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LUMBAR PUNCTURE Services
Agreement

Title: “Randomised, double-blind,
placebo-controlled study to assess safety and
efficacy of PRI-002 in patients with MCI or mild
dementia due to Alzheimer’s Disease (AD)”,

Protocol

including any amendments thereto ("the
Protocol”).

This Lumbar Puncture services agreement
(“Agreement”) is made and entered into once
signed by all the Parties, as of the day it is
published in the Register of Contracts, in
accordance with the obligation to publish, as
specified in Act No. 340/2015 Coll., on Special
Conditions for the Effectiveness of Certain
Contracts, the Publication of These Contracts
and the Register of Contracts, as amended
(“Effective Date”), subject to compliance with
the requirement to publish the redacted
version of the Agreement in accordance with
Section 8.2 (Registration of the Agreement), by
and among:

Service Provider, Fakultni nemocnice v Motole
with its principal office at V Uvalu 84, 150 06
Praha 5, represented by

based on power of
attorney, ID: 00064203 (hereinafter referred to

as “Service Provider”),
and

PRInnovation GmbH, whose registered office
is at LagerhofstralRe 4, 04103 Leipzig, Germany

represented by and

, company identification number
DE346425760 (hereinafter referred to as
“Sponsor”)
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Julius
Clinical

Smlouva o sluzbach
zahrnujicich LUMBALNI
PUNKCE

Nazev protokolu: ,Randomizovand, dvojité
zaslepend, placebem kontrolovand studie k
posouzeni bezpecnosti a ucinnosti PRI-002 u
pacientt s mirnou kognitivni poruchou (MCl)
nebo  mirnou  demenci  zplsobenou
chorobou (AD)“

veskerych uprav (,,Protokol”).

Alzheimerovou véetné

Tuto smlouvu o sluzbach

lumbalni punkci (nadéale pouze ,Smlouva“)

zahrnujicich

uzaviraji s ucinnosti, po podepsani vsemi
ke dni
smlouvy v registru smluv v souladu s

Smluvnimi stranami, uverejnéni

povinnosti uverejiiovani stanovenou v
zdkoné ¢. 340/2015 Sb,,
podminkach ucinnosti

o zvlastnich
nékterych smluv,
uverejiovani téchto smluv a o registru
pozdéjSich predpisl
(,Datum ucinnosti“), podle poZadavku na

smluv, ve znéni

zverejnéni upravené verze smlouvy Vv
souladu s ¢lankem 8.2 (Registrace smlouvy),

tyto smluvni strany:

Poskytovatel sluzeb Fakultni nemocnice
v Motole, se sidlem V Uvalu 84, 150 06
Praha 5, zastoupena

, v pIné moci, IC: 00064203 (déle
jen , Poskytovatel sluzeb”),

A
Lagerhofstrale 4,

PRInnovation GmbH,

04103 Leipzig, Némecko, zastoupena
a ,
identifikacni ¢islo spolecnosti DE346425760

( ,,Zadavatel”)

A
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and
Julius Clinical, zapsany obchodni ndzev
Julius Clinical, a registered trade name of Julius | spolecnosti Julius Clinical Research B.V.,
Clinical Research B.V., a limited liability | spole¢nosts ru¢enim omezenym, zalozena a
company, incorporated and operating under | vykonavajici  ¢innost  podle  zdkonu
the laws of the Netherlands, having its | Nizozemska, se sidlem na adrese
registered and principal office at Broederplein | Broederplein 41-43, 3703 CD Zeist,
41-43, 3703 CD Zeist, the Netherlands | Nizozemsko, zastoupena ,
represented by , company | identifikacni Cislo spolecnosti
identification number  NL819731547B01 | NL819731547B01 ( ,Julius Clinical“).
(hereinafter referred to as “Julius Clinical”).
Poskytoval sluzeb, Zadavatel a spolecnost
Service Provider, Sponsor and/or Julius Clinical | Julius Clinical mohou byt nadale jednotlivé
may hereinafter also be referred to individually | oznacovany  jako  ,Smluvni  strana“
as “Party” or collectively as “Parties”. a spolecné pak jako ,Smluvni strany”“.

RECITALS UVODNI USTANOVENI

WHEREAS Sponsor wishes to conduct a clinical | VZHLEDEM K TOMU, Ze si Zadavatel pieje
trial in accordance with the Protocol, as | provadét klinické  hodnoceni podle
defined above (“Study”), and has delegated | Protokolu, jak je definovan vyse, ( ,,Studie”)
some of Sponsor’s responsibilities with respect | a delegoval nékteré své povinnosti a ¢innosti
to the Study, pertaining to the management, | spojené se Studii atykajici se vedeni,
monitoring and payment to Julius Clinical; sledovani a plateb na spole¢nost Julius
Clinical;

WHEREAS Julius Clinical is a science driven | VZHLEDEM K TOMU, Ze spolec¢nost Julius
Contract Research Organisation (CRO), acting | Clinical je védecky orientovanou smluvni
as an independent contractor of Sponsor; vyzkumnou organizaci (CRO), jednajici jako
nezavisly dodavatel Zadavatele;

WHEREAS the Sponsor concluded a clinical trial | VZHLEDEM K TOMU, Ze Zadavatel uzavrel
agreement with Neuropsychiatrie s.r.o., with | smlouvu o  klinickém hodnoceni s
its registered and principal office at Terronska | Neuropsychiatrie s.r.o., se sidlem na adrese
580/19, 16000 Prague 6, Czech Republic | Terronskd 19,16000, Praha 6, Ceska
(“Institution”) for the conduct of Study (“CTA”) | republika (,Zdravotnické zafizeni) na
and Sponsor has requested that Service | provadéni Studie (,CTA“) a Zadavatel zadal,
Provider performs certain services in relation | aby Poskytovatel sluzeb provadél urcité
to the Study conducted by the Institution, and | sluzby v souvislosti se Studii, provadénou
Service Provider has agreed to do so, subject to | Zdravotnickym zafizenim, a Poskytovatel

and in accordance with the terms and | sluzeb s tim souhlasil v souladu
conditions of this Agreement; and s podminkami této Smlouvy; a
PRImus-AD-CZE-JC&SP MRI Agreement — -CZ29-26Jan24-LEG.JV.1421 FINAL
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WHEREAS Sponsor would like to retain certain
services of Service Provider in the performance
of the Study at Institution, and Service Provider
has agreed to do so, subject to and in
accordance with the terms and conditions of
this Agreement.

NOW THEREFORE for good and valuable
the
promises and covenants, the

consideration, including herein
agreements,
receipt and legal sufficiency of which is hereby
acknowledged, accepted and agreed to,
Sponsor, Julius Clinical and Service Provider

agree on the following terms and conditions:

Conduct of the Services

Service  Provider Services. Service

Provider agrees to perform the services
required for the proper conduct of the
Study as described in Appendix | to this
Agreement Section A
shall

performance of this Agreement and the

(“Services”).
Service Provider procure the
compliance with Service Provider’s
obligations by
employees, consultants and contractors,

Service  Provider’s
and all third parties otherwise involved
in the provision of Services under this
Agreement on the Service Provider’s
behalf (collectively “Service Provider
Staff”). Service Provider shall be fully
responsible and liable for Service
Provider Staff’s acts and omissions as if
such were its own.

Compliance. shall
ensure that the Services are conducted

1.2 Service Provider
in full and strict compliance with; (a) the
Protocol; (b) this Agreement including its
Appendices and/or amendments (as
such are agreed in accordance with
Article 11.4 hereof); (c) all of
Institution’s, and

Julius  Clinical’s

Sponsor’s reasonable instructions; and

PRImus-AD-CZE-JC&SP MRI Agreement —
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VZHLEDEM K TOMU, Ze Zadavatel by rad
zachoval urcité sluzby Poskytovatele sluzeb
pfi
zafizeni a Poskytovatel sluzeb souhlasil s

provadéni Studie ve Zdravotnickém
jejich  poskytovanim za podminek této
Smlouvy a v souladu s nimi.

NYNi TEDY Zadavatel, spole¢nost Julius
Clinical a Poskytovatel sluzeb po ndleZitém
zvazeni vSech okolnosti vCetné zde
obsaZzenych dohod, zavazk(i a ujednani,
jejichz prijeti a zakonna dostatecnost jsou
timto uznany, pfijaty a odsouhlaseny,

souhlasi s nasledujicimi podminkami:

Poskytovani sluzeb
Sluzby
Poskytovatel
poskytovat sluzby
k radnému prabéhu Studie, jak jsou

Poskytovatele sluzeb.

sluzeb se zavazuje

potrebné
popsany v Pfiloze| této Smlouvy,
castA ( ,Sluzby”).
sluZeb zajisti, aby jeho zaméstnanci,

Poskytovatel

poradci a dodavatelé a vSechny treti
strany  jinak zUcCastnéné na
Sluzeb  podle

Smlouvy jeho jménem (hromadné

poskytovani této

oznacovani jako »Personal
poskytovatele sluzeb”) plnili tuto
dodrzovali

Smlouvu a jeho

povinnosti.  Poskytovatel  sluzeb
ponese plnou odpovédnost za jejich
konani a opomenuti, jako by to byla
jeho vlastni konani a opomenuti.

Soulad

sluzeb

1.2 s predpisy.  Poskytovatel

zajisti, aby byly Sluzby

poskytovany vplném a pfisném
souladu (a) s Protokolem, (b) s touto
Smlouvou véetné jejich Pfiloh a/nebo
dodatkl (jak jsou smluveny podle ¢l.
11 odst. 4 této Smlouvy), (c) se vsemi
pokyny
Julius Clinical a Zadavatele a (d) se

pfimérenymi spolecnosti
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13

1.4

(d) all applicable laws (including those
General Data
2016/679
adopted
regulations,

implementing  EU
Protection
(“GDPR")

implementing

Regulation
and its locally
acts),
guidelines (including the Guideline for
Good Clinical Practice developed by the
International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use, Step 5
or any update or revision or successor
“ICH GCP”), all good practices, anti-
the highest
professional standards as are applicable
for the

hereunder as relevant to the jurisdiction

corruption laws, and

conduct of the Services
and territory in which Service Provider is
conducting the Services hereunder

(collectively “Applicable Laws and

Regulations”).

Subcontracting. Service Provider may
not subcontract, delegate or otherwise
assign the performance of any of the
Services without the prior written
consent of Sponsor and Julius Clinical. All
of  Service Provider’'s permitted
subcontractors shall be bound by the
provisions of this Agreement as if each
were Service Provider hereunder, and
Service Provider shall be responsible for
all acts and omissions of each such

subcontractor.

Re-performance of Services. In the event

Service Provider fails to perform the
with  this
Agreement, Service Provider shall upon

Services in accordance

PRImus-AD-CZE-JC&SP MRI Agreement —
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1.3

1.4

Julius
Clinical

vsemi platnymi zdkony (vCetné
zdkon( provadéjicich smérnice EU o
ochrané osobnich udajd ¢. 2916/679
(,GDPR“) a mistnich provadécich
pravnich predpist), predpisy, pokyny
(véetné Pokynd pro spravnou
klinickou praxi vydanych Mezinarodni
konferenci o harmonizaci technickych
pozadavk(l na registraci humannich
krok 5,

pfipadné aktualizace nebo

[éCivych pfripravk(, nebo
revize
nebo nastupce ,,ICH GCP“), veskerymi
spravnymi postupy, protikorupcnimi
zdkony, a nejvysSimi odbornymi
standardy tykajicimi se poskytovani
SluZzeb podle této Smlouvy platnymi
kde

Poskytovatel sluzeb Sluzby podle této

podle jurisdikce a uzemi,

Smlouvy  poskytuje  (hromadné
oznacovanymi jako ,Platné pravni

predpisy“).

Uzavirani subdodavatelskych smluv.

Bez prfedchoziho pisemného souhlasu

Zadavatele a spolecnosti Julius
Clinical nesmi Poskytovatel sluzeb
zajistovat plnéni Zadné ze SluZeb
prostfednictvim jiného dodavatele
ani nesmi takové plnéni prendset
Vsichni
subdodavatelé

nebo jinak postupovat.
povoleni

Poskytovatele sluZzeb jsou vazani
ustanovenimi této Smlouvy, jako by
kazdy z nich byl Poskytovatelem
sluzeb podle této Smlouvy, pficemz
za vSechna jednani a opomenuti
kazdého takového subdodavatele

odpovida Poskytovatel sluzeb.

Opakované plnéni Sluzeb. V ptipade,

Ze Poskytovatel sluzeb neposkytne
Sluzby v souladu s touto Smlouvou, je
povinen na vyzadani Zadavatele nebo
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2.1

(a)

(b)

(c)

request by Sponsor or Julius Clinical, in
addition to other remedies available to
Sponsor and Julius Clinical under this
Agreement, re-perform such non-
performing Services at no additional cost

to Sponsor and Julius Clinical.

Specific Obligations and
Responsibilities
Services-related Obligations. Service

Provider shall ensure that:

all key Service Provider Staff shall fully
and promptly comply with any requests
from Sponsor and/or Julius Clinical to
their
interests or arrangements, in form and

disclose respective  financial
substance as required for Sponsor or
Julius Clinical to comply with Applicable

Laws and Regulations; and

it shall in all respects and at all times,
within the scope of the tasks related to
the Services under this Agreement,
rights of the
randomized in

protect the personal
individuals who are

with the
participate in the Study at Institution
(“Study Subjects”); and

it shall maintain proper written records

accordance Protocol to

concerning all matters in connection
with the Services under this Agreement;
and

documents and data related to the
Services are archived in accordance with
Service Provider’s obligations under
Applicable Laws and Regulations, but at
least for a period of twenty-five (25)
years after termination of the Study. The
Service Provider shall ensure that the
Sponsor is informed before the data is
destroyed and provide Sponsor a

reasonable  opportunity to take

PRImus-AD-CZE-JC&SP MRI Agreement —
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2.1

(a)

(b)

(c)

Julius
Clinical

spole¢nosti Julius Clinical, kromé
ostatnich napravnych opatieni, ktera
maji Zadavatel a spolecnost Julius
Clinical na zdakladé této Smlouvy k
dispozici, poskytnout tyto nesplnéné
Sluzby znovu, a to bez jakychkoli
dalsich ndakladl pro Zadavatele a

spolecnost Julius Clinical.

Specifické
odpovédnosti
Povinnosti souvisejici se Sluzbami.

povinnosti a

Poskytovatel sluzeb zajisti nasledujici:
cely jeho hlavni personal bude zcela a

neprodlené  dodrZiovat  vSechny
pozadavky Zadavatele a/nebo
spolecnosti  Julius  Clinical na
zverejnéni jejich pfipadnych

financnich zajma nebo ujednani, a to
formalné i obsahové tak, jak vyZaduje
Zadavatel nebo spolec¢nost Julius
Clinical v souladu s Platnymi pravnimi
predpisy;

bude ve vSech ohledech a trvale
vramci ukold tykajicich se Sluzeb

podle této Smlouvy chranit osobni

prava osob, které jsou podle
Protokolu randomizovadny k tcasti
v Klinickém hodnoceni ve
zdravotnickém zafizeni (dale jen

»Subjekty studie®);
bude
zdznamy o

uchovavat tadné pisemné

vSech zdleZitostech
souvisejicich se Sluzbami vyplyvajicimi
z této Smlouvy;

dokumenty a data tykajici se vSech
zalezZitosti v souvislosti se Sluzbami
budou archivovany v souladu
s povinnostmi Poskytovatele sluzeb
podle Platnych pravnich predpisd,
pfinejmensim vsak po dobu dvaceti
péti (25) let od skonceni Studie.
Poskytovatel sluzeb zajisti, aby byl
Zadavatel informovan pred zni¢enim

dat a poskytne Zadavateli pfimérenou
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(f)

(b)

(d)

possession of the documentation. The
Service Provider shall take reasonable
accidental or
Study

steps to prevent

premature  destruction of
documentation; and

upon request of Julius Clinical and/or
Sponsor, it shall provide prompt updates

on the tasks related to the Services; and

Julius  Clinical and Sponsor are
immediately informed of failures to
comply with the Protocol or of any
breach of or failure to comply with the

terms of this Agreement.

Service Provider Warranties

Service Provider represents, warrants
and covenants that:

It has all
licenses and permissions to enter into

necessary authorizations,

and perform the Agreement and to
perform the Services; and
It has staff,
facilities and resources to conduct the
with  the

sufficient equipment,

Services in accordance
Agreement and Protocol; and
Service Provider Staff are sufficiently
qualified by education, trained and
experienced, and familiar with the scope
of the Services, Protocol and Applicable
Laws and Regulations; and

Service Provider Staff have any and all
current licenses and permits necessary
to perform clinical trials and are not
debarred or disqualified under any
applicable law or regulation or otherwise
prohibited by relevant authorities from
being involved in the performance of the
Services and that it will notify Julius
Clinical and Sponsor immediately after
being informed of any debarment or
disqualification action, or investigation
with regard to such, against any member
of the Service Provider Staff;

PRImus-AD-CZE-JC&SP MRI Agreement —
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(e)

(f)

(a)

(b)

()

(d)

Julius
Clinical

pfileZitost  prevzit dokumentaci.
Poskytovatel sluzeb ucini pfimérené
kroky  k

nahodnému

tomu, aby zabranil

nebo predéasnému
zniceni dokumentace Studie;

na vyzadani spolec¢nosti Julius Clinical
a/nebo
neprodlené

Zadavatele provede

aktualizace ukol
tykajicich se Sluzeb;

bude spolecnost Julius Clinical a
Zadavatele neprodlené informovat,
pokud dojde k nedodrzeni Protokolu
nebo o jakémkoli pfipadném poruseni
nedodrZeni

nebo podminek této

Smiouvy.

Zaruky Poskytovatele sluzeb
Poskytovatel sluzeb prohlasuje a
zarucuje se, Ze

ma k uzavieni a provadéni Smlouvy
Sluzeb

opravnéni,

a k poskytovani vSechna

potiebna licence,
povoleni a souhlasy;

ma k poskytovani Sluzeb podle této
Smlouvy a Protokolu dostatecny
personal, zafizeni, vybaveni a zdroje;
dostatecné

jeho  persondl je

kvalifikovany podle vzdélani,
vySkoleny a zkuSeny a je obeznameny
s rozsahem Sluzeb, Protokolem a
Platnymi pravnimi predpisy;

¢lenové jeho

persondlu  maji

k provadéni klinickych hodnoceni
vSechny aktualni licence a povoleni a
zadny znich nema zdkaz a nebyl
vylouéen zUucasti na poskytovani
SluZzeb podle kteréhokoliv platného

pravniho predpisu ani jakkoliv jinak;

pokud se Poskytovatel sluzeb o
jakémkoliv takovém zakazu,
vylouceni nebo o probihajicim
vySetfovani vtomto sméru u

kteréhokoliv svého pracovnika dozvi,
neprodlené o tom spolecnost Julius

-CZ29-26Jan24-LEG.JV.1421 FINAL
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4.2

It and the Service Provider Staff are not
bound by
commitments or participating in any

any agreements or
other clinical trials or provision of any
other services which could negatively
impact their ability to perform Services;
and

Service Provider and all Service Provider
Staff have not now and will not in the
future directly or indirectly offer or pay,
or authorize the offer or payment of
money or item of value to any
government official or representative to
influence

improperly government

actions.

Financial Obligations

Budget. In consideration of Service
Provider’s proper performance of its
obligations under this Agreement, Julius
Clinical shall make payments in the
amounts and according to the payment
schedule as set forth in Appendix |
(“Budget”). The Budget
exhaustively lists the payments which

Section B

are to be made to Service Provider and
which represent the entire consideration
due and payable for Service Provider’s
performance of the Services.

Invoices. Payments by Julius Clinical will
only be made upon receipt of an official
invoice, and, if VAT is applicable, an
VAT
payee’s VAT number) from Service

official invoice (including the
Provider which specifies in detail the
items for which payment is requested
and shall be made as additionally set
forth in Appendix I. Julius Clinical shall
pay undisputed invoices and undisputed
parts of disputed invoices within thirty
(30) days from the receipt of such.

Service Provider shall promptly invoice

PRImus-AD-CZE-JC&SP MRI Agreement —
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(e)

(f)

4.2

Julius
Clinical

Clinical a Zadavatele uvédomi;

Poskytovatel sluzeb ani jeho personal
nejsou vazani zadnou smlouvou nebo
zdvazkem ani se neucastni zadného
jiného klinického hodnoceni nebo
poskytovani sluzeb, které by mohly
dopad na
schopnost Sluzby poskytovat;

mit negativni jejich
on sam ani zaddny jeho personal
nenabidli ani neposkytli v minulosti
ani nenabidnou ani neposkytnou

v budoucnosti pfimo ani nepfimo
zadné penéini prostredky ani zadny
hodnotny predmét zadnému
pracovnikovi ¢i zdstupci statni spravy
se zamérem ovlivnit ¢innost statniho
organu ani takovym jednanim nikoho

nepoveri.

Finan¢ni zavazky

Rozpocet.
radné plnéni zavazk(l Poskytovatele

Jako protihodnotu za

sluzeb podle této Smlouvy bude
spole¢nost Julius Clinical provadét
platby ve vysi a podle rozpisu plateb,
jak je uvedeno v Priloze | ¢ast B
(,Rozpocet”).
vycerpavajicim

Rozpocet
zplUsobem stanovi
platby, které maji byt Poskytovateli
sluZeb poukazovany a jeZ predstavuji
veskeré poplatky dluzné a splatné
Poskytovateli sluzeb za plnéni Sluzeb
Faktury. Platby ze strany spolecnosti
Julius  Clinical budou provadény
pouze poté, co spolec¢nost Julius
obdrzi

sluzeb oficialni fakturu, a pokud je

Clinical od Poskytovatele
uplatfiovana dan z pfidané hodnoty,
oficialni fakturu s DPH (véetné cisla
DIC pfijemce), ktera bude podrobné
specifikovat polozky, za néi je
pozadovana platba, a bude vytvorena
tak, jak je dale stanoveno v Pfiloze I.
Julius  Clinical

Spolecnost zaplati

nesporné faktury a nesporné soucasti
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4.3

4.4

Julius Clinical any amounts due and
payable by it hereunder.

Fair Remuneration. Service Provider

represents that the Budget does not
market value and

appropriate
the
performance of its obligations under this

exceed the fair

constitutes fair and

remuneration for proper
Agreement. Service Provider declares
and agrees that the amounts payable
under the Budget do and will neither
influence Service Provider’s decision to
purchase or use any of Sponsor’s
products for Service Provider’s day-to-
day business as provider of medical care
and services outside the Study Service
not bill any patient,
insurer, or governmental agency for any

Provider shall

items, visits, services or expenses
provided or paid for by Julius Clinical or

Sponsor.

Pass-through payment. Service Provider

acknowledges and agrees that Julius
Clinical is making any and all payments
under this Agreement on behalf of
Sponsor.

Direct Access
Monitoring and Audits. Service Provider

shall ensure full cooperation with the

clinical monitors and/or auditors
designated by Julius Clinical or Sponsor
in their efforts to monitor and/or audit
the Study

Protocol

in accordance with the
and Applicable Laws and
Regulations, in particular by providing
the clinical monitors and/or auditors

with direct access to all source data and

PRImus-AD-CZE-JC&SP MRI Agreement —
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4.3

4.4

Julius
Clinical

spornych faktur do tficeti (30) dnl po
jejich obdrzeni. Poskytovatel sluzeb
bude
spole¢nosti Julius Clinical vSechny

neprodlené fakturovat
Castky dluzné asplatné podle této
Smiouvy.

Spravedlivd _odména. Poskytovatel

sluzeb  potvrzuje, Ze Rozpocet

neprevysuje  spravedlivou  trZni
hodnotu a prestavuje spravedlivou a
naleZitou odménu za spravné
provadéni jeho povinnosti podle této
Smiouvy. Poskytovatel sluzeb
prohlasuje a souhlasi s tim, Ze ¢astky
splatné podle Rozpoctu neovliviuji
a nebudou ovliviiovat jeho
rozhodnuti o ndkupu nebo pouziti

jakychkoli vyrobk( Zadavatele pro

jeho béziny provoz jakozto
poskytovatele zdravotni péce
asluzeb mimo ramec Studie.

Poskytovatel sluzeb nebude ucétovat
Zzadnému pacientovi, pojistovné ani

stadtnimu dfadu Zadné polozky,
navstévy, sluzby nebo ndklady
poskytované nebo placené
spolec¢nosti  Julius Clinical nebo
Zadavatelem.

Zprosttedkované platby.

Poskytovatel sluzeb bere na védomi a
souhlasi, Ze spole¢nost Julius Clinical
provadi veskeré platby podle této
Smlouvy jménem Zadavatele.

P¥imy pristup
Monitorovdni a audity. Poskytovatel

sluzeb  zajisti plnou soucinnost

s klinickymi monitory a/nebo
auditory uréenymi spolecnosti Julius
Clinical nebo Zadavatelem v jejich
Studii

provadét audit Studie v souladu

usili  monitorovat a/nebo
s Protokolem a Platnymi pravnimi
predpisy,
pfimého

zejména  poskytnutim

pfistupu klinickym
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5.2

source documents and any other
records, and to enable on-site
monitoring visits, upon reasonable

notice, and to provide reasonable office
space and facilities during monitoring
visits to facilitate appropriate review of
such data and documents.

Service Provider

Inspections. shall
facilitate inspections of its participation
in the Study by authorities having
jurisdiction to do so by law. To the extent
permitted by law, Service Provider shall;
(a) inform Sponsor and Julius Clinical
immediately after being notified of any
planned inspection of Service Provider's
facilities by such authority; (b) permit
Julius Clinical’s and Sponsor’s
representatives to be present during
such inspection where such relates to
the Services and/or other Study matters;
(c) provide Sponsor and Julius Clinical
with copies of any documents relating to
such inspection; and (d) allow Julius
Clinical and Sponsor to participate in any
correspondence with the respective

authority relating to such inspection.

Confidentiality

Confidential _Information. For the
purposes of this Agreement,
“Confidential Information” shall mean
any and all data and information,

irrespective of its form; (a) received or
obtained by Service Provider from Julius
Clinical or Sponsor, whether directly or
indirectly and whether in writing, orally
or in any other embodiment, including
data and information received before

PRImus-AD-CZE-JC&SP MRI Agreement —
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5.2

Julius
Clinical

monitordm a/nebo auditordm ke
vSsem zdrojovym udajim a zdrojovym
ostatnim

dokumentim avsem

zdznamim a umoznénim
monitorovacich navstév na klinickém
pracovisti po véasném oznameni
a poskytnuti pfiméfenych
kancelafskych prostor avybaveni
v pribéhu monitorovacich navstév
pro usnadnéni pfislusné kontroly

téchto dat a dokumenta.

Inspekce. Poskytovatel sluzeb
umozni, aby organy, které jsou
ktomu ze zakona opravnény,

provadély inspekce jeho uUcasti na
Studii. Nakolik to povoluje zdkon,
Poskytovatel sluzeb (a) neprodlené
uvédomi Zadavatele a spolec¢nost
Julius Clinical, jakmile se dozvi , Ze
néktery takovy orgdn planuje
v nékterém jeho zafizeni inspekci; (b)
povoli zastupclim spolecnosti Julius
Clinical a Zadavatele byt takové
inspekci pfitomni, pokud se inspekce
tyka Sluzeb a/nebo jinych zaleZitosti
ve spojitosti se Studii ; (c) poskytne
Zadavateli a spolec€nosti Julius Clinical
kopie vsech dokument( tykajicich se
téchto
spolecnosti Julius Clinical a Zadavateli
zapojit se do

s pfisluSnym organem ve véci takové

inspekci a (d) umozni
korespondence

inspekce.

Dlvérnost
Duvérné informace. Pro Ucely této

Smlouvy jsou ,Davérné informace”

veskeré Udaje a informace, bez
ohledu na jejich formu, (a) obdrzené
nebo ziskané Poskytovatelem sluzeb
od spolecnosti Julius Clinical nebo
Zadavatele, pfimo ¢i nepfimo,
pisemné, Ustné ¢i vjiné podobé,
véetné udajli a informaci obdrzenych

pred Datem ucinnosti; (b) vytvorené
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6.2

the Effective Date; (b) generated by
Service Provider as a result of the
the
performance of the Services and this

participation in the Study or
Agreement, including the results of the
Study and final with the
exception of the medical

reports,

individual
history of any potential or actual Study
Subject and any data which is contained
in the corresponding medical records
and which allow the identification of a
potential or actual Study Subject (which
for the avoidance of doubt shall remain
the personal property of the Study
Subject
confidentiality); and/or (c) based on,

and subject to medical
derived from or developed with the help
or use of any or all of the data and
information referred to in Articles 6.1(a)
and 6.1(b), including, for the avoidance
of doubt, all data and
related to Study, the
identified in the Protocol that is being
tested in the Study (“Study Drug”) and

Sponsor's research and development

information
compound

programme in the Study Drug.
Non-disclosure _and Non-use. Service

Provider shall not disclose or make
accessible any Confidential Information
to Service Provider Staff, or other of its
employees, contractors or other
individuals or entities, and shall not use
any Confidential Information, except to
the the

performance of the Agreement or

extent necessary for
explicitly permitted by Julius Clinical in

writing ("Representatives"). In any
event, Service Provider shall ensure that
all Representatives to which any
Confidential Information is disclosed, or
with access to Confidential Information,
fully comply with the obligations set
forth in this Article 6 and shall, where
impose such

necessary, upon

Representatives by way of written

PRImus-AD-CZE-JC&SP MRI Agreement —
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6.2

Julius
Clinical

Poskytovatelem sluzeb jako vysledek
Ucasti na Studii nebo pfi pInéni Sluzeb
a Smlouvy, véetné vysledk( Studie a
koneénych

zprav, s vyjimkou

jednotlivych zdravotnich anamnéz

jakéhokoli potencialniho nebo
skute¢ného Subjektu studie a vSech
udaji obsaZenych v odpovidajicich
zdravotnich zaznamech, které
umoznuji identifikaci potencialniho
nebo skutecného Subjektu studie
(které pro vylouceni pochybnosti

zGstanou  osobnim  vlastnictvim
Subjektu

lékafskému tajemstvi); a/nebo (c)

studie a podléhaji
vychazejici, odvozené nebo vyvinuté

z jakychkoliv  udaji  ainformaci
uvedenych v ¢lancich 6.1(a) a 6.1(b),
pro vylouéeni pochybnosti vcetné
vSech udajd a informaci tykajicich se
Studie, slouceniny identifikované v
Protokolu,
Studii

pripravek”) a Zadavatelova programu

ktera je testovana ve
(,Hodnoceny |éCivy

vyzkumu avyvoje Hodnoceného

|éCivého pripravku.

Nezverejnéni a nepouziti.

Poskytovatel sluzeb nezvefejni ani

nezpfistupni zadné Davérné
informace svému personalu ani jinym
svym zaméstnanclim, dodavatelim
nebo jinym fyzickym nebo
pravnickym osobam a nepouiije
zadné Duvérné informace, s vyjimkou
v mife potfebné pro plnéni Smlouvy

nebo vyslovné pisemné povolené

spolecnosti Julius Clinical
(,2astupci). V kazdém  pripadé
Poskytovatel sluzeb zarucuje, Ze
vSichni  Zastupci, jimz budou
poskytnuty jakékoli Dlvérné
informace nebo ktefi maji
k Davérnym informacim  pfistup,
budou zcela plnit povinnosti

stanovené v Clanku 6, av pfipadé
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6.3

(a)

(b)

(c)

(d)

6.4

(a)

agreement confidentiality, non-
disclosure and non-use terms no less
stringent than those set forth in this

Article 6.

Exceptions. The obligations set forth in
Article 6.2 do not apply to Confidential
Information:

that is or becomes part of the public
domain other than as a result of a
disclosure by the Service Provider or
Representatives; or

if and after it is disclosed to Service
Provider by a third party not acting on
behalf of Julius Clinical and/or Sponsor,
provided that such third party is entitled
to disclose such Confidential Information
to Service Provider and does so without
obligating Service Provider not to
disclose or use it and without breach of
obligations to Sponsor or Julius Clinical;
or

which, as can be demonstrated by
Service Provider’s prior written records,
was known by Service Provider before it
is generated, received, obtained or
granted access to as described in Article

6.1(a) and (b) above.

which, as can be demonstrated by

Service Provider’s written records,

contemporaneously made, have been
without

independently  developed,

breach of this Agreement and/or use of

or access to any Confidential
Information.

Disclosure required by law. Service
Provider is explicitly allowed, in

derogation of Articles 6.2 and 6.3, to
disclose Confidential Information:
to the extent required by law to be

PRImus-AD-CZE-JC&SP MRI Agreement —
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6.3

(a)

(b)

(c)

(d)

6.4

(a)

Julius
Clinical

potieby ulozZi témto svym Zastupclim
formou pisemné smlouvy povinnosti
ddvérnosti, nezverejiiovani
a nepouzivani, které nejsou méné
pfisné, nez jsou ty stanovené v tomto
Clanku 6.
Vyjimky.
v Clanku 6.2 se nevztahuji na Davérné

Povinnosti uvedené
informace:

které jsou nebo se stanou verejné
pfistupnymi jinak neZ nasledkem

jejich  zvefejnéni  Poskytovatelem
sluzeb nebo Z3astupci; nebo

jestlize a poté co budou Poskytovateli

sluzeb predany nékterou treti
stranou nepUlsobici jménem
spoleénosti Julius Clinical a/nebo

Zadavatele, za predpokladu, Ze tato
tfeti strana je k predani takovych
Davérnych informaci Poskytovateli
sluzeb oprdvnéna a cini tak, aniz by

Poskytovatele sluzeb zavazovala
k jejich nezverejiovani nebo
nepouZivani aaniz by porusovala

zdvazky k Zadavateli nebo spole¢nosti
Julius Clinical; nebo

které byly Poskytovateli sluzeb zndmy
byly
obdrZzeny, ziskdany nebo knim byl
povolen pfistup, jak je popsdno
v Clanku 6.1(a) a (b) vyse, co? lze

predtim, neZ vytvoreny,

z pfedchozich pisemnych zdznami
Poskytovatele sluzeb prokazat;

které byly vytvorfeny soubéiné, byly
vyvinuty nezavisle, bez poruseni této
pouziti nebo

Smlouvy a/nebo

pfistupu  k jakymkoli ~ Davérnym
informacim, coz lze z predchozich
pisemnych zaznam( Poskytovatele
sluZzeb prokazat.

zakonem.

Zverejnéni pozadované

Poskytovateli sluzeb je vyslovné
povoleno jako vyjimka z ¢lankd 6.2 a
6.3 poskytnout Dlavérné informace:

v rozsahu, nakolik jejich zvefejnéni
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Clinical
disclosed, for the sole purpose of vyzaduje zdkon, a to zjediného
complying with such requirement, divodu, totiz aby se tomuto
provided that, to the extent possible, pozadavku vyhovélo, za predpokladu,
Service Provider informs Julius Clinical Zze nakolik je to moiné, uvédomi
prior to such disclosure and upon Poskytovatel sluzeb pred timto
request from Julius Clinical and/or zverejnénim spolecnost Julius Clinical
Sponsor, reasonably cooperates with a na vyzadani spolecnosti Julius
Julius Clinical to seek appropriate Clinical a/nebo Zadavatele bude se
measures safeguarding such spolecnosti Julius Clinical pfimérené
Confidential Information. spolupracovat na vhodnych

opatfenich k zabezpecdeni téchto
Davérnych informaci.

6.5 Confidential status. Disclosure under | 6.5 Duavérny charakter. Zverejnéni podle

Article 6.4 shall not release Confidential Clanku 6.4 neméni diivérny charakter
Information from its confidential status Davérnych  informaci  a nebude
and shall not entitle Service Provider to opraviiovat Poskytovatele sluzeb
any other disclosure. k jakymkoli jinym zvefejnénim.

6.6  Property. All Confidential Information is | 6.6  Vlastnictvi. Vsechny Davérné
(or shall become where it is not yet) the informace jsou (nebo se stanou,
exclusive property of Julius Clinical pokud jesté nejsou) vyluénym
and/or Sponsor in accordance with Julius vlastnictvim spole¢nosti Julius Clinical
Clinical and Sponsor’s mutual a/nebo Zadavatele vsouladu se
agreements. vzajemnymi dohodami mezi

spolecnosti Julius Clinical

a Zadavatelem.

7. Intellectual Property 7. Dusevni vlastnictvi

7.1 Background IP. All intellectual property | 7.1  Zakladni dusevni vlastnictvi. Veskera
rights owned by or licensed to a Party (a) prava dusSevniho vlastnictvi, ktera
prior to the Effective Date or (b) during jsou vlastnictvim Smluvni strany nebo
the term of the Agreement but k nimZ Smluvni strana ziskala licenci
otherwise outside the scope of the (a) pred Datem ucinnosti nebo (b)
Agreement or Protocol (“Background béhem doby trvani Smlouvy, jinak
IP”) are and shall remain the property of vsak mimo rozsah Smlouvy nebo
such Party. Notwithstanding the above, Protokolu (dale jen ,,Zakladni duSevni
Julius Clinical and Sponsor shall have, vlastnictvi“), jsou a nadale zUstavaji
and are hereby granted, a non-exclusive, vlastnictvim této Smluvni strany. Bez
irrevocable, freely transferrable, ohledu na vySe uvedené spolecnost
perpetual, worldwide, royalty-free Julius Clinical a Zadavatel maji a je jim
license, together with the right to grant timto udélena nevyhradni,
sublicenses through all tiers, to use neodvolatelnd, volné prevoditeln3,
Service Provider’s Background IP in trvalg, celosvétova, bezplatna
conjunction with the Developments, licence, spolu s pravem udélovat
Confidential Information and the podlicence na vSech Urovnich, na

PRImus-AD-CZE-JC&SP MRI Agreement — -CZ29-26Jan24-LEG.JV.1421 FINAL
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7.2

commercial use by Julius Clinical,
Sponsor and/or their respective affiliates
or third party contractors of the subject
matter of this Agreement and the
Protocol, and further exploitation of
Study Drug, including commercialization

of the Study Drug.

Developments. Service Provider agrees,
and shall cause Service Provider Staff to
that all
developments, discoveries, innovations

agree, works, inventions,
and/or all similar creations, which are
made, created, developed, conceived or
reduced to practice by Service Provider
and/or Service Provider Staff as a result
of the Services or the performance of the
Agreement  (“Developments”) are
considered “work made for hire” for the
benefit of Sponsor and are, shall vest in
or will otherwise become the exclusive
property of Sponsor, with the inclusion
of any intellectual property rights
pertaining to such Developments and
the respective rights to register or apply
for such intellectual property rights, as
they may exist anywhere in the world.
Parties furthermore agree that where
Developments are not legally qualifiable
as “work made for hire”, Service Provider
shall ensure that any documents are
executed, and acts are performed by
Service Provider and/or Service Provider
Staff as are necessary for the assignment
of the property of such Developments to
Sponsor (“Support”). Notwithstanding
the foregoing, the Parties agree that the
amounts due by Julius Clinical and

Sponsor under the Agreement for the

PRImus-AD-CZE-JC&SP MRI Agreement —
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7.2

Julius
Clinical

Zakladniho
vlastnictvi Poskytovatele sluieb ve

vyuzivani dusevniho
spojeni s Vysledky vyvoje, Divérnymi
informacemi a komerénim
vyuzivanim predmétu této Smlouvy a
Protokolu spolecnosti Julius Clinical,
a/nebo

pfidruzenymi

Zadavatelem, jejich
pfisluSnymi

spole¢nostmi nebo externimi
dodavateli, a s dalSim vyuZivanim
[écivého

Hodnoceného pripravku

vcetné jeho komercializace.

Vysledky vyvoje. Poskytovatel sluzeb

souhlasi s tim — a stejny souhlas zajisti
u svého personalu —, Ze vSechna dila,
vynalezy, vysledky vyvoje, objevy,
inovace a/nebo podobné vytvory,
které Poskytovatel sluzeb a/nebo
jeho personal ucini, vytvofi, vyvine,
koncipuje nebo uvede do praxe jako
disledek poskytovani Sluzeb nebo
provadéni této Smlouvy (dale jen
»Vysledky vyvoje“),
povaZzovany za ,prdci na zakdzku“ pro

budou

Zadavatele abudou vyhradnim
vlastnictvim  Zadavatele, budou
pfevedeny do jeho vyhradniho

vlastnictvi ¢i se jinak stanou jeho
vyhradnim vlastnictvim, ato vietné
vSech prdv dusevniho vlastnictvi
s témito Vysledky vyvoje spojenych a
opravnéni si tato prava dusevniho
vlastnictvi zaregistrovat nebo je
prihlasit, jak mohou kdekoliv ve svété
existovat. Dale se Smluvni strany
dohodly, Ze pokud Vysledky vyvoje
nelze jako ,prdci na zakdzku“ pravné
kvalifikovat, postara se Poskytovatel
sluzeb o to, aby byly vypracovany
potfebné dokumenty a on a/nebo
provedli vSechny

jeho personal

¢innosti potfebné k prevedeni
vlastnictvi téchto Vysledkd vyvoje na

Zadavatele (,,Podpora“). Pres to, co je
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conduct of the Services by Service
Provider constitute full and sufficient
the
development, conception or reduction

consideration  for creation,
to practice of any Developments by
Service Provider and/or Service Provider
Staff. Therefore, neither Julius Clinical
nor Sponsor is liable for any additional
payments to Service Provider and/or
Service Provider Staff for Developments
coming into existence or Support.
Service Provider shall, and shall cause
Services Provider Staff, to promptly
disclose to Sponsor and Julius Clinical
any and all Developments and all

supporting documents and information

uvedeno vyse, se strany dohodly, Ze
Castka, kterou jsou spolecnost Julius
Clinical a Zadavatel povinni vyplatit
podle této Smlouvy za poskytovani
SluZeb ze strany Poskytovatele sluzeb
pfedstavuje  Uplnou  a dostacujici
odménu za vytvoreni, vyvoj, nebo
koncipovani Vysledkll vyvoje nebo
jejich uvedeni do praxe
Poskytovatelem sluzeb a/nebo jeho
personalem. Spolecnost Julius Clinical
ani Zadavatel nebudou tedy povinni
zaplatit Poskytovateli sluzeb ani jeho
personalu za vznik Vysledku vyvoje
ani za Podporu Zadnou dalsi financni
sluzeb

odménu. Poskytovatel

related to the concerning vSechny Vysledky vyvoje, veskerou
Development(s). souvisejici podkladovou dokumentaci
a informace neprodlené preda
spolecnosti Julius Clinical a Zadavateli
a zajisti, aby totéz ucinil ijeho
personal.
Publication 8.  Publikace
8.1 Right to  Publish. Service | 8.1 Pravo na publikovani. Poskytovatel
Provider shall not publish or sluzeb  nesmi  publikovat  ani
present any results of the prezentovat zadné vysledky
performance of the Services poskytovani Sluzeb podle této
hereunder. Smiouvy.
8.2 The Parties agree to the | 8.2 Smluvni strany souhlasi s
publication of the Agreement by uverejnénim Smlouvy

the Service Provider in order to
fulfill the obligations imposed on
it by Applicable Laws and
Regulations , in particular by Act

No. 340/2015 Coll., on the

Poskytovatelem sluzeb za ucelem

splnéni povinnosti uloZenych mu
Platnymi pravnimi predpisy, a to
zejména zdkonem ¢. 340/2015 Sb., o

registru smluv, ve znéni pozdéjsich

register of contracts, as predpisi, a dale pokyny a
amended, and further by rozhodnutimi Ministerstva
instructions and decisions of the zdravotnictvi Ceské republiky. Ve

Ministry of Health of the Czech
Republic. The Agreement shall
not disclose personal data of
individuals that are not publicly
available in the public register,
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Smlouvé nebudou zverejnény osobni
udaje fyzickych osob, které nejsou
verejné dostupné ve verejném
rejstfiku, Dvérné informace dle této
dale

Smlouvy a pak obchodni
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Confidential Information
according to the Agreement,
and trade secrets agreed upon
by the Parties in accordance
with Section 504 of Act No.
89/2012 Coll., the Civil Code, as
amended, as follows: Protocol,
Study design, detailed Budget,
number of Study Subjects and
their Study

duration, detailed information

remuneration,

on the Sponsor’s insurance.) For
the purpose of publishing the
Agreement in accordance with
this paragraph, the Sponsor/
Julius Clinical shall provide the
Service Provider with a revised
version of the Agreement in a
machine-readable format. The
Service Provider shall publish
the Agreement in the register of
contracts and shall inform the
Sponsor of its publication at:
info@prinnovation.org.  Julius
Clinical and Sponsor
acknowledge that the Service
state-funded
obliged to
information at the

Provider, as a
organization, is
provide
request of a third party in
accordance with Act No.
106/1999 Coll., on free access to
information, as amended.

9. Data Protection
9.1 Compliance. Service Provider
shall, and shall ensure that

Service Provider Personnel shall,
at all times comply with the
applicable laws and legislations
on the protection of personal
data. The data
processing to be performed

personal

under this Agreement will be
carried out in conformity with

PRImus-AD-CZE-JC&SP MRI Agreement —
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9.1

Julius
Clinical

tajemstvi, které si Smluvni strany
sjednavajici ve smyslu ustanoveni §
504 zak. ¢. 89/2012 Sb., obcanského
zdkoniku, ve

znéni  pozdéjsich

predpist takto:  Protokol, design

Studie, detailni Rozpocet, pocet
Subjektl studie a jejich odménovani,
délka  trvani  Studie, detailni

informace o pojisténi Zadavatele.) Za
ucelem uverejnéni této Smlouvy ve
smyslu tohoto odstavce poskytne
Zadavatel /
Poskytovateli

Julius Clinical

sluzeb revidovanou
verzi Smlouvy ve strojové Citelném
formatu. Uverejnéni Smlouvy v
registru smluv provede poskytovatel
zdravotnich sluzeb, a o uverejnéni
bude

info@prinnovation.org. Julius Clinical

Zadavatele informovat:
a Zadavatel berou na veédomi, Ze
Poskytovatel sluzeb jakozto statni
prispévkovd organizace, je povinna
na dotaz tfeti osoby poskytnout
informace podle zdkona ¢. 106/1999

Sb., o svobodném pfistupu k

informacim, ve znéni pozdéjsich
predpis.

Ochrana dat

Dodrzovani predpist. Poskytovatel

sluZzeb je povinen za vSech okolnosti
dodrZovat platné zakony a legislativu
tykajici se ochrany osobnich Udaja a
musi zajistit, aby tak Ccinili i jeho
Zameéstnanci. Zpracovani osobnich
udajl, které ma byt provadéno podle
této Smlouvy, bude provadéno v
souladu s podminkami této Smlouvy,
Smlouvy o zpracovani udajd, ktera

tvofi Prilohu IV (déle jen ,Smlouva o
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9.2

9.3

the terms of this Agreement, the
Data Processing Agreement
attached as Appendix IV (“Data
Processing Agreement”) and in

compliance with  Applicable
Laws and Regulations.

Disclosure to Julius
Clinical/Sponsor. Service

Provider 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.
Institution, Principal
Investigator and/or Study Staff
may provide personal data
relating to the Service Provider,
Principal Investigator and/or
Study Staff for the proper
performance of this Agreement.
Service Provider and Principal
Investigator acknowledge that
Study Staff that has not signed a
data consent form for the
purpose of processing their
personal data as requested by
Julius Clinical and/or Sponsor
will not be able to participate in
the Study on the basis of this
Agreement.

Complaints. The legal
representative of Sponsor, Julius

Clinical, and Service Provider are
entitled to submit complaints
with regards to Data protection
to the Competent Data
Protection Authority.

10. Term and Termination

10.1 Term. The Agreement is effective as of
the Effective Date, provided that this

Agreement

is duly executed by all

PRImus-AD-CZE-JC&SP MRI Agreement —
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9.2

9.3

10.
10.1

Julius
Clinical

zpracovani udaja“), a v souladu s
Platnymi pravnimi predpisy.

Poskytovani udaji spolecnosti Julius

Clinical/Zadavateli. Poskytovatel

sluzeb nebude spolecnosti Julius

Clinical nebo Zadavateli zasilat,
predkladat,
sdélovat Zadné osobni Udaje, které si
spole¢nost

Zadavatel

pfeddvat ani jinak

Julius  Clinical nebo
nevyzadaji nebo jejichz
sdéleni neni jinak nutné pro radné
Zdravotnické

Hlavni zkousejici a/nebo

plnéni Smiouvy.
zafizeni,
Persondl studie mohou poskytnout
osobni Udaje tykajici se Poskytovatele
sluzeb, Hlavniho zkousejiciho a/nebo
Personalu studie za ucelem fadného
plnéni této Smlouvy. Poskytovatel
sluzeb a Hlavni zkousSejici berou na
védomi, Ze Persondl studie, ktery
nepodepsal formulaf souhlasu se
zpracovanim svych osobnich udajd,
jak poZaduje spole¢nost Julius Clinical
a/nebo Zadavatel, se nebudou moci
Studie na zdkladé této Smlouvy

ucastnit.

Stiznosti. Pravni zastupce Zadavatele,
spole¢nost
Poskytovatel sluzeb jsou oprdvnéni

Julius Clinical a
podavat stiznosti tykajici se ochrany
osobnich udaji prislusSnému Gradu
pro ochranu osobnich udaju.

Doba trvani a ukoncéeni

Doba _ trvdni. Smlouva nabyva

ucinnosti k Datu ucinnosti, pokud

bude tadné podepsdana vSemi
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10.2

(b)

(c)

10.3

Parties. It shall remain in effect until the
(i) completion of all Service Provider’s
obligations under the Agreement or (ii)
termination or expiration of the CTA or
(iii) termination of the Agreement in
accordance with this Article 10.

Early Termination by any Party. Any

Party may terminate this Agreement
immediately by written notice to the
other Parties:

in the event that any of the other Parties
is in breach of its obligations under the
Agreement and fails to remedy such
breach within thirty (30) days of a
written notice; or

if the other Parties become or are
declared insolvent or a petition in
bankruptcy has been filed against a Party

or if one of the Parties is dissolved;

in the event of the occurrence of one of
the situations described in Article 13.2
(Force Majeure) and its continuance for
sixty (60) consecutive days.

Termination by Sponsor or Julius Clinical.
Without prejudice to Article 10.2 and in
addition to the reasons for termination

listed therein, Sponsor or Julius Clinical
may terminate this Agreement in writing
at any time for any reason upon a thirty
(30) days written notice. In such case,
Sponsor and Julius Clinical shall confer
with the Service Provider on the proper
wind-down or hand-over of the Services
activities as applicable.

PRImus-AD-CZE-JC&SP MRI Agreement —
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10.2

(a)

(b)

(c)

10.3

Julius
Clinical

Smluvnimi stranami. Smlouva zUstava
do (i)
Poskytovatele

v ucinnosti splnéni vsech

povinnosti sluzeb,
které vyplyvaji z této Smlouvy, nebo
(ii) ukonceni nebo vyprseni platnosti
CTA nebo (iii) ukonéeni Smlouvy v

souladu s timto Clankem 10.

Predcasna vypovéd kteroukoli ze

Smluvnich  stran. Kterdkoli ze

Smluvnich stran mlzZe tuto Smlouvu

vypovédét predCasné pisemnym
ozhamenim  ostatnim  Smluvnim
stranam:

v pfipadé, Ze kterdkoliv z ostatnich

Smluvnich  stran  poruSuje  své
povinnosti podle Smlouvy a do tficeti
(30) dni od pisemného upozornéni
nezjedna napravu takového poruseni;
pokud se ostatni Smluvni strany
dostanou do platebni neschopnosti
nebo budou prohldseny platebné
neschopnymi nebo byl na nékterou
znich podan ndvrh na prohlaseni
konkurzu, nebo pokud je néktera
z nich zrusena;

pokud nastane néktera ze situaci

popsanych v Clanku 13.2 (Vy3&i moc)

atento stav potrva Sedesat (60)
souvislych dni.
Vypovézeni  Zadavatelem  nebo

spolecnosti Julius Clinical. Aniz by byl

dotéen ¢lanek 10.2, a kromé dlvodu
pro ukonceni v ném uvedenych mize
Zadavatel nebo spolec¢nost Julius
kdykoliv
z jakéhokoliv divodu vypovédét na

zakladé

Clinical tuto Smlouvu

pisemné vypovédi
s vypovédni lhtou v délce tficeti (30)
dn(. V takovém pripadé se Zadavatel
a spolecnost Julius Clinical musi
dohodnout s Poskytovatelem sluzeb
na radném ukonceni nebo pripadné
¢innosti

predani souvisejicich  se

Sluzbami.
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10.4 Effects of Receipt of Notice. Upon | 10.4 Ucinky pfijeti ozndmeni. Po pfFijeti

10.5

receipt of notice of termination from

Sponsor or Julius Clinical, Service
Provider shall immediately cease the
performance of the Services, cancel all
cancellable expenses and minimise
further costs.

Surviving Obligations. Without prejudice

to Article 10.4, in the event of expiry or
early termination of this Agreement:

shall
Julius

Service  Provider reasonably

cooperate with Clinical and
Sponsor, as applicable, in the proper
winding down of the Services, and to

promptly return and transfer any and all

10.5

(a)

oznameni o ukondeni/vypovédi od
Zadavatele nebo spolecnosti Julius
Clinical zastavi Poskytovatel sluzeb
okamzité poskytovani sluzeb, ukonci
vSechny zrusitelné vydaje a bude
minimalizovat dalsi naklady.

Pretrvdvajici zavazky. Aniz by byl
¢lanek 10.4,
vyprseni nebo predéasného ukonceni

dotcen v pfipadé
této Smlouvy:

Bude
spole¢nosti

Poskytovatel  sluieb  se

Julius Clinical a
Zadavatelem podle situace pfimérené
spolupracovat na radném ukonceni

Sluzeb a neprodlené vrati veskeré

Confidential Information and other Davérné informace a dalsi informace,
information, documents, and any other dokumenty, Hodnoceny [éCivy
items which, by virtue of this Agreement pfipravek a  vSechny  ostatni
or otherwise, are or will become the predméty, které ve smyslu této

property of or shall be transferred into
the possession of Julius Clinical and/or
the Sponsor; and

Smlouvy nebo jinak jsou nebo se
stanou vlastnictvim spole¢nosti Julius
nebo

Clinical a/nebo Zadavatele

budou prevedeny do jejich drzeni.

(b)  Julius Clinical shall pay any outstanding | (b)  Spole¢nost Julius Clinical zaplati
amounts due to Service Provider by vSechny zbyvajici ¢&astky dluiné
virtue of the Agreement and actually and Poskytovateli sluzeb podle této

necessarily incurred expenses for

services to be provided up to the date of
the expiry or termination of this

Agreement. The Service Provider shall,

Smlouvy a skutecné a nezbytné
vynaloZené naklady na sluzby, které
budou poskytnuty do data vyprseni
ukoncéeni  této

nebo Smiouvy.

or shall ensure that Payee shall, Poskytovatel sluzeb vrati nebo zajisti,
promptly refund any payments made in aby Pfijemce vratil, neprodlené
advance by Julius Clinical or Sponsor for vSechny zalohové platby, které
work not completed or that are not due spole¢nost  Julius  Clinical nebo
or are unearned at such date under the Zadavatel zaplati za praci, ktera
Agreement; and nebude dokoncena, nebo které

the obligations set forth in Articles
10.5(a) and 10.5(b) survive the expiry or
termination of the Agreement until they
are Service

fully complied with.
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nebudou splatné nebo na né nebude
datu
narok na zakladé provedené prace.

k takovému podle Smlouvy
Povinnosti uvedené v ¢l. 10 odst. 5
pism. (a) a (b) budou pretrvavat i po
ukonceni  této

vyprseni  nebo

Smlouvy, dokud nebudou v Uplnosti
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11.

111

Provider’s obligations set forth in
Articles 2.1(d), 3.1(d), 3.1(f),4.2, 5, 6, 7,
8, 9.1 this Article 10.5 (c), 11, 12 and
Article 13
termination  of

survive the expiry or

this  Agreement

indefinitely.

