AMENDMENT NO 2 TO CLINICAL TRIAL
AGREEMENT
This Amendment No. 2 to Clinical Trial
Agreement dated 30 June 2015, amended by
Amendment No. 1 dated 10 May 2016
("Amendment”) is between IQVIA RDS Czech
Republic s.r.o. with registered address at
Pernerova 691/42, Karlin, 186 00 Praha 8,
Czech Republic, Identification number:
24768651 (“"IQVIA"), Fakultni nemocnice u sv.
Anny v Brné, having a place of business at
Pekarska 664/53, 656 91 Brno, Czech
Republic, Identification number: 00159816,
Tax Identification Number CZ00159816,

represented by Ing. Viaglimi ida i
(the ‘“Institution”) and

m(the “Investigator”) and
straZeneca with registered address at

SE-151 85 Sodertélje, Sweden, ldentification
number: 556011-7482, Tax identification
number; SE556011748201 (“Sponsor”) and is
effective as of the date of its publication in the
Agreements Register, but the parties agree to
be bound by this Amendment from the date 25.
5.2018
WITNESSETH:

WHEREAS, [QVIA, Institution, Investigator and
Sponsor are parties to an agreement entitled
Clinical Trial Agreement for Protocol “A Long-
Term Outcomes Study to Assess STatin
Residual Risk Reduction with EpaNova in
HiGh Cardiovascular Risk PatienTs with
Hypertriglyceridemia (STRENGTH)” effective
as of 30.6.2015 (the "Agreement”).

WHEREAS, in order to implement the
Regulation EU 2016/679 on the protection of
natural persons with regard to the processing
of personal data and on the free movement of
such data as implemented from 25 May 2018,
the parties desire to amend the Agreement.

NOW THEREFORE, in consideration of the
mutual promises and 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:

EHL) 2018 OS2 1 ff

DODATEK C, 2 KE SMLOUVE
O KLINICKEM HODNOCENI
Tento dodatek €. 2 ke smlouvé o klinickém
hodnoceni ze dne 30. 6. 2015, ve znéni
dodatku €. 1 ze dne 10. 5. 2016 (,Dodatek") se
uzavira mezi spolecnosti IQVIA RDS Czech
Republic s.r.o. se sidlem Pernerova 691/42,
Karlin, 186 00 Praha 8, Ceska republika, ICO:
24768651 (,JQVIAY), a Fakultni nemocnice u
sv. Anny v Brné, s adresou Pekarska 664/53,

656 91 Brno, Ceska republika, Identifikaéni
Cislo 00159816, Danové identifikacni
CZOO159816 zastoupena

3 e Zdr

cislo,
Ing VIastlmllem
tnické

("Zkousejici”) a spolecnosti AstraZeneca AB,
se sidlem SE-151 85 Sodertdlje, Svédsko,

Identifikacni  Cislo: 556011-7482, Darové
identifikacni cislo: SE556011748201
(“Zadavatel”) anabyvd Ucinnosti ke dni

uverejnéni v registru smluv, avsak strany si
pieji byt timto Dodatkem vazany jiz ode dne
25. 5. 2018.

TIMTO SE STVRZUJE:

VZHLEDEM K TOMU, ze IQVIA, Zdravotnické
zafizeni, ZkouSejici a Zadavatel jsou strany
smlouvy pojmenované Smlouva o klinickém
hodnoceni na zdkladé Protokolu s nazvem:
»Klinicka  studie  hodnotici  dlouhodobé
parametry ucinnosti snizeni rezidualniho rizika
pii statinové terapii pfipravkem Epanova
u pacientll s hypertriglyceridémii s vysokym
kardiovaskularnim  rizikem (STRENGTH)"
uzavieneé dne 30. 6. 2015 (,Smlouva").

VZHLEDEM KTOMU, ze pro Uucely
implementace  nafizeni EU  2016/679
o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaji ao volném
pohybu téchto Udaji, které nabylo G&innosti
dne 25. kvétna 2018, si strany preji zménit
Smlouvu timto dodatkem.

