CONFIDENTIAL / DUVERNY MATERIAL

AGREEMENT FOR THE CONDUCT
OF A CLINICAL STUDY FOR THE
COLLECTION OF HUMAN
BIOSPECIMENS

SMLOUVA O PROVEDENI ISLINICKE
STUDIE TYKAJiCi SE ODBERU
LIDSKYCH BIOLOGICKYCH VZORKU

entered into by and between

se uzavira mezi spolecnostmi

Exscientia GmbH

Exscientia GmbH

Siemensstrasse 89

Siemensstrasse 89

A-1210 Vienna, Austria

A-1210 Vienna, Rakousko

- hereinafter referred to as
»Exscientia“ or “Sponsor” -

represented by I

Managing Director

- dale jen , Exscientia“ nebo
»Zadavatel” -

zastoupen: [

generalnim reditelem

and

Faculty Hospital in Motole

Fakultni nemocnice v Motole

State contribution organization

statni prispévkova organizace

V Uvalu 84

V Uvalu 84

150 06 Prague 5, Czech Republic

Represented by [

based on authorization

150 06 Praha 5, Ceska Republika

Zastoupen I

. na zakladé povéreni

— hereafter referred to as the
“Healthcare Provider” or “Provider” —

- dale jen ,poskytovatel zdravotnich
sluzeb” nebo jen “poskytovatel” -

and

Principal Investigator:

Hlavni zkousejici:

Address:/ID: V Uvalu 84, 150 06
Prague 5, Czech Republic

Adresa:/ICO: V Uvalu 84, 150 06 Praha
5, Ceska Republika
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(hereafter referred to as "Principal
Investigator")

(dale jen ,hlavni zkousejici”)

Sponsor and Provider and Principal
Investigator may hereinafter
individually also be referred to as
“Party” and collectively as “Parties”.

Zadavatel a poskytovatel a hlavni
zkousejici mohou byt dale jednotliveé
oznacovani také jako ,smluvni strana“
a spole¢né¢ jako ,,smluvni strany*.

WHEREAS, the Provider is a leading
research hospital with experience in
the conduct of interventional and
non-interventional clinical studies
and Exscientia is a biotechnology
company specialised in studying drug
action in primary human patient
material.

VZHLEDEM K TOMU, ZE poskytovatel
je vedouci vyzkumna nemocnice se
zkuSenostmi s provadénim
intervencnich a neintervenénich
Klinickych studii a spole¢nost
Exscientia je biotechnologicka
spolecnost specializujici se na
zkoumani uc¢inkd 1ékd primarné

u pacientu.

NOW, THEREFORE, the Provider and
Exscientia and the Principal
Investigator enter into this Study
Agreement for the purpose of setting
forth the responsibilities and
obligations of the Parties in regards to
conducting a non-interventional
study in the field of oncology (as
described below) and in regards to
the collection of human biological
specimens for such research.

PROTO NYNI poskytovatel a spole¢nost
Exscientia a hlavni zkousejici uzaviraji
tuto smlouvu o studii za icelem
stanoveni povinnosti a zavazka
smluvnich stran v souvislosti

s provadénim neintervend¢ni studie

v oblasti onkologie (jak je popsano
niZe) a v souvislosti s odbérem lidskych
biologickych vzorki pro tento vyzku

§1 SUBJECT OF THE AGREEMENT

§1 PREDMET SMLOUVY

(1) Exscientia wishes to perform in
collaboration with the Provider

a clinical study entitled “AC1804:
Studying drug action in pleural
effusion and ascites: a pilot study”
(the “Study”). The Study will
comprise research on, and biobanking
of, human biological specimens of

a type described in [Attachment 2]
(“Material”, as defined in Attachment
2) which will be collected from
multiple sites, including the Provider.
Provider’s contribution to the Study
shall comprise the collection of such

(1) Spolec¢nost Exscientia si pfeje ve
spolupraci s poskytovatelem provadét
klinickou studii s nazvem ,,AC1804:
Studium uc¢inku 1éki v pleuralnim
vypotku a ascitu: pilotn{ studie“ (dale
jen ,studie”). Studie bude zahrnovat
vyzkum a uloZeni lidskych biologickych
vzorkil v biobance. Biologické vzorky
budou typu popsaného v [Pfiloha 2]
(dale jen ,material®, jak je definovan

v Priloze 2), ktery se bude odebirat na
nekolika pracovistich, véetné
poskytovatele. Pfispéni poskytovatele
ke studii bude zahrnovat odbér tohoto
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Material from its patients who it
recruits to the Study (“Donors”, as
defined in Attachment 2). The local
project comprising Provider’s
recruitment of Donors and collection,
processing and supply of Material
shall be referred to hereinafter as the
“Local Collection Project”. The
protocol for the Local Collection
Project is appended to this
Agreement as Attachment 1 (the
“Protocol”).

materialu od pacientd, které registruje
do studie (dale jen ,darci* jak je
definovano v Ptiloze 2). Mistni projekt
zahrnujici nabor darcd k poskytovateli
a shromaZdovani, zpracovani a dodani
materialu bude dale oznacovan jako
»projekt lokdlniho odbéru“. Protokol
projektu lokalniho odbéru je k této
smlouveé pripojen jako priloha 1 (dale
jen ,protokol“).

(2) The Parties each undertake to
carry out the tasks allocated to them
as specified in Attachment 1 in
compliance with applicable laws and
regulations, recognized scientific
standards and upon the terms and
conditions set forth herein.

(2) Strany se zavazuji provadét ukoly
uvedené v Piiloze 1 v souladu

s platnymi zakony a predpisy,
uznavanymi védeckymi standardy a za
podminek stanovenych v této smlouve.

(3) Prior to the initiation of the Study,
Exscientia as Sponsor of the Study
shall obtain approval for the Study
from the responsible ethics
committee (hereinafter “EC”) and
shall further obtain any other
approvals from the relevant
competent authority (hereinafter
“Competent Authority”) required for
the conduct of the Study, if any.

(3) Pfed zahajenim studie ziska
spolecnost Exscientia jako zadavatel
studie schvaleni studie od odpovédné
etické komise (dale jen ,,EK“) a dale
ziska veskera dalsi pfipadna schvaleni
od prislusného kompetentniho organu
(dale jen ,kompetentni urad”), ktera
jsou vyzadovana k provadéni studie.

(4) Prior to the initiation of the Local
Collection Project, the Provider shall
obtain any requisite approvals for the
Local Collection Project from an EC
and shall further obtain any other
approvals from the relevant
Competent Authority required for the
conduct of the Local Collection
Project, if any. The fee(s) charged by
the EC will be borne by Exscientia.

(4) Pfed zahajenim projektu lokalniho
odbéru ziska poskytovatel od EK
veskera nezbytna schvaleni projektu
lokalniho odbéru a dale ziska veskera
dalsi pripadna schvaleni od pfislusného
kompetentniho organu, ktera jsou
vyzadovana k provadéni projektu
lokalniho odbéru. Poplatek (poplatky)
uctované EK ponese spole¢nost
Exscientia.

(5) This Study Agreement enters into force
on the date of signature by the last Party .

(5) Platnost této smlouvy je ke dni
podpisu posledni smluvni stranou.

(6) The Parties acknowledge that this Study
Agreement must be published by the Provider
in the Czech public contracts register
(“Contracts Register”) for the purpose of
fulfilling the obligations imposed on the

(6) Smluvni strany berou na védomi, Ze tato
smlouva musi byt poskytovatelem zverejnéna
v Ceském registru vefejnych zakazek (“registr
smluv”)za ucelem plnéni povinnosti
uloZenych poskytovateli platnou legislativou.
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Provider by valid legislation. The Agreement
shall be effective as of the date of its
publishing in the Contracts Register.

The Provider is not required to publish the
following information in connection with the
publication of this Study Agreement:

e personal data of natural persons that
are not publicly available in the public
register,

e any confidential information as
defined in this Agreement, and

e trade secrets agreed by the Parties in
accordance with the provisions of §
504 of the Civil Code as follows. Trade
secrets include the information
contained in the protocol, as well as
the design of the Study, the detailed
budget, the number of evaluation
subjects and their remuneration, the
duration of the Study, and detailed
information about the sponsor’s
insurance.

In order to publish this Study Agreement in
accordance with this section, the Sponsor
shall provide the Provider with a version of
the Study Agreement in a machine-readable
format (ideally in pdf.) from which personal
data, confidential information and trade
secrets have been redacted.

The Provider will publish the redacted
Agreement provided by the Sponsor in the
Czech public Contracts Register, and will
inform the Sponsor about the publication:

and
I

The Parties acknowledge that the Provider, as
a state-funded organization, is obliged to
provide information at the request of a third
party in accordance with Act No. 106/1999
Coll,, on free access to information, as
amended. In the event of a request for
information by a third party, the Provider
shall consult with the Sponsor on whether
information should be withheld from
publication on any lawful grounds.

Smlouva je ¢inna od data jejiho uverejnéni v
registru smluv.

Poskytovatel neni povinen v souvislosti se
zverejnénim této smlouvy zverejiiovat
néasledujici informace:

* osobni udaje fyzickych osob, které
nejsou verejné dostupné ve verejném
rejstiiku,

* jakékoli duvérné informace, jak jsou
definovany v této smlouve, a

* obchodni tajemstvi dohodnuté
smluvnimi stranami v souladu s
ustanovenim § 504 obc¢anského
zakoniku nasledovné. Obchodni
tajemstvi zahrnuje informace
obsaZené v protokolu, stejné jako
design studie, podrobny rozpocet,
pocet hodnocenych subjektt a jejich
odmeény, dobu trvani studie a
podrobné informace o pojisténi
zadavatele.

Za Gcelem zverejnéni této smlouvy o studiu v
souladu s timto odstavcem poskytne
zadavatel poskytovateli verzi smlouvy ve
strojové Citelném formatu (idealné v pdf.), v
nichz byly redigovany osobni udaje, divérné
informace a obchodni tajemstvi.

Poskytovatel uverejni upravenou smlouvu
poskytnutou zadavatelem v ¢eském registru
smluv a o uverejnéni informuje zadavatele:

Smluvni strany berou na védomi, Ze
poskytovatel jako pfispévkova organizace je
povinen poskytnout informace na Zadost treti
osoby v souladu se zakonem ¢. 106/1999 Sb.,
o svobodném pfistupu k informacim, v
platném znéni. V piipadé zadosti o informace
tfeti stranou poskytovatel konzultuje se
zadavatelem, zda by informace nemély byt z
jakychkoli zakonnych divodu zvefejnény.

§ 2 INVESTIGATOR

§ 2 ZKOUSEJici LEKAR
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(1) The Provider will delegate 3347

RS RS Principal
Investigator to conduct of the Local
Collection Project. The Principal
Investigator is an employee of the
Provider. Where this Agreement
places obligations on the Principal
Investigator, these shall also be
obligations of the Provider to ensure
the Principal Investigator’s
compliance with, and performance of,
such obligations.

g e e
AR

(1) Poskytovatel povéiizsFaarmisis
s onivaako hlavniho zkousejictho
k provadéni projektu lokalniho odbéru.
Hlavni zkousejici je zaméstnancem
poskytovatele. Tam, kde tato smlouva
stanovi povinnosti hlavniho
zkousejiciho, bude se také jednat

o povinnost poskytovatele zajistit, aby
hlavni zkousSejici tyto povinnosti

dodrZoval a plnil

(2) If Principal Investigator is no
longer able to act as investigator in
the Local Collection Project, the
Providere must immediately inform
the Sponsor once it becomes aware of
such circumstances. A replacement
for the Principal Investigator can only
be appointed by the Provider with the
Sponsor's written agreement; such

a replacement must agree in writing
to all the conditions in the Protocol
and be added as a party to this
Agreement. The Provider shall
transfer all the Principal
Investigator's duties arising from this
Agreement to the replacement for the
Principal Investigator. If the Parties
are unable to agree on a replacement
for the Principal Investigator within
thirty days from the date the Sponsor
is informed of the unavailability of the
Principal Investigator, the Sponsor is
entitled to immediately terminate this
Agreement by giving notice to the
Provider.

(2) Pokud hlavni zkousSejici jiz neni
schopen pisobit jako zkousejici 1ékaF
v projektu lokalniho odbéru, musi
poskytovatel neprodlené informovat
zadavatele, jakmile se o takovych
okolnostech dozvi. Ndhradniho
hlