, the INSTITUTION
will be the Data Exporter and the Sponsor
will be the Data Importer. For the purposes
of making its selection under Section Il(h)
of the SCCs, the Sponsor selects option iii
and the parties’ signatures on this
Agreement will constitute their initialing
of this option and shall constitute their
execution of the SCCs.

2.7.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.

{00072560;v1}

915 (“SSD”) a které tvori soucast této
Smlouvy. Piiloha 1 této Smlouvy obsahuje
podpiilohu A SSD, kterd bude zaclenéna do
SSD. Pro ucely SSD bude Zdravotnické
zafizeni vyvozce udaji a Zadavatel dovozce
udaji. Pro dcely vybéru podle ¢lanku II (h)
SSD vybere Zadavatel moznost iii a podpisy
Smluvnich stran na této Smlouvé budou
predstavovat inicializaci této  moZnosti
a sjednani SSD mezi Smluvnimi stranami.

2.6.Typ Osobnich ddaji zpracovavanych dle
této DPA a predmét, délka, povaha a ucel
zpracovani, a kategorie subjektd udaji jsou
vymezeny v Priloze 1.

3ZAVAZKY POSKYTOVATELE

Poskytovatel souhlasi, Ze:

3.1.Bude zpracovavat Osobni tdaje pouze za
ucelem plnéni svych povinnosti dle Smlouvy a
pisemnych pokyni Zadavatele udélenych na
zékladé¢ Smlouvy vcetné jejich piiloh a této
DPA a jejich piiloh.

3.2.Zavede pifiméfend technicka a organizacni
bezpecCnostni opatfeni k zajiSténi priméefené
urovné ochrany odpovidajici rizikiim, ktera
zpracovani  pfedstavuje,  vcetné¢  rizik
ndhodného nebo neopravnéného zniceni,
ztraty, zmény nebo sdéleni Osobnich udaji
zpracovavanych dle této DPA, nebo
ndhodného ¢i neopravnéného piistupu k nim.
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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.

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, if applicable, it engages
{00072560;v1}

3.3.Bude zachdzet s Osobnimi ddaji jako s
Dlvérnymi informacemi, jak jsou definovany
v ¢l. 3 Smlouvy.

3.4.Zajisti, Ze pouze opravnény persondl bude
mit piistup k Osobnim udajiim a Ze jakykoli
takovy persondl bude vazdn povinnosti
mlcenlivosti a bude fadné proskolen k zajiSténi
dodrZzovéni podminek této DPA.

3.5.0zndmi Zadavateli, 7e obdrzel Zadost
Subjektu 1daji a poskytne pifiméfenou
sou¢innost Zadavateli pii vyfizovani Zadosti
Subjektu tdajt, jak je dile uvedeno v ¢l. 5 této
DPA.

3.6.Poskytne sou¢innost rozumn¢
poZzadovanou Zadavatelem s ohledem na
doloZeni a zaznamendni plné€ni povinnosti
vyplyvajici z Pravnich pfedpisi na ochranu
osobnich tdaju ze strany Zadavatele.

3.7.Na Zadost Zadavatele, zni¢i, vymaze, vrati
nebo anonymizuje veSkeré Osobni tdaje
ziskané v souvislosti s touto DPA co nejdiive,
ledaze mu v tom brani pravni pfedpisy EU
nebo Clenského stiatu EU.

4 DALSIZPRACOVATELE

4.1. Poskytovatel nesmi sdélovat Osobni udaje
Zadnym dalSim zpracovatelim nebo jinym
tretim osobam, ledaze (a) Zadavatel vyslovil s
takovym sdélenim pisemny souhlas, nebo (b)
sdé€leni je vyzadovano pravnim predpisem EU
nebo clenského stitu EU. V piipadée, Ze
Poskytovatel sd€li uddaje dle ¢l 4.1(b),
Poskytovatel vyrozumi Zadavatele, jakmile to
bude mozZné, ledaze mu v tom piislusSny
predpis EU nebo clenského statu EU bréni.

4.2. Poskytovatel zajisti, Ze pokud budou dalsi
zpracovatelé Poskytovatele, budou
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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
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 is 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
{00072560;v1}

zpracovavat Osobni tidaje pouze v rozsahu, v
jakém je to nutné pro plnéni povinnosti
Poskytovatele dle Smlouvy a této DPA.

