ASSIGNMENT AND ASSUMPTION, CONSENT
AND AMENDMENT NO. 1

THIS ASSIGNMENT AND ASSUMPTION,
CONSENT AND AMENDMENT (the “Assignment”)
is made effective as of the date of its publication in the
Register of Agreements (the “Effective Date”) and is
executed by and among:

e Fakultni nemocnice v Motole, state budgetary
organization, having aplace of business at
V Uvalu 84, 105 06 Praha 5, Czech Republic,
Identification number: 00064203, Tax identification
number: CZ00064203, represented by
based amandate  (the

“Institution”); and

on

e IQVIA RDS Czech Republic s.r.o. (formerly
Quintiles Czech Republic, s.r.0.), having a place of
business at Pernerova 691/42, 186 00 Praha 8 -
Karlin, Czech Republic, Identification number:
247 68 651, Tax identification number:

cz24768651, represented by |Gz (the
“Assignor”); and

e Baxalta Innovations GmbH, having aplace of
business at Industriestrasse 67, A-1221 Vienna,
Austria (the “Assignee™); and

e Baxalta US Inc., having a place of business at 1200
Lakeside Drive, Bannockburn, IL 60015 as
a limited party to the Agreement with limited rights
and obligations.

The Institution, Assignee and Assignor are
named as parties in that certain Clinical Trial Agreement
dated as of 7 January 2016 (the “Agreement”).

Assignor desires to assign to Assignee all of the
rights and obligations of Assignor under the Agreement
(except as described below) and Assignee desires to
assume such rights and obligations. The Institution has
agreed to (a) consent to such assignment and
assumption, and (b) amend the Agreement to be
consistent with such assignment and assumption.

In consideration of the foregoing and of the
mutual agreements set forth below, Assignor, Institution
and Assignee hereby agree as follows:

POSTOUPENI A PRIJETI, SOUHLAS
A DODATEK C. 1

TOTO POSTOUPENI A PRIJETI, SOUHLAS
A DODATEK (dale jen ,Postoupeni®) vstupuje
v udinnost zvetejnénim Vv registru smluv (dale jen
,,Datum ucinnosti*) a uzavira se mezi:

e  Fakultni nemocnice v Motole, statni
prispévkova organizace, se sidlem V Uvalu 84,
105 06 Praha 5, Ceska republika, Identifikagni
¢islo: 00064203, Danové identifikaéni cislo:
CZ00064203, zastoupena na zakladé
povéfeni (dale jen ,,Zdravotnické zafizeni“); a

e IQVIA RDS Czech Republic s.r.o. (dfive
Quintiles Czech Republic, s.r.0.), se sidlem
Pernerova 691/42,186 00 Praha 8, Ceska republika,
Identifika¢ni ¢islo: 247 68 651, Danové
identifikacni Cislo: CZ24768651, zastoupena

(dale jen ,,Postupitel*); a

e Baxalta Innovations GmbH, se sidlem
Industriestrasse 67, A-1221 Videti, Rakousko (dale
jen ,,Postupnik®);

e Baxalta US Inc., se sidlem 1200 Lakeside Drive,
Bannockburn, IL 60015, jako smluvni strana
Smlouvy s omezenymi pravy a povinnostmi.

Zdravotnické zafizeni, Postupnik a Postupitel
jsou ve Smlouvé 0 klinickém hodnoceni uzaviené dne
7. ledna 2016 (dale jen ,,Smlouva“) ozna¢ovani jako
smluvni strany.

Postupitel si pfeje postoupit na Postupnika
vSechna sva prava a povinnosti vyplyvajici ze Smlouvy
(s vyjimkou téch, jez jsou popsana nize) a Postupnik si
pfeje tato pradva apovinnosti pfijmout. Zdravotnické
zatizeni souhlasilo s tim, Ze (a) poskytne souhlas s timto
postoupenim a piijetim prav a povinnosti a (b) Smlouva
bude pozménéna tak, aby tomuto postoupeni a prijeti
prav a povinnosti odpovidala.

S ohledem na vyse uvedené skutecnosti a na
vzajemnou dohodu Vnize uvedenych bodech se
Postupitel, Zdravotnické zafizeni a Postupnik timto
dohodli nasledovné:
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1. Assignment and Assumption. Assignor
hereby assigns to Assignee, and Assignee hereby
accepts from Assignor and assumes all of the rights,
responsibilities and continuing responsibilities and
obligations of Assignor under the Agreement as of the
Effective Date.

2. Consent of Institution. The Institution
hereby consents to the assignment and assumption set
forth in Section 1 above.

3. Assignee Qualified Successor.
Assignee covenants to Institution and Assignor that
Assignee is duly organized, validly existing and in good
standing, and is qualified to transact business in and is
in good standing under the laws of each state in which
such qualification is necessary in order to perform its
obligations under the Agreement.

4, Notwithstanding the above, all Parties
understand, acknowledge and agree that Assignee has
entered into aseparate agreement with Assignor to
provide support services to facilitate Assignee’s
oversight, monitoring, and adminsitration of the Study
in accordance with 21 CFR Part 312.52 and with the
Agreement. Assignee has authorized Assignor to handle
Assignee communications with Institution with respect
to the Study and this Agreement, and, Institution shall
permit Assignor to perform any or all Assignee
obligations under this Agreement as directed by
Assignee.

5. Amendments to Agreement. Assignee,
Institution hereby agree that the Agreement shall be
amended as follows:

a. All associated budget tables within the
Agreement that are beyond Section J. of the
Attachment A “Budget & Payment Schedule”
shall be deleted and replaced with the following
new Section K. titled “Budget” reflecting the
changes per Protocol Amendment 3.

K. Budget

1. Postoupeni a pfijeti. Postupitel timto
Postupnikovi  postupuje  a Postupnik timto od
Postupitele k Datu uc¢innosti pfijima a piebira vSechny
stavajici abudouci prava, povinnosti azavazky
Postupitele ze Smlouvy.

2. Souhlas ~ Zdravotnického  zafizeni.
Zdravotnické zafizeni timto vyjadfuje souhlas

S postoupenim a piijetim prav a povinnosti stanovenym
v bodé 1 vyse.

3. Oprédvnény  nastupce  Postupnika.
Postupnik zavazné prohlasuje Zdravotnickému zatizeni
a Postupiteli, Ze je fadné zalozen, pravoplatné existuje,
fadné plni své zavazky aje opravnén vykonavat
podnikatelskou dle zakonli vSech zemi, V nichz je tato
zpusobilost za ucelem plnéni jeho povinnosti
vyplyvajicich ze Smlouvy nezbytna.

4, Bez ohledu na vySe uvedené jsou Strany
srozumény S tim, Ze Postupnik uzaviel s Postupitelem
samostatnou smlouvu o poskytovani podptrnych sluzeb
k usnadnéni dohledu nad Studii, jejiho monitorovani
a spravy v souladu s ustanovenimi amerického pravniho
predpisu 21 CFR ¢ast 312.52 a se Smlouvou, berou to
na veédomi asouhlasi Stim. Postupitel povéfil
Postupnika, aby za ng& vyfizoval komunikaci se
Zdravotnickym zafizenim ohledné¢ Studie a této
Smlouvy, a Zdravotnické zatizeni umozni Postupnikovi
plnit kterékoli nebo veskeré zavazky Postupitele z této
Smlouvy podle pokynt Postupitele.

5. Zmeény Smlouvy. Postupnik,
Zdravotnické zatizeni se dohodli, Ze ve Smlouvé budou
provedeny tyto zmény:

a. Veskeré rozpoctové tabulky ve Smlouvé, které
jsou za Clankem J. v Piiloze A “Rozpolet &
platebni ptfehled” maji byt odstranény
anahrazeny novym Clankem K. nazvanym
»Rozpocet* reflektujici zmény na zakladé
dodatku k protokolu 3.

K. Rozpocet
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b. The preamble is hereby amended to add the

following as a limited party to the Agreement
solely for payment purposes:

“Baxalta US Inc., having a place of business at
1200 Lakeside Dr. Bannockburn, IL, 60015

The preamble is hereby amended to add the
following “Whereas Clause”:

“WHEREAS, Sponsor has delegated the
performance of certain study-related activities,
including funding the Study, to Baxalta US Inc.
(“Delegated Activities”) and the parties agree
that Baxalta US Inc. shall be aparty to this
Agreement for the limited purpose of performing
such Delegated Activities on behalf of Sponsor,
and Baxalta US Inc. shall have no liability under
this Agreement.”

d. The signature block is hereby amended to add

Baxalta US Inc. as a signing Party.

The existing wording of Section D. “Invoices”
Attachment A “Budget & Payment Schedule” is
hereby deleted in its entirety and replaced with
the following:

“_.

b. Pouze pro platebni ucely se Preambule timto

doplnuje 0 nasledujici smluvni stranu Smlouvy:

,,Baxalta US Inc., se sidlem 1200 Lakeside Dr.
Bannockburn, IL, 60015

Preambule se
ustanoventi:

dopliiuje 0 nasledujici

~VZHLEDEM KTOMU ZE, Zadavatel
poveril spolecnost Baxalta US Inc. provadénim
urcitych ¢innosti souvisejicich se Studii, mj. také
jejim  financovanim  (dale ,,Delegované
¢innosti*), a Strany se dohodly, Ze spole¢nost
Baxalta US Inc. se stane smluvni stranou této
Smlouvy, avSak pouze pro ucely vykonavani
téchto Delegovanych cinnosti za Zadavatele,
a neponese Z této Smlouvy zadnou
odpovédnost.*

d. Podpisova strana se timto dopliiuje 0 spole¢nost

Baxalta US Inc. jako podepisujici Stranu.

Dosavadni znéni Clanku D. ,,Faktury“ v Priloze
A ,,Rozpocet & platebni piehled* se odstranuje
V celém svém rozsahu a nahrazuje nasledujicim
znénim:
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f.  The following Section 6.5 has been added to the
Agreement:

“Site shall comply with Attachment E of this
Agreement”

g. The attached Attachment E is hereby added to
the Agreement.

6. Agreement Remains in Effect. Except
as otherwise specifically set forth in this Assignment,
the Agreement shall remain in full force and effect
without modification or amendment.

7. Release from Liability. Institution
hereby discharge and releases Assignor from liability
under the Agreement that accrues on or after the
Assignment Effective Date and agrees to look solely to
Assignee with respect to obligations and liabilities
under the Agreement as of such Assigmnent Effective
Date.

8. Further Assurances. Assignor and
Assignee shall, at any time and from time to time after
the date hereof, upon the request of the other, take all
such further reasonable actions, as shall be necessary or
desirable to give effect to the transactions hereby
consummated.

.
- .

f. Do Smlouvy byl vloZen néasledujici Clanek 6.5:

,Misto provadéni klinického hodnoceni musi
jednat v souladu s Pfilohou E této Smlouvy.*

g. Prilozena Priloha E se timto stdva soucasti
Smlouvy.

6. Smlouva zustavad v platnosti. Pokud
neni vVtomto Postoupeni vyslovné stanoveno jinak,
zustava Smlouva pIné v platnosti a u¢innosti beze zmén
a uprav.

7. Zprosténi odpovédnosti. Zdravotnické
zatizeni timto zbavuje azproStuje Postupitele
odpovédnosti vyplyvajici ze Smlouvy, kterd mu vznikne
Datem ucinnosti Postoupeni nebo po ném, a souhlasi
stim, Ze se budou ohledné¢ povinnosti azavazku
vyplyvajicich ze Smlouvy k Datu tu¢innosti Postoupeni
obracet vyhradné na Postupnika.

8. Dalsi zaruky. Postupitel a Postupnik se
zavazuji, ze kdykoli v budoucnu po datu uzavieni této
Smlouvy pfijmou na zaklad¢ pozadavku druhé strany
veskera pfiméfend opatieni, jeZ budou nezbytnd nebo
zadouci Kk dosazeni platnosti ukonti provadénych na
zaklad¢ této Smlouvy.
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9. Choice of Law and prevailing language
version. This Assignment and assumption, consent and
amendment shall be governed by and construed in
accordance with the laws of the Czech Republic,
without reference to principles of conflicts of laws. This
Assignment and assumption, consent and amendment is
drawn up in English and Czech. In the event of any
discrepancy, the Czech language version will prevail.

10. Counterparts. Each of the parties
hereby agrees that this document will be executed in
four (4) counterparts, each of which counterparts shall
be deemed an original, and such counterparts together
shall constitute the same document.

11. Institution, Assignee and Assignor hereby
acknowledge that this Assignment will be published
together with the Agreement in the Agreements Register
pursuantto Act no. 340/2015 Coll., on Agreements
Register. As and between the Parties, Institution agrees
to publish the Assignment and the Agreement pursuant
to the foregoing. Any information which constitutes
trade secret of either Party is exempted from such
publication. For the purposes of the Agreement and the
Assignment, trade secrets include, but are not limited to,
Attachment A to the Agreement “Budget & Payment
Schedule”, minimum enrollment goal, expected number
of Study subjects enrolled and the expected duration of
the Study. Furthermore, personal data of individuals are
also exempted from such publication, unless they have
been previously published in another public register.
The Institution shall notify the Assignor of the
publication of the Assignment in the Agreements
Register by entering the address in the
form used for publication as the email address to which
the notification of publication is to be sent. Should the
Institution fail to publish this Assignment together with
the Agreement within 15 working days from its full
execution, it may be published by the Assignee or
Assignor.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately 500
000 CZK.

9. Volba prava a rozhodna jazykova verze.

Toto Postoupeni a pfijeti, souhlas adodatek se fidi
pravnim fadem Ceské republiky s vylougenim jeho
koliznich norem a bude vykladan v souladu s nim. Toto
Postoupeni a pfijeti, souhlas a dodatek je vyhotoveno
v anglickém a ceském jazykovém znéni. V pfipadé
jakéhokoli rozporu bude rozhodujici Ceska jazykova
Verze.

10. Stejnopisy. Vsechny smluvni strany se
timto dohodly, ze tento dokument bude vyhotoven v
poctu Ctyt (4) stejnopistl, Z nichz kazdy bude povazovan
za original, a tyto stejnopisy spole¢né budou tvorit jeden
a tentyz dokument.

11.  Zdravotnické  zafizeni,  Postupnik
a Postupitel timto berou na védomi, ze toto Postoupeni
bude zvefejnéno spoleéné se Smlouvou Vv souladu se
zak. ¢. 340/2015, o registru smluv. Za zvetejnéni dle
predchozi véty odpovida Zdravotnické zafizeni.
Takovémuto zvetejnéni nepodléhaji ty udaje, které tvori
obchodni tajemstvi nekteré ze smluvnich stran. Pro
ucely tohoto Postoupeni a Smlouvy se obchodnim
tajemstvim rozumi zejména Priloha A Smlouvy
,Rozpocet & platebni ptehled, minimalni cilovy pocet
zafazeni, ocekavany =zafazeny pocet subjekti
aocekavana délka trvani Studie. Dale nebudou
takovémuto zvefejnéni podléhat osobni udaje fyzickych
osob, ledaze jsou jiz zvefejnény V jiném vefejne
pristupném registru. Zdravotnické zatizeni vyrozumi
Postupitele o uvetejnéni tohoto Postoupeni v registru
smluv tak, ze ve formulafi pouzivaném k uvefejnéni
zada adresu | iako emailovou adresu, na
kterou ma byt zaslana notifikace o uvetejnéni. Neni-li
Postoupeni  spole¢né¢ se Smlouvou zvefejnéno
Zdravotnickym zatizenim ve lhiit€ 15 pracovnich dni od
podpisu Postoupeni vSemi smluvnimi stranami, jsou
k jeho zvefejnéni opravnéni Postupnik ¢i Postupitel.

Pifedpoklidanda hodnota financéniho plnéni dle
Smlouvy ve znéni Postoupeni ¢ini pfiblizné 500 000
K¢&.
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IN WITNESS WHEREOF, the parties hereto have SMLUVNI STRANY toto Postoupeni podepsaly
executed this Assignment as of the dates below. k nize uvedenym datim.

Institution / Zdravotnické zarizeni:

By / Podepsal(a):

Printed Name / Jméno htilkovym pismem: | | N

Title / Funkce: based on a mandate / na zékladé povéieni

Date/Datum:

Assignor / Postupitel:

By / Podepsal(a):

Printed Name / Jméno htilkovym pismem:

Title / Funkce:

Date/Datum:

Assignee / Postupnik:
Baxalta Innovations GmbH

By / Podepsal(a):

Printed Name / Jméno hilkovym pismem:

Title / Funkce:

Date/Datum:

Baxalta US Inc.:

By / Podepsal(a):

Printed Name / Jméno htilkovym pismem:

Title / Funkce:

Date/Datum:
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Attachment E
DATA PROTECTION SCHEDULE

Where Institution jointly Controls the Processing of
Personal Data (defined below) created, collected, or
received pursuant to the Services under the Agreement,
the Parties agree that the terms of this Attachment E
shall apply to the Agreement. In the event of a conflict
between this Attachment E and the Agreement, the
terms and definitions of this Attachment E shall control
and govern.

A. Definitions. Capitalized terms used herein shall

have the meanings set forth in this Section A or in the

Agreement.

1. “Affiliate” means an entity related to Institution or
Sponsor, respectively, through common ownership
or control.

2. “Applicable Law” means any applicable law,
regulation, or other legal requirement governing the
relationship between Sponsor and Institution and
the services provided under the Agreement.

3. “Data Controller” shall mean the entity which
alone or jointly with others determines the purposes
and means of the Processing of Personal Data.

4. “Data Processor” shall mean an entity which
Processes Personal Data on behalf of the Data
Controller.

5. “Data Security Breach” means abreach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorised disclosure
of, or access to, Personal Data transmitted, stored,
or otherwise processed.

6. “Encryption” or “Encrypted” means the
transformation of data through the use of an
algorithmic process, or an alternative method at
least as secure, into a form in which meaning cannot
be assigned without the use of a confidential
process or key. For the purposes of this agreement,
any encryption mechanism used must accord with
industry best practices for data encryption.
“Unencrypted” means data that is not encrypted or
is encrypted using an encryption method of
insufficient strength.

Priloha E
PRILOHA K OCHRANE OSOBNIiCH UDAJU

Smluvni strany se dohodly, Ze V ptipadech, kdy
Zdravotnické zafizeni bude spole¢nym spravcem udaji
pfi zpracovani Osobnich udajii (definovanych nize)
vytvafenych, shromazdovanych nebo obdrzenych
v ramci Sluzeb podle této Smlouvy, bude se Smlouva
fidit podminkami této Pfilohy E. V pfipad€¢ rozporu
mezi podminkami této Ptilohy E a Smlouvy budou

rozhodujici aurcujici podminky a definice této
Ptilohy E.
A Definice. Vyrazy psané v této piiloze s velkym

pocateCnim pismenem maji vyznam definovany v tomto

Clanku A nebo ve Smlouvé.

1. ,Pridruzenou spolecnosti“ se rozumi pravnicka
osoba spojena se Zdravotnickym zafizenim nebo se
Zadavatelem prostfednictvim spole¢ného
vlastnictvi nebo ovladani.

2. ,PrisluSné pravni predpisy znamenaji jakékoli
ptislusné zakony, predpisy nebo jiné pravni
pozadavky upravujici vztah mezi Zadavatelem
a Zdravotnickym zafizenim a sluzby poskytované
podle Smlouvy.

3. ,Spravce udaja“ je pravnickd osoba, kterd sama
nebo spolecné S jinymi urcuje ucely a prostiedky
Zpracovani Osobnich udaju.

4. ,Zpracovatel udaju“ je pravnicka osoba, ktera
zpracovava Osobni tdaje pro Spravce udaju.

5. ,PoruSeni zabezpefeni osobnich udaji“ je
poruseni zabezpeceni, které¢ vede K ndhodnému
nebo protipravnimu zniceni, ztraté, zméné¢ nebo
neopravnénému poskytnuti nebo zptistupnéni
prenasenych, uloZenych nebo jinak zpracovavanych
Osobnich udaju.

6. ,Sifrovani“ je pievod udaji pouZitim postupu
zalozeného na urcitém algoritmu nebo né&jaké jiné,
pfinegjmensim stejné¢ bezpecné metody do podoby,
V niz je bez pouziti divérného postupu nebo klice
nelze k nikomu ptitadit. Pro ucely této Smlouvy
musi kazdy takovy pouzity mechanismus Sifrovani
odpovidat zavedené odvétvové praxi pro Sifrovani
dat. ,NeSifrované”“ jsou udaje, které nebyly
Sifrovany nebo jsou Sifrovany S pouzitim metody
Sifrovani, ktera neni dostate¢né silna.
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10.

11

“Government Authority” means a legislative, 7.

executive, administrative, or regulatory entity,
judicial body, or other public agency or authority of
any country, state, territory, or political subdivision
of a country, state, or territory, or a person or entity
acting under agrant of authority from or under
contract with such public agency or authority, that
is authorized by law to enforce individual rights
with respect to Personal Data, or to oversee or
monitor compliance with privacy, data protection,
or data security laws, rules regulations, or other
Applicable Law.

“Joint Controllers” shall mean two or more
entities, each aData Controller, which jointly
determine the purposes and means of the Processing
of Personal Data.

“Personal Data” shall mean all individually
identifiable information created, collected or
received pursuant to the Agreement. Personal Data
includes, without  limitation, individually
identifiable information created, collected or
received concerning research subjects, patients,
consumers, caregivers, and health care
professionals.

“Process” or “Processing” shall mean any

operation or set of operations which is performed
upon Personal Data, whether or not by automatic
means, such as collection, recording, organization,
storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available,
alignment or combination, blocking, erasure or
destruction.

. “Security Incident* shall mean:

a. any of the following:

i. a Data Security Breach;

ii. a security vulnerability that carries
a material risk of compromising the
confidentiality,  integrity,  or
security of Personal Data; or
a violation of Applicable Law
relating to the Processing of

Personal Data  under this
Agreement;

b. but shall exclude:
i. any unintentional acquisition,

access, or use of Personal Data by

10.

11.

,Verejny organ® znamena legislativni, vykonny,
spravni nebo kontrolni ufad, soudni organ nebo jiny
vetejny Urad ¢i organ kterékoli zemé, statu, izemi
nebo dil¢iho politického celku zemé, statu nebo
uzemi, nebo fyzickou ¢i pravnickou osobu jednajici
Z povéteni nebo na zdkladé smlouvy S takovym
vefejnym ufadem nebo organem, ktera je ze zdkona
opravnéna prosazovat prava fyzickych osob
k Osobnim tdajim nebo dohlizet na dodrzovani ¢i
sledovat dodrzovani zakon, pravidel, regulatornich
predpist nebo jinych PtisluSnych pravnich predpist
tykajicich se soukromi, ochrany osobnich udaji
nebo zabezpeceni osobnich udaji.

»Spoleéni spravei“ znamenaji dv€é nebo vice
pravnickych osob, znichz kazdd je samostatné
spravcem udaji, které spole¢né urcuji  ucely
a prostfedky Zpracovani Osobnich udaji.

,»Osobni tudaje“ znamenaji veSkeré informace
identifikujici konkrétni osoby, které jsou vytvareny,
shromazd’ovany nebo obdrzeny podle Smlouvy.
Osobni udaje mimo jiné zahrnuji vytvarené,
shromazdované nebo  obdrzené informace
identifikujici konkrétni osoby, tykajici se subjektii
vyzkumu, pacientli, spotfebiteld, pecovateli
a zdravotnickych pracovnik.

»Zpracovani“ znamena jakoukoli operaci nebo
soubor operaci S Osobnimi udaji, které jsou
provadény pomoci ¢i bez pomoci automatizovanych
postupli, jako je shromazdéni, zaznamenani,
usporadani, uloZeni, ptizplisobeni nebo pozmeénéni,
vyhledani, nahlédnuti, pouziti, zpfistupnéni
pfenosem, Sifeni nebo jakékoliv jiné zptistupnéni,
sefazeni Ci zkombinovani, omezeni, vymaz nebo
zniceni.

»Bezpecnostni incident* znamena:
a. kterykoli z téchto ptipadui:
i. PoruSeni zabezpeceni udaju,

ii. chybu Vv zabezpecen, ktera
predstavuje  podstatné  riziko
ohrozeni duvérnosti, integrity nebo
zabezpeceni Osobnich udaji nebo

ili. poruSeni Pfislusnych pravnich
predpist tykajicich se Zpracovani
Osobnich  udaji  podle  této
Smlouvy,
b. avsak nikoli:
i. jakékoli  piipadné netmyslné

nabyti Osobnich udaji, piistup
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12. “Technical,

B.

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

ii. any inadvertent disclosure by
aperson who is authorized to
access Personal Data on behalf of
Institution to another person
authorized to access Personal Data
on behalf of Institution, provided
the information received as a result
of such disclosure is not further

used or disclosed in an
unauthorized or inappropriate
manner; or

iii. any loss or  unauthorized

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

c. Notwithstanding paragraph (b), a “Security
Incident” shall include any loss or
unauthorized acquisition, access, or use of
Personal Data that triggers a breach
notification requirement under Applicable
Law.

and Organizational Security
Measures” means those administrative, technical,
and physical safeguards designed to protect the
confidentiality, security, integrity and
confidentiality of Personal Data, including
measures aimed at protecting Personal Data against
accidental or unlawful destruction or accidental
loss, alteration, unauthorized disclosure or access,
in particular where the Processing involves the
transmission of data over a network, and against all
other unlawful forms of Processing.

Identification of Parties. The Parties agree that:

1. Institution and Sponsor both may Process
Personal Data for their own, independent

12. ,,Technicka

knim nebo jejich  pouziti
zaméestnancem nebo zastupcem
Zdravotnického zafizeni, pokud
ktomu dojde vdobré vife
anezpisobi to zadné dalsi
neopravnéné nebo  nepatficné
Zpracovani Osobnich tdajt,

ii. jakékoli pfipadné neumyslné
pfeddni udaji osobou, kterd je
opravnéna K pfistupu Kk Osobnim
udajim za Zdravotnické zafizeni,
jiné osob& opravnéné K piistupu
k Osobnim udajum za
Zdravotnické zafizeni, avSak pod
podminkou, ze informace ziskané
takovym ptfedanim nebudou dale
neopravnéné nebo  nepatficné
pouzivany nebo predavany, nebo

iii. jakoukoli  pfipadnou  ztratu,
neopravnéné nabyti nebo pfistup
k sifrovanym Osobnim dajim,
avsak pod podminkou, ze nedojde
ke ztraté, neopravnénému nabyti
nebo  pfistupu k dtivérnému
postupu nebo klic¢i, ktery by mohl
ohrozit zabezpeceni, dlvernost
nebo integritu Sifrovanych
Osobnich tudajt.

Cc. Bez ohledu na ustanoveni pism. (b)
zahrnuje ,,Bezpecnostni incident™ jakoukoli
ztratu nebo neopravnéné nabyti Osobnich
udaji, piistup knim nebo jejich pouziti,
které je nutno podle Ptislusnych pravnich
predpist ohlésit.

a organizaéni zabezpecovaci
opatieni“ znamenaji administrativni, technicka
afyzicka zabezpeCovaci opatieni Kk ochrané
davérnosti, bezpecnosti a integrity Osobnich udajd,
napf. opatieni zaméfena na ochranu Osobnich udajt
pted ndhodnym ¢i protipravnim zni¢enim nebo
nahodnou ztratou, pozménénim, neopravnénym
predavanim ¢i pfistupem, zejména Vv piipadech, kdy
vsouvislosti  sjejich  Zpracovanim  dochazi
k pfenosu udaji po siti, nebo pied vSemi ostatnimi
protipravnimi zptsoby jejich Zpracovani.

B. Oznaceni Stran. Strany se dohodly, Ze:

1. Zdravotnické zafizeni i Zadavatel mohou
zpracovavat Osobni udaje pro své vlastni,
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purposes. When Processing Personal Data for
their own, independent purposes, each Party
acts as a separate Data Controller.

When Processing Personal Data for purposes of
fulfilling an obligation under the Agreement,
Institution and Sponsor are jointly determining
the purposes and means for the Processing of
Personal Data and the Parties are acting as Joint
Controllers.

Nothing in this Section B shall be interpreted to
alter Institution’s obligation to conduct the
Study pursuant to the terms of the Agreement
and any Statement of Work thereunder.

nezavislé ucely. Pii Zpracovani Osobnich daji
pro své vlastni, nezavislé ucely jednd kazda
Strana jako samostatny Spravce tdaju.

Pti Zpracovani Osobnich udajt pro ucely plnéni
zévazkl z této Smlouvy Zdravotnické zafizeni
a Zadavatel spole¢né stanovi ucely a prostiedky
Zpracovani Osobnich dajt a Strany jednaji jako
Spolec¢ni spravei.

Nic v tomto ¢lanku B nebude vykladano tak, aby
to pozménovalo zavazek Zdravotnického
zatizeni provadét Studii v souladu s podminkami
Smlouvy a veskerymi Popisy sluzeb (Statement
of Work) podle této Smlouvy.

C. Joint Controllers. The Parties agree that with C. Spole¢ni spravei. Strany se dohodly, ze
respect to Processing of Personal Data for purposes Vv souvislosti se Zpracovanim Osobnich udaji pro
of fulfilling an obligation under the Agreement: ucely plnéni zavazki ze Smlouvy:

1. Use and Disclosure of Personal Data. 1. Pouzivini a preddvani Osobnich udaji.

a. The Parties’ Processing of Personal
Data shall be governed by the
Agreement, which sets out the subject
matter, duration, nature, and purpose of
the Processing, type of Personal Data
and categories of data subjects, and
obligations and rights of the Parties.

b. Institution shall Process Personal Data
in accordance with the Study Protocol.
Institution agrees to obtain from each
data subject, prior to that individual’s
participation in the Study, a signed
informed consent approved in writing
by Sponsor and any applicable ethics
committee.  Such  consent  shall
authorize Sponsor and its
representatives to Process Personal
Data for the following purposes:

i. conduct the research and to
confirm research results;

ii. report the research results to
Government Authorities;

iii. evaluate and improve the
treatment, diagnostic, or
preventative therapy being
investigated,

iv. assure the safety, effectiveness
and quality of the research and
the treatment, diagnostic, or

a. Zpracovani Osobnich udaji smluvnimi
Stranami se fidi Smlouvou, kterd stanovi
pfedmét, dobu trvani, povahu aucel
Zpracovani, typ  Osobnich udaju
a kategorie subjekti 1daji, arovnéz
povinnosti a prava Stran.

b. Zdravotnické zafizeni bude zpracovavat
Osobni udaje v souladu s Protokolem
Studie. Zdravotnické zafizeni se zavazuje,
ze od kazdého subjektu tdaju pied jeho
zatfazenim do Studie ziska podepsany
informovany souhlas pisemn¢ schvaleny
Zadavatelem a pfislusnou etickou komisi.
Tento souhlas bude Zadavatele a jeho
zastupce zmocnovat ke zpracovavani
Osobnich udaji k nasledujicim téeltim:

i. provadéni vyzkumu
a potvrzovani jeho vysledkd,
ii. oznamovani vysledki
vyzkumu Vefejnym organiim;
iii. vyhodnocovani
a zdokonalovani  zkoumané

1écby,  diagnostiky  nebo
prevence,

iv. zajistovani bezpecnosti,
efektivity akvality vyzkumu
a zkoumané 1é¢by, diagnostiky
nebo prevence,
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preventative
investigated,;

v. comply with Applicable Law;

vi. conduct new research related to
the disease or condition being
investigated, or related to the
treatment,  diagnostic, or
preventative therapy being
investigated,;

vii. develop proposals for new
research protocols; and

viii. improve the design and
efficiency of future research
studies.

c. Sponsor shall not attempt to re-identify
data subjects except as necessary:
i. To comply with Applicable
Law.

ii. For purposes of monitoring the
conduct of the Study.

iii. For purposes of monitoring,
investigating, and responding
to adverse events.

iv. In order to respond to a claim
or proceeding brought by
adata subject in connection
with the Study.

therapy  being

2. Compliance with Applicable Law.

Both Parties agree to comply with all
Applicable Law throughout the term of the
Agreement.

a. Both Parties understand that they have
aduty to stay informed of possible
changes to such laws throughout the
course of this Agreement.

b. Both Parties mutually covenant not to
place the other in violation of
Applicable Law.

Registration of Data Processing.

It is the responsibility of each Party to effect and
maintain all registrations for the Processing of
Personal Data as required under Applicable
Law.

4, Data Protection Assistance.

a. Data Protection Impact Assessment.
The Parties shall cooperate and assist
each other with respect to any data
protection impact assessments and/or

2.

3.

4.

V. dodrzovani
pravnich predpist;

Vi. provadéni nového vyzkumu
souvisejici se zkoumanym
onemocnénim nebo stavem
nebo se zkoumanou lécbou,
diagnostikou nebo prevenci,

Vvii. vypracovani navrhi protokoll
pro dalsi vyzkum a

viii. zdokonalovani usporadani
a zvySovani efektivity
budoucich vyzkumnych studii.

Prislusnych

C. Zadavatel se nebude pokouset zpétné
identifikovat subjekty tidaj, pokud to
nebude nezbytné:

i.  kdodrZeni
pravnich predpist,

Prislusnych

ii. pro ucely  monitorovani
pribéhu Studie,

iii. pro ucely  monitorovani
aproSetfovani  nezadoucich

ptihod a reagovani na né,

iv. za tfelem reagovani na
vznesené naroky nebo pravni
fizeni zahajené subjektem
udaju v souvislosti se Studii.

Dodrzovani Prislusnych pravnich predpisii.
Strany se zavazuji, Ze budou po celou dobu
platnosti Smlouvy dodrzovat veskeré Piislusné
pravni predpisy.

a. Strany jsou si védomy toho, Ze jsou
povinny informovat se po celou dobu
trvani Smlouvy 0 pfipadnych zménach
téchto predpist.

b. Strany se vzijemné zavazuji, ze
neucini nic, co by zpisobilo poruseni
Ptislusnych prévnich piedpisi druhou
Stranou.

Registrace zpracovani udajii.

Kazda smluvni Strana odpovida za registraci
audrzovani veskerych druhti registrace ke
Zpracovani Osobnich 0daji, které Piislusné
pravni predpisy vyzaduji.

Soucinnost pri ochrané udajii.
a. Posouzeni viivu na ochranu udajii.
Strany budou spolupracovat
a poskytovat si vzajemnou soucinnost
pfi posuzovani vlivu na ochranu udajt
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prior consultations with Government
Authorities that may be required in
respect of Processing carried out under
the Agreement.

b. The Parties shall promptly make
available to each other all information
necessary to demonstrate compliance
with this Attachment E and Applicable
Law, and shall cooperate with relevant
Government Authorities.

5. Privacy and Security Programs.

During the term of this Agreement, the Parties
will each maintain a comprehensive privacy
and security program designed to ensure that
Personal Data will only be Processed in
accordance with this Attachment E (a “Privacy
Program”), including the appointment of a data
protection officer as required by Applicable
Law.

a. Security Measures. The Parties will
implement appropriate Technical and
Organizational Measures to protect
Personal Data and ensure alevel of
security appropriate to the risk as
required by Applicable Law. The
Parties agree to regularly test, assess
and evaluate the effectiveness of the
measures for ensuring the security of
Processing.

b. Encryption. The Parties agree that all
Personal Data transferred to or stored
on any mobile device, including but not
limited to smart phones, laptop
computers, compact discs, PDAs,
thumb drives, backup tapes, and/or zip
drives, shall utilize Encryption.

6. Oversight of Personnel.

a. Confidentiality. The Parties shall
ensure that their personnel engaged in
the Processing of Personal Data are
informed of the confidential nature of
the Personal Data, have received
appropriate  training on  their
responsibilities, and have executed
written  confidentiality —agreements.
Institution shall ensure that such
confidentiality obligations survive the
termination  of  the  personnel
engagement.

a/nebo pred pripadnymi konzultacemi
s Vefejnymi organy, budou-li nezbytné
V souvislosti se Zpracovanim
provadénym podle této Smlouvy.

b. Strany si budou neprodlené poskytovat
veskeré informace nezbytné
k prokazani souladu s touto P¥ilohou E
a PrislusSnymi  pravnimi  predpisy
a budou spolupracovat s ptislusnymi
Vefejnymi organy.

Programy ochrany soukromi a zabezpeceni
udaj.

Po dobu platnosti této Smlouvy budou Strany
udrzovat komplexni program ochrany soukromi
a zabezpeceni udajii vytvotreny tak, aby Osobni
udaje mohly byt zpracovavany pouze Vv souladu
s touto Pfilohou E (dale ,,Program ochrany
osobnich udaji‘), véetn€ jmenovani povéfence
pro ochranu osobnich udajt, jak to vyzaduji
Prislusné pravni predpisy.

a. Bezpecnostni opatieni. Strany zavedou
vhodnd  technicka  a organizacni
opatfeni K ochrané Osobnich udajt
a zajisti miru zabezpeceni pfiméfenou
riziku podle pozadavkil Prislusnych
pravnich predpist. Strany se zavazuji,
ze budou opatfeni pro zajisténi
bezpeCnosti  Zpracovani pravidelné
testovat avyhodnocovat a posuzovat
jejich ucinnost.

b. Sifrovani. Strany se dohodly, Ze pro
veskeré Osobni udaje pfendSené nebo
ukladané do jakychkoli mobilnich
zafizeni,  napf. smartphont  nebo
prenosnych pocitac¢li, na kompaktni
disky, do zatizeni PDA nebo na USB
flash disky, zalozni pasky a/nebo zip
jednotky, bude pouZivano Sifrovani.

6. Dohled nad pracovniky.

a. Divernost informaci. Strany zajisti,
aby jejich pracovnici podilejici se na
Zpracovani Osobnich daji  byli
informovani 0 divérné povaze
Osobnich udajt, byli fadn¢ proskoleni
ohledné svych povinnosti a podepsali
pisesmnou  dohodu 0 zachovavani
divérnosti.  Zdravotnické  zafizeni
zajisti, aby tato povinnost zachovani
davérnosti  platila  ipo ukonceni
pracovni smlouvy S pracovnikem.
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b.

Limitation of Access. The Parties shall
ensure that access to Personal Data is
limited to those personnel performing
services in accordance with the
Agreement.

7. Security Incidents.

a.

Notification of Security Incidents. The
Parties agree to notify each other within
thirty-six (36) hours of discovery of
a Security Incident.

In the course of notification to each
other, the Parties will provide, as
feasible, sufficient information for the
Parties to jointly assess the Security
Incident and make any required
notification to any Government
Authority within the timeline required
by Applicable Law. Such information
may include, but is not necessarily
limited to:

i. The nature of the Security
Incident, the categories and
approximate number of data
subjects and Personal Data
records;

ii. The likely consequences of the
Security Incident, in so far as
consequences are able to be
determined; and

iii. Any measures taken to address
or mitigate the incident.

The Parties will jointly decide on the
basis of all available information and
Applicable Law if the Security Incident
will be considered a Data Security
Breach and arrange for notification to
data subjects and/or Government
Authorities if required by law. Where
the Parties decide that notification is
required by law, Institution shall be
responsible  for  providing  such
notification.

Assistance in  Event of Security
Incident. In the event of a Security
Incident relating to the Personal Data
collected or received by Institution
under this Agreement, Institution
agrees to assist and fully cooperate as
instructed by Sponsor with any internal

b. Omezeni pristupu. Strany zajisti, aby

ptistup k Osobnim udajim mély pouze
osoby, které poskytuji sluzby v souladu
se Smlouvou.

7. Bezpecnostni incidenty.
a. Hlaseni Bezpecnostnich incidentii.

Strany se dohodly, Ze se budou
vzajemné informovat do tficeti Sesti
(36) hodin od zjisténi Bezpecnostniho
incidentu.

Pfi vzajemném oznamovani si Strany
budou pokud mozno poskytovat
dostatecné¢ informace, aby mohly
Bezpecnostni  incident  spolecné
posoudit a piipadné ucinit veskera
povinna  oznameni  piislusSnému
Vefejnému orgédnu V Casové lhate
stanovené  PfisluSnymi  pravnimi
predpisy. MiZe se jednat napfiklad
0 tyto informace:

I. povaha Bezpecnostniho
incidentu, kategorie a ptiblizny
pocet subjektl udaju

a zaznami Osobnich udajt,

ii. pravdépodobné disledky
Bezpecnostniho incidentu, v té
mife, V jaké je lze urcit, a

iii. pfipadna  opatieni  pfijata
k feSeni nebo ke zmirnéni
incidentu.
Na zakladé vSech  dostupnych
informaci  a Pfislusnych  pravnich
predpisit Strany spole¢né rozhodnou,
zda bude Bezpe€nostni incident
povazovan za PoruSeni zabezpeceni
udaji, a pripadné zajisti jeho ozndmeni
subjektim 1udaji a/nebo Vetejnym
organim, je-li to vyzadovano ze
zakona. Pokud Strany rozhodnou, Ze je
takové oznameni  ze  zakona
vyzadovano, bude za toto oznameni
odpovidat Zdravotnické zatizeni.
Soucinnost pri Bezpecnostnim
incidentu. V piipadé Bezpecnostniho
incidentu tykajiciho se Osobnich udaju
shromazdénych nebo obdrzenych
Zdravotnickym zafizenim podle této
Smlouvy se Zdravotnické zafizeni
zavazuje, ze podle pokynti Zadavatele
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investigation or external investigation
by third parties, such as law
enforcement, through the provision of
information, employees, interviews,
materials, databases, or any and all
other items required to fully investigate
and resolve any such incidents and
provide information necessary to
provide required notifications.
Institution agrees to take such remedial
actions as the Parties mutually agree is
warranted, such agreement not to be
unreasonably withheld by Institution.

Institution shall not disclose, without
Sponsor ’s prior written approval, any
information related to the suspected
Security Incident to any third party
other than avendor hired to
investigate/mitigate  such  Security
Incident and bound by confidentiality
obligations, except as required by
Applicable Law.

Institution agrees to indemnify Sponsor
for all losses resulting from any
Security Incident due to negligence or
willful misconduct by Institution, its
agents, its affiliates, or any Processor
retained by Institution, including but
not limited to legal damages,
government penalties, and/or
mitigation expenses.

poskytne plnou soucinnost
a spolupraci pii pifipadném internim
nebo externim Setfeni vedeném tretimi
osobami, ato poskytnutim informaci,
zameéstnancli, osobnich pohovord,
materialti, datab4dzi a pfipadnych
dalSich polozek, nezbytnych
k aplnému  proSetieni  a vyfeSeni
incidentu  akziskani  informaci
nezbytnych k poskytnuti
pozadovanych oznameni.
Zdravotnické zafizeni se zavazuje, Ze
pfijme napravna opatieni, na nichz se
Strany vzajemné dohodnou, pfiCemz
Zdravotnické zatizeni takovou dohodu
bezdiivodné neodmitne.

Bez ptredchoziho pisemného souhlasu
Zadavatele  nesmi  Zdravotnické
zafizeni sdelit zddné informace tykajici
se podezieni na Bezpec¢nostni incident
nikomu jinému nez dodavateli
povefenému vySetfovanim/zmirnénim
Bezpecnostniho incidentu, ktery je
vazan povinnou mlcenlivosti,
s vyjimkou ptipadt, kdy to vyzaduji
Ptislusné pravni predpisy.
Zdravotnické zafizeni se zavazuje, Ze
Zadavateli nahradi vesSkerou Skodu,
ktera mu  vznikne Vv dusledku
jakéhokoli Bezpeénostniho incidentu
zpusobeného nedbalym jednanim nebo
umyslnym porusenim povinnosti ze
strany Zdravotnického zafizeni, jeho
zastupct,, Pridruzenych spolecnosti
nebo Zpracovatell ~ povéfenych
Zdravotnickym  zafizenim, vcetné
napiiklad néhrady Skody ze zakona,
penale apokut ulozenych statnimi
organy nebo pripadnych vydaji na
zmirnéni nasledkda.
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8. Rights of Data Subjects. 8. Prava subjektii udajii.

a. The Parties agree that, as between a. Strany se dohodly, Ze bude
them, Institution is best able to manage nejvhodnéjsi, aby zadosti subjektt
requests from data subjects for access, udaji o pristup k Osobnim 1udajim,
amendment, transfer, blocking, or jejich zménu, prevod, zablokovani
deletion of Personal Data. In the event nebo vymazani vyfizovalo
Sponsor receives a request from a data Zdravotnické zafizeni. V pftipadé, Ze
subject for such access, amendment, Zadavatel obdrzi od subjektu udaju
transfer, blocking, or deletion, Sponsor zadost opfistup kjeho Osobnim
shall forward the request to Institution. udajim nebo 0 jejich zménu, pievod,

blokovani nebo vymazani, pieda
takovou  zadost  Zdravotnickému
zafizeni.

b. Institution shall respond to data b. Zdravotnické zafizeni pak takovou
subjects’  requests  for  access, zadost vytidi v souladu s Prislusnymi
amendment, transfer, blocking, or pravnimi  pfedpisy = a Smlouvou.
deletion of Personal Data in accordance Zdravotnické zafizeni bere na védomi,
with  Applicable Law and the 7e V zajmu zajisténi integrity vysledki
Agreement. Institution acknowledges Studie muze byt moznost zmén,
that in order to maintain the integrity of blokovani nebo vymazani Osobnich
Study results, the ability to amend, udaja v souladu s Prislusnymi pravnimi
block, or delete Personal Data may be predpisy omezena.
limited, in accordance with Applicable
Law.

c. Sponsor acknowledges that data C. Zadavatel bere na védomi, ze subjekty
subjects may withdraw their informed udaji = mohou  kdykoli  odvolat
consent to Study participation and informovany souhlas s Gcasti ve Studii
consent to Processing of Personal Data i souhlas se Zpracovanim Osobnich
at any time. Institution shall promptly udaji. Odvolani souhlasu, které mize
notify Sponsor of any such withdrawal mit vliv na pouzivani Osobnich udaji
that may affect the use of the Personal podle této Smlouvy, Zdravotnické
Data under the Agreement. zatizeni neprodlené oznami Zadavateli.

9. Notification of Inspection. 9. Ozndmeni 0 inspekcich.
Institution agrees to promptly notify Sponsor of Zdravotnické zafizeni se zavazuje, ze bude
any inspection or audit by a Government Zadavatele neprodlené informovat 0 veskerych
Authority  concerning  compliance  with inspekcich  nebo  auditech  provadénych
Applicable Law to the extent related to the Veiejnym organem a tykajicich se dodrzovani
services provided under the Agreement. Pfislusnych pravnich piedpist v tom rozsahu,
Vv jakém se to tyka sluzeb poskytovanych podle
Smlouvy.
10. Cross-Border Data Transfers. 10. Preshranicni preddvani udaju.

a. The Parties agree to only transfer a. Strany se zavazuji, Ze mimo Evropsky
Personal Data outside of the European hospodatsky prostor nebo Svycarsko
Economic Area or Switzerland as budou Osobni udaje piedavat pouze
allowed pursuant to Applicable Law. vsouladu s Pfislusnymi  pravnimi

piedpisy.
11. Records. 11. Zaznamy.
Each Party shall maintain a written record of all Kazda Strana povede pisemné zaznamy
Processing activities carried out under the 0 veskerych ¢innostech Zpracovani
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12.

13.

14.

Agreement. Such record shall contain, at
a minimum:

a. The name and contact details of any
Processors;

b. The name and contact details of the
Processors’ data protection officers;

c. The categories of Processing carried
out;

d. Transfers to third countries or
international organizations and
documentation of the suitable
safeguards employed;

e. A general description of the Technical
and Organizational Measures taken to
safeguard the Personal Data.

Institution shall provide such written record to
Sponsor promptly upon request and agrees that
such written record may be submitted by
Sponsor to any third- party data controller
(where applicable) and to relevant Government
Authorities.

Processors.

a. The Parties agree that all Processing
agreements shall be in writing and that
Processors shall be required to comply
with the terms of this Attachment E.

b. Each Party shall be responsible for any
noncompliance with the terms of this
Attachment E by a Processor it has
engaged, which noncompliance will
constitute abreach as if committed
directly by that Party.

Delegation.

Sponsor may delegate its rights and obligations
under this Attachment E to an Affiliate of
Sponsor.

Sponsor Right to Audit.

Sponsor or any agent, representative, or third
party working on Sponsor’s behalf, shall have
the right to audit Institution during Institution’s
normal business hours and on reasonable notice
in order to monitor compliance with the terms
of this Attachment E. Each Party shall bear their
own expenses in relation to such audit. If
Institution is found to be in breach of the terms
of this Attachment E and such breach is capable
of cure, Institution will have five (5) days to the

provadénych podle této Smlouvy. Tyto
zdznamy budou obsahovat minimalné:

a. jméno akontaktni udaje
Zpracovatelll,

b. jméno akontaktni Udaje povéfencd
Zpracovateli pro ochranu osobnich
udaju,

c. kategorie provadéného Zpracovani;

d. informace o piedavani do tfetich zemi
nebo  mezindrodnim  organizacim
a dokumentaci 0 uplatnénych
vhodnych zarukach,

e. obecny popis
a organizacnich  opatfeni
k ochrané Osobnich tudaju.

vSech

technickych
prijatych

Tyto pisemné zaznamy Zdravotnické zatizeni
na pozadani neprodlené piedlozi Zadavateli
a souhlasi stim, ze Zadavatel je poté¢ mize
predat pfipadnému externimu spravci udajii
nebo prislusSnym Vefejnym organtim.