Limitation of Liability

To the extent permitted by law and
except as otherwise provided in this
Agreement, Parties agree that Julius
Clinical shall not be liable under any
theory of law for or in connection with
the Study Drug,
equipment provided to perform the

the Protocol, any

Services, or information provided
related thereto, or the Sponsor and

Service Provider’s participation in the

Study, except for direct damages
resulting from a breach by Julius
Clinical’'s  obligations  under this

Agreement. To the extent permitted by
law, Parties agree that Service Provider
shall not be liable under any theory of
law for or in connection with Study Drug,
the Protocol, or information provided
related thereto, or the Sponsor and
in the
Services, except for direct damages

Julius Clinical’s participation

resulting from a breach by Service
this
Agreement. This provision is without

Provider’s  obligations under
prejudice to any obligations of Sponsor
which may exist by law or under this
Agreement or separate agreements to

which Sponsor is a party.
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11.

111

Julius
Clinical

splnény. Povinnosti Poskytovatele
sluzeb vyjmenované v ¢l. 2 odst. 1
pism. (d), €l. 3 odst. 1 pism. (d) a (f)
¢l.,, 4 odst. 2, ¢l. 5, ¢l. 6, ¢l. 7, ¢l. 8, ¢l.
9 odst. 1. , tomto ¢l. 10 odst. 5 pism.
(c), €l. 11, ¢l. 12 a €l. 13 budou platit i
této

po vyprseni nebo ukonceni

Smlouvy trvale.

Omezeni odpovédnosti

V rozsahu, nakolik to povoluje zdkon
a neni-li Smlouvou dano jinak, se
Smluvni  strany  dohodly, Ze
spole¢nost Julius Clinical neponese
podle zakonného

ustanoveni odpovédnost v souvislosti

zadného

s Hodnocenym |é¢ivym pfipravkem,
Protokolem, jakymkoliv vybavenim
Sluzeb,
nebo informacemi vtomto ohledu

poskytnutym  k provadéni

poskytnutymi ani za Gcast Zadavatele

nebo Poskytovatele sluzeb na
Klinickém hodnoceni, ledaze se bude
jednat o pfimou Skodu v dasledku
toho, Ze spolecnost Julius Clinical
porusila své povinnosti podle této
Smlouvy. V rozsahu povoleném
zdkonem se Smluvni strany dohodly,
Ze Poskytovatel sluzeb neponese

podle zadného zakonného
ustanoveni odpovédnost v souvislosti
s Hodnocenym lécivym pfipravkem,
Protokolem  nebo  informacemi
v tomto ohledu poskytnutymi ani za
Ucast Zadavatele nebo spolecnosti
Julius Clinical na Sluzbach, ledaze se
bude Skodu

v disledku toho, Ze Poskytovatel

jednat o pfimou
sluzeb porusil své povinnosti podle
této Smlouvy. Timto ustanovenim
nejsou nijak dotéeny zadné pripadné
povinnosti Zadavatele podle zdkona
nebo podle této Smlouvy nebo podle
jejichz je

samostatnych  smluyv,
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12.
12.1

13.
131

Insurance
Insurance. Each Party will maintain
general and professional liability

insurance, with a financially sound and
reputable insurer, in an amount that will
be adequate to cover its obligations
under this Agreement and in accordance
with Applicable Laws and Regulations,
and, upon request each Party shall
provide to the other Party a certificate of
insurance showing that such insurance is
in place. Parties ensure that insurance
premiums are duly paid in order to avoid
any suspensions of the concerning
insurance policies. The receipt of any
such documentation by either Party and
its failure to request a prolongation,
increase or other change in its insurance
shall
acceptance of a limitation of the other

coverage not constitute an
Party’s liability under this Agreement.
The Service Provider has concluded
statutory insurance as regulated in § 45

of Act No. 372/2011 Coll.

General Provisions
Independent Contractors. Nothing in the

Agreement shall be interpreted as
creating an employment relationship,
principal and agent relationship,
between Service Provider on the one
hand and Sponsor and/ or Julius Clinical
on the other hand. Accordingly, Service
shall
agreement in Sponsor’s and/or Julius
shall

purport to act as Sponsor’s and/or Julius

Provider not enter into any

Clinical’s name or otherwise

Clinical’s agent.
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12.
12.1

13.
131

Julius
Clinical

smluvni stranou.

Pojisténi

Pojisténi. Kazdd Smluvni strana bude
mit uzaviené pojiSténi obecné a
profesni odpovédnosti u financné
spolehlivé a renomované pojistovny
ve vysi, kterd bude pfimérend k
pokryti jejich povinnosti vyplyvajicich
z této Smlouvy a kterd bude v souladu
s Platnymi pravnimi predpisy zakony,
a kazda Smluvni strana je povinna
predlozit na vyzadani druhé Smluvni
strané  potvrzeni o  pojisténi
prokazujici, Ze toto pojisténi bylo
uzavieno. Smluvni strany zajisti radné
placeni pojistného, aby se predeslo
jakymkoli pozastavenim pfislusnych
pojistek. Obdrzeni jakékoli takové
dokumentace kteroukoli ze
Smluvnich stran a nepozadani o

prodlouzeni, navySeni nebo jinou

zménu v pojistném kryti
nepredstavuje  pfijeti  jakéhokoli
omezeni odpovédnosti druhé

Smluvni strany podle této Smlouvy.

Poskytovatel uzavrel zdkonné
pojisténi dle Upravy v ustanoveni § 45

zakona €. 372/2011 Sb.

Vseobecna ustanoveni
Nic v této

Smlouvé nebude vykladano

Nezavisli dodavatelé.

jako
vytvareni zaméstnaneckého vztahu
nebo vztahu zastupovaného a
zastupujictho mezi Poskytovatelem
sluZzeb na jedné strané a Zadavatelem
a/nebo spoleénosti Julius Clinical na
druhé.

Poskytovatel sluzeb neuzavie Zadnou

strané Vsouladu stim

smlouvu jménem Zadavatele a/nebo
spolec¢nosti Julius Clinical, ani se
nebude chovat

jako  zastupce

Zadavatele a/nebo spoleénosti Julius

-CZ29-26Jan24-LEG.JV.1421 FINAL



PRImus-AD-Sponsor -CTA-Services Agreement-Template—V22.01

13.2

13.3

13.4

Force Majeure. In the event that it is
objectively impossible for a Party to
perform or comply with all or some of its
obligations under the Agreement due to
a cause beyond such Party’s reasonable
control, such Party is excused from
with  the
while such

complying respective

obligations impossibility
continues to exist. The Party invoking
such impossibility shall as soon as
reasonably possible inform the other
Parties of the impossibility and the cause

of such.

Entire Agreement and Amendments.

This Agreement, including the recitals

and any appendices, addenda,
attachments or exhibits thereto,
constitutes the entire Agreement

between the Parties, and replaces and
supersedes all previous oral and written
representations and  agreements,
regarding the subject-matter of the
Agreement. Any amendments or
modifications to the Agreement are only
valid and binding if they are reduced to
writing and duly executed by the
authorized representatives of all Parties,
except for certain changes in the Budget,
mutually agreeable to the Parties, in
which case Service Provider will be
Letter the
modification of the Budget (“Budget

Letter”).

provided with a for

Notices. Any notice, consent, request or

other communication required or
permitted hereunder shall be made in
writing using the notice details specified
below and shall be deemed given if; (a)
delivered by a reputable overnight
delivery service, on the next business

day after being placed in the possession
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13.2

13.3

13.4

Julius
Clinical

Clinical.

VyS$Si moc. V pfipadé, Ze nebude pro
nékterou Smluvni stranu objektivné
mozné plnit nebo dodrZovat vSechny
nebo nékteré povinnosti podle této
Smlouvy  zpfi¢in  prekracujicich
rozumnou kontrolu této Smluvni
strané

strany, bude této Smluvni

dodrzovani takové
dokud  bude

nemozZnost nadale existovat. Smluvni

prominuto
povinnosti, tato

strana, kterd se dovolava této
nemoznosti, bude informovat ostatni
Smluvni strany o této nemoZnosti a
jeji pficiné, jakmile to bude rozumné
mozné.

Uplnd Smlouva a dodatky. Tato

Smlouva, véetné uvodnich

ustanoveni a veSkerych pfiloh,
dodatkli, doplnéni nebo doplnka,
predstavuje Uplnou Smlouvu mezi
Smluvnimi  stranami  a nahrazuje
vSechny predchozi uUstni a pisemné
dohody

predmétu Smlouvy. VSechny dodatky

asmlouvy tykajici se
nebo Upravy Smlouvy budou platné a
pokud
provedeny pisemné a fadné uzavieny

zdvazné, pouze budou
povérenymi zastupci vsech Smluvnich
stran, a to s vyjimkou urcitych zmén
v Rozpoctu, které jsou pro Smluvni
strany vzajemné pfijatelné, pficemz
pfipadé
sluzeb obdrZi pisemné Ozndmeni o

v takovém Poskytovatel

Zmeéneé Rozpoctu (,0znameni

o Rozpoctu“).

Ozndmeni. VSechna  ozndameni,

souhlasy, Zadosti nebo  jind

komunikace = pozadované nebo
povolené podle této Smlouvy budou
ucinény pisemné s vyuZitim
kontaktnich udajd uvedenych nize a
budou povaZovany za dorucené,

pokud (a) jsou doruceny doruéovaci
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of such service; or (b) by facsimile or e-
mail, when electronic confirmation of
receipt is received; or (c) by registered or
certified mail, three days after the date
postmarked, return receipt requested,

postage paid.

If to Service Provider:

FN Motol

V Uvalu 84

150 06 Praha 5
Ceska republika
Studie@fnmotol.cz

If to Julius Clinical:

Julius Clinical

To the attention of:
Broederplein 41-43

3703 CD Zeist, The Netherlands

CC:
Contract Support
e R S i

5"";-'-" 3"i .-m:l_.',r.n,_.;:

If to Sponsor:
PRInnovation GmbH
To the attention of: ,

LagerhofstralRe 4
04103 Leipzig, Germany

T e i
A e et Rl 20

13.5 Waiver. Afailure by a Party to insist upon
proper performance of this Agreement
shall not constitute, or be interpreted to

PRImus-AD-CZE-JC&SP MRI Agreement —
Page 22 of 53

Julius
Clinical

sluzbou dobré povésti provadéjici
do druhého dne,
nasledujici pracovni den po predani
takové dorucovaci sluzbé; nebo (b)
jsou zasilany faxem nebo e-mailem,

doruceni pak

pak ve chvili, kdy je obdrzeno
elektronické potvrzeni o pfijeti; nebo

(c)

doporucena zasilka nebo jako zasilka

jsou zasildny postou jako

s potvrzenim o doruceni, S
dorucenkou, vyplacené, pak tti dny
od data na postovnim razitku.

Pokud je ozndmeni urcéeno Poskytovateli
sluZeb:

FN Motol

V Uvalu 84

150 06 Praha 5

Ceska republika

Studie@fnmotol.cz

Pokud je ozndmeni urceno spolecnosti
Julius Clinical:

Julius Clinical

K rukam:

Broederplein 41-43

3703 CD Zeist, Nizozemsko

R b TR
e *:;'T

V kopii:
Contract Support

Gt
_,I;E'z\.'_."', "ﬁ' ..-r :-:w- u -h...-'

R e T

. Froe it ML
.-'.r::'t'--.'-:*q
Pokud je ozndmeni uréeno Zadavateli:
PRInnovation GmbH
K rukam: ,

LagerhofstralRe 4
04103 Leipzig, Némecko

R AL e R i LT
lEI'!-'.:[_.'-:':,-'_a-.c ,__'*:.E?:-w. éﬁ___ WL
AT R e R

13.5 Zreknuti
Smluvni

se prav. Pokud néktera

strana nebude trvat na
fadném plnéni této Smlouvy, nebude
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13.6

13.7

13.8

constitute, a waiver of its right to proper
performance by another Party.

Severability. In the event that any
provision of the Agreement is found by
the authority having jurisdiction over the
interpretation and enforcement of the
Agreement to be unenforceable under
the applicable law, such provision shall
be restructured or replaced by a
provision so it is enforceable under the
applicable law, but reflects the contents
of the original provision to the extent

possible.

Assignment. Service Provider shall not
assign, delegate, subcontract or transfer
any of its

rights, obligations or

performance under the Agreement
(“Transfer”) without Julius Clinical’s
explicit prior written consent which may
be withheld or refused at Sponsor’s
and/or Julius Clinical’s discretion. The
Sponsor is entitled to share or transfer
all of its information, results and rights of
this with its

cooperation partner Priavoid GmbH.

Agreement research

Conflicting Provisions. In the event of a

conflict between the terms of the
the
Protocol prevails with respect to the

Protocol and the Agreement,
description of the Services conduct,
Services procedures, all medical and
safety terms, and the Agreement
prevails with respect to all other terms,
including but not limited to terms
related to compensation, confidentiality,
publication, intellectual property and

liability.
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13.6

13.7

13.8

Julius
Clinical

to predstavovat ani to nebude
vykladano jako zreknuti se jejich prav
na pozadovani fadného plnéni jinou
Smluvni stranou.

Oddélitelnost. V pripadé, Ze organ,
ktery ma pravomoc vykladat a
vymahat Smlouvu, zjisti, Ze nékteré
ustanoveni Smlouvy je podle
pfislusného zdkona nevymahatelné,
bude toto ustanoveni prepracovdno
nebo nahrazeno ustanovenim tak,
aby bylo podle pfislusného zakona
vymahatelné, ale aby v co nejvétsim
odrazelo

rozsahu pavodni

ustanoveni.

Postoupeni. Poskytovatel sluzeb neni
oprdvnén postoupit, pfenést, zajistit
prostfednictvim jiného dodavatele
nebo prevést jakékoliv ze svych prav,
povinnosti nebo plnéni podle této
(,,Postoupeni”)
vyslovného predchoziho pisemného

Smlouvy bez
souhlasu spolec¢nosti Julius Clinical,
ktery mize byt na zakladé rozhodnuti
Zadavatele a/nebo spolecnosti Julius
Clinical odvoldn nebo odepten.
Zadavatel je opravnén sdilet veskeré
své informace, vysledky a prava
vyplyvajici z této Smlouvy se svym
partnerem pro vyzkum, spole¢nosti
Priavoid GmbH,
prevadét.
Konfliktni
rozporu mezi ustanovenimi Protokolu

nebo je na néj

ustanoveni. V pfipadé

a Smlouvy ma sohledem na popis
provadéni SluZeb, postupy Sluzeb,

vSsechny lékarské a bezpecnostni
podminky prednost Protokol
asohledem na vSechna ostatni

ujedndni, zejména ujednani tykajici
se odskodnéni, divérnosti, publikaci,
dusevniho vlastnictvi a odpovédnosti
ma prednost tato Smlouva.

-CZ29-26Jan24-LEG.JV.1421 FINAL



Julius
Clinical

PRImus-AD-Sponsor -CTA-Services Agreement-Template—V22.01

13.9 Use of Name. Service Provider will not | 13.9 PouZivdni jména. Poskytovatel sluzeb

use Sponsor nor Julius Clinical’s name in
connection with any publication or
promotion or press release without
Sponsor or Julius Clinical's prior written
consent, as applicable.

13.10 Law and Jurisdiction. The interpretation,

construction and performance of the
Agreement and the resolution of any
disputes relating hereto is governed by
the laws of the Czech Republic, without
its conflict of law provisions. Any
disputes relating to the Agreement shall
be resolved exclusively by the
competent courts of the Czech Republic.

13.11 Counterparts. This Agreement may be

executed in three counterparts, each of
which shall be deemed an original and all
of which shall together be deemed to
constitute one agreement. The Parties
agree that execution of this Agreement
by
signature

electronic
by
exchanging signed versions of the

industry  standard

software and /or
Agreement in high quality PDF shall have
the same legal force and effect as the
exchange of agreements with original

signatures.

13.12 Prevailing language. This Agreement is

executed in both the English and Czech
language. In case of any deviations in the
meaning of the English and the Czech
version, the Czech version shall prevail.

[The remainder of this page is left blank

intentionally]
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13.10

13.11

13.12

nebude pouZivat jméno Zadavatele

ani spole¢nosti Julius Clinical v

souvislosti s Zadnou publikaci,

propagaci ani tiskovou zpravou bez

predchoziho pisemného souhlasu
Zadavatele nebo pfipadné
spolecnosti Julius Clinical.

Rozhodné pravo a soudni

prislusnost. Vyklad, chapani a plnéni
Smlouvy a feSeni vSech sporl sni
souvisejicich se fidi ¢eskym pravem,
prficemz jsou vyloucena kolizni
ustanoveni. VSechny spory souvisejici
se Smlouvou budou feseny vylucné

prislunymi soudy v Ceské republice.

Stejnopisy. Tato Smlouva muze byt
vyhotovena ve trech stejnopisech,
z nichZ kazdy je povaZzovdn za original,

a vsechny spole¢né budou
povazovany za jednu Smlouvu.
Smluvni strany souhlasi stim, Zze
uzavieni této Smlouvy pomoci
softwaru elektronického podpisu
standardné pouZivaného v oboru

a/nebo vyménou podepsanych verzi
Smlouvy ve formé PDF vysoké kvality
bude
a ucinnost

mit  stejnou  pravni silu

jako  vyména  smluv

s originalnimi podpisy.

Rozhodujici jazyk. Tato Smlouva je

vyhotovena v anglickém a ceském
jazyce. V ptipadé jakychkoli odchylek
ve vyznamu anglické a ceské verze
bude rozhodujici verze ceska.

[Zbytek této strany je zamérné ponechdn

prazdny]
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IN WITNESS WHEREOF, the Parties hereto have
caused this Agreement to be executed in three
or more counterparts by their duly legally
Parties
acknowledge and agree that each has read the

authorized representatives.

Agreement and agrees to be bound by the terms
and conditions hereof.

Service Provider / Poskytovatel sluzeb:

Julius

A NA DUKAZ TOHO timto Smluvni strany
podepsaly tuto Smlouvu ve tfech nebo vice
stejnopisech prostfednictvim fadné prdvné
zplnomocnénych zastupcl. Smluvni strany berou
na védomi a souhlasi stim, Ze si kazda z nich
precetla tuto Smlouvu a souhlasi s tim, Ze bude

vazana jejimi ustanovenimi.

Julius Clinical :

Signature / Podpis

Name / Jméno

Title / Pozice

Place, Country /
Misto, zemé

Date / Datum

PRInnovation GmbH:

Name / Jméno

Title / Pozice

Place, Country /
Misto, zemé

Date / Datum

PRInnovation GmbH:

PRImus-AD-CZE-JC&SP MRI Agreement —
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Signature / Podpis
Name / Jméno
Title / Pozice

Place, Countr
, . v/ Zeist, The Netherlands
Misto, zemé

Date / Datum

Clinical
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Name / Jméno
Title / Pozice

Place, Country /
Misto, zemé

Date / Datum

PRImus-AD-CZE-JC&SP MRI Agreement —
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APPENDIX |

A. Services

Pursuant to Article 1.1 of the Agreement, Service
Provider shall perform certain Lumbar Puncture
services as necessary for the performance of the
Study in accordance with the Protocol, this

Agreement and Lumbar Puncture manual,

including but not limited to (“Services”):

PRImus-AD-CZE-JC&SP MRI Agreement —
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Julius

Clinical
PRILOHA |
A. Sluzby
Podle ¢l. 1 odst. 1 této Smlouvy bude
Poskytovatel sluzeb provadét urcité sluzby

v oblasti lumbdlni punkce pro potreby Studie

podle Protokolu, této Smlouvy a pfirucky

lumbalni punkce, kam spadaji zejména tyto
sluzby ( ,,Sluzby“):
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APPENDIX Il - Budget
A. General.

Parties agree that Julius Clinical shall make the
payments listed below, which shall constitute
the entire consideration for Service Provider’s
performance of their obligations under this
Agreement.

Parties agree that Julius Clinical shall pay the fees
in accordance with Article 4 of the Agreement
and this Appendix Il, Section B, only for work
actually and properly performed, and shall
reimburse only expenses actually incurred, in
accordance with Article 4 and this Appendix Il
Section B. To the extent that work was partly
performed, or expenses partly incurred, Julius
Clinical's  payments shall be prorated
accordingly, pursuant to and in accordance with
the terms of Article 10.5(b).

The total amount is inclusive of all costs.
Payments under this Agreement include any
taxes, social insurance, and other premiums or
contributions that Service Provider is legally or
contractually obligated to pay, and Service
Provider shall be solely liable for payment of
such costs.

Julius Clinical shall not (nor, for the avoidance of
doubt, shall Sponsor) be obligated to pay any
higher amounts or make any other payments,
than those explicitly listed in the Budget, except
to the extent that Julius Clinical has given its
prior written approval, and such additional
payments are clearly documented in writing
between the Parties in accordance with Article
13.3 of this Agreement.

B. Payment
Fees for Services

In consideration for the performance of the
Services, as specified under section A “Services”
herein above, Julius Clinical shall pay to Service
Provider the fees as specified below:

PRImus-AD-CZE-JC&SP MRI Agreement —
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Julius
Clinical

PRILOHA Il — Rozpocet
A. Obecné

Smluvni strany se dohodly, Ze spolec¢nost Julius
Clinical bude poukazovat platby uvedené nize,
pficemZ tyto platby pfedstavuji Uplnou odménu
Poskytovateli sluzeb za jeho cinnosti podle této
Smiouvy.

Smluvni strany se dohodly, Ze spolec¢nost Julius
Clinical bude platby poukazovat podle Clanku 4
Smlouvy a této Pfilohy II, Casti B, a to pouze za
¢innosti skute¢né a radné provedené, a rovnéz
podle Clanku 4 Smlouvy a této PFilohy II, Casti B,
uhradi pouze skutec¢né vydaje. Pokud bude nékterd
¢innost provedena pouze ¢asteéné nebo budou
vydaje pouze castecné, uhradi spolecnost Julius
Clinical pouze odpovidajici podil podle podminek ¢l.
10 odst. 5 pism. (b).

Celkova castka zahrnuje veskeré naklady. Platby
podle této Smlouvy zahrnuji veskeré dané, socialni
pojiSténi a jiné pojistné a prispévky, které je
Poskytovatel sluzeb ze zdkona nebo na zakladé
smlouvy povinen platit, pficemz vyhradni
odpovédnost za Uhradu téchto nakladl nese
Poskytovatel sluzeb.

Spolecnost Julius Clinical (a aby bylo jasno, ani
Zadavatel) nebude mit za povinnost hradit vyssi
Castky ani platit jakékoliv jiné uhrady mimo to, co je
vyslovné uvedeno v Rozpisu plateb, ledaze k nim
spole¢nost Julius Clinical udéli pfedem pisemny
souhlas a tyto dalsi platby budou mezi Smluvnimi
stranami zfetelné pisemné zdokumentovany podle
¢l. 13 odst. 3 této Smlouvy.

B. Platba
Poplatky za Sluzby

Za poskytovani SluZeb, jak jsou specifikovany vyse v
¢asti A ,,Sluzby” v tomto dokumentu, je spole¢nost
Julius Clinical povinna uhradit Poskytovateli sluzeb
poplatky uvedené nize:

-CZ29-26Jan24-LEG.JV.1421 FINAL
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Lumbar Puncture Service payment (€)

Per Lumbar Puncture

Start-up Fee

All
Agreement shall be made only to the payee(s)

Payment Details. payments under the

indicated in Appendix Ill (Payment Instructions
the
payment details therein. Service Provider shall

Form), in accordance with indicated
provide Julius Clinical with a separate duly
completed Payment Instructions Form before
the start of the (pre-)invoice process, in case
Appendix Il is not duly completed at the time of

execution of the Agreement.

Invoicing. Payments by Julius Clinical will only be
made upon receipt of a VAT invoice from Service
Provider, which specifies in detail the items for
which payment is requested. In the months
January, April, July and October of each year,
Julius Clinical will provide the Payee with an
overview (the pre-invoice) summarizing the
amount to be invoiced by the Payee, within one
month after receipt thereof, the Payee will
submit an invoice for such amount to Julius
Clinical.

Julius Clinical strongly encourages submission
of electronic invoices. Electronic invoices should
be sent to the following e-mail address:

iR BRI As an alternative,
hardcoples of the invoice can be sent to Julius
Clinical, Finance Department, Broederplein 41-
43, 3703 CD Zeist, The Netherlands. Inquiries on
payment status can be made by contacting the
Contract & Payments Group at
SRR S P RSE Include the protocol
and site number on all correspondences.

Payments will be made in the currency as stated
in the Agreement. Payments in local currency are

PRImus-AD-CZE-JC&SP MRI Agreement —
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Julius
Clinical

Lumbalni punkce sluzba Uhrada (€):

Za Lumbalni punkci

Zahajovaci poplatek

Podrobnosti o platbach. VSechny platby podle této

Smlouvy budou poukazovany pouze

1]
(Formular pokyna k platbam), a to podle platebnich

prijemci/pfijemcdm  uvedenym v Pfiloze
udajd v oné priloze uvedenych. Pokud Pfiloha Il
nebude v dobé podpisu této Smlouvy vyplnén3,
predlozi Poskytovatel sluzeb spolecnosti Julius
Clinical pred zapocetim (pro forma) fakturace
pokynd

samostatny tradné vyplnény Formulafr

k platbam.

Fakturace. Spole¢nost Julius Clinical bude platby
hradit teprve potom, co od Poskytovatele sluzeb
obdrzi fakturu — danovy doklad s uvedenym DPH
V mésicich
lednu, dubnu, Cervenci a fijnu zasle Julius Clinical
plateb prehled
shrnujici ¢astku, kterou ma prijemce fakturovat. Do

srozpisem fakturovanych poloZek.

pfijemci (pro forma fakturu)

jednoho meésice od obdrzeni prehledu zasle

prijemce fakturu na uvedenou ¢astku Julius Clinical.

Spolecnost Julius Clinical velice podporuje zasilani

elektronickych faktur. Ty se zasilaji na e-mailovou

adresu faiimrRimiEesae it Také je mozno

zasilat vytisténé faktury na adresu Julius Clinical,
Finance Department, Broederplein 41-43, 3703 CD
Zeist, Nizozemsko. Dotazy na stav plateb smérujte

na ,Contract & Payments Group” na adrese

5 1t LT
,:'"1’ R *‘F't* --»-,‘"",1 aq, » V korepondenci vidy

uvadéjte cnslo protokolu a ¢islo centra.

Platby se hradi v méné uvedené ve Smlouvé. Platby
v mistni méné jsou mozné na zakladé predchoziho
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allowed upon prior written approval of Julius
Clinical. In such case however, the bank costs for
such transactions will be shared by payee and
Julius Clinical.

The following information must be included on
all invoices:

e Invoice number

e Invoice date

e  Total amount of invoice

e Principal Investigator Name

e  Service Provider Name

e  Protocol Number

e  Period of Services Provided

e Description of Services Provided

Where the payee is VAT/GST registered then the
following information should also be provided:
e VAT/GST registration number of the
supplier (payee),
country code (if applicable); and
e  VAT/GST registration number of the
customer (Julius Clinical), prefixed with
their country code (if applicable); and
e The rate of VAT/GST and amount of
VAT/GST payable; and
e The amount exclusive of VAT/GST (net

prefixed with their

amount); and

e  Total amount payable (gross amount).

e Any other information required to be
shown on a valid VAT/GST invoice under
local regulations

Failure to include this required information on

Julius
Clinical

pisemného souhlasu Julius Clinical; o bankovni
poplatky za tyto transakce se v takovém pfipadé
podéli ptijemce plateb a spolecnost Julius Clinical.

Ve vSech fakturach je nutno uvadét:

e  (islo faktury,

e  datum vystaveni faktury,

e celkovou fakturovanou castku,
e jméno Hlavniho zkousejiciho,
e jméno Poskytovatele sluzeb,

e (islo Protokolu,

e  obdobi poskytnutych Sluzeb,

popis poskytnutych Sluzeb.

Pokud je pfijemce plateb pldtcem DPH, je treba

uvadét dale i tyto udaje:

e pfijemcovo registracni Cislo platce DPH,
prefix skéddem zemé (pokud pfichazi
v Uvahu);

e  zdkaznikovo (Julius Clinical) registracni Cislo
platce DPH, prefix skddem zemé (pokud
prichdzi v uvahu);

e sazbu DPH a celkovou ¢astku DPH;

e fakturovanou ¢astku bez DPH (Cistou);

e celkovou (hrubou) fakturovanou ¢astku;

e pfipadné dalsi udaje, které musi platna
faktura — danovy doklad obsahovat podle

mistnich pravnich predpis(.

Pokud tyto pozZadavky na udaje ve fakturach

all invoices will result in delayed payment.

Withholding Taxes. Julius Clinical

required by law and/or the relevant tax authority

may be

to deduct certain withholding taxes from
(“Withholding
Taxes”). If and to the extent Julius Clinical apply

payments made to payee

Withholding Taxes to payments to the payee and
correctly remit the amount of any such
Withholding Taxes to the relevant tax authority,

PRImus-AD-CZE-JC&SP MRI Agreement —
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nebudou splnény, bude to mit za nasledek

zpozdéni plateb.

Srazkova dan. Spolecnost Julius Clinical mize byt
povinna bud' ze zakona a/nebo z nafizeni dariového
organu odecitat od plateb pfijemcdm urcitou
srazkovou dan (,srazkova dan“). Pokud a nakolik
uplatni spolec¢nost Julius Clinical srdzkovou dan na
platby pfijemci a spravné ¢astku srazkové dané
odvede pfislusSnému danovému uaradu, bude se

z hlediska ¢astky, kterou je spole¢nost Julius Clinical

-CZ29-26Jan24-LEG.JV.1421 FINAL
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Julius Clinical will be regarded for the purposes | povinna uhradit prijemci, na CRO pohlizet tak, ze se
of determining the amount owed by Julius | ¢astkou, kterd je rovna Cdstce srazkové dané
Clinical to payee as having discharged their | spravné odectené a uhrazené, zhostila svého
liability to the payee in an amount equal to the | zadvazku v0éi pfijemci. Pokud to platné pravni
amount of any such Withholding Taxes correctly | pfedpisy vyZaduji, poskytne spolecnost Julius
deducted and remitted. Where required to do so | Clinical ptijemci platby doklad o uhrazeni srazkové
under applicable legislation Julius Clinical shall | dané ve formé, jez je podle platnych pravnich
provide payee with certification of the amount | predpist akceptovatelna.

of such Withholding Taxes remitted in a form
acceptable under relevant legislation.

Refunds. Send refunds to Julius Clinical, Finance | Ndhrady. Nahrady se posilaji na adresu Julius

Department, Broederplein 41-43, 3703 CD Zeist, | Clinical, Finance Department, Broederplein 41-43,
The Netherlands. 3703 CD Zeist, Nizozemsko.

Prompt Invoicing. Service Provider is expected to | Neprodlend fakturace. Od Poskytovatele sluzeb se

promptly invoice Julius Clinical for all services | o¢ekdvd, ze bude za vSechny sluzby poskytnuté
rendered under this Agreement. Julius Clinical | podle této Smlouvy fakturovat neprodlené.
has no obligation to pay invoices received more | Spole¢nost Julius Clinical nebude povinna hradit
than one-hundred and twenty (120) days after | faktury obdrZzené po dobé delsi neZ sto dvacet (120)
Services termination. Payee shall have sixty (60) | dni po ukonceni Sluzeb. Prijemce ma Sedesat (60)
days from the receipt of the final payment under | dni ode dne, kdy obdrzi konecnou platbu podle této
this Agreement to identify discrepancies and | Smlouvy, na to, aby odhalil pfipadné diskrepance a
resolve any payment disputes with Julius Clinical. | veSkeré rozpory ohledné plateb sJulius Clinical

vyresil.
[The remainder of this page is left blank [Zbytek této strany je zamérné ponechdn prdzdny]
intentionally]
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APPENDIX 1lI PRILOHA 111

Formular pro pokyny k platbé
Aby mohly byt platby schvdleny a zpracovany, musi byt formular kompletné vyplnény.

1. Platebni udaje

Poskytovatel sluzeb

Nazev Poskytovatele sluzeb: Motol University Hospital
Cislo Poskytovatele sluieb: (v odpovidajicim
v kyt ( P / 00064203
pripade)
Adresa Poskytovatele sluzeb: V Uvalu 84, 150 06 Prague 5 — Motol
E-mailova adresa pro (predbéznou) fakturaci: R W Y
Podle Smlouvy:
Datum ucinnosti Smlouvy: 26. ledna 2024
Cislo projektu: PRI-002-04

Timto spolecnosti Julius Clinical dava pokyn k uhradé plateb na zakladé Smlouvy podle

nasledujicich platebnich udaji:

Nazev prijemce platby a majitele uctu: Motol University Hospital

(Nazev musi byt v obou pfipadech shodny.)

Adresa maijitele Gétu: V Uvalu 84, 150 06 Prague 5 — Motol
DIC majitele Gétu: 17937051/0710

IBAN / cislo uctu: CZ42 0710 0000 0000 1793 7051
BIC / SWIFT kéd: CNBACZPP

Cislo dodavatele: [Pridéli spolecnost Julius
Clinical, aZ obdrzi tento formular.]

Nazev banky: Czech National Bank

Zemé banky: Czech Republic

2. Datum ucinnosti

Tento formular a v ném obsaZené pokyny | 76. ledna 2024

nabudou uéinnosti od ndsledujiciho data:

PRImus-AD-CZE-JC&SP MRI Agreement — -C/29-26Jan24-LEG.JV.1421 FINAL
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3. Podpis opravnéného zastupce
Timto podepisuje jménem prijemce platby:

Jméno: [Neni tfeba vyplhiovat, je-li formuldf fadné vypinén ve Smlouvé]

Funkce: [Neni tfeba vyplriovat, je-li formuldr Fadné vyplnén ve Smlouvé]

Mésto, zemé: [Neni tfeba vyplriovat, je-li formuldr Fadné vyplnén ve Smlouvé]

Datum: [Neni tfeba vyplriovat, je-li formuldr Fadné vyplnén ve Smlouvé]

sV v

Podpis: [Neni tfeba vyplriovat, je-li formuldr Fadné vyplnén ve Smlouvé]

Poskytovatel sluZeb timto potvrzuje, Ze prijemce platby a majitel uctu jsou ze zakona oprdvnéni v souladu s touto Smlouvou
prijimat platby. Upozorriujeme, Ze pfijemce platby a tcet by méli byt ve stejné zemi. Budete-li potfebovat jakékoli dalsi
pokyny ohledné sprdavného vyplnéeni tohoto formuldre, obratte se prosim na urceného projektového manaZera spolecnosti

Julius Clinical.
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APPENDIX IV
DATA PROCESSING AGREEMENT

This Data Processing Agreement (“DPA”) is made and entered
into as of the date last signed, by and between

PRInnovation GmbH, whose registered office is at
Lagerhofstrale 4, 04103 Leipzig, Germany (hereinafter
referred to as “Sponsor”)

and

Fakultni nemocnice v Motole, with its principal office at V

Uvalu 84, 150 06 Praha 5, Czech Republic, represented by
, , based on power

of attorney (hereinafter referred to as “Service Provider”),

Sponsor and/or Service Provider may also hereinafter be
referred to individually as “Party” or collectively as “Parties”.

RECITALS

WHEREAS Sponsor wishes to conduct a clinical trial titled
“RANDOMISED, DOUBLE-BLIND,  PLACEBO-CONTROLLED
STUDY TO ASSESS SAFETY AND EFFICACY OF PRI-002 IN
PATIENTS WITH MCI OR MILD DEMENTIA DUE TO
ALZHEIMER’S DISEASE (AD)”, (hereinafter referred to as
“Study”);

WHEREAS, Sponsor has delegated certain tasks related to the
Study to Julius Clinical, a registered tradename of Julius
Clinical Research B.V., having their registered office at
Broederplein 41-43, 3703 CD Zeist, the Netherlands (“CRO”);

WHEREAS, the Parties and CRO have entered into a Lumbar
Puncture Service Agreement dated 26 January 2024 regarding
the performance of the Study (collectively the “Principal
Agreement”);

WHEREAS, the EU General Data Protection Regulation
2016/679 (“GDPR”), amongst other things imposes stringent
new requirements for the appointment of Processors
including prescribing various matters which must be

Julius
Clinical

PRILOHA IV
SMLOUVA O ZPRACOVANI UDAJU

Tato Smlouva o zpracovani Udaja (dale jen jako ,SozZU“) je
vyhotovena a uzaviena k poslednimu datu podpisu mezi
témito Smluvnimi stranami

PRInnovation GmbH, LagerhofstraBe 4, 04103 Leipzig,
Némecko (dale jen jako ,Zadavatel”)

Fakultni nemocnice v Motole, se sidlem V Uvalu 84, 150 06
Praha 5, zastoupena ,

, v plné moci, Ceska republika (dale jen ,,Poskytovatel
sluzeb”),

Zadavatel a/nebo Poskytovatel sluzeb mohou byt déle
rovnéz oznacovani jednotlivé jako , Smluvni strana“ nebo
spolecné jako ,Smluvni strany”.

BODY ODUVODNEN{

JELIKOZ si Zadavatel preje provést klinické hodnoceni s
nadzvem ,RANDOMIZOVANA, DVOIITE  ZASLEPENA,
PLACEBEM KONTROLOVANA STUDIE K POSOUZENI
BEZPECNOSTI A UCINNOSTI PRI-002 U PACIENTU S MIRNOU
KOGNITIVNI PORUCHOU (MCI) NEBO MIRNOU DEMENCI
ZPUSOBENOU ALZHEIMEROVOU CHOROBOU (AD“ (déle jen
jako ,,Studie”);

JELIKOZ Zadavatel povéfil urcitymi tkoly souvisejicimi se
Studii spolecnost Julius Clinical, registrovany obchodni
nazev spolecnosti Julius Clinical Research B.V., se sidlem na
adrese Broederplein 41-43, 3703 CD Zeist, Nizozemsko
(dale jen jako ,,Smluvni vyzkumna organizace”);

JELIKOZ Smluvni strany a Smluvni vyzkumna organizace
uzavrely smlouvu o sluzbach zahrnujici Lumbalni punkce ze
dne 26. ledna 2024, tykajici se realizace Studie (dale
spolecné jen jako ,Hlavni smlouva“);

JELIKOZ Obecné nafizeni EU 2016/679 o ochrané osobnich
udaja (dale jen jako ,,GDPR*) mimo jiné stanovi pfisné nové
pozadavky na jmenovani Zpracovatell, véetné predpisa
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stipulated in a contract or other legal act (Article 28 GDPR);

WHEREAS, in relation to the Personal Data which is being
Processed in connection with the Study, the Sponsor acts as
Controller, Service Provider acts as Processor and the CRO
acts as Processor;

WHEREAS, the Parties wish to record their contractual
obligations to address Article 28 GDPR and ensure continuous
compliance with data protection laws.

NOW, THEREFORE, the Parties intending to be legally bound
hereby, agree as follows:

1. Definitions

In this DPA, in addition to the terms defined throughout, the
main terms as laid down below shall have the following
meaning, unless otherwise defined:

“EEA” means the European Economic Area, including all the
countries that are member states to it;

“Controller”, “Data Subject”, “Processor”, “Personal Data”,
“Processing/Process”, “Personal Data Breach”, “Supervisory
Authorities” shall have the meaning ascribed to them by the
GDPR;

“Data Protection Laws” means the GDPR, its implementing
acts by the member states of the European Union and/or any
other applicable law or regulation relating to the protection
of Personal Data that the Parties are subject to;

“Restricted Transfer” means a transfer or a set of transfers
of personal data to a third country or an international
organisation located outside of the EEA;

“Services” shall mean the services to be performed under the
Principal Agreement;

“Sub-processor” shall mean a third party that Service
Provider engages to assist in the Processing of the Personal
Data for the Sponsor.

2. Processing of Personal Data
2.1

Service Provider shall:
a) comply with all applicable Data Protection Laws in

PRImus-AD-CZE-JC&SP MRI Agreement —
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rGznych zaleZitosti, které musi byt stanoveny ve smlouvé
nebo jiném pravnim tkonu (¢lanek 28 GDPR);

JELIKOZ ve vztahu
Zpracovavany v souvislosti se Studii, Zadavatel pUsobi jako

k Osobnim Udajam, které jsou
Spravce, Poskytovatel sluzeb plsobi jako Zpracovatel a

Smluvni vyzkumna organizace plsobi jako Zpracovatel;

JELIKOZ si Smluvni strany preji zaznamenat své smluvni
povinnosti tak, aby byly v souladu s ¢lankem 28 GDPR a
zajistovaly trvalou shodu se zakony o ochrané osobnich
udaja.

SE NYNi PROTO Smluvni strany, které maji v amyslu byt
timto dokumentem pravné vazany, dohodly nasledovné:

1. Vymezeni pojmu

V této SoZU maji kromé pojm(l vymezenych ve vlastnim

textu hlavni pojmy uvedené niZe nasledujici vyznam,

nejsou-li definovdny jinak:

Pojmem ,,EHP“ se rozumi Evropsky hospodarsky prostor
véetné vsech zemi, které jsou jeho ¢lenskymi staty;
»Subjekt ,Zpracovatel”,

,Zpracovani/Zpracovat”,

,Spravce”,
udaje”,
zabezpeéeni osobnich udaja“, ,Dozorové urady” maji

Pojmy udaja“,

,Osobni ,Poruseni
vyznam vymezeny v GDPR;

Pojmem ,Zakony o ochrané osobnich udaju“ se rozumi
GDPR, jeho provadéci akty ¢lenskych statd Evropské unie
a/nebo jakykoli jiny platny zdkon nebo nafizeni tykajici se
ochrany Osobnich udajd, které se na Smluvni strany
vztahuiji;

ru
1

Pojmem ,Omezené predavani“ se rozumi predavani nebo
soubor predavani osobnich Gdaji do treti zemé nebo
mezinarodni organizaci mimo EHP;

Pojmem ,Sluzby“ se rozumi sluzby, které maji byt
provedeny podle Hlavni smlouvy;

Pojmem ,,Dil¢i zpracovatel” se rozumi treti strana, kterou
Poskytovatel sluieb vyuZije na pomoc pfi Zpracovani

Osobnich udaj pro Zadavatele.

2. Zpracovani Osobnich udaja

2.1 Poskytovatel sluzeb vyhovi témto podminkam:
a) pri Zpracovani Osobnich Udaji bude dodrZovat

vSechny platné Zakony o ochrané osobnich

udaju;

-CZ29-26Jan24-LEG.JV.1421 FINAL




PRImus-AD-Sponsor -CTA-Services Agreement-Template—V22.01

2.2

PRImus-AD-CZE-JC&SP MRI Agreement —

the Processing of Personal Data; and

b) not Process Personal Data other than on Sponsor’s
instructions unless Processing is required by
applicable laws to which the Service Provider is
subject, in which case Service Provider shall inform
Sponsor and CRO of that legal requirement before
the relevant Processing of that Personal Data; and

¢) not be entitled to use or otherwise Process
Personal Data for any reason other than to provide
to Sponsor the Services defined in the Principal
Agreement and only for the duration of time
stipulated in the Principal Agreement or required
to carry out the Services or obligations under the
Principal Agreement; and

d) not transfer Personal Data without Sponsor’s prior
written authorization.

Annex |l to this DPA sets out certain information
regarding the Service Provider’s and Sub-processors'
Processing of the Personal Data as required by
Article 28(3) GDPR. Sponsor may make reasonable
amendments to Annex lll by written notice to Service
Provider from time to time as Sponsor reasonably
consider necessary to meet the requirements of
Article 28(3) GDPR.

Service Provider Personnel

Service Provider shall take reasonable steps to ensure
the reliability of any employee, agent or contractor of
itself who may have access to Personal Data, ensuring
in each case that access is strictly limited to those
individuals who need to know and/or access the
relevant Personal Data, as strictly necessary for the
purposes of the performance of the Principal
Agreement, and to comply with applicable laws in the
context of that individual's duties to the Service
Provider. Further, Service Provider shall ensure that all
such individuals have been suitably trained according
to the nature of the Personal Data they will be
handling, and that they are subject to confidentiality
undertakings or professional or statutory obligations
of confidentiality.

Security

Taking into account the state of the art, the costs of
implementation and the nature, scope, context and
purposes of Processing as well as the risk of varying
likelihood and severity for the rights and freedoms of
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b) nebude Zpracovavat jiné Osobni idaje, nez které
jsou zdokumentované v pokynech Zadavatele,
pokud takové Zpracovani neni vyZzadovano
platnymi zdkony, jimiz se musi Poskytovatel

ridit, bude

Poskytovatel sluzeb informovat Zadavatele a

sluzeb v kterémzto pfipadé
Smluvni vyzkumnou organizaci o tomto pravnim
pozadavku pred pfislusnym Zpracovanim téchto
Osobnich udaja;

c) nemd opravnéni pouzivat nebo jinak
Zpracovavat Osobni Udaje z jiného dlivodu nez
pro ucely poskytovani Sluzeb Zadavateli tak, jak
jsou definovany v Hlavni smlouvé, a to pouze po
dobu trvani uvedenou v Hlavni smlouvé nebo po
dobu poZadovanou k provadéni Sluzeb nebo
vykonu povinnosti v ramci Hlavni smlouvy;

d) nebude predavat Osobni Udaje bez predchoziho

pisemného souhlasu Zadavatele.

Ptiloha IIl této SoZU stanovi urcité informace tykajici se
Zpracovani Osobnich Udaji Poskytovatelem sluzeb a
Dil¢im zpracovatelem podle pozadavku c¢lanku 28
odst. 3 GDPR. Zadavatel mlzZe cas od cCasu vytvorit
pfiméfené dodatky Pfilohy 3 formou pisemného
oznameni Poskytovateli sluzeb podle toho, co Zadavatel
povazuje do rozumné miry za nezbytné ke splnéni
pozadavkd ¢lanku 28 odst. 3 GDPR.

Zaméstnanci Poskytovatele sluzeb

Poskytovatel sluieb podnikne pfiméfené kroky k
zajisténi spolehlivosti kazdého svého zameéstnance,
zastupce nebo smluvniho dodavatele, ktery mize mit
pristup k Osobnim Gdajam pfi zajisténi, Ze je pfistup v
kazdém pripadé pfisné omezen na ty osoby, které musi
znat prislusné Osobni Udaje a/nebo k nim mit pFistup,
jak je striktné nezbytné pro Gcely pInéni Hlavni smlouvy,
a dodrZovat platné zdkony v kontextu povinnosti této
osoby vUci Poskytovateli sluzeb. Poskytovatel sluzeb
dale zajisti, aby byly vSechny tyto osoby radné
vyskoleny podle povahy Osobnich Gdajd, s nimiz budou
nakladat, a aby podléhaly zavazku miéenlivosti nebo
profesni ¢i zakonné povinnosti micenlivosti.

Zabezpeceni

S ohledem na soucasny stav, naklady na implementaci
a povahu, rozsah, kontext a ucely Zpracovani i na rizika
proménlivé pravdépodobnosti a zavaZnosti pro prava
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natural persons, Service Provider shall in relation to
the Personal Data implement appropriate technical
and organisational measures to ensure a level of
security appropriate to that risk,
appropriate, the measures
Article 32(1) GDPR (e.g.

pseudonymisation, etc.). In particular, access controls

including, as
referred to in
encryption,

should be in place and any Personal Data downloaded
onto a portable device or transferred through
electronic means shall be encrypted and there should
be a process for regularly testing and assessing the
effectiveness of technical and organisational measures
for ensuring the security of the Processing.

In assessing the appropriate level of security, Service
Provider shall take account in particular of the risks
that are presented by Processing, in particular from a
Personal Data Breach.

The
implemented by Service Provider are added to this
DPA as Annex |.

technical and organisational measures

Sub-processing
Sponsor acknowledges and agrees that Service

Provider may engage Sub-processors to assist with the
Processing of the Personal Data for the performance
of the Services under the Principal Agreement, subject
to this DPA and the Data Protection Laws, and upon
the prior written authorization of the Sponsor.

Service Provider shall enter into an agreement with
the which
obligations on the Sub-processor that are no less

Sub-processor agreement imposes
restrictive that those imposed on Service Provider
under this DPA and provides for sufficient guarantees
to implement appropriate technical and
organizational measures in such a manner that the
Processing will meet the requirements of Data
Protection Laws and Sponsor requirements. Service
Provider shall remain fully liable to Sponsor as regards
the fulfilment of the obligations of the Sub-processor.
The Service Provider shall notify the Sponsor and CRO
of any failure by the Sub-processor to fulfil its
contractual obligations. A copy of such agreements
shall be submitted to Sponsor and CRO upon their
request. To the extent necessary to protect business
secret or other confidential information, including
personal data, Service Provider may redact the text of
the agreement prior to sharing the copy.

Where Sub-processors are engaged, Service Provider

shall before the Sub-processor first processes Personal

Page 37 of 53

4.2

4.3

5.

5.1

5.2

5.3

Julius
Clinical

a svobody fyzickych osob bude Poskytovatel sluzeb v
souvislosti s Osobnimi udaji implementovat pfimérend
technickd a organizacni opatfeni k zajisténi Urovné
zabezpeleni odpovidajici tomuto riziku, pfipadné
vCetné opatreni odkazovanych v clanku32 odst. 1
GDPR

Konkrétné by méla byt zavedena kontrolni opatfeni pro

(naptiklad Sifrovani, pseudonymizace atd.).
pfistup a veskeré Osobni Udaje stazené do prfenosného
zafizeni nebo prenasené elektronickou formou by mély
byt zasifrované a mél by existovat proces pravidelného
testovani a ucinnosti

posouzeni technickych a

organiza¢nich  opatfeni  zajiStujicich  bezpecnost
Zpracovani.

Pfi posuzovani pfislusné urovné zabezpeleni vezme
Poskytovatel sluzeb v Uvahu zejména rizika, ktera
Zpracovani predstavuje, zvlasté z hlediska Poruseni
zabezpeceni osobnich udaja.

Technicka a organiza¢ni opatfeni implementovana
Poskytovatelem sluzeb jsou k této SoZU pripojena jako

Pfiloha I.

Dilci zpracovani

Zadavatel bere na védomi a souhlasi s tim, Ze
Poskytovatel sluzeb muze vyuZit Dil¢i zpracovatele na
pomoc se Zpracovanim Osobnich Udajid za ucelem
poskytovani Sluzeb v souladu s Hlavni smlouvou, a to v
souladu s touto SoZU a Zakony o ochrané osobnich
udajd a na zakladé predchoziho pisemného souhlasu
Zadavatele.

Poskytovatel sluieb uzavie s Diléim zpracovatelem
smlouvu, jez Diléimu zpracovateli uklada povinnosti,
které nejsou méné omezujici nez povinnosti ulozené
Poskytovateli sluzeb podle této SoZU, a poskytuje
dostatecné zaruky pro zavedeni vhodnych technickych
a organizacnich opatreni tak, aby Zpracovani splnovalo
poZadavky Zakonl o ochrané osobnich Udaju a
pozadavky Zadavatele. Pokud jde o plnéni povinnosti
Dil¢iho zpracovatele, nese veskerou odpovédnost vici
Zadavateli Poskytovatel sluzeb. Poskytovatel sluzeb
oznami Zadavateli a Smluvni vyzkumné organizaci kazdé
neplnéni smluvnich povinnosti ze strany Dil¢iho
zpracovatele. Kopie takovych smluv budou na jejich
Zadost predlozeny Zadavateli a Smluvni vyzkumné
organizaci. V rozsahu nezbytném pro ochranu
obchodniho tajemstvi nebo jinych davérnych informaci,
véetné osobnich udajli, miZe Poskytovatel sluzeb text
smlouvy pred predloZenim kopie redigovat.

V pripadé vyuziti Dil¢ich zpracovatell Poskytovatel

sluZzeb predtim, neZ Dilci zpracovatel poprvé zpracuje
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Data, carry out adequate due diligence to ensure that
the Sub-processor is capable of providing the level of
protection for Personal Data required by this DPA.
The Sub-processors identified in the list in Annex Il are
hereby approved by Sponsor.

Data Subject Rights
Taking into account the nature of the Processing,

Service Provider shall assist Sponsor by implementing
appropriate technical and organizational measures,
insofar as this is possible, for the fulfilment of Sponsor
‘obligations to respond to requests to exercise Data
Subject rights under the Data Protection Laws.

Service Provider shall:

a) promptly, and no later than three (3) business days
after receipt, notify Sponsor and CRO if Service
Provider or any Sub-processor receives a request
from a Data Subject under any Data Protection
Laws in respect of Personal Data; and

b) ensure that the recipient of such request does not
respond to that request except on the documented
instructions of Sponsor or as required by applicable
laws to which the recipient is subject, in which case
Service Provider shall to the extent permitted by
such applicable laws inform Sponsor of that legal
requirement before the recipient responds to the
request.

Personal Data Breach

Service Provider shall notify in writing Sponsor and
CRO immediately, but in any event within twenty-four
(24) hours,
processor becoming aware of a Personal Data Breach

upon Service Provider or any Sub-

affecting Personal Data, providing Sponsor with all
relevant information and assistance as requested by
Sponsor regarding Personal Data Breach. Such notice
shall be provided to both the Sponsor’s: (a) point of
contact and (b) Data Protection Officer as set forth in
Annex Il to this agreement.

Service Provider shall be required to implement all
adequate remedial measures so as to undo the
damage caused by the Personal Data Breach as soon
as reasonably possible and use best efforts to
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Osobni udaje, provede adekvatni naleZitou kontrolu,
aby zajistil, Ze je Dil¢i zpracovatel schopen poskytnout
takovou uroveni ochrany Osobnich Gdajd, jakou
vyZaduje tato SozZU.

Zadavatel timto schvaluje Dil¢i zpracovatele uvedené v

seznamu v Pfiloze Il.

Prava Subjektu udajt

S ohledem na povahu Zpracovani bude Poskytovatel

sluzeb  napomdhat  Zadavateli s implementaci
prislusnych technickych a organizacnich opatreni do
miry, do které to je mozné, za ucelem pInéni povinnosti
Zadavatele pfi reakci na Zadosti o uplatnéni prav

Subjektu udajl podle Zakonl o ochrané osobnich Gdaju.

Poskytovatel sluzeb vyhovi témto podminkam:
a) neprodlené, nejpozdéji vsak do tfi (3) pracovnich
dn( po obdrZeni, upozorni Zadavatele a Smluvni
kdy
Dilci
zpracovatel obdrzi zddost Subjektu Gdajd v ramci

vyzkumnou organizaci v  pripadé,

Poskytovatel sluieb nebo jakykoli
jakychkoli Zakonl o ochrané osobnich udaja
tykajici se Osobnich udaju;

b) zajisti, aby prijemce takové Zadosti na takovou
Zadost nereagoval, s vyjimkou pfipadd, kdy se
tak déje na zakladé zdokumentovanych pokynd
Zadavatele nebo podle poZzadavku platnych
zadkon(, jimZ je prijemce podfizen, v kterémzto
pfipadé Poskytovatel sluzeb do miry povolené
platnymi zakony informuje Zadavatele o tomto
zakonném pozadavku predtim, neZ pfijemce na

Zadost reaguje.

Poruseni zabezpeceni osobnich udaju

Poskytovatel sluzeb neprodlené, nejpozdéji vsak do
dvaceti ¢tyr (24) hodin, pisemné informuje Zadavatele a
Smluvni vyzkumnou organizaci poté, co se Poskytovatel
sluZzeb nebo jakykoli Dil¢i zpracovatel dozvi o Poruseni
zabezpeceni osobnich Udajl, které se tyka Osobnich
udajli, a poskytne Zadavateli veSkeré relevantni
informace a pomoc, které si Zadavatel v souvislosti s
Porusenim zabezpeceni osobnich Udajd vyzada. Takové
oznameni musi byt zaslano: jak (a) kontaktni osobé
Zadavatele tak (b) Povérenci pro ochranu osobnich
udaji Zadavatele, jak je uvedeno v pfiloze lll této
smlouvy.

sluzeb

Poskytovatel je povinen provést veskera

prfimérena napravna opatreni, aby co nejdfive napravil
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minimise further consequences of the Personal Data
Breach.

Data Protection Impact Assessment and Prior

Julius
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$kody v dusledku Poruseni zabezpeceni osobnich Gdajd,
a vynalozit maximalni Usili k minimalizaci dalSich
nasledkd Poruseni zabezpedeni osobnich udaja.