PO ZVAZENI vzajemnych pfislibll a zavazki
uvedenych vtomtio Dodatku aza pfiméfené
a hodnotné protipinéni, jehoz dostate¢nost je
timto potvrzena, se Strany dohodly na
uzavieni Dodatku ke Smlouvé v tomto znéni:
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1. Effective as of 25 May 2018, the
Agreement shall be amended as follows:
1.1 Definitions of “Personal Data" and
"Dual Capacity” shall be deleted entirely

1.2 The following definitions shall be
added to the Agreement:

Controller: means the natural or legal person,
public authority, agency or other body which,
alone or jointly with others, determines the
purposes and means of the processing of
personal data.

Personal Data: means any information relating
to an identified or identifiable natural person
(“Data Subject”); an identifiable natural person
is one who can be identified, directly or
indirectly, in particular by reference to an
identifier such as aname, an identification
number, location data, an online identifier or to
one or more factors specific to the physical,
physiological, genetic, mental, economic,
cultural or social identity of that natural person.

Personal Data Breach: means a breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure of, or access to, personal data
transmitted, stored or otherwise processed.

Applicable Law: means all applicable
international, national, regional and local laws,
rules, regulations and guidance including
without limitation regulatory authority rules and
regulations, decisions and industry codes
(including any meadification or re-enactment
thereto) applicable to the Study and the
activities or interactions under the Agreement,
including Good Clinical Practice, and all
generally accepted standards of good
laboratory practice, good clinical practice and
good medical practice.

1.3 Section 6 Study Subject Personal
Data shall be deleted entirely and replaced
with the following section 6 Personal Data:

6. PERSONAL DATA

6.1 Investigator Personal Data

1. S téinnosti od 25. kvétna 2018 se Smlouva
upravuje nasledujicim zplsobem:

1.1 Definice ,Osobnich udajd"
funkce" se rusi bez nahrady.

a ,Dualni

1.2 Nasledujici definice se timto dopliuji do
Smiouvy:

Spravce: znamena fyzickd nebo pravnicka
osoba, organ verejné moci, agentura nebo jiny
subjekt, ktery sam nebo spolecné s jinymi
uruje ucely a prostfedky zpracovani osobnich
udaju.

Osobni_ldaje: znamenaji veskeré informace
o identifikované nebo identifikovatelné fyzické
osobé (,Subjekt udaji*); identifikovatelnou
fyzickou osobou je fyzicka osoba, kterou lze
pfimo ¢i nepiimo identifikovat, zejména
odkazem na urCity identifikdtor, napfiklad
jméno, identifikacni €islo, lokacni udaje, sitovy
identifikator nebo na jeden &i vice zvlastnich
prvkl  fyzické, fyziologické,  genetické,
psychické,  ekonomické,  kulturni  nebo
spolecenskeé identity této fyzické osoby.

Poruseni  zabezpeceni oscbnich  (dajl:
znamena poruSeni zabezpeceni, které vede
k nahodnému nebo protipravnimu zniceni,

ztraté, zmeéné nebo neopravnénému
poskytnuti nebo zpfistupnéni prenasenych,
ulozenych nebo jinak  zpracovavanych

osobnich udaju.

Prislusné pravni predpisy: znamenaji veskere
piislusné mezinarodni, narodni, oblastni
a mistni pravni prepisy, pravidla, nafizeni
a smérnice véetné zejména pravidla, nafizeni,
rozhodnuti a oborové kodexy regulatorniho
organu (véetné jakychkoli jejich zmén a novel)
prislusnych pro tuto Studii a Cinnosti a jednani
podle Smlouvy, véetné Spravné klinické praxe
a veskeré obecné prijaté standardy spravne
laboratorni praxe, spravné klinické praxe
a spravné zdravotni praxe.

1.3 Clanek 6 Osobni lidaje Subjektu studie se
zcela rusi a nahrazuje se clankem 6 Osobni
udaje v nasledujicim znéni:

6. OSOBNi UDAJE

6.1 Osobni Udaje Zkousejiciho
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Both prior to and during the course of the
Study, the Investigator may be called upon to
provide Personal Data. This data falls within
the scope of the law and regulations relating to
the protection of personal data and may be
used by IQVIA, Sponsor, and their affiliates in
compliance with Applicable Law, including as
set forth below and for the length of time
reasonably necessary for the purposes below.