4.3. Poskytovatel nebude vyuZzivat DalSi
zpracovatele, ledaZze jsou tito  Dalsi
zpracovatelé vdzani pisemné k dodrzovani
stejnych podminek, které Poskytovateli uklada
tato DPA a ¢l. 3 Smlouvy s ohledem na
zpracovani a divérnost Osobnich udaju.

4.4. Poskytovatel bude mit aktualizovany
seznam svych DalSich zpracovateld, ve kterém
budou aktualizace jakychkoli informaci o
DalSich zpracovatelich zaznamendny alespon
deset (10) dni pted zamySlenou zménou nebo
doplnénim.  Aktudlni seznam  DalSich
zpracovateltl Poskytovatele je uveden v Ptiloze
2. Zadavatel je opravnén vznést proti jakékoli
zméné nebo doplnéni DalSitho zpracovatele
Poskytovatele zafizeni namitku, pokud je
takovd ndmitky zalozena na adekvatnich
divodech tykajicich se ochrany udaji. V
takovém piipadé¢ Poskytovatel piislusného
Dalsiho zpracovatele nejmenuje.

5 REAKCE __NA___ PORUSENI
ZABEZPECENT OSOBNICH UDAJU

Jakmile se Poskytovatel dozvi o poruSeni
zabezpeceni nebo divérnosti jakychkoli
systémti Poskytovatele, které by mohlo mit za
nasledek  ndhodné, neopravnéné nebo
protipravni zniceni, ztratu, zménu nebo sdéleni
Osobnich tdaji, nebo piistup k nim, nebo o
tom, Ze takové poruseni zabezpeCeni nebo
duvérnosti mohlo nebo muZe nastat,
bezodkladné vyrozumi Zadavatele o takovém
poruseni a bude se Zadavatelem v rozumné
mife spolupracovat na proSetieni poruseni
zabezpecCeni, zajiSténi vhodné reakce na
poruSeni zabezpeceni a ulini dal§i vhodné
kroky. Pokud by takové poruseni zabezpeceni
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applicable law, Institution shall notify the
Sponsor no later than 48 hours after becoming
aware of such a breach. Such notification shall
be made to || G 2d shal
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)
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

vyzadovalo ozndmeni regulatornim ufadim
dle piislusnych pravnich predpist,
Poskytovatel vyrozumi Zadavatele o takovém
poruseni do 48 hodin od jeho zjisténi. Toto
oznidmeni bude zasldno na  adresu:
I - bude obsahovat: (i)
popis a povahu poruSeni zabezpeceni, vcetné,
je-li to mozné, kategorii a pfibliZzného poctu
dot¢enych osob zaznami; (ii) jméno a
kontaktni idaje osoby, u které je mozZné zjistit
vice informaci; (iii) popis pravdépodobnych
disledkt poruseni zabezpeceni; a (iv) popis
opatfeni piijatych nebo navrzenych za tcelem
feSeni  poruSeni  zabezpeCeni,  vcletné
pfipadnych opatfeni k limitaci neZadoucich
dopadti.

6 Z.ADOSTI SUBJEKTYU UDAJU

Poskytovatel poskytne Zadavateli pfiméfenou
sou¢innost pii vyfizovani Zadosti Subjekti
udaji k uplatnéni jejich prav dle Pravnich
predpisti na ochranu osobnich tdaji. Pokud
Poskytovatel /ZkouSejici obdrzi  Zadost
Subjektu ddajii tykajici se Osobnich tudajd,
které obdrzel v prabéhu plnéni svych
povinnosti dle Smlouvy neprodlené, nebrani-li
mu v tom pravni predpisy, vyrozumi
Zadavatele, jakmile to bude mozné, a bude se
Zadavatelem spolupracovat na piiprave,
finalizaci a odesldni odpovédi na zadosti
Subjektti udajt.

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

{00072560;v1)

DOZOROVEMU ORGANU

Poskytovatel vyrozumi Zadavatele o jakékoli
zéadosti Dozorového orgéanu nebo jiného tradu
tykajici se zpracovani Osobnich ddajt dle této
DPA nebo Smlouvy, nebo o je-li
pravdépodobné, Ze Poskytovatel takovou
zadost obdrzi. Poskytovatel souhlasi, Ze bude
spolupracovat se Zadavatele pifi zajiSténi
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Protection Laws, including Articles 32 and 36
of the GDPR.