Posouzeni vlivu na ochranu osobnich udaji a

Consultation

Service Provider shall assist Sponsor in ensuring
compliance with its obligation to carry out an
assessment of the impact of the envisaged Processing
operations on the protection of Personal Data (a data
protection impact assessment) and, when applicable,
its obligation to consult the competent Supervisory
Authority, prior to Processing where a data protection
impact assessment indicates that the processing
would result in a high risk.

Deletion or return of Personal Data

At the end of the provision of the Services under the
Principal Agreement, or earlier if the Sponsor so
requests, Service Provider shall delete or return all the
Personal Data in its possession to the Sponsor, and it
shall delete existing copies of such Personal Data,
unless Service Provider is required to store the
Personal Data in accordance with Data Protection
Laws and other applicable laws, in which case Service
Provider shall ensure the confidentiality of all such
Personal Data and shall ensure that such Personal Data
is only Processed as necessary for the purpose(s)
specified in the applicable laws requiring its storage
and for no other purpose.

Audit rights and record retention

Service Provider shall make available to Sponsor and
CRO on
demonstrate compliance with this DPA, and shall allow

request all information necessary to
for and cooperate with audits, including inspections,
by Sponsor and CRO or an auditor mandated by
Sponsor and CRO in relation to the Processing of the
Personal Data by Service Provider or its Sub-
processors. The Service Provider is not obliged to allow
access to the internal hospital information system, as
long as (i) it does not contain the Study Subjects’
medical records.

Sponsor and CRO or an auditor mandated by Sponsor
and CRO shall have the right to conduct, with
reasonable prior notice and under appropriate

confidentiality restrictions, an audit of Service
Provider’s and Sub-processors’ systems, facilities,

networks, policies and procedures that involve the
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predchozi konzultace

Poskytovatel sluzeb bude Zadavateli ku pomoci pfi
zajistovani souladu s jeho povinnosti provést posouzeni
vlivu pfedpokladanych operaci Zpracovani na ochranu
Osobnich Gdaj (posouzeni vlivu na ochranu osobnich
udaju) a pfipadné s jeho povinnosti konzultace s
pfisluSnym Dozorovym ufadem pred Zpracovanim,
pokud posouzeni vlivu na ochranu osobnich udajl
naznacuje, Zze by zpracovani mélo za nasledek vysoké
riziko.

Vymaz nebo vraceni Osobnich tdaju

Po ukonceni poskytovani Sluzeb v souladu s Hlavni
smlouvou nebo dfive, pokud o to Zadavatel pozada,
provede Poskytovatel sluZzeb vymaz nebo vrati
Zadavateli vSechny Osobni Udaje, které ma v drzeni, a
vymaze existujici kopie téchto Osobnich udaju, ledaze
je Poskytovatel sluzeb povinen uchovavat Osobni Uudaje
v souladu se Zakony o ochrané osobnich udajud a dalSimi
platnymi zakony; v takovém pfipadé Poskytovatel
sluZeb zajisti divérnost vSech téchto Osobnich udaju a
zajisti, aby tyto Osobni Udaje byly Zpracovavany pouze
pro ucely uvedené v platnych zakonech, které vyzaduji
jejich uchovavani, a nikoli pro jiné ucely.

10. Prava na audit a uchovavani zdznamua

10.1 Poskytovatel sluzeb zpfistupni Zadavateli a Smluvni

vyzkumné organizaci na vyzadani veSkeré informace
nezbytné k prokazani souladu s touto SoZU a umozni
audity a bude pfi nich spolupracovat, véetné kontrol
provadénych Zadavatelem a Smluvni vyzkumnou
organizaci nebo auditorem povéfenym Zadavatelem
nebo Smluvni vyzkumnou organizaci v souvislosti se
Zpracovanim Osobnich Udaji Poskytovatelem sluzeb
nebo jeho Dil¢imi zpracovateli. Poskytovatel sluzeb neni
povinen umoznit pfistup do interniho nemocni¢niho
pokud (i)
zdravotnickou dokumentaci Subjekt( studie.

informacéniho  systému, neobsahuje

10.2 Zada avatel a Smluvni vyzkumna organizace nebo

auditor povéreny Zadavatelem a Smluvni vyzkumnou

organizaci maji pravo na zakladé priméreného

predchoziho upozornéni a v souladu s pfisluSnymi
omezenimi pro zachovani dlavérnosti provadét audit
systém, zafizeni, siti, zdsad a postupl Poskytovatele
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10.3

11.
11.1

11.2

12.
12.1

12.2

13.
13.1

PRImus-AD-CZE-JC&SP MRI Agreement —

Processing of Personal Data. Where applicable, this
may be done in agreement with a competent
Supervisory  Authority. Service Provider will
immediately address and correct all deficiencies
identified in any such audit. All costs related to curing
and remediating the deficiencies will be borne entirely
and exclusively by Service Provider.

Service Provider shall maintain all records required by
Data Protection Laws, including in respect of their
respective Processing of Personal Data, and make
them available to Sponsor and Supervisory Authorities

upon request.

Restricted Transfers
Service Provider shall not transfer Personal Data to

countries or organisations located outside of the EEA
without the Sponsor’s prior written consent.

In the event Service Provider will transfer Personal
Data to a country or organisation located outside of
the EEA in order to perform the Services under the
Principal Agreement, the Service Provider shall ensure
such transfer is subject to appropriate safeguards in
accordance with Chapter 5 of the GDPR and in
accordance with the Standard Contractual Clauses.

Liability
Notwithstanding of the

Agreement limiting Processor's liability, the Processor

provisions Principal
is liable for damages arising out of or in connection
with a breach of this DPA, Data Protection Laws or
DPA, by the
Processor, or any Sub-processor, their directors,

Sponsor’s instructions under this
officers, employees or other individuals working under
their control and/or supervision.

Notwithstanding  provisions of the Principal
Agreement limiting Processor's liability, the Processor
shall, without limitation, indemnify and hold Sponsor
harmless for any costs, claims, losses, damages,
liabilities and expenses (including legal expenses)
resulting from a breach of this DPA, Data Protection
Laws or Sponsor’s instructions under this DPA by
Processor or any Sub-processor, their directors,
officers, employees or other individuals working under

their control and/or supervision.

Miscellaneous
The Parties to this DPA hereby submit to the choice of

law and jurisdiction stipulated in the Principal
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sluZzeb a Dil¢iho zpracovatele, které zahrnuji Zpracovani
Osobnich adajl. VvV pfislusnych pfipadech to Ize
provadét po dohodé se zpUsobilym Dozorovym
uradem. Poskytovatel sluzeb bude neprodlené resit a
napravovat vSechny nedostatky zjisténé pri takovém
auditu. Veskeré ndklady spojené s odstranénim a
nedostatkd zcela a vyhradné

napravou nese

Poskytovatel sluzeb.

10.3 Poskytovatel sluzeb by mél uchovavat vsechny zaznamy

poZadované Zakony o ochrané osobnich udajd, véetné
pfislusného Zpracovani Osobnich Udajl, a zpfistupnit je
na vyzadani Zadavateli a Dozorovym tradim.

11. Omezené predavani

11.1 Poskytovatel sluzeb neprfedd Osobni uUdaje do zemi

nebo organizaci mimo EHP bez predchoziho pisemného
souhlasu Zadavatele.

11.2 V pripadé, Ze Poskytovatel sluzeb preda Osobni udaje

do zemé nebo organizace mimo EHP za ucelem
poskytovani Sluzeb podle Hlavni smlouvy, zajisti
Poskytovatel sluzeb, aby takové predani podléhalo
odpovidajicim bezpecnostnim opatfenim v souladu s
kapitolou5 GDPR a v souladu se Standardnimi

smluvnimi doloZzkami.

12. Odpovédnost

12.1 Bez ohledu na ustanoveni Hlavni smlouvy, kterd

omezuji odpovédnost Zpracovatele, je Zpracovatel
odpovédny za Skody vzniklé v dusledku nebo v
souvislosti s porusenim této SoZU, Zakond o ochrané
udaji nebo pokynl Zadavatele podle této SozU
Zpracovatelem nebo jakymkoli Dil¢im zpracovatelem,
jejich rediteli, vedoucimi pracovniky, zaméstnanci nebo
jinymi osobami pracujicimi pod jejich kontrolou a/nebo
dohledem.

12.2 Bez ohledu na ustanoveni Hlavni smlouvy, kterd

omezuji odpovédnost Zpracovatele, Zpracovatel bez
omezeni odskodni Zadavatele za jakékoli naklady,
naroky, ztraty, Skody, zavazky a vydaje (v€etné nakladd
na pravni zastoupeni) vyplyvajici z poruseni této SoZU,
Zakonu o ochrané Udajli nebo pokyni Zadavatele podle
této SoZU Zpracovatelem nebo jakymkoli Dil¢im
zpracovatelem, jejich rediteli, vedoucimi pracovniky,
zaméstnanci nebo jinymi osobami pracujicimi pod jejich
kontrolou a/nebo dohledem.

13. Zavérecna ustanoveni

13.1 Strany této SoZU se timto podftizuji volbé prava a soudni

pfislusnosti stanovené v Hlavni smlouvé.
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13.2 Should any prOViSion of this DPA be invalid or 13.2V pFipadé, ze bude nékteré z ustanoveni této SozZU

unenforceable, then the remainder of this DPA shall
remain valid and in force. The invalid or unenforceable
provision shall be either (i) amended as necessary to
ensure its validity and enforceability, while preserving
the Parties’ intentions as closely as possible or, if this
is not possible, (ii) construed in a manner as if the
invalid or unenforceable part had never been
contained therein.

Annexes:

Annex 1 - Technical and Organizational Measures
Annex 2 — List of Sub-processors

Annex 3 - Details of Processing of Personal Data

neplatné nebo nevymahatelné, zlstavaji jeji zbyvajici
¢asti platné a ucinné. Neplatné nebo nevymahatelné
ustanoveni bude (i) podle potreby doplnéno, aby byla
zajisténa jeho platnost a vymahatelnost pfi co
nejvétsim zachovani zajm0 Smluvnich stran, nebo
pokud to neni mozné, (ii) vyloZzeno takovym zplsobem,
jako by neplatna nebo nevymahatelna ¢ast nebyla nikdy
soucdsti ustanoveni.

Prilohy:
Pfiloha 1 — Technicka a organizacni opatreni
Pfiloha 2 — Seznam Dil¢ich zpracovatell

Pfiloha 3 — Podrobnosti o Zpracovani Osobnich tdaja

PRImus-AD-CZE-JC&SP MRI Agreement — -CZ29-26Jan24-LEG.JV.1421 FINAL
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Annex |
Technical and Organizational Measures
Service provider shall implement and maintain the
measures listed in this Annex | to reasonably protect
Personal Data during processing.

I. The Service Provider declares that

e to process personal data on the Controller’s behalf,
he has introduced and/or

e with regard to the future conclusion of any
agreement with the Controller, in the performance
of which the Controller should transfer personal
data for processing, will introduce the level of
technical and organisational measures to the extent
as set out and described below (hereinafter referred
to as the “Measures”).

Il. The Service Provider undertakes to ensure the below
described level of Measures for the entire duration of
personal data processing on the Controller’s behalf as a
minimum with the understanding that, in the course of the
processing, the Provider can unilaterally increase the level
for the benefit of ensuring stronger personal data protection.

IIl. Extent / level of Measures of the Provider:

Confidentiality
Physical Access Control

1.1.1 Controller’s personal data are stored and/or
processed:

X in the Provider’s offices
[X] in the Provider’s data centres or server
rooms
1.1.2 The buildings are secured by the following
Measures:
Security system
Video monitoring

1.1.2.1 Office building:

1.1.2.2 Data centre:

MX XX

1.1.3 Access to the premises is secured:
Manual locking syst.

Smart card system
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Pfiloha |

Technicka a organizacni opatieni

Poskytovatel sluzeb zavede a bude zachovavat opatreni
uvedend v této Pfiloze I, aby pfiméfené chranil Osobni
udaje béhem zpracovani.

. Poskytovatel prohlasuje, ze
e pro zpracovani osobnich Udaji pro Spravce ma
zavedenu, a/nebo
e vsouvislosti s budoucim uzavienim jakékoli
smlouvy se Spravcem, pfi jejimz plnéni by mélo
dochazet k predavani osobnich udajd Spravcem
ke zpracovani, zavede

uroven technickych a organizacnich opatfeni vtom

rozsahu, jak niZe uvedeno a popsano (ddle jen

,opatreni”).

Il. Poskytovatel se zavazuje, Ze niZe popsanou uroven
opatreni zajisti po celou dobu trvani zpracovani osobnich
udajd pro Spravce jakoZzto minimalini s tim, Ze uvedena
uroven muze byt v pribéhu zpracovani jednostranné
zvySena Poskytovatelem ve prospéch zabezpeceni vétsi
ochrany osobnich udaja.

Ill. Rozsah / Uroven opatteni Poskytovatele:

DUvérnost
Rizeni fyzického piistupu
1.1.1 Osobni data Spravce jsou uloZena a/nebo
zpracovavana:

[X] v kancelafich Poskytovatele

[X] v datovych centrech nebo serverovnéch
Poskytovatele

1.1.2 Budovy jsou zabezpeceny pomoci
nasledujicich opatreni:

Bezpecnostni

systém Video

monitoring

1.1.2.1 Kancelafska budova:

1.1.2.2 Datové centrum:

XK XX
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1.1.3.1 Offices

1.1.3.2 Server rooms

X X KX
X X KX

1.1.3.3 Data centre

1.1.4 Authorised access is documented by name:

X ves

1.1.5 Rules for access to the building by third
parties/guests/visitors:

Documentation

by name Entry,

accompanied stay
Yes No
1.1.5.1 Offices 1] X

X

1.1.5.2 Server rooms |Z| |:|

1.1.5.3 Data centre |X| |:|

X

1.1.6 Rules for entry into the building by cleaning
and maintenance staff:

Documentation

by name Entry,

accompanied stay

Yes No

1.1.6.1 Offices X O
1.1.6.2 Server rooms |X| |:|

1.1.6.3 Data centre |Z| |:|

X

1.1.7 There are documented rules in place to
remove the authorisation to enter the
buildings and access rights to computer
systems when the employee leaves:

& yes

System Access Control

PRImus-AD-CZE-JC&SP MRI Agreement —
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1.1.3 Pfistup do prostor je zabezpecen:

Manualné
zamykaci syst. Smart karta
systém

1.1.3.1 Kancelare |Z
1.1.3.2 Serverovny |Z
1.1.3.3 Datové centrum X

X

1.1.4 Opravnény pristup je zdokumentovan podle
jména:

X ano

1.1.5 Pravidla pro pfristup do budovy pro treti
strany/hosty/navstévy:

Jmenna

dokumentace. Vstup, pobyt

v doprovodu

Ano
Ne

1.1.5.1 Kancelare

X

1.1.5.2 Serverovny

1.1.5.3 Datové centrum

XX XX XU

1.1.6 Pravidla pro vstup do budovy pro personal
uklidu a udrzby:

Jmenna

dokumentace. Vstup, pobyt

v doprovodu

Ano Ne

1.1.6.1 Kancelare

[

1.1.6.2 Serverovny

[
XX X
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1.2.1 The Provider’s network is separated
from the public network by firewall: [X] yes
1.2.2 Penetration testing is performed on a
regular basis for all IP addresses connected to the Internet:

& yes

1.2.3 Employees must observe the following
requirements with regard to the password:

1.2.3.1 [XJthe individual password to the
computer of each employee which must be kept secret

1.2.3.2 [X] automatic screenlock after a
certain amount of time: 1 minute

1.2.4 Antivirus programmes are used in the
following interfaces into the company’s networks:

X E-mail [X] Internet

1.2.5 Antivirus software is used on all servers:

1.2.5.1 [X] yes

1.2.6 Antivirus software is used on all computers
at individual workplaces:

1.2.6.1 [X] yes Method and frequency
of updates: automatically, once a day

1.2.7 Security software updates are downloaded
onto the existing software on a regular, automatic basis:

D yes

1.2.8 The following employees have local
administration rights on the computers at individual
workplaces

Administrators, development engineers,
technicians: X yes

X no

1.2.9 Employees are authorised to access the

Users:

Internet:

1.2.9.1 X] yes

If yes: there is a limited configuration of the
installed browser which the employees cannot change:

1.2.9.2 X] yes
Data Access Control

1.3.1 There are documented role-based concepts
in place:

D yes

1.3.2 Organisation of granting authorizations is
based on documentation by name (in particular, who can
grant which rights):

PRImus-AD-CZE-JC&SP MRI Agreement —
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1.1.6.3 Datové centrum X

O X

1.1.7 Existuji zdokumentovana pravidla pro
odebrani opravnéni vstupu do budov a
pristupovych prav k pocitacovym
systémUm pfi odchodu zaméstnance:

X ano

Rizeni pristupu do systému

1.2.1 Sit Poskytovatele je oddélena od
vefejné sité pomoci firewallu: [X] ano
1.2.2 Pro vSechny IP adresy napojené na
internet jsou pravidelné provadény penetracni testy:

X ano

1.2.3 Zaméstnanci musi dodrzovat nasledujici
pozadavky ohledné hesla:

1.2.3.1 [X] individudlni heslo do potitate
kazdého ze zaméstnancu, které musi byt udrZzovano
v tajnosti

1.2.3.2 [X] automatické zamykani
obrazovky po urcité dobé: 1 minuta

1.2.4 Na nasledujicich rozhranich do siti
spolecnosti jsou pouZivany antivirové programy:

X E-mail X Internet

1.2.5 Antivirovy program se pouziva na vsech
serverech:

1.25.1 |Z| ano

1.2.6 Antivirovy program se pouziva na vsech
pocitacich na jednotlivych pracovistich:

1.2.6.1 [X] ano Zpusob a frekvence
aktualizaci: automatizované, 1x denné

1.2.7 Aktualizace bezpecnostniho softwaru jsou
nahravany do stavajiciho softwaru pravidelné a
automaticky:

X ano

1.2.8 Na pocitacich na jednotlivych pracovistich
maji prava mistni spravy nasledujici zaméstnanci

X ano

Spravci, vyvojafri, technici:

X ne

1.2.9 Zaméstnanci maji opravnéni pfistupu na
internet:

UZivatelé:

1.29.1 |Z ano
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D yes

1.3.3 Access rights are granted on the basis of the
need to work with data, and are updated
and documented by name:

& yes

1.3.4 Number of administrators authorised to
copy/export Controller databases completely
or to a large extent: 4

1.3.5 Number of employees (not Controllers!) authorised to
copy/export Controller databases completely or to a large
extent: 0

1.3.6 The following components of computers of
the workstation are locked/deactivated so
that no exported data can be stored
externally:

X] No media are deactivate

1.3.7 The Provider has rules established for
mobile work (e.g., from home) to ensure the
confidentiality, integrity, availability and
resilience of data processing:

1.3.8.1 [X] yes

The employees received mobile work
training and the training is documented by
names