Investigator’s personal data may include
names, contact information, work experience
and professional qualifications, publications,
resumes, educational background and
information related to financial disclosures or
other potential conflict of interest, and
payments made to Payee(s) under this
Agreement for the following purposes:

(i) the conduct of clinical trials and/or
statistical analysis;
(i) verification by governmental or

regulatory agencies, the Sponsor, IQVIA, and
their agents and affiliates;

(i) compliance with legal and regulatory
requirements;

(iv) publication on www.clinicaltrials.qov and
websites and databases that serve
a comparable purpose;

(v) storage in databases to facilitate the
selection of investigators for future clinical
trials or other businesses; and

(vi) anti-corruption compliance.

Investigator's  personal data may Dbe
transferred to  countries  outside  of
Investigator’s country, which may not provide
the same level of protection as is applicable in
Investigator's country. In such event, IQVIA or
Sponsor, as applicable, will make sure that
appropriate  safeguards are secured in
advance of any transfer in accordance with
IQVIA's or Sponsor's, as applicable, legal
obligations to ensure the protection of
Investigator's personal data according to the
data protection laws and regulations applicable
in Investigator's country.

6.2 Study Subject and Study Staff

Personal Data

Jak pred zahajenim, tak i v pribéhu provadéni
Studie, muize byt ZkousSejici pozadan
o poskytnuti svych Osobnich tdaji. Tyto Udaje
spadaji do ramce pravnich predpisi na tseku
ochrany osobnich udaji amohou byt
pouzivany spoleénosti |IQVIA, Zadavatelem
a jejich pobockami v souladu s Pfislusnymi
pravnimi pfedpisy, jak je uvedeno nize, a po
prfiméfenou dobu nezbytnou k nize uvedenym
Gcelam.

Osobni udaje Zkousejiciho mohou zahrnovat
jména,  kontaktni  informace,  pracovni
zkuSenosti a profesni  kvalifikaci, prehled
publikaci, resumé, informace o absolvovaném
vzdélani, ainformace tykajici se financnich
vztah( nebo dal$ich potencidlnich stfetll zajmu
a Udaje o platbach uskutecnénych  vidi
Pfijemci plateb dle této Smlouvy, ato pro
nasledujici ucely:
(i) provadéni klinickych
a/nebo statistickych analyz;
(i) ovefeni ze strany vefejnych nebo
regulatornich  organl, Zadavatele,
spolecnosti IQVIA, a jejich zastupct Ci
pobocek;

hodnoceni

(i) zajisténi souladu s pravnimi
a regulatornimi pozadavky;

(iv) zvefejnénf na strankach
www.clinicaltrials.gov a webovych

strankach a v databazich, které slouzi
obdobnému ucelu;

(v) evidovani vdatabazich pro ucely
usnadnéni vybéru zkousejicich pro
budouci klinicka hodnoceni nebo jiné
zalezitosti; a

(vi) zajisténi souladu na poli zakazu
jakéhokoli korupéniho jednani.

Osobni udaje ZkouSejiciho mohou byt
predavany do zemi mimo zemi Zkousejiciho,
které nemuseji poskytovat stejnou Udroven
ochrany, jaka plati vzemi Zkousejiciho.
V takovém pfipadé I|QVIA nebo pripadné
Zadavatel zajisti, aby byly vsouladu se
zakonnymi povinnostmi  spoleénosti  IQVIA
nebo pripadné Zadavatele pifed kazdym
takovym predanim zajistény prislusné zaruky,
které  zajisti ochranu osobnich udajl
Zkousejiciho  podle zakon(l  a predpist
o ochrané udaju platnych v zemi ZkousSejiciho.