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}

souladu s Pradvnimi pfedpisy na ochranu
Osobnich ddaji, véetné ¢l. 32 a 36 GDPR.

9 ZAZNAMY A AUDIT

Poskytovatel bude vest veSkerou potfebnou
dokumentaci k prokdzani dodrZovéani 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 piisluSnymi
pravnimi pfedpisy. Na zddost Zadavatele
prokdze Poskytovatel, jaka opatteni pfijalo dle
této DPA a umozni IQVIA nebo Zadavateli
tato opatieni testovat a auditovat. IQVIA nebo
Zadavatel budou opravnéni provést u
Poskytovatele audit zpracovdni Osobnich
udaji, a to na zdklad¢ Zadosti zaslané
Poskytovateli alespont 14 dni pfedem; tento
audit miiZze byt proveden téz tietimi osobami,
pokud uzaviou s Poskytovatelem dohodu o
mlcenlivosti. Poskytovatel bude pfi takovém
auditu spolupracovat a umoZni auditorim
IQVIA nebo Zadavatele pfiméfeny pfistup do
jakychkoli prostor a k jakymkoli zafizenim,
kterd souviseji se zpracovanim Osobnich
udaji. Poskytovatel poskytne auditorim
piistup ke vSem informacim tykajicim se
zpracovani osobnich ddaji, pokud bude jejich
poskytnuti nutné pro ovéfeni plnéni povinnosti
dle této DPA ze strany Poskytovatele.

10 DOBA TRVANI A UKONCENI

Tato DPA zustdva v tc¢innosti po dobu trvani
Smlouvy, dokud platnost Smlouvy nebude
ukoncena.
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ACKNOWLEDGED AND AGREED BY
Fakultni nemocnice Hradec Kralové

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE Fakultni
nemocnice Hradec Kralové

prof. MUDr. Vladimir

By: Palicka, CSc., dr. h. c.

Title: Director

(must authorized to sign on Institution’s
behalf)

Signature:

Date: 3. 12. 2020

prof. MUDr. Vladimir

Jméno: Palicka, CSc., dr. h. c.

Funkce: reditel

(musi se jednat o podpis opravnéného
zastupce Poskytovatele)
Podpis:

Datum: 3.12.2020

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

Podepsdno IQVIA RDS Czech Republic, s.r.o.,
Jménem zadavatele dle dohody o zastoupeni ze
dne 18. tnora 2019)

Name:

Signature:

Date: 24. 11. 2020

Jméno:

Podpis:

Datum: 24. 11. 2020
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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

Predmét 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.

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

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
{00072560;v1}

Predmét zpracovani a délka zpracovani jsou
uvedeny ve Smlouvé.

Povaha a ucel zpracovani

Povaha a ucel zpracovani jsou uvedeny ve
Smlouvé.

Kategorie Subjektu tiidaju

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

Dals$i pokynv ke zpracovani

Osobni udaje zpracovdvané dle této DPA
nebudou sdélované Zadavateli, pokud nebyly
nejprve anonymizovany nebo
pseudonymizovany. V kontextu této DPA se
jedna o “anonymizaci” Osobnich udajt, pokud
neni mozné je spojit s identifikovanou nebo
identifikovatelnou fyzickou osobou, a to ani
osobou, kterd ma anonymizaci na starosti, a o
“pseudonymizaci” se jednd, pokud neni mozné
je  spojit s identifikovanou  nebo
identifikovatelnou fyzickou osobou bez
dodatecnych informaci. Jakékoli dodatecné
informace pozadované ke spojeni
pseudonymizovanych Osobnich ddaji s
identifikovanou nebo  identifikovatelnou
fyzickou osobou nebudou sdéleny Zadavateli,
ledaZe je takové sdéleni poZzadovano za tcelem
souladu s pravnimi predpisy, pozadavky
etickych komisi, pozadavky spravné klinické
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process to which either the Sponsor or the praxe, soudnim rozhodnutim, nebo na zdkladé

Institution/Investigator is subject. jiného ftizeni, jehoz je Zadavatele nebo
Poskytovatele /ZkousSejici ti¢astnikem.
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ATTACHMENT 1/ ANNEX B

PRILOHA 1/PODPRILOHA B

DESCRIPTION OF THE TRANSFER POPIS PREDANI
Data subjects Subjekty udaji

The personal data transferred concern the Preddvané Osobni udaje se tykaji nasledujicich
following categories of data subjects:

kategorii subjektil idaji:

1) Patients who are Study subjects and 1. pacienti, ktefi jsou Subjekty studie a
patients considering participation in pacienti zvazujici dcast ve Studii;
the Study; 2. Personal studie a  zdravotniCti

2) Study staff and healthcare pracovnici, ktefi jsou zaméstnanci nebo
professionals that are employees or dodavateli Zdravotnického zafizeni
contractors of Institution involved in zapojeni do provadéni Studie.
Study conduct.

