AMENDMENT no. 1 TO CLINICAL TRIAL
AGREEMENT

This amendment (“Amendment”) is between
Julius Clinical, a registered trade name of
Julius Clinical Research B.V., a limited liability
company, incorporated and operating under
the laws of the Netherlands, having its
registered and principal office at Broederplein
41-43, 3703 CD Zeist, the Netherlands
(hereinafter referred to as “Julius Clinical”),
University Hospital Hradec Kralové, a State
contributory organization, with its registered
and principal office at Sokolska 581, 500 05
Hradec Kralové - Novy Hradec Kréalové, Czech
Republic, represented by prof. MUDr. Vladimir
Palicka, CSc., Dr. H. C., director (hereinafter
referred to as “Institution”), | GzGE
I \curology clinic of
University Hospital Hradec Kralové with his
residence at I
I (hcreinafter referred

to as “Principal Investigator”) and FUJIFILM
Toyama Chemical Co. Ltd., whose registered
office is at 14-1, Kyobashi 2-chome, Chuo-ku,
Tokyo, 104-0031, Japan (hereinafter referred
to as “Sponsor”’) and is effective as of
December 18, 2019.

Institution, Principal Investigator, Sponsor
and/or Julius Clinical may hereinafter also be
referred to individually as “Party” or collectively
as “Parties”.

WITNESSETH:

WHEREAS, Julius  Clinical, Principal
Investigator, Institution and Sponsor are
parties to an agreement entitled “Clinical
Research Agreement” for Protocol “A Phase 2,
Multi-Center,  Randomized,  Double-Blind,
Placebo-Controlled, Parallel Group Study To
Evaluate The Efficacy And Safety Of T-817MA
In Patients With Mild Cognitive Impairment
Due To Alzheimer's Diseases Or Mild
Alzheimer’s Diseases” (the “Protocol”)
effective as of December 18, 2019 (the
“Agreement”).

DODATEK é&. 1 KE SMLOUVE
O KLINICKEM HODNOCENI

Tento dodatek ke smlouvé o klinickém
hodnoceni (,Dodatek”) se uzavird mezi Julius
Clinical, zapsany obchodni nazev spole¢nosti
Julius Clinical Research B.V., spole€nost s
ru¢enim omezenym, zalozena a vykonavajici
¢innost podle zakonu Nizozemska, se sidlem
na adrese Broederplein 41-43, 3703 CD Zeist,
Nizozemsko (dale jen ,Julius Clinical®),
Fakultni nemocnice Hradec Kralové statni
prispévkova organizace, se sidlem na adrese
Sokolska 581, 500 05 Hradec Kralové - Novy
Hradec Kralové, Ceska republika, zastoupena
prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h.
c., feditelem (dale jen ,Poskytovatel”), |}
I \curologicka
klinika Fakultni nemocnice Hradec Kralové, s
mistem bydli$té na adrese || EGcIEIEININEG
I (cdle jen
.Hlavni zkousejici*) a spole¢nost FUJIFILM
Toyama Chemical Co. Ltd., se sidlem na
adrese 14-1, Kyobashi 2-chome, Chuo-ku,
Tokyo, 104-0031, Japonsko (dale jen
.Zadavatel”) a nabyva u¢innosti ke dni 18.
prosince 2019.

Poskytovatel, Hlavni zkouSejici, Zadavatel
a/nebo Julius Clinical mohou byt dale rovnéz
oznacovany jednotlivé jako ,Smluvni strana“
nebo spole¢né jako ,Smluvni strany”.

TiMTO SE STVRZUJE:

VZHLEDEM K TOMU, ze Julius Clinical,
Hlavni zkouSejici, Poskytovatel a Zadavatel
jsou strany smlouvy pojmenované Smlouva
o klinickém vyzkumu na z&kladé Protokolu
s nazvem: ,Multicentrické, randomizované,
dvojité zaslepené, placebem kontrolované
klinické hodnoceni faze 2 s paralelnimi
skupinami hodnotici G€innost a bezpecnost
pripravku T-817MA u pacientd s mirnou
kognitivni poruchou v dusledku Alzheimerovy
choroby nebo s mirnou formou Alzheimerovy
choroby” (,Protokol)* s uCinnosti k datu 18.
prosince 2019 (,Smlouva“).
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WHEREAS, in order to achieve full compliance
with the 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, and
repealing Directive 95/46/EC (“GDPR”), the
Parties desire to amend the Article 10 of the
Agreement.

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth
herein, and other good and valuable
consideration, the receipt and sufficiency of
which is hereby acknowledged, the Parties
hereby agree to amend the Agreement as
follows:

1.

Article 10 of the Agreement on “Data
Protection” shall be deleted entirely and
replaced as follows:

“10. Data Protection

10.1 For the purposes of this Article 10, the
following terms have the meanings set out
below:

(a) “Data Protection Laws” means the
GDPR and laws implementing or
supplementing the GDPR and, to the
extent applicable, the data protection
or privacy laws of the Czech Republic;

(b) “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.

(c) “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,

VZHLEDEM K TOMU, Ze pro Ucely dosazeni
plného  souladu s nafizenim 2016/679
Evropského parlamentu a Rady ze dne
27.dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich Gdajl
a o volném pohybu téchto udajd, kterym byla
nahrazena smeérnice 95/46/ES (,GDPR"), si
Strany preji zménit Smlouvu timto dodatkem.

PO ZVAZENI vzajemnych prislibti a zavazku
uvedenych vtomto Dodatku aza pfiméfené
a hodnotné protiplnéni,  jehoz prijeti
a dostatecnost jsou timto potvrzeny, se Strany
dohodly na uzavieni Dodatku ke Smlouvé
v tomto znéni:

1.

Clanek 10 Smlouvy o ,ochran& osobnich
Udajd“ bude zcela odstranén a nahrazen timto
znénim:

»10. Ochrana osobnich udajt

10.1 Pro Ucely tohoto ¢lanku 10 budou mit
nésledujici vyrazy vyznam, ktery je knim
pfifazen nize:

(a) ,Zékony o ochrané osobnich ddajd”
znamenaji nafizeni GDPR a zakony
implementujici nebo doplfujici nafizeni
GDPR a vpouzitelném rozsahu take
zakony Ceské republiky o ochrané
osobnich daji nebo soukromi;

(b) Spravce: znamena fyzicka nebo pravnicka
osoba, organ vefejné moci, agentura nebo
jiny subjekt, ktery sam nebo spole¢né

sjinymi  urCuje  GCely  a prostiedky
zpracovani osobnich tdaja.
(c) Osobni udaje: znamenaji veSkere

informace o identifikované nebo
identifikovatelné fyzické osobé (,Subjekt
udaju); identifikovatelnou fyzickou
osobou je fyzicka osoba, kterou Ize pfimo

EU201-CZE-Amendment #1 to INST.IN V- - 001-18May2020-CP.AG.1045 FINAL (BLINDED)

Page 2 of 17



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.

“Subprocessor” means any person
(including any third party, but
excluding an employee of Institution or
any of its sub-contractors) appointed
by or on behalf of Institution to process
Sponsor Personal Data (as defined
below) in connection with the
Agreement and this Article 10.

¢i  nepfimo identifikovat, zejména
odkazem na urcity identifikator, napriklad
jméno, identifika¢ni ¢&islo, lokaéni Udaje,
sitovy identifikdtor nebo na jeden ¢&i vice
zvlaStnich prvka fyzické, fyziologické,
geneticke, psychicke, ekonomické,
kulturni nebo spoleCenské identity této
fyzické osoby.

PoruSeni zabezpeceni osobnich udaju:
znamena poruSeni zabezpeceni, které
vede k nahodnému nebo protipravnimu
zniceni, ztrate, zmeéné nebo
neopravnénému poskytnuti nebo
zpfistupnéni  pfendSenych, ulozenych
nebo jinak zpracovavanych osobnich
udajh.

,Dil¢i zpracovatel* znamena libovolnou
osobu (véetné tretich osob, avSak
s vylou¢enim zaméstnance Poskytovatele
nebo jeho subdodavateltl) povérenou
jménem Poskytovatele zpracovavanim
Osobnich Udaju Zadavatele (dle nize
uvedené definice) v souvislosti se
Smlouvou a timto ¢lankem 10.

10.2 Role of the Parties 10.2 Role Stran

10.2.1. For the purposes of this Article 10, the 10.2.1

Parties agree that:

Pro Gcely tohoto ¢ldnku 10 se Strany
dohodly, ze:

(a) Sponsor acts as Controller in
processing the coded Personal Data

of the Study Subjects (“Sponsor
Personal Data”) for research
purposes.

(b) Institution acts as Controller in

processing the medical records of the
Study Subjects for care purposes.
Institution shall further act as a
processor on behalf of Sponsor in
processing Sponsor Personal Data for
research purposes.

(c) Julius Clinical shall be regarded as a
processor in processing Sponsor

(@)

()

Zadavatel jedna v souvislosti se
zpracovanim Sifrovanych Osobnich
Udaji Subjektl studie (,Osobni udaje
Zadavatele®) pro Ucely vyzkumu jako
spravce.

Poskytovatel jednd v souvislosti se
zpracovanim lékarskych zaznamd
Subjektt studie pro ucel péce jako
spravce. Poskytovatel bude dale
jednat jako zpracovatel jménem
zadavatele pfi zpracovavani Osobnich
Udaji Zadavatele pro ucely vyzkumu.

Spole¢nost  Julius  Clinical bude
v souvislosti se zpracovanim
Osobnich Udaji Zadavatele jménem
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Personal Data on behalf of Sponsor.

Julius Clinical will enter into an
appropriate data processing
agreement  with Sponsor  in

accordance with Data Protection
Laws.

(d) For clarity, Sponsor and Institution do
not operate as joint controllers.
Sponsor and Institution are
independent controllers in processing
Personal Data for respective purposes
of the Agreement.

10.3 Personal Data Protection

10.3.1. Principal Investigator's and Study

Staff’'s Personal Data

Both prior to and during the course of the
Study, the Principal Investigator and Study
Staff may be called upon to provide their
Personal Data, which may be used by Julius
Clinical and/or Sponsor in compliance with
Data Protection Laws.

Principal Investigator's and the Study Staff'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 Principal Investigator and/or Study
Staff under this Agreement.

Institution and Principal Investigator shall not
send, submit, transfer or otherwise disclose
any Personal Data to Julius Clinical or Sponsor
which is not requested by Julius Clinical or
Sponsor or otherwise required to be disclosed
for the proper performance of the Agreement
or is obtained without the Data Subject’s
written consent to process and transfer such
information. Julius Clinical as part of initiation

Zadavatele povazovana za
zpracovatele.  Spoleénost  Julius
Clinical uzavie se Zadavatelem

pfislusnou smlouvu o zpracovani
osobnich Udaju v souladu se zakony o
ochrané osobnich adajd.

Aby nevznikly pochybnosti, Zadavatel
a Poskytovatel nebudou vystupovat
jako spole¢ni spravci. Zadavatel a
Poskytovatel jsou v ramci zpracovani
Osobnich Gdaju pro pfislusné acely
uvedené ve Smlouvé nezavislymi
spravci.

10.3  Ochrana a zpracovani osobnich udajt

10.3.1 Osobni Gdaje Hlavniho zkousejiciho a

Studijniho personalu

Jak pred zahgjenim, tak i v pribéhu provadéni
Studie, muze byt Hlavni zkousejici a Studijni
personal pozadan o poskytnuti  svych
Osobnich udaja, které mohou byt pouzivany
spole¢nosti Julius Clinical a/nebo Zadavatelem
v souladu se Zakony o ochrané osobnich
adaja.

Osobni Udaje Hlavniho zkouSejiciho a
Studijniho personalu mohou zahrnovat jména,
kontaktni informace, pracovni zkuSenosti
a profesni  kvalifikaci, prehled publikaci,
resume, informace o absolvovaném vzdélani,
a informace tykajici se finan€nich vztahli nebo
dalSich potenciélnich stfetd zajmd a ddaje
o platbach uskute€nénych vici Hlavnimu
zkousejicimu a/nebo Studijnimu persondlu dle
této Smlouvy.

Poskytovatel a Hlavni zkou$ejici nebudou
zasilat, pfedavat, prevadét nebo jinak
zpristupnovat Osobni Udaje spole¢nosti Julius
Clinical nebo Zadavatele, o které spolecnost
Julius Clinical nebo Zadavatel nepozada nebo
jejichz zpfistupnéni nebude jinak vyzadovano
za UcCelem fadného plnéni Smlouvy nebo
v souvislosti s Udaji ziskanymi bez pisemného
souhlasu Subjektd Udaji se zpracovanim a
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visit will ensure that all necessary consents are
in place to allow for the processing and transfer
of the Principal Investigator's and Study Staff’s
Personal Data described in this Article 10. The
Institution and the Principal Investigator shall
ensure the approval of the Study Staff in case
of changes in its composition. Institution and
Principal Investigator acknowledge that Study
Staff that have not signed a data consent form
for the purpose of processing their Personal
Data as described above will not be permitted
to participate in the performance of the Study
on the basis of this Agreement.

Principal Investigator's and Study Staff's
personal data may be transferred to countries
outside of their country, which may not provide
the same level of protection as is applicable in
their country. In such event, Julius Clinical or
Sponsor, as applicable, will make sure that
appropriate safeguards are secured in
advance of any transfer in accordance with
their legal obligations under Julius Clinical’s or
Sponsor’s, as applicable, legal obligations to
ensure the protection of Principal Investigator’s
and Study Staff’s Personal Data according to
the Data Protection Laws .

10.3.2. Sponsor Personal Data

The Parties agree to adhere to the principles of
medical confidentiality in relation to Study
Subjects and to comply at all times with their
respective obligations under Data Protection
Laws when processing Sponsor Personal
Data. Institution and Principal Investigator shall
and shall ensure that Study Staff at all times
comply with Data Protection Laws.