6.2 Osobni Udaje Subjektil studie a Studijniho
personalu
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The Parties agree to adhere to the principles of
medical confidentiality in relation to Study
Subjects involved in the Study and to comply
at all times with their respective obligations
under all data protection applicable laws in
relation to this Agreement and the protection of
the Personal Data of Study Subjects and Study
Staff, where the Sponsor, the Institution and
the Investigator shall act as Data Controllers
with regard to the processing and protection of
this Personal Data each of them undertakes.

The Parties shall maintain appropriate
technical and organizational security measures
to protect the Study Subjects’ and the Study
Staff's Personal Data they process in relation
to this Agreement.

Names of Study Staff may be processed in
IQVIA's study contacts database for study-
related purposes only.

6.3 Data Controller

The Sponsor, the Institution and the
Investigator shall be the data controllers for
such Personal Data except that, if IQVIA deals
with any Personal Data under this Agreement
in the manner of a data controller, IQVIA shall
be the data controller of such Personal Data to
the extent of such dealings.

IQVIA may process Personal Data, as defined
in the applicable data protection legislation
enacted under the same or equivalent/similar
national  legislation  (collectively  “Data
Protection Legislation"”), of the Investigator and
Study Staff for study-related purposes and all
such processing will be carried out in
accordance with the Data Protection
Legislation.

6.4 Processing

Each Party shall be responsible for its own
processing of Personal Data and IQVIA shall
ensure that any Personal Data relating to
a Study Subject, Investigator and/or Study
Staff, is collected, stored, used, disclosed and
transferred in accordance with all applicable

Strany souhlasi stim, ze budou dodrzovat
principy lékarského tajemstvi v souvislosti se
Subjekty studie zarazenymi do Studie a vzdy
plnit své prislusné povinnosti, které pro ne
v souvislosti s touto Smlouvou a ochranou
Osobnich Gdaju Subjektd studie a Studijniho
personalu vyplyvaji ze vSech pfislusnych
pravnich pfedpisti na ochranu osobnich udaju.
Pficemz Zadavatel, Zdravotnické zafizeni
a Zkousejici budou jednat v pozici spravci
s ohledem na zpracovani Osobnich udaj,
které kazdy z nich provadi.

Strany zavedou abudou vyuzivat vhodna
technicka a organizacni bezpecnostni opatfeni
za U&elem ochrany Osobnich Udaji Subjektl
studie a Studijniho personalu, ktere
zpracovavaji v souvislosti s touto Smlouvou.

Jména clenl Studijniho personadlu mohou byt
zpracovavana v databazi studijnich kontaktl
spolecnosti IQVIA pro tcely spojené se Studii.

6.3 Spravce

Zadavatel, Zdravotnické zafizeni a Zkou$ejici
budou pusobit jako spravci udaji ve vztahu
k Osobnim udajim, avsak s vyjimkou piipadu,
kdy IQVIA naklada s jakymikoli Osobnimi udaji
na zakladé této Smlouvy jakozto spravce
udaji, vtakovém pfipadé bude IQVIA
spravcem takovych Osobnich Udaji v rozsahu,
v jakém s nimi naklada.

Spolecnost IQVIA je opravnéna zpracovavat
Osobni (daje, jak jsou tyto definovany
pfislusnymi pravnimi predpisy na useku
ochrany osobnich udaji, jez byly pfijaty na
zédkladé shodné ¢&i ekvivalentni/obdobné
narodni legislativy (spolecné dale jen ,Pravni
predpisy na ochranu osobnich udaji"),
Zkousejiciho a ¢lent Studijniho personalu pro
Ucely souvisejici se Studii, pricemz vesSkera
takova zpracovani budou provadéna v souladu
s Pravnimi pfedpisy na ochranu osobnich
(dajl.

6.4 Zpracovani

Kazda ze Stran ponese odpovédnost za svoje
vlastni zpracovavani Osobnich udaji a IQVIA
zajisti, ze veSkeré Osobni Udaje souvisejici se
Subjektem  studie, ZkouSejicim  a/nebo
Studijnim personalem jsou sbirany, ukladany,
pouzivany, sdélovany a predavany v souladu
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supranational and national privacy laws and
with the informed consents that are or will be
obtained from Study Subjects.

The Institution shall appoint a person that shall
act as a primary point of contact and shall
respond to all Data Subjects' rights exercised
by the Study Subjects and/or the Study Staff in
respect to the processing of their Personal
Data in relation to this Agreement (“Data
Subject's Request”).

The Institution and/or Investigator shall inform
the Sponsor and/or IQVIA and request its
assistance in responding to a Data Subject’s
Request only to the extent the Institution or
Investigator is unable to manage and respond
to the Data Subject's Request without
information which could only be provided by
the Sponsor and/or IQVIA. To the extent, the
Sponsor and/or |IQVIA needs to provide
information to the Institution or Investigator, the
Institution or Investigator shall inform the
Sponsor and/or IQVIA within five (5) days upon
receiving the Data Subject's Request. Under
such circumstances, the Sponsor and/or IQVIA
shall cooperate with the Institution or
Investigator and shall provide the Institution or
Investigator with, subject to applicable laws,
the requested information and undertake any
reasonable actions to enable the Institution or
Investigator to respond to the Data Subject's
Request.

The Institution and/or Investigator shall, upon
the reasonable request by Sponsor and/or
IQVIA, provide Sponsor and/or IQVIA with any
information, undertake any actions or provide
assistance to the Sponsor and/or IQVIA as
may be required by the Sponsor and/or IQVIA
to respond to a Data Subject’s Request.

6.5. If aPersonal Data Breach occurs in
relation to any Study Subjects’ or Study Staff's
Personal Data processed in relation to this
Agreement and it is likely that such breach
poses arisk to an individual's rights and
freedoms (a “Reportable Breach"), the
Institution, must notify the relevant supervisory
authority without undue delay and at the latest
within 72 hours after having become aware of
such breach.

se vSemi prislusnymi nadnarodnimi
a narodnimi pfedpisy na ochranu osabnich
udaji a soukromi a na zakladé informovanych
souhlast, které byly nebo budou ziskany od
Subjektl studie.

Zdravotnické zafizeni jmenuje osobu, ktera
bude vystupovat jako primarni kontaktni osoba
a bude reagovat na uplatnéni prav subjektu
Udaju ze strany Subjektd studie a/nebo Elena
Studijniho persondlu s ohledem na zpracovani
jejich  Osobnich udaju  spojenému s touto
Smlouvou (,Zadost subjektu udaji”).

Zdravotnické zafizeni a/nebo ZkousSejici budou
informovat Zadavatele a/nebo IQVIA a vyzadat
souginnost Zadavatele za UucCelem vyfizeni
Zadosti subjektu udaju_pouze v pfipadé, ze
nejsou schopni vyfidit Zadost subjektu ndaj
bez informaci, které mohou byt poskytnuty
pouze Zadavatelem a/nebo IQVIA. V pripadé,
ze bude nutné, aby Zadavatel a/nebo IQVIA
poskytli informace Zdravotnickému zafizeni
nebo Zkousejicimu, budou Zdravotnicke
zarizeni nebo Zkousejici informovat
Zadavatele a/nebo IQVIA do péti (5) dni po
obdrzeni Zadosti subjektu udaji. Nastanou-li
takové okolnosti, bude Zadavatel a/nebo
IQVIA  spolupracovat se Zdravotnickym
zafizenim nebo Zkousejicim a poskytnou jim
s ohledem na prislusné pravni predpisy
pozadované informace aucini veskere
pfiméfené kroky ktomu, aby Zdravotnicke
zarfizeni a Zkousejici mohli reagovat na Zadost
subjektu udajl.

Na priméfenou Zzadost Zadavatele a/nebo
IQVIA, poskytne Zdravotnické zarizeni a/nebo
Zkousejici Zadavateli a/nebo IQVIA veskere
informace, soucinnost a ucini veskeré kroky,
jak mize byt vyzadovano ze strany Zadavatele
a/nebo IQVIA za Gcelem vyfizeni Zadosti
subjektu tdajt.

6.5 Vpripadé, ze dojde k Poruseni
zabezpeceni osobnich Udaji v souvislosti
s jakymikoli udaji Subjektu studie nebo clena
Studijniho personalu zpracovavanymi
v souvislosti s touto Smlouvou aje
pravdépodobné, ze takové poruSeni ohrozi
prava a svobody jednotlivet (,Poruseni, které
je nutné ohlasit"), ohlasi Zdravotnické zarizeni
toto poruseni pfislusnému dozorovému uradu
bez zbyteéného odkladu, avSak nejpozdéji do
72 hodin po zjisténi takového poruseni.
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If such Reportable Breach poses a high risk to
the affected individuals, then the Institution
shall also inform them, unless the Institution
has put in place effective technical and
organisational protection measures that ensure
that the risk is no longer likely to materialise.
The Institution shall notify the Sponsor and/or
IQVIA of any Reportable Breach no later than
24 hours after having become aware of such
Reportable Breach.

6.6. The Parties shall indemnify, defend, and
hold each other harmless from and against any
and all liabilities, claims, losses, suits,
judgments, and reasonable legal fees arising
from any breach, negligent act, error or
omission of relevant data protection obligations
under this Agreement by the other Party its
staff or subcontractors.

6.7 Survival
This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

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

Institution, Investigator, Sponsor and IQVIA
hereby acknowledge that this Amendment will
be published together with the Agreement and
the Amendment No. 1 in the Agreements
Register pursuant to Act no. 340/2015 Coll., on
Agreements Register. As and between the
Parties, Institution agrees to publish the
Amendment, the Agreement and the
Amendment No. 1 pursuant to the foregoing.
Any information which constitutes trade secret

of either Party is exempted from such
publication. For the purposes of the
Agreement, Amendment No. 1 and the

Amendment, trade secrets include, but are not
limited to, Attachment Ato the Agreement -
Budget and payment schedule, minimum
enroliment goal, expected number of Study
subjects enrolled and the expected duration of
the Study. Furthermore, personal data of

Pokud je vysoce pravdépodobné, ze bude
Poruseni, které je nutné nahlasit, mit za
nasledek vysoké riziko pro prava a svobody
dotCenych jednotlivel, pak je Zdravotnické

zarizeni povinno informovat rovnéz tyto
jednotlivce, ledaze zavedlo Zdravotnické
zafizeni Uc¢inna technicka a organizacni

ochranna opatieni, ktera zajisti, ze takové
rizko se jiz pravdépodobné neprojevi.
Zdravotnické zarfizeni je povinno informovat
Zadavatele a/nebo IQVIA nejpozdéji do 24
hodin po zjisténi Poruseni, které je nutné
ohlasit.

6.6 Strany se zavazuji se navzajem hajit,
odsSkodnit a zbavit se odpovédnosti v pfipadé
jakékoli odpovédnosti, naroki, ztrat, soudnich
fizeni, rozsudkll a pfiméfenych pravnich
poplatki  vzniklych  z jakéhokoli poruseni,
nedbalého jednani, chyby & opomenuti
dodrzovat povinnosti tykajici se ochrany
osobnich Gdaji podle této Smlouvy zplisobené
druhou stranou, jejimi zaméstnanci &i
dodavateli.

6.7 Pretrvavajici platnost

Tento Clanek 6 ,Osobni Gdaje* zlistane
v platnosti i v pfipadé ukonceni platnosti &i pfi
vyprseni platnosti této Smiouvy.

Veskere podminky Smlouvy, které nejsou
vyslovné upraveny timto Dodatkem, zistavaji
nadale plné ucinné v nezménéné podobé.

Zdravotnické zafizeni, Zkousejici, Zadavatel
alQVIA timto berou na védomi, Ze tento
Dodatek bude uvefejnén spoleéné se
Smlouvou a Dodatkem €. 1 v souladu se zak.
€. 340/2015 Sb., oregistru smluv. Za
uverejnéni dle predchozi véty odpovida
Zdravotnické zarfizeni. Takovémuto zvefejnéni
nepodléhaji ty udaje, které tvofi obchodni
tajemstvi nékteré ze smluvnich stran. Pro
Ucely tohoto Dodatku, Dodatku &. 1 a Smiouvy
se obchodnim tajemstvim rozumi zejména
Pfiloha A Smlouvy - Rozpocet a platebni
prehled, minimalni cilovy pocet zafazeni,
ocekavany zarazeny pocet subjektl
a ocekavana délka trvani Studie. Dale
nebudou takovémuto uvefejnéni podléhat
osobni udaje fyzickych osob, ledaze jsou jiz
zvefejnény v jiném vefejné  pfistupném

registru. Za uverejnéni tohoto Dodatku
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individuals are also exempted from such
publication, unless they have been previously
published in another public register. The
Institution is obliged to publish this Amendment
together with the Agreement and the
Amendment No. 1 in accordance with the
article herein above. The Institution will inform
IQVIA of publishing the Amendment together
with the Agreement and the Amendment No. 1
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
together with the Agreement and the
Amendment No. 1 within 10 working days from
its full execution, it may be published by the
Sponsor or IQVIA.

The estimated value of financial payment
under the Agreement, as amended, shall be
approximately CZK 830 000.

This Amendment is executed in 4 counterparts
and each party shall receive one.

This Amendment is executed in the Czech and
English language version. In case of any
discrepancy between the Czech and the
English version of this Amendment, the Czech
version shall prevail.

spolecné se Smlouvou a Dodatkem €. 1 dle
predchoziho odstavce odpovida Zdravotnické
zarizeni. Zdravotnické zafizeni vyrozumi
IQVIA ouverejnéni Dodatku spole¢né se
Smlouvou a Dodatkem €. 1 tak, ze ve formulari
pouzivaném Kk uverejnéni zada adresu

jako emailovou
adresu, na kterou ma byt zaslana notifikace
o uverejnéni. Neni-li Dodatek spolecné se
Smlouvou a Dodatkem €. 1 uverejnén
Zdravotnickym  zafizenim ve |haté 10
pracovnich dni od podpisu Dodatku vsemi
smluvnimi stranami, jsou k jeho zverejnéni
opravnéni IQVIA ¢i Zadavatel.

Predpokladana hodnota finanéniho plnéni dle
Smlouvy ve znéni tohoto Dodatku &ini priblizné
830 000 Ke.

Tento Dodatek je vyhotoven ve 4
vyhotovenich, z nichz kazda smluvni strana
obdrzi po jednom.

Tento Dodatek je vyhotoven v ceském a
anglickém jazykovém znéni. V pfipadé rozporu
mezi jazykovymi verzemi ma prednost Ceska
verze Dodatku.
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IN WITNESS WHEREOF, this Amendment NA DUKAZ TOHO byl tento Dodatek

has been executed by the parties hereto podepsan Stranami tohoto Dodatku
through their duly authorized officers on the prostrednictvim jejich fadné opravnénymi
date(s) set forth below. zastupci spolecnosti smiluvnich stran nize

uvedeného data.

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 23 -0N- 2020 ’

ACKNOWLEDGED AND AGREED BY INSTITUTION/ NA DUKAZ SOUHLASU PRIPOJUJE
SVUJ PODPIS OPRAVNENY ZASTUPCE ZDRAVOTNICKEHO ZARIZENI

Byl dménio: Ing. Vlastimil Vajdak

Title/ Funkce:
(must authorized to sign on Institution’s behalf)/(musi se jed
zastupce Poskytovatele):

opravnéneho

Signature/ Podpis:

focnice
v Brne
TERalska Do

1

Date/ Datum: 31 01, 2020 u ‘:3"r

ACKNOWLEDGED AND AGREED BY SPONSOR / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE ZADAVATELE

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

73 -01- 2020

Date/ Datum:
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y

ACKNOWLEDGED AND AGREED BY INVESTIGATOR / NA DUKAZ SOUHLASU PRIPOJUJE
SVUJ PODPIS OPRAVNENY ZKOUSEJICI

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

20 L0

Date/ Datum: / 2
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