Purposes of the transfer(s) Ukely piedani

The transfer is made for the following

K pteddni miiZe dojit pro ndsledujici dcely:

purposes:

1) Conducting and supervising a clinical 1) provdadéni a dohled nad klinickym
trial or study (“Study”) in accordance hodnocenim nebo studii (,,Studie®)
with the Protocol, Informed Consent v souladu s Protokolem, Informovanym
form, and all applicable laws souhlasem a vSemi platnymi pravnimi
governing  clinical trials, data pfedpisy pro klinickd hodnoceni,
protection and data privacy. ochranu a soukromi tidajl;

2) Supervising the Study staff and 2) dohled nad Studijnim persondlem a
Principal Investigator and making ZkouSejicim a  nezbytné zvefejnéni
required disclosures to comply with informaci za ucelem plnéni
transparency reporting obligations. ohlaSovacich  povinnosti  k zajiSténi

3) Any other services required under the transparentnosti;

Protocol.

Categories of data for each type of Data

subject

The personal data transferred concern the
following categories of data:

For Patients

3) jakékoliv dalsi

sluzby poZadované
Protokolem.

Kategorie dat pro kazdy typ subjektu udaja

Predavéani Osobnich tdajl se tyka nasledujicich
kategorii udaji:

Pro pacienty

1) Age or date of birth; 1) vé€k nebo datum narozeni
2) télesné charakteristiky
3) podpis
{00072560;v1}
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2) Physical characteristics;

3) Signature;

4) Country of residence;

5) Medical conditions;

6) Blood samples
analysis;

7) Study subject identifier.

and metabolic

For Study staff

1) Names;

2) Physical address,
telephone number;

3) Professional information, including

email address,

employment  status, educational
experience, and information about
payments made (if any) to
Institution/Principal
Investigator/Study staff;
4) Signature.
Recipients

The personal data transferred may be
disclosed only to the following recipients or
categories of recipients:

Sponsor, its affiliates, and service providers,
regulatory authorities and other recipients
mentioned in the Informed Consent.

Sensitive data

The personal data transferred concern the
following categories of sensitive data:

1) Medical history;
2) Medical information,
Sponsor Data.

including

Additional useful information

Sponsor will maintain information for at least
the time period required by law or applicable
regulatory guidance.

{00072560;v1}

4) stat bydliste

5) zdravotni stav

6) krevni vzorky a metabolickd analyza
7) identifikdtor Subjektu studie

Pro Studijni personal

1) jména

2) adresa bydliste,
telefonni ¢islo

3) profesni informace, vcetné pracovni

e-mailova adresa,

pozice, vzdélani a informaci o
(ptipadnych) platbdch poskytnutych
Poskytovateli/ZkouSejicimu/Studijnimu
persondlu;
4) podpis
Prijemci

Predané Osobni tidaje mohou byt zptistupnény
pouze nasledujicim pifijemctiim nebo kategoriim
piijemci:

Zadavatel,  jeho pfidruzené subjekty
a poskytovatelé sluzeb, regulacni organy a dalsi
piijemci uvedeni v informovaném souhlasu.

Citliva data

Predané Osobni tudaje obsahuji nésledujici
kategorie citlivych dat:

1) zdravotni historie;
2) zdravotni informace, vcetné¢ Udaju
Zadavatele.

DalSi uzite¢né informace
Zadavatel bude uchovavat informace alespon

po dobu poZadovanou zdkonem ¢i platnymi
regulacnimi pokyny.
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Contact _points for data protection Kontaktni body pro dotazy tykajici se

inquiries ochrany udaju

Data importer / Dovozce tdaji Data exporter / Vyvozce tidaji
Esperion Therapeutics Inc. L
24.11.2020 6. 12. 2020
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Attachment/Annex 2 Priloha 2

LIST OF SUBPROCESSORS SEZNAM DALSICH ZPRACOVATELU
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