1.3.8.2 [X] yes
Separation Control

1.4.1 What measures have been taken to separate
Controller data?

X Reserved client appointed for this project

1.4.2 The role-based concept of access has been
introduced for the above-mentioned
Controller networks/segments, which denies
the access to data by employees not working
for the client:

IZ yes

1.4.3 Employees were committed in writing to
refrain from using the information from
Controller databases in other projects/ for
other purposes:

& yes

Data Integrity
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Pokud ano: je nainstalovana omezena
konfigurace prohlizece, kterou zaméstnanci nemohou
zménit:

1.2.9.2 X ano
Rizeni p¥istupu k datum

1.3.1 Jsou zavedeny zdokumentované koncepty
zaloZené na rolich:

X ano

1.3.2 Organizace udélovani opravnéni je
zaloZena na jmenné dokumentaci (zejména kdo muze
udélit jakd prava):

X ano

1.3.3 Pristupova prava jsou pridélovana na
zakladé potieby prace s daty, a jsou
aktualizovana a jmenné zdokumentovana:

X ano

1.3.4 Pocet administrator( s povolenim
kopirovat/exportovat databaze Spréavce
uplné nebo ve velkém rozsahu: 4

1.3.5 Poclet zaméstnancl (ne spravcl!) s povolenim
kopirovat/exportovat databaze Spravce uUplné nebo ve
velkém rozsahu: 0

1.3.6 Nasledujici soucasti pocitach pracovni
stanice jsou uzaméeny/deaktivovany tak,
Ze nelze externé ulozit zddna exportovana
data:

X Nejsou deaktivovany zadné nosic

1.3.7 Poskytovatel ma stanovena pravidla pro
mobilni praci (napf. z domova) k zajisténi
divérnosti, integrity, dostupnosti a
odolnosti zpracovani dat:
1.3.8.1 [X] ano

Zameéstnanci prosli Skolenim mobilni
prace, a existuje jmenna dokumentace
tohoto skolenf

1.3.8.2 [X] ano
Rizeni separace

1.4.1 Jaka opatreni byla pfijata pro oddéleni dat
Spréavce?

[X] vyhrazeny klient uréeny pro tuto
zakazku
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Disclosure Control

2.1.1 If the data is transmitted between the
Controller and the Provider using data media
(e.g., hard disc, USB disc, CD):

Data on the media is encrypted: [XJon
request

2.1.2 Type of encryption during data transmission
between the Provider and the Controller, if the data is
transmitted electronically:

2.1.2.3 X HTTPS (e.g., web interface, cloud
storage)

2.1.2.4 [X] SSL-VPN or Citrix

2.1.3 Does the Provider store the Controller’s
personal data?

|Z| yes, unencrypted

2.1.4 Erasure of the Controller’s data:

2.1.4.1 How is data erased (e.g., in accordance with
standardised procedures)?

X not

Electronic data in systems
applicable

2.1.5.2 When is data
erased, or data
media destroyed?
After the
termination of the
validity of the
agreement

2.1.5.3 How is data erasure or media destruction

documented? Record of data shredding or erasure

Input Control

2.2.1 To enable tracking of erasure or changes in Controller
data, files of records identified by the name were
created for the individual employees:

IZ yes

2.2.2 These files of records are created on the basis of
restricted access:

& yes

Availability and Resilience
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1.4.2 Pro vyse uvedené sité/segmenty Spravce
je zavedena koncepce pfistupu zalozena
na rolich, coz vylucuje, aby zaméstnanci,
kteti pro klienta nepracuji, méli pfistup
k datm:

X ano

1.4.3 Zaméstnanci byli pisemné zavazani
nepouZivat informace z databazi Spravce v
jinych projektech / pro jiné ucely:

X ano

Integrita dat

Rizeni zpfistupnéni
2.1.1 Pokud jsou mezi Spravcem a
Poskytovatelem prendsena data pomoci
nosi¢l dat (napf. pevny disk, USB disk,
CD):
Jsou data na nosici 3ifrovana: [X] na
vyZadani
2.1.2 Druh Sifrovani pfi predavani dat mezi

Poskytovatelem a Spravcem, pokud jsou data predavana
elektronicky:

2.1.2.3 [X] HTTPS (napt. webové rozhrani,
cloudové ulozisté)

2.1.2.4 [X] SSL-VPN nebo Citrix

2.1.3 Jsou Poskytovatelem uchovdvana osobni
data Spréavce?

X ano, nesifrovana

2.1.4 Mazani dat Spravce:

2.1.4.1 Jak probiha mazani dat (napf. v souladu se
standardnimi postupy)?

Elektronicka data v systémech
X nehodi se

2.1.5.2 Kdy jsou data
smazana, nebo
zniceny nosice
dat? Po
ukoncéeni
platnosti
smlouvy

2.1.5.3 Jakym zplsobem je dokumentovano mazani dat
nebo likvidace nosicd?
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Availability Control
3.1.1 Details of data backup:

3.1.1.1 Backup frequency (time interval): daily

3.1.2 Placement of media with the backup:

X safe

3.1.3 Restart time after complete destruction of the data
centre in days: 7

3.1.4 Third parties contractually ensure IT system
maintenance:

X1 ves

Regular review and evaluation procedures

Data Processing Control

4.1.1 The Provider’s employees, who process or have
access to the Controller’s personal data, have
committed in writing to maintain confidentiality with
regard to personal data handling:

X ves

4.1.2 The Provider’s employees committed in writing to
maintain confidentiality in telecommunication contact

DX ves

4.1.3 The Provider requests the following written
statements from their employees (with regard to
personal data protection and data and/or with regard
to the mobile work): yes, Personal Data Protection
Statement

In the context of personal data handling, the employee is
obliged to respect, in particular, the following rules:

1. to limit collection or access to personal data to the
essentially legitimate minimum necessary to
accomplish the primary purpose of data collection;

2. to protect personal data as well as access to it in the
period when the employee has it available or it has
been entrusted to him/her or disclosed in any other
way, against illegal or illegitimate access or use;

3. to maintain confidentiality of data and procedures
serving its protection;

4. to immediately inform the employer of any suspicion
of compromising integrity or protection of such
personal data,

Julius
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Zapis o skartaci nebo smazani dat

Rizeni vstupt

2.2.1 Pro moZnost sledovani mazani nebo zmén v datech
Spravce byly pro jednotlivé zaméstnance vytvoreny
soubory zaznam(l oznacené jménem:

X ano

2.2.2 Tyto soubory zaznam( jsou vytvoreny na zakladé
omezeného pfistupu:

X ano

Dostupnost a odolnost

Rizeni dostupnosti
3.1.1 Podrobnosti zalohovani dat:

3.1.1.1 Frekvence zalohovani (Casovy interval):
denné

3.1.2 Umisténi médii se zalohou:

|X| Trezor

3.1.3 Doba opétovného spusténi po Uplném zniceni
datového centra ve dnech: 7

3.1.4 Udrzba IT systém( je zabezpectena smluvné tretimi
stranami:

X ano

Postupy pro pravidelné prezkoumani a hodnoceni

Rizeni zpracovani dat

4.1.1 Zaméstnanci Poskytovatele, ktefi zpracovavaji
nebo maiji pfistup k osobnim Gdajim Spravce, se
pisemné zavdzali zachovdvat mléenlivost ve vztahu
k zachdazeni s osobnimi udaji:

X ano

4.1.2 Zaméstnanci Poskytovatele byli pisemné zavazani
k zachovavani micenlivosti v telekomunika¢nim styku

X ano

4.1.3 Poskytovatel od svych zaméstnancll vyzaduje
nasledujici pisemna prohlaseni (v souvislosti
s ochranou osobnich udaja a dat a/nebo
v souvislosti s mobilni praci): ano, Prohlaseni o
ochrané osobnich udaju

V rdmci zachdzeni s osobnimi Udaji je zaméstnanec
povinen dodrZovat zejména tato pravidla:

PRImus-AD-CZE-JC&SP MRI Agreement — -CZ29-26Jan24-LEG.JV.1421 FINAL

Page 47 of 53




PRImus-AD-Sponsor -CTA-Services Agreement-Template—V22.01

5. toshred/dispose of obsolete personal data.

The employee acknowledges that he/she can cause harm to
the employer or third parties by the infringement of
obligations resulting from the relevant legal regulations on
personal data protection or internal guidelines of the
employer, for which the employee will bear responsibility
according to the provision of §250 par. 1 et seq. of Act No.
262/2006 Coll., Labor Code, as amended, or which can affect
the duration of his/her employment relationship.

4.1.4 When using the Provider’s sub-contractors with the
access to the Controller’s data:

4.1.4.1 Agreements with the sub-contractors
processing the Controller’s data within the
meaning of Art. 4 and Art. 28 GDPR were
concluded:

IZ yes

4.1.4.2 There are sub-contractors outside the EU
with access to the Controller’s data:

X no

4.1.4.3 Sub-contractors with the access to the
Controller’s data comply with measures
mentioned in the Statement as well as the
Provider themselves, which is regulated
contractually:

& yes

4.1.5 Training is arranged for the Provider’s employees
with regard to personal data protection, which is
documented by name:

> yes

4.1.6 If maintenance is carried out with the use of the cloud
(see 1.1.1, 2.1.2, 4.1.4), the architecture scheme must be
submitted, showing the used components, storage places
and used protocols (please, indicate name and date): not
applicable, data is not stored on the cloud.

Miscellaneous
4.2.1 The Provider has procedure guidelines in place in
case of security incidents:

4.2.3.1 [X] yes (please specify in detail): internal
guidelines
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1. omezit sbér ¢i pFistup k osobnim Udajim na
nezbytné legitimni minimum nutné k dosazeni
primarniho ucelu sbéru dat;

2. chranit osobni Udaje, jakoZ i pfistup k nim, v dobé,
kdy je ma zaméstnanec k dispozici, ¢i mu byly
svéreny, nebo jinak zptistupnény, pred
nezakonnym nebo nelegitimnim pfistupem ci
uzitim;

3. dodrZovat mi¢enlivost ohledné udajl i postupl
slouZicich k jejich ochrang;

4. oznamit neprodlené zaméstnavateli jakékoliv
podezfeni na naruseni integrity ¢i ochrany takovych
osobnich udaju,

5. skartovat/likvidovat osobni Udaje, které jsou
zastaralé.

Zameéstnanec bere na védomi, Ze porusenim povinnosti
vyplyvajicich z pfislusnych pravnich predpist o ochrané
osobnich adaja, ¢i internich smérnic zaméstnavatele,
muze zplsobit zaméstnavateli ¢i tfetim strandm Skodu, za
kterou bude dle ust. § 250 odst. 1 a nasl. Zakona ¢.
262/2006 Sb.,
zaméstnanec nést odpovédnost, nebo ktera muize mit

zakonik prace, v platném znéni,

dopad na trvani jeho zaméstnaneckého poméru.

4.1.4 Pri vyuziti subdodavatell Poskytovatele, ktefi maji
pfistup k datim Spravce:

4.1.4.1 Byly uzavieny smlouvy se subdodavateli,
ktefi zpracovavaji Udaje Spravce ve smyslu
¢l. 4acl. 28 GDPR:

X ano

4.1.4.2 Existuji subdodavatelé mimo EU, ktefi
maji pristup k udajam Spravce:

X ne

4.1.4.3 Subdodavatelé, ktefi maji pristup k
udajlm Spravce, dodrzuji opatreni
uvadéna v Prohlaseni stejné jako sam
Poskytovatel, coZ je oSetfeno smluvné:

X ano

4.1.5 Je zavedeno skoleni pro zaméstnance
Poskytovatele s ohledem ochranu osobnich udajd,
které je jmenné dokumentovano:

X ano

4.1.6 Pokud je provddéna udriba s vyzitim cloudu (viz

1.1.1, 2.1.2, 4.1.4), je treba predlozit i schéma
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Do these guidelines ensure that the Controller is
immediately informed?

4.2.3.2 ] no Xlyes (please, describe the procedure): a
notification to the specified Controller contact details

according to the contractual arrangement

PRImus-AD-CZE-JC&SP MRI Agreement —
Page 49 of 53

Julius
Clinical

architektury, znazornujici pouZité komponenty, mista
ulozist a pouzité protokoly (prosim uvedte nazev a
datum): neaplikuje se, data nejsou ukladana na cloud

Jiné
4.2.1 Poskytovatel ma zavedeny smérnice na postup
v pfipadé bezpecnostnich incidentd:

4.2.3.1 [X] ano (uvedte prosim jaké): interni
smérnice

Zajistuji tyto smérnice, Ze je Spravce okamzité
informovan?
4.2.3.2[_] ne [X] ano (popiste prosim postup): ozndmeni
na sdélené kontaktni Udaje Spravce dle smluvniho
ujednani
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Annex Il — List of Sub-processors / Pfiloha Il — Seznam Diléich zpracovatelQ
Name / | Contact / Kontakt Address / Adresa Subject Matter and | Duration of the
Jméno Nature of the | Processing / Doba

processing / Pfedmét | Zpracovani
a povaha Zpracovani

Not applicable.
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Annex 3 - Details of Processing of Personal Data Pfiloha 3 — Podrobnosti o Zpracovani Osobnich
udaja
This Annex 3 includes certain details of the

Processing of Personal Data as required by Article Tato Pfiloha 3 obsahuje uréité podrobnosti

28(3) GDPR. o Zpracovani Osobnich udaju podle poZadavku
¢lanku 28 odst. 3 GDPR.

Controller PRInnovation, Lagerhofstralle 4, 04103 Leipzig, Germany
, phone: , e-mail address:
Processors FN Motol
Subject matter of the Clinical research activities
processing
Duration of the Processing Duration of the services, as defined in the Principal Agreement

Purpose of the processing
Pseudonymised data of participating study subjects (including
medical data) is processed in the scope of the PRImus-AD clinical
project, to provide an answer to the project’s objectives as outlined
in the study protocol.

Nature of the processing Authorised Service Provider staff will collect the study participants’
data.

- Monitors from Julius Clinical or one of Julius Clinical’s
partners and where applicable auditors, will verify source data in
the patient files with the data entered in the study database.
Monitoring of collected data is in adherence to ICH/GCP E6(R2)
(sections 5.18.1 and 5.18.2)

- Vendors will process data according to the agreement(s)
between vendor and Julius Clinical.

- Sponsor is owner of the participants’ data in the database,
as well as the essential documents included in the study files.

- Julius Clinical will store the data temporarily

Types of Personal Data

- Verification. Data collected may include gender, race/ethnic
origin, health (medical records or information), bodily samples
(CSF samples). Data collected from study subjects is
pseudonymised, i.e. name, date of birth etc. is not collected for
data processing.

Types of Special Categories of
Personal Data (if applicable) - Study subjects: medical data, gender, race/ethnic origin.
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Categories of data subject

Study subjects

Processing location

EEA. Specific text is included in the Informed Consent Form to make
study subjects aware of these transfers.

Data Transfers and safeguards
(if applicable)

The justification for the size of datasets to be collected, the context
and scope of data collection are outlined in the study protocol and
informed consent form (ICF). The study protocol and ICF are
submitted for a substantial review by IEC / IRB. IRB/IEC must have
given a favourable opinion. By signing the Informed Consent Form
(ICF) the subject and the caregiver agree with the use of personal
data.

Julius Clinical only transfers Data to a third party (e.g. sub-
processors) if a corresponding contract exists, and only for the
specific purposes. If Data is transferred to companies located
outside the EEA, Julius Clinical provides that an adequate level of
data protection exists at the target location or organisation in
accordance with our obligations of the DPA, e.g. by employing
contracts based on the Standard Contractual Clauses.

Spravce

PRInnovation, LagerhofstrafRe 4, 04103 Lipsko, Némecko

, tel.: , e-mail:

Zpracovatelé

FN Motol

’

Predmét Zpracovani

Cinnost v ramci klinického vyzkumu

Doba Zpracovani

Doba trvani sluzeb, jak je stanoveno v Hlavni smlouvé

Uéel Zpracovani

V ramci klinického projektu PRImus-AD jsou zpracovavany
pseudonymizované udaje zuéastnénych subjektii hodnoceni (véetné
lékarskych udaji), aby bylo moiné odpovédét na cile projektu
uvedené v protokolu klinického hodnoceni.

Povaha Zpracovani

Povéreni pracovnici mista provadéni klinického hodnoceni budou
shromazdovat udaje ucastnikt klinického hodnoceni.

Monitori spolecnosti Julius Clinical nebo jednoho =z partnert
spoleé¢nosti Julius Clinical, a pfipadné auditorfi, ovéfi zdrojova data
v souborech pacientll sudaji zadanymi do databaze klinického
hodnoceni.

Dodavatelé budou zpracovavat udaje vsouladu sdohodou
(dohodami) mezi dodavateli a spoleénosti Julius Clinical.

Zadavatel je vlastnikem udaji ucastniki obsazenych v databazi,
véetné nezbytnych dokumenti obsaZenych v souborech klinického
hodnoceni.
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Spoleénost Julius Clinical udaje do¢asné ulozi.

Typy Osobnich udajt

Lékarské udaje jsou prohlizeny jako soucast ovéreni zdrojovych dat.
Shromazdéné udaje mohou zahrnovat pohlavi, rasu / etnicky ptvod,
zdravotni stav (lékafské zaznamy nebo informace), télesné vzorky
(CSF). Udaje shromazdéné od subjekti hodnoceni (a poskytovateli
péce) jsou pseudonymizovany, tj. jméno, datum narozeni atd. se
neshromazduji pro uéely zpracovani udaja.

Typy zvlastnich kategorii
Osobnich udaji (pokud se
vztahuje)

- Subjekty studie: Iékarské udaje, pohlavi, rasa / etnicky pavod.

Kategorie Subjektt udajt

Subjekty studie

Misto Zpracovani

EHP. Konkrétni znéni je soucasti formulare informovaného souhlasu,
aby byly Subjekty studie informovany o pfenaseni udaju.

Predavani Osobnich udaji a
zabezpeceni (pokud se
vztahuje)

Zdivodnéni velikosti datovych sad, které maji byt shromazdény,
kontext arozsah shromazdovani udaji jsou uvedeny v protokolu
klinického hodnoceni ave formulari informovaného souhlasu (ICF).
Protokol klinického hodnoceni a ICF jsou pfedloZeny k dikladnému
prezkoumani IEC/IRB. IRB/IEC musi vydat kladné stanovisko. Podpisem
formulafe informovaného souhlasu (ICF) subjekt hodnoceni
a poskytovatel péce souhlasi s pouzitim osobnich udaju.

Spole¢nost Julius Clinical pfedava udaje treti strané (napf. diléim
zpracovatelim) pouze v pfipadé, Ze je v platnosti odpovidajici
smlouva, a pouze pro konkrétni ucely. Pokud jsou udaje predavany
spoleénostem sidlicim mimo EHP, spolec¢nost Julius Clinical zajistuje,
Ze v cilovém misté nebo organizaci je uplatiovana pfimérena uroven
ochrany udajl v souladu s nasimi zavazky podle SoZU, napf. pouziti
smluv zaloZenych na standardnich smluvnich dolozkach.
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