The Parties shall at all times maintain
appropriate technical and organizational
security measures, including but not limited to
the measures referred to in Article 32 GDPR,
to protect the Sponsor Personal Data they
process in relation to the Agreement. The
technical and  organizational  security

predanim téchto informaci. Spole¢nost Julius
Clinical v ramci iniciaéni navstévy zajisti, aby
byly ziskany vSechny potfebné souhlasy
umoziujici zpracovani a predani Osobnich
adajd Hlavniho zkousejiciho a Studijniho
personalu, jak je popsano v tomto ¢lanku 10.
Souhlasy Studijniho personalu v pfipadé zmén
jeho slozeni zajisti Poskytovatel a Hlavni
zkousejici. Poskytovatel a Hlavni zkousSejici
berou na védomi, ze Studijni personal, ktery
nepodepsal formular souhlasu se zpracovanim
Gdaju pro Ucely zpracovani jejich Osobnich
Udaju, jak je popsano vySe, nebude mit
povoleno Uc€astnit se provadéni Studie na
zakladé této Smiouvy.

Osobni udaje Hlavniho zkouSejiciho a
Studijniho personalu mohou byt pfedavany do
zemi mimo zemi ZkousSejiciho, které nemuseji
poskytovat stejnou Urover ochrany, jaka plati v
jejich zemi. V takovém pfipadé spole¢nost
Julius Clinical nebo pfipadné Zadavatel zajisti,
aby byly v souladu se zdkonnymi povinnostmi
spole€nosti  Julius Clinical nebo pfipadné
Zadavatele pred kazdym takovym pfedanim
zajistény pfislusné zaruky, které zajisti
ochranu Osobnich udajl Hlavniho
zkouSejiciho a Studijniho personalu podle
Zakonl o ochrané udaja.

10.3.2 Osobni udaje

Strany souhlasi stim, Ze budou dodrzovat
principy lékarského tajemstvi v souvislosti se
Subjekty studie avzdy plnit své pfislusné

povinnosti, které pro né v souvislosti se
Zakony o ochrané osobnich 0daju pfi
zpracovani Osobnich  0daji  Zadavatele

plynou. Tuto Smlouvu a ochranu Poskytovatel
a Hlavni zkouSejici budou dodrzovat a zajisti,
aby Studijni personal po celou dobu dodrzoval
Z&kony o ochrané osobnich udajd..

Strany zavedou a budou po celou dobu
vyuzivat vhodna technickd a organizacni
bezpec€nostni opatfeni, mimo jiné vcetné
opatfeni uvedenych v ¢lanku 32 nafizeni
GDPR, tak aby chranily Osobni (daje
Zadavatele, které zpracovavaji v souvislosti
s touto Smlouvou. Technickd a organizaéni
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measures implemented by Institution at the
time of signatures are outlined in Appendix IV.

Sponsor Personal Data may be transferred to
countries outside of the Study Subjects’
country, which may not provide the same level
of protection as is applicable in the Study
Subjects’ country. In such event, Julius Clinical
or Sponsor, as applicable, will make sure that
appropriate safeguards are secured in
advance of any transfer in accordance with
their legal obligations under the Data
Protection Laws.

In the case of Sponsor Personal Data
processed by the Institution for the purpose of
fulfilling the research purposes, the Institution
shall be considered as processor. This
processing shall be carried out only on the
basis of the documented instructions of the
Sponsor and shall not involve Subprocessor
without the consent of the Sponsor.

10.3.3 Responsibility for processing

Sponsor shall be responsible for Julius
Clinical’'s processing of Personal Data on
Sponsor’s behalf and shall ensure that any
Personal Data processed by Julius Clinical on
Sponsor’s behalf relating to Study Subijects,
Principal Investigator and/or Study Staff is
collected, stored, used, disclosed and
transferred in accordance with Data Protection
Laws.

Institution shall be responsible for Principal
Investigator’s, Study Staffs and any
Subprocessors’ processing of Personal Data
on Institution’s behalf and shall ensure that any
Personal Data processed by Principal
Investigator, Study Staff and any
Subprocessors relating to Study Subjects,
Principal Investigator and/or Study Staff is
collected, stored, used, disclosed and
transferred in accordance with Data Protection
Laws.

bezpecénostni opatfeni zavedena
Poskytovatelem v okamziku podpisu jsou
uvedena v pfiloze IV.

Osobni udaje Zadavatele mohou byt pfedany
do zemi mimo zemi Subjektl studie, které
nemusi poskytovat stejnou droven ochrany,
ktera je uplatiiovdna v zemi Subjektl studie.
Spole¢nost Julius Clinical, pfipadné Zadavatel
v takovém pfFipadé zajisti, aby byla pfed
kazdym pfedanim zajisténa vhodna ochranna
opatfeni  vsouladu sjejich  zadkonnymi
povinnosti vyplyvajicimi ze Zakonl o ochrané
osobnich udaju.

U  Osobnich adaja, zpracovavanych
Poskytovatelem pro ucely pInéni predmétu
Studie, je Poskytovatel v pozici zpracovatele.
Toto zpracovani provadi pouze na zakladé
dolozenych pokyn( Zadavatele a nezapoji do
né jiného zpracovatele bez souhlasu
Zadavatele.

10.3.3 Odpovédnost za zpracovani

Zadavatel odpovédnost za
zpracovavani Osobnich adajl
spole¢nosti Julius Clinical jménem Zadavatele
a zajisti, Zze veSkeré Osobni Udaje
zpracovavané spole€nosti Julius Clinical
jménem Zadavatele souvisejici se Subjekty
studie, Hlavnim zkou$ejicim a/nebo Studijnim
personalem  jsou sbirany, ukladany,
pouzivany, sdélovany a predavany v souladu
se Zakony o ochrané osobnich udaju.

ponese

Poskytovatel bude odpovédny za
zpracovavani Osobnich udaju  Hlavniho
zkouSejiciho,  Studijniho  personalu  a
pripadnych DilCich zpracovateld jménem

Poskytovatele a zajisti, aby v&echny Osobni
Udaje zpracovavané Hlavnim zkouS$ejicim,
Studijnim personalem a pfipadnymi Dil&imi
zpracovateli v souvislosti se Subjekty studie,
Hlavnim  zkouSejicimi a/nebo  Studijnim
personalem byly shromazdovany, ukladany,
pouzivany, zpfistupfiovany a predavany
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10.4. Processing of Sponsor Personal Data

Institution shall at all times only process
Sponsor Personal Data in accordance with
Sponsor’'s documented instructions and in
accordance with Data Protection Laws. Under
no circumstances shall Institution process
Sponsor Personal Data for any other purpose
than to provide the services under the
Agreement. With regard to any activities
relating to the processing of Sponsor Personal
Data, Institution shall at all times comply with
any documented instructions that may be
provided by Sponsor.