12. Zpracovatele.

a. Smluvni strany se dohodly, ze vSechny
smlouvy 0 Zpracovani museji mit vzdy
pisemnou formu a Zpracovatelé budou
povinni dodrzovat podminky této
Ptilohy E.

b. Kazda Strana ponese odpovédnost za
jakékoli nedodrzeni podminek této
Prilohy E ~ Zpracovatelem,  jehoz
povertila, pficemz takové nedodrZeni
bude povazovano za poruSeni Smlouvy
stejné, jako by se ho dopustila tato
Strana pfimo.

13. Delegovani.

Zadavatel mlize sva prava a povinnosti z této
Piilohy E delegovat na nckterou ze svych
PfidruZenych spolecnosti.

14. Pravo Zadavatele provadet audit.

Zadavatel nebo kterykoli jeho poveétenec,
zastupce nebo tieti strana pracujici jeho jménem
bude mit pravo ve Zdravotnickém zafizeni
behem jeho b&zné pracovni doby a na zakladé
ozndmeni poskytnutého V pfiméteném
predstihu provadét audit K ovéfeni toho, zda
jsou dodrzovany podminky této Prilohy E.
Kazda Strana si hradi své vlastni naklady, které
ji vsouvislosti s takovym auditem vzniknou.
Pokud se zjisti, ze Zdravotnické zatizeni
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cure the breach. If the breach is not cured within
five (5) days or is incapable of cure, Sponsor
has the right to immediately terminate the
Agreement, including any  applicable
Statements of Work hereunder, without penalty.

15. Effect of Violation.
Failure to comply with any provision of this
Attachment E shall constitute a material breach
of the Agreement.

16. Survival.
The obligations of confidentiality and data
privacy under this Attachment E will survive
the termination and/or expiration of this
Agreement, including any Statement of Work
hereunder.

. Personal Data of Study Staff. Institution shall be
responsible for obtaining any necessary consents
from Principal Investigator and all other Study Staff
to the Processing of their Personal Data, as required
under applicable laws Such consent shall inform
Principal Investigator and Study Staff of, and obtain
their agreement to, the following:

1. That their Personal Data, including name,
contact details, government identification
number, and financial information relating to,
among other matters, compensation and
reimbursement payments for Study conduct,
will be Processed by Sponsor and Sponsor ’s
Affiliates and agents in order to:

a. Comply with Sponsor ’s and its
Affiliate’s obligations under
Applicable Law,

b. Assess the suitability of the
Investigator and Study Staff for the
Study,

c. Prepare and submit regulatory filings,
correspondence, and communications
to Government Authorities concerning
the Study,

d. Conduct safety reporting and
pharmacovigilance relating to the
Study,

porusuje podminky této Prilohy E a poruseni
bude mozné odstranit, bude mit Zdravotnické
zafizeni pét (5) dnl na to, aby ho odstranila.
Nebude-li mozné poruseni odstranit do péti
(5) dntt nebo nelze-1i ho odstranit, bude mit
Zadavatel pravo okamzité a bez postihu ukoncit
Smlouvu, vcetné zruSeni vSech piislusnych
Popist sluzeb podle této Smlouvy.

15. Dopady poruseni.

Nedodrzeni  jakéhokoliv  ustanoveni této
Prilohy E  pfedstavuje zdvazné poruseni
Smlouvy.

16. Pretrvavajici platnost.
Povinnosti tykajici se davérnosti a ochrany
osobnich udajii podle této Piilohy E ztstavaji
v platnosti ipo ukonéeni a/nebo vyprSeni
platnosti Smlouvy, vcetné¢ veskerych Popisii
sluzeb podle této Smlouvy.

. Osobni udaje Studijniho personalu. Zdravotnické

zatizeni bude odpovidat za ziskani vSech
nezbytnych souhlasit od Hlavniho zkousejiciho
aostatnich ¢lend  Studijniho  persondlu ke
Zpracovani  jejich  Osobnich udaji  podle
Ptislusnych pravnich ptedpisi. V tomto dokumentu
souhlasu budou Hlavni zkousejiciho a Studijni
personal informovani 0 nasledujicich skute¢nostech
a potvrdi, ze S nimi souhlasi:

1. Ze jejich osobni tudaje zahrnujici jméno,
kontaktni udaje, rodné¢ Cislo a finan¢ni
informace tykajici se mimo jiné vyplaceni
odmén a uhrady nakladl za provadéni Studie,
budou zpracovavany Zadavatelem a jeho
Pfidruzenymi spoleCnostmi a zastupci za
témito ucely:

a. dodrzovani povinnosti Zadavatele
a jeho Pfidruzenych spole¢nosti podle
Ptislusnych prévnich ptedpisi,

b. posouzeni vhodnosti Zkousejiciho
a Studijniho personalu pro Studii,

C. vypracovani apredklddani podani
kontrolnim Ufadim, korespondence
a komunikace s Vefejnymi organy
ohledn¢ Studie,

d. ohlasovani tykajici se bezpeénosti
a vykon farmakovigilance
v souvislosti se Studii,
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e. Disclose payments and other transfers
of value to Institution and Investigator
in order to comply with transparency
reporting laws, including but not
limited to the US Physician Payments
Sunshine  Act and implementing
regulations, as well as industry codes of
practice or standards to which Sponsor
and/or Sponsor’s Affiliates are subject,
and

f. Consider from time to time potential
sites and investigators for future
studies.

2. Thattheir Personal Data may be made available

to Government Authorities and ethics
committees in jurisdictions around the world.
That their Personal Data may be transmitted to
countries around the world, including to
countries whose data protection laws do not
provide the same level of protection as that
where they are located.

That they may request access, amendment,
blocking, or deletion of their Personal Data by
Sponsor and Sponsor ’s Affiliates under
Applicable Law.

2.

e. vykazovani plateb a dalsich
hodnotnych plnéni pro Zdravotnické
zatizeni a Zkousejiciho Kk dodrzeni
pravnich piedpist 0 transparentnosti,
napi. zakona USA 0 transparentnich
platbach lékarim (Physicians’
Payment  Sunshine Act) ajeho
provadécich predpist, stejn¢ jako
ustanoveni  odvétvovych  kodexi
a zavedenych postupt vztahujicich se
na Zadavatele a/nebo jeho Pfidruzené
spole¢nosti, a

f. zvazovani potencialnich mist
provadéni  klinického  hodnoceni
a zkousejicich pro pfipadné budouci
studie,

ze jejich Osobni udaje mohou byt predavany
Vetejnym organim a etickym komisim kdekoli
na svete,

ze jejich Osobni udaje mohou byt predavany do
zemi kdekoli na svété vcetné zemi, jejichz
pravni predpisy 0 ochrané¢ osobnich tdaju
neposkytuji stejnou miru ochrany jako v zemi,
kde se uvedené osoby nachazeji, a

7Ze maji pravo pozadat o pristup ke svym
osobnim udajlim nebo o jejich opravu, omezeni
jejich  dalsiho zpracovavani nebo jejich
vymazani Zadavatelem nebo jeho
Pfidruzenymi spolec¢nostmi podle Ptislusnych
pravnich predpisa.
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