Sponsor and Julius Clinical each instruct
Institution to:

(1) process Sponsor Personal Data in
accordance with the Protocol, the
Agreement, specifically Appendix lll,
and any further specific written
instructions from Sponsor and/or
Julius Clinical; and

(2) in  particular, transfer  Sponsor
Personal Data to any country or
territory, as reasonably necessary for
the provision of the services and
consistent with the Agreement as far
as Institution and the relevant
Subprocessor have taken measures in
accordance with chapter V of the
GDPR.

Appendix Il to this Agreement sets out certain
information regarding Institution’s processing
of the Sponsor Personal Data as required by
Article 28(3) GDPR.  Julius  Clinical and
Sponsor may make reasonable amendments
to Appendix Il by written notice to Institution
from time to time as Sponsor reasonably
considers necessary to meet those
requirements. Nothing in  Appendix Il
(including as amended pursuant to this Article
10) confers any right or imposes any obligation
on any Party.

v souladu se Zakony o ochrané osobnich
adaju.
Osobnich

10.4 Zpracovavani udajl

Zadavatele

Poskytovatel bude vzdy zpracovavat Osobni
Udaje Zadavatele pouze v souladu
s doloZzenymi pokyny Zadavatele a v souladu
se Zakony o ochrané osobnich 0dajd.
Poskytovatel nebude za zadnych okolnosti
zpracovavat Osobni Udaje Zadavatele pro jiné
Gcely, nez je poskytovani sluzeb podle
Smlouvy. V souvislosti s veSkerymi €innostmi
tykajicimi se zpracovavani Osobnich Gdaju
Zadavatele bude Poskytovatel vzdy dodrzovat
v8echny dolozené pokyny, které Zadavatel
vydal.

Zadavatel a spole¢nost Julius Clinical
jednotlivé zadavaji Poskytovateli pokyn, aby:

(1) zpracovaval Osobni Udaje Zadavatele

v souladu s Protokolem, Smlouvou,

zejména prilohou Ill, a dalSimi
konkrétnimi pisemnymi pokyny
vydanymi Zadavatelem a/nebo

spolecnosti Julius Clinical, a

zejména predaval Osobni Gdaje
Zadavatele do libovolné zemé nebo na
libovolné Uzemi, jak bude pfiméFfené
potfeba  k poskytovani sluzeb a
vsouladu se Smlouvou, pficemz
Poskytovatel a  pfislusni  Dil¢i
zpracovatelé prijali opatfeni v souladu
s kapitolou V nafizeni GDPR.

Priloha Il této Smlouvy uvadi urité informace
tykajici se zpracovani Osobnich udajl
Zadavatele ze strany Poskytovatele
vyzadované clankem 28(3) nafizeni GDPR.
Spole¢nost Julius Clinical a Zadavatel mohou
provést pfiméfené upravy pfilohy Ill, které
bude Zadavatel povazovat za nezbytné,
formou obc¢asného pisemného oznameni
zaslaného Poskytovateli. Zadné ustanoveni
prilohy Ill (véetné zmén podle tohoto ¢lanku
10) neudéluje zadné Strané jakakoli prava ani
ji neuklada povinnosti.
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Institution shall at all times ensure that persons
authorized to process Sponsor Personal Data
have committed themselves to confidentiality
or are under an appropriate statutory obligation
of confidentiality.

Institution shall transfer Sponsor Personal
Data only as permitted by Sponsor’s
documented instructions, unless required to do
so by Data Protection Laws to which the
Institution is subject; in such a case, the
Institution shall inform the Sponsor of that legal
requirement before processing, unless Data
Protection Laws prohibit such notification.

Without prejudice to Article 2.1(g), Institution
shall promptly and in any event within 90 days
of the date of cessation of any services
involving the processing of Sponsor Personal
Data (“Cessation Date”), delete and procure
the deletion of all copies of those Sponsor
Personal Data. Julius Clinical or Sponsor may
in its absolute discretion by written notice to
Institution within 40 days of the Cessation Date
require Institution to (a) return a complete copy
of all Sponsor Personal Data to Julius Clinical
by secure file transfer in such format as is
reasonably notified by Julius Clinical to
Institution; and (b) delete and procure the
deletion of all other copies of Sponsor Personal
Data processed by Institution or any
Subprocessor. Institution shall comply with any
such written request within 90 days of the
Cessation Date. Institution or Subprocessor
may retain Sponsor Personal Data after the
Cessation Date to the extent required by
Applicable Laws and Regulations and only to
the extent and for such period as required by
Applicable Laws and Regulations and always
provided that Institution shall ensure the
confidentiality of all such Sponsor Personal
Data and shall ensure that such Sponsor
Personal Data is only processed as necessary
for the purpose(s) specified in the Applicable
Laws and Regulations, requiring its storage
and for no other purpose. Upon request,
Institution shall provide written certification to
Julius Clinical that Institution has fully complied

Poskytovatel zajisti, aby osoby opravnéné
zpracovavat Osobni Udaje Zadavatele byly po
celou dobu zavazany mi€enlivosti, nebo aby se
na né vztahoval pfisludny zdkonny zavazek
micenlivosti.

Poskytovatel bude prevadét Osobni udaje
Zadavatele pouze tak, jak mu to povoluji
doloZzené pokyny Zadavatele, pokud to od néj
nevyzaduji Zakony o ochrané osobnich udaja,
které se na Poskytovatele vztahuji: v takovém
pfipadé bude Poskytovatel informovat
Zadavatele o tomto zdkonném pozadavku
jesté pred zpracovanim, pokud Zakony o
ochrané osobnich Udaju takové oznameni
nezakazuji.

Aniz je dotéen ¢lanek 2.1 (g), Poskytovatel
neprodlené, avSak vkazdém pfipadé do
90 dnu od data ukonéeni sluzeb zahrnujicich
zpracovavani Osobnich Udaju Zadavatele
(,.Datum ukonc¢eni“), odstrani a zajisti vymaz
vSech kopii téchto Osobnich Udaju Zadavatele.
Spole¢nost Julius Clinical nebo Zadavatel
mohou zcela dle vlastniho uvazeni pozadat
Poskytovatele pisemnym oznamenim
zaslanym Poskytovateli do 40 dn(i od Data
ukonceni, aby (a) vratil Uplnou kopii vSech
Osobnich Udaji Zadavatele spole¢nosti Julius
Clinical, a to zabezpedenym pfenosem
souboru ve formétu, ktery spole€nost Julius
Clinical Poskytovateli véas oznami, a (b)
vymazal a zajistil vymaz vSech ostatnich kopii
Osobnich Udaju Zadavatele zpracovavanych
Poskytovatelem nebo Dil¢im zpracovatelem.
Poskytovatel splni vSechny tyto pisemné
zadosti do 90dnd od Data ukonceni.
Poskytovatel nebo Dil&i zpracovatel si mohou
ponechat Osobni Udaje Zadavatele po Datu
ukonceni v rozsahu, ktery vyzaduji Pfislusné
zakony a predpisy, a to pouze v rozsahu a po
dobu, které pozaduji PrFislusné zakony a
predpisy, a v kazdém pfipadé za podminky, ze
Poskytovatel zajisti dudvérnost vSech téchto
Osobnich udajil Zadavatele a zajisti, aby tyto
Osobni Gdaje Zadavatele byly zpracovavany
v nezbytném rozsahu pro Uucely uvedené
v PrisluSnych z&konech a predpisech a
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with this section within 140 days of the
Cessation Date.

10.4.1 Data Subject Requests

The Institution shall appoint a person that shall
act as aprimary point of contact and shall
respond to all requests exercised by the Study
Subjects and/or the Study Staff in respect to
the processing of their Personal Data in
relation to the Agreement, including requests
for access, correction, erasure, objection, and
portability (“Data Subject’s Request”). The
Institution and/or Principal Investigator shall
promptly inform Julius Clinical and Sponsor’s
data representative within the European Union
of any such request, and shall and shall ensure
any recipient of such request only respond to
such request in accordance with Sponsor’s
documented instructions.

To the extent the Sponsor and/or Julius Clinical
needs to provide instructions to the Institution
or Principal Investigator, the Institution or
Principal Investigator shall inform the Sponsor
and/or Julius Clinical within five (5) days upon
receiving the Data Subject’s Request. Under
such circumstances, the Sponsor and/or Julius
Clinical shall reasonably cooperate with the
Institution or Principal Investigator, provide the
Institution or Principal Investigator with, subject
to Data Protection Laws, the requested
information and undertake any reasonable
actions to enable the Institution or Principal
Investigator to respond to the Data Subject’s
Request.

Institution and Principal Investigator shall
promptly notify Julius Clinical and Sponsor of
any withdrawal of or changes in the informed
consent of a Study Subject, which may affect
the use of such Study Subject’s clinical data
under this Agreement. Institution and Principal
Investigator will communicate with Julius
Clinical and Sponsor on behalf of the Study

nezbytné pro jejich ulozeni a pro zadné jiné
Ucely. Poskytovatel na pozadani doda
spole¢nosti Julius Clinical do 140 dnt od Data
ukonc€eni potvrzeni, Zze pozadavky tohoto
odstavce v plném rozsahu dodrzel.

10.4.1 Zadosti subjektt udaj

Poskytovatel jmenuje osobu, ktera bude
vystupovat jako primarni kontaktni osoba
a bude reagovat na v§echny zadosti ze strany
Subjektl studie a/nebo ¢lena Studijniho
personalu s ohledem na zpracovani jejich
Osobnich udaji spojenému s touto Smlouvou
véetné z&dosti o pfistup, opravu, vymaz,
namitku a prenositelnost (,Zadost subjektu
udaja“). Poskytovatel a/nebo ZkousSejici budou
neprodlené informovat spole¢nost Julius
Clinical a zastupce Zadavatele pro udaje
v Evropské wunii o této zadosti a budou
reagovat a zajisti, aby pfijemci této Zadosti
reagovali na tuto zadost pouze v souladu
s dolozenymi pokyny Zadavatele.

V pfipadé, ze bude nutné, aby Zadavatel
a/nebo spole¢nost Julius Clinical poskytli
pokyny  Poskytovateli nebo  Hlavnimu
zkous$ejicimu, budou Poskytovatel nebo Hlavni
zkousejici informovat Zadavatele a/nebo
spole¢nost Julius Clinical do péti (5) dnd po
obdrzeni Zadosti subjektu tdaji. Nastanou-li
takové okolnosti, bude Zadavatel a/nebo
spole¢nost  Julius  Clinical pfiméfené
spolupracovat s Poskytovatelem nebo Hlavnim
zkouSejicim a poskytnou jim s ohledem na
Zakon o ochrané osobnich Udajii pozadované
informace a ucini veSkeré pfimérené kroky
k tomu, aby Poskytovatel a Hlavni zkouSejici
mohli reagovat na Zadost subjektu Gdajd.

Poskytovatel a Hlavni zkouSejici neprodlené
oznami spolecnosti Julius Clinical a Zadavateli
veskera odvolani nebo zmény informovaného
souhlasu Subjektl studie, které by mohly mit
vliv na pouzivani klinickych (dajd tohoto
Subjektu  Udaj0  podle této  Smlouvy.
Poskytovatel a Hlavni zkouS$ejici budou
komunikovat jménem Subjektu studie se
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Subject. However, the procedure followed
upon a withdrawal of a Study Subject’s consent
will be according to the instructions in the
Protocol and the ICF and in accordance with
Applicable Laws and Regulations.

10.4.2. Personal Data Breaches

If a Personal Data Breach occurs in relation to
any Study Subjects’ or Study Staff's Personal
Data processed in relation to this Agreement,
(a “Breach”), the Institution or Principal
Investigator must notify Julius Clinical and
Sponsor's data representative within the
European Union without undue delay and at
the latest within 48 hours after having become
aware of such Breach. Institution shall ensure
that it takes reasonable steps to identify the
cause for the Breach to minimize harm and
prevent a reoccurrence. If such Breach poses
a high risk to the affected individuals, then the
Institution shall, after providing notice to Julius
Clinical and Sponsor, also inform them, unless
the Sponsor does not agree to this or unless
Institution has put in place effective technical
and organisational protection measures that
ensure that the risk is no longer likely to
materialise. The Sponsor shall notify the
relevant supervisory authorities of any Breach
no later than 72 hours after having become
aware of such Breach, but only to the extent
that it is required by Data Protection Laws.

10.4.3. Subprocessing of Personal Data

A Subprocessor shall be only appointed by
Institution after explicit written approval from
Sponsor and Julius Clinical. Institution may not
transfer any Sponsor Personal Data prior
receiving written approval and written
instructions from Sponsor and/or Julius
Clinical. No access to the Sponsor Personal
Data shall be granted to any Subprocessor
without prior written consent from Sponsor
and/or Julius Clinical.

spole¢nosti Julius Clinical a Zadavatelem.
AvS8ak postup pouzity pfi zruSeni souhlasu
Subjektu studie bude v souladu s pokyny
uvedenymi v protokolu a formuldfem ICF a
v souladu s PFisluSnymi zakony a predpisy.

10.4.2 Poruseni zabezpedéeni osobnich Udajd

V pfipadé, ze dojde k PoruSeni zabezpeceni
osobnich Gdaji v souvislosti s jakymikoli Gdaji
Subjektu studie nebo ¢lena  Studijniho
personalu  zpracovavanymi v souvislosti
s touto Smlouvou ohlasi Poskytovatel nebo
Hlavni zkousejici toto Poruseni spole¢nosti
Julius Clinical a zastupci Zadavatele pro Udaje
v Evropské unii bez zbyte€ného odkladu,
avSak nejpozdéji do 48 hodin po zjisténi
takového PoruSeni. Poskytovatel zajisti, aby
byla pfijata pfiméfena opatfeni ke zjiSténi
pri¢iny PoruSeni tak, aby se minimalizovala
Skola a zamezilo opakovanému Poruseni.
Pokud je vysoce pravdépodobné, Ze bude
Poruseni mit za nasledek vysoké riziko pro
dotéené jednotlivce, pak je Poskytovatel
povinen poté, co informuje spoleénost Julius
Clinical a Zadavatele, informovat rovnéz tyto
jednotlivce, ledaze s tim Zadavatel nesouhlasi
nebo pokud Poskytovatel nezavedl Gc&inna
technickd a organizaéni ochranna opatfeni,
ktera zajisti, ze takové riziko se jiz
pravdépodobné neprojevi. Poskytovatel je
povinen informovat pfislusné dozorové organy
nejpozdéji do 72 hodin po zjisténi Poruseni,
avSak pouze v rozsahu pozadovaném Zakony
o ochrané osobnich udajd.

10.4.3 Dilgi zpracovani osobnich Gdaj

Dilci zpracovatel bude ustanoven
Poskytovatelem pouze na zdkladé vyslovného
pisemného souhlasu Zadavatele a spole¢nosti
Julius Clinical. Poskytovatel nesmi predat
za4dné Osobni Odaje Zadavatele, dokud
neobdrzi pisemny souhlas a pisemné pokyny
od Zadavatele a/nebo spole€nosti Julius
Clinical. Zadny Dil&i zpracovatel nebude mit
pristup k Osobnim (dajim Zadavatele bez
predchoziho pisemného souhlasu Zadavatele
a/nebo spolecnosti Julius Clinical.
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With respect to each Subprocessor, Institution
shall:

(a) before the Subprocessor first
processes Sponsor Personal Data carry
out adequate due diligence to
ensure that the Subprocessor is capable
of providing the level of protection for
Personal Data required by the Agreement
and this Article 10;

(b) ensure that the arrangement between on
the one hand (a) Institution, or (b) the
relevant intermediate Subprocessor; and
on the other hand the Subprocessor, is
governed by a written contract including
terms which offer at least the same level
of protection for Personal Data as those
set out in this Article 10 and meet the
requirements of Article 28(3) GDPR.

(¢) provide to Julius Clinical for review such
copies of the agreements with
Subprocessors (which may be redacted
to remove confidential commercial
information not relevant to the
requirements of this Article 10) as Julius
Clinical or Sponsor may request from
time to time.

Institution shall remain fully liable to Julius
Clinical and Sponsor for the performance of
Subprocessor's obligations where the relevant
Subprocessor fails to fulfill its data protection
obligations set forth in this Article 10.

10.4.4. Data Protection Impact Assessment
and Prior Consultation

To the extent Julius Clinical or Sponsor
reasonably considers to be required by Article
35 and 36 GDPR to conduct a data protection
impact assessment (“DPIA”), including prior
consultation with a supervisory authority, the
Institution shall reasonably cooperate with the

Poskytovatel v souvislosti
Dileimi zpracovateli:

s jednotlivymi

(a) pfed prvnim zpracovanim Osobnich
udaju Zadavatele Dil€im
zpracovatelem provede  Fadnou
provérku ,due diligence” tak, aby bylo

zajisténo, Zze Dil¢i zpracovatel je
schopen zajistit Uroven ochrany
Osobnich adaja pozadovanou

Smlouvou a timto ¢lankem 10;

zajisti, aby se ujednani mezi (a)
Poskytovatelem nebo (b) pfisluSnym
zprostredkujicim Dil¢im
zpracovatelem na strané jedné a
Dilcim zpracovatelem na strané druhé
fidila pisemnou smlouvou obsahujici

podminky, které nabizeji
pfinejmensim stejnou Grover ochrany
Osobnich  Udaju  jako podminky

uvedené v tomto ¢lanku 10, a splfuji
pozadavky ¢lanku 28(3) nafizeni
GDPR.

(c) predlozi spole¢nosti Julius Clinical
k prostudovéani kopie smluv s Dil&imi
zpracovateli  (které  mohou byt
upraveny tak, aby byly odstranény
davérné obchodni informace, jez

nejsou relevantni pro pozadavky
tohoto ¢lanku 10), o coz mize
spole¢nost  Julius  Clinical nebo

Zadavatel pfilezitostné pozadat.

Poskytovatel zlstane va¢&i spoleénosti Julius

Clinical a Zadavateli pIné odpovédny za
splnéni  povinnosti  Dilciho  zpracovatele
v pfipadé, ze pfislusny Diléi zpracovatel

nedodrzi své povinnosti tykajici se ochrany
osobnich Udajd uvedené v tomto &lanku 10.

10.4.4 Hodnoceni dopadu ochrany osobnich
udaji a predbézné konzultace

Pokud budou spole¢nost Julius Clinical nebo
Zadavatel mit pfiméfené za to, ze ¢lanek 35 a
36 nafizeni GDPR pozaduje provedeni
hodnoceni dopadu ochrany osobnich Udajd
(,DPIA* vcetné pfedbéznych konzultaci
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Party conducting the DPIA to assist with its
completion of the DPIA.

10.5. Audit rights and record retention

10.5.1. To the extent
requirements of Data Protection Laws,
Institution shall make available to Julius
Clinical and Sponsor upon request all
information  necessary to demonstrate
compliance with this Article 10, and shall allow
for and contribute to audits, including
inspections, by Julius Clinical, Sponsor or an
auditor mandated by Julius Clinical or Sponsor
in relation to the Processing of the Personal
Data by Institution or its Subprocessors.
Institution shall immediately inform Julius
Clinical if, in its opinion, an instruction pursuant
to this Article 10.5.1 infringes the GDPR or
other EU or EU Member State data protection
provisions.

required to meet

10.5.2. Julius Clinical, Sponsor or an auditor
mandated by Julius Clinical or Sponsor shall
have the right to conduct, with reasonable prior
notice and under appropriate confidentiality
restrictions, an audit of Institution’s and
Subprocessors’  systems, policies and
procedures that involve the processing of
Sponsor Personal Data. Where applicable, this
may be done in agreement with a competent
supervisory authority. Following an audit under
this Article, Julius Clinical shall notify Institution
of the manner in which Institution or its
Subprocessors do not comply with any of the
data protection obligations herein. Upon such
notice, Institution shall make any necessary
changes to ensure compliance with such
obligations. For the avoidance of doubt, such
necessary changes shall include changes of
implemented technical and organizational
measures and implementation of additional
measures to the extent necessary for
Institution to be compliant with its obligations
under this Article 10.

s dozorovym organem, bude Poskytovatel
pfiméfené spolupracovat se Stranami na
provadéni DPIA tak, aby byl napomocen pfi
jeho vyhotoveni.

10.5 Prava na audit a uchovavani zaznamu

10.5.1 Poskytovatel v rozsahu potfebném ke
splnéni pozadavkl Zakonl o ochrané
osobnich Gdaju zpfistupni spoleénosti Julius
Clinical a Zadavateli na jejich Zadost veSkeré
informace potfebné k prokazani dodrzovani
tohoto ¢lanku 10 a umozni a bude pfispivat
k auditdm vcetné kontrol ze strany spole¢nosti
Julius Clinical, Zadavatele nebo auditora
povéfeného spolecnosti Julius Clinical nebo
Zadavatelem v souvislosti se zpracovavanim
Osobnich udaju ze strany Poskytovatele nebo
jeho Dil¢ich zpracovatell. Poskytovatel bude
neprodlené informovat spole¢nost Julius
Clinical, pokud se bude domnivat, Ze pokyn
podle tohoto ¢lanku 10.5.1 poruSuje nafizeni
GDPR nebo jina ustanoveni EU nebo
¢lenského statu EU o ochrané osobnich udaju.

10.5.2 Spole¢nost Julius Clinical, Zadavatel
nebo auditor povéfeny spolecnosti Julius
Clinical nebo Zadavatelem budou mit pravo
provadét na zakladé oznameni zaslaného
v pfiméfeném pfedstihu a za vhodnych
omezeni duvérnosti audit systém(, zasad a
postupll  Poskytovatele, které  zahrnuiji
zpracovavani Osobnich 0dajd Zadavatele.
Tam, kde to bude vhodné, muze byt toto
provadéno po dohodé s pfisluSnym dozorovym
organem. Spole¢nost Julius Clinical po
provedeni auditu podle tohoto ¢lanku oznami
Poskytovateli, jakym zpUsobem nedodrzuje
povinnosti tykajici se ochrany osobnich udaji
obsazené v tomto €lanku. Po tomto oznameni
Poskytovatel provede veskeré potfebné zmény
k zajisténi dodrzovani danych povinnosti. Aby
nevznikly pochybnosti, tyto potfebné zmény
budou zahrnovat zmény  zavedenych
technickych a organiza¢nich opatfeni a
zavedeni dodate¢nych opatfeni v rozsahu
potfebném k tomu, aby Poskytovatel dodrzel
své povinnosti vyplyvajici z tohoto ¢lanku 10.
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10.5.3. Julius Clinical or Sponsor, as
applicable, shall give Institution reasonable
notice of any audit or inspection to be
conducted under Article 10.5.1 and shall make
(and ensure that each of its mandated auditors
makes) reasonable endeavours to avoid
causing (or, if it cannot avoid, to minimize) any
damage, injury or disruption to Institution’s
premises, equipment, personnel and business
while its personnel are on those premises in
the course of such an audit or inspection.
Institution or a Subprocessor need not give
access to its premises for the purposes of such
an audit or inspection:

(@) to any individual unless he or she
produces reasonable evidence of identity and
authority;

(b) outside normal
those premises.

business hours at

10.5.4. Institution shall maintain all records
required by Data Protection Laws, including in
respect of their respective processing of
Personal Data, and make them available to
Julius Clinical, Sponsor and supervisory
authorities upon request.

10.6 Indemnification and Limitation of Liability

The Sponsor and Institution 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 Article 10 by the other
Party.

10.7  Survival

This Article 10 “Data Protection” shall survive
any termination or expiration of this
Agreement.”

10.5.3 Spolecnost Julius Clinical nebo
pfipadné Zadavatel zaSlou Poskytovateli
v pfiméfeném predstihu oznameni o auditu
nebo kontrole, které budou provedeny podle
¢lanku 10.5.1, a vynalozi pfiméfené Usili (a
zajisti totéz u svych jednotlivych povérenych
auditortl), aby zabranili vzniku (nebo pokud
tomu nelze zabranit, zajistili minimalizaci)
Skody, Ujmy na zdravi nebo naruSeni prostor,
zafizeni, personalu nebo provozu
Poskytovatele v dobé, kdy je personal
Poskytovatele v téchto prostorach v pribéhu
auditu nebo kontroly. Poskytovatel nebo Diléi
zpracovatel nemusi poskytnout pfistup ke
svym prostordm pro Ucely takového auditu
nebo kontroly:

(a) libovolnému jednotlivci, pokud
nepredlozi pfiméfeny prikaz totoznosti a
opravnéni,
(b) mimo béznou pracovni dobu v téchto
prostorach.

10.5.4. Poskytovatel bude uchovavat vSechny
zaznamy pozadované Zakony o ochrané
osobnich Udaji véetné zaznama o pfisluSném
zpracovani Osobnich Gdaju a na pozadani je
spole¢nosti  Julius Clinical, Zadavateli a
dozorovym orgdniim zpfistupni.

10.6 Odskodnéni a omezeni odpovédnosti

Zadavatel a Poskytovatel se zavazuji se
navzajem hajit, odSkodnit a zbavit se
odpoveédnosti v pfipadé jakékoli odpovédnosti,
narokd, ztrdt, soudnich fizeni, rozsudku
a pfiméfenych pravnich poplatkG vzniklych
z jakéhokoli poruseni, nedbalého jednani,
chyby ¢&i opomenuti dodrzovat povinnosti
tykajici se ochrany osobnich (daji podle
¢lanku 10 zpUsobené druhou stranou.

10.7  Pretrvavajici platnost

Platnost tohoto ¢lanku 10 ,Ochrana osobnich
udaju“ pretrva i po ukonceni nebo uplynuti
doby platnosti této Smlouvy.
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2. The following “Appendix III” shall be
attached to the Agreement as
Appendix lIl.

“APPENDIX 1l - Details of Processing of
Sponsor Personal Data

This Appendix Ill includes certain details of the
processing of Sponsor Personal Data as
required by Article 28(3) GDPR.

1. Subject matter and duration of the
processing of Sponsor Personal Data

The subject matter and duration of the
processing of the Sponsor Personal
Data are set out in the Agreement and
the Article 10.

2. The nature and purpose of the
processing of Sponsor Personal Data

The subject-matter, nature and
purpose of processing of Sponsor
Personal Data by Institution is the
provision of the services to Sponsor
and Julius Clinical that involves the
processing of Sponsor Personal Data,
as set out in the Agreement and the
Article 10.

3. Thetypes of Sponsor Personal Data to
be processed

Sponsor Personal Data may include:
For the Study Subjects:

Name, birth date, medical records or
information, family information,
gender, marital status, race/ethnic
origin, health status, length of
education, employment status, job
history, medical conditions,
handicapped status, ink signature,
genetic information, samples (i.e.
blood samples), and metabolic
analysis.

For Study Staff:

2. Nasledujici ,Priloha 1lI“ bude pfipojena
ke Smlouvé jako Pfiloha Ill.

PRILOHA 1ll — Podrobnosti o zpracovani
Osobnich udaji Zadavatele

Tato Priloha Il obsahuje urcité podrobnosti o
zpracovani Osobnich Gdaju Zadavatele podle
pozadavku ¢lanku 28(3) GDPR.

1. Pfedmét a doba trvani zpracovani
Osobnich udaji Zadavatele

Pfedmét a doba trvani zpracovani
Osobnich Gdaju  Zadavatele jsou
stanoveny ve Smlouvé a této DPA.

2. Povaha a cel zpracovani Osobnich
Udaju Zadavatele.

Pfedmétem, povahou a Ucelem
zpracovani Osobnich udaju
Zadavatele ze strany Poskytovatele je
poskytovani Sluzeb Zadavateli a
spole¢nosti  Julius  Clinical, které
zahrnuje zpracovani Osobnich udajl
Zadavatele, jak je wuvedeno ve
Smlouvé a této DPA.

3. Typy zpracovavanych Osobnich Gdaj
Zadavatele

K Osobnim udajum Zadavatele patfi:
Pro Ugastniky hodnoceni:

jméno, datum narozeni, , zdravotni
dokumentace nebo informace, rodinné
informace, pohlavi, rodinny stav,
rasovy/etnicky puvod, zdravotni stav,
délka vzdélani, zaméstnanecky stav,
pracovni historie, zdravotni potize,
postizeni, vlastnoruéni  podpis,
genetické informace, vzorky (napfiklad
vzorky krve) a metabolicka analyza.

Pro ¢leny studijniho tymu:
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name, birth date, physical address,
email address, telephone number,
electronic signature, gender, length of
education, employment status, job
history, employer, ink signature.

4. The categories of Data Subjects to
whom the Sponsor Personal Data
relate

The Article 10 applies to the processing of
Sponsor Personal Data relating to clinical trial
participants, the Principal Investigator and
other staff of the Principal Investigator involved
in the Study.”

3. The following “Appendix IV shall be
attached to the Agreement as
Appendix IV.

“APPENDIX IV - Technical and Organizational
Measures

This Appendix IV includes certain details of the
technical and organizational measures
implemented by Institution as required by
Article 32(1) GDPR.

- Maintaining medical records: The
internal regulation sets the obligations
of all medical personnel to protect
medical records from damage,
misuse, loss or unauthorised
inspection. Each entry and viewing
must be recorded. For electronic data,
this recording is automatically made by
the system.

- All important data stored on servers,
critical systems and  operation
systems, applications and their
settings are backed up. The Back up
policy is set in the Continuity plan.

Jméno, datum narozeni, adresa
trvalého bydlisté, emailovd adresa,
telefonni ¢islo, elektronicky podpis,
pohlavi, délka vzdélani,
zameéstnanecky stav, pracovni
historie, zaméstnavatel, vlastnoruéni
podpis.

4, Kategorie Subjektd ddaju, s nimiz
souvisi Osobni Udaje Zadavatele

Tento ¢lanek 10 se tyka zpracovani Osobnich
udaju Zadavatele souvisejicich s Gc€astniky
klinického hodnoceni, Zkou$ejicim a ostatnimi
zameéstnanci Zkousejiciho, ktefi jsou zapojeni
do Projektu.”

3. Nasledujici ,priloha IV* bude pfipojena
ke smlouvé jako pfiloha IV.

,PRILOHA IV - Technicka a organizacni
opatfeni

Tato PFiloha IV obsahuje ur¢ité podrobnosti o
technickych a organizacnich opatfenich
implementovanych  Poskytovatelem podle
pozadavku ¢lanku 32(1) GDPR.

- Interni predpis stanovi povinnost
vSech  zdravotnickych  pracovnikd
chranit zdravotnickou dokumentaci

pred poskozenim, zneuZitim, ztratou
nebo nahlizenim neopravnéné osoby.
Kazdy z&znam i nahlizeni musi byt
zaznamenany. U elektronickych dat
zaznam provadi systém
automatizované.

- Zé&lohovdna jsou v8echna dulezita
data ukladana na servery, u kritickych
systému i operacni systémy, aplikace
a jejich nastaveni. Politika zalohovani
je stanovena Planem kontinuity.
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- The IT system security policy server
with the basic database of the hospital
information system is mirrored. Set
recovery times are available for all
systems in the event of failure.

- An IT system audit is to be performed
at least once a year by an independent
external auditor.

All employees are bound to report any incident
as a special event to the Data protection
officer, who will take appropriate action in
coordination with the IT department and will
provide the data subject and supervising
authority with information in accordance with
the GDPR directive.”

This Article 6 “Personal Data” shall survive any
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.

Storage of Sponsor Personal Data by the
Processor is governed by other provisions of
this Agreement

This amendment is in the Czech and English
language versions, with the Czech language
version prevailing.

This amendment will be published in the
register of contracts.

- Systémova bezpecnostni politika IT
Server se  z&kladni  databazi
nemocni¢niho informaéniho systému
je zrcadlen. Pro vSechny systémy jsou
stanoveny €asy obnoveni dostupnosti
v pfipadé vypadku.

- Audit systému IT se provadi minimalné
1x ro¢né, provadi nezavisly externi
auditor.

Incident jsou vS8ichni zaméstnanci povinni
hlasit jako mimofadnou udalost povéfenci pro
ochranu osobnich 0daju, ktery podnika
prislusnd opatfeni ve spolupraci s IT
oddélenim a zajiStuje informaci subjektd Gdajd
a dozorového Ufadu v souladu s GDPR.

Tento Clanek 6 ,Osobni udaje zlstane
v platnosti i v pfipadé ukonéeni platnosti ¢i pfi
vyprseni platnosti této Smlouvy.

VesSkeré podminky Smlouvy, které nejsou
vyslovné upraveny timto Dodatkem, zUstavaji
nadéle pIné u¢inné v nezménéné podobe.
Doba ulozeni osobnich Udaji u Zpracovatele
se fidi ostatnimi ustanovenimi této Smilouvy.

Tento dodatek je vyhotoven v Ceském
jazykovém znéni a v anglickém jazykovém
znéni, pficemz prednost mé ceské jazykove
znéni.
Tento dodatek bude uvefejnén v registru
smiuv.
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IN WITNESS WHEREOF, this Amendment
has been executed by the Parties hereto
through their duly authorized officers on the

NA DUKAZ TOHO byl tento Dodatek
podepsan Stranami tohoto Dodatku
prostfednictvim jejich fadné opravnénymi

date(s) set forth below. zastupci smluvnich stran nize uvedeného data.

ACKNOWLEDGED AND AGREED BY JULIUS CLINICAL / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE CRO

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 20. 5. 2020
ACKNOWLEDGED AND AGREED BY INSTITUTION/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE POSKYTOVATELE

By/ Jméno: prof. MUDr. Vladimir Pali¢ka, CSc. dr. h. c.

Title/ Funkce: Director / reditel

Signature/ Podpis:

Date/ Datum: 3. 6.2020
ACKNOWLEDGED AND AGREED BY SPONSOR / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ
PODPIS OPRAVNENY ZASTUPCE ZADAVATELE

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 20. 5. 2020
ACKNOWLEDGED AND AGREED BY PRINCIPAL INVESTIGATOR / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE ZKOUSEJICi

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 3. 6. 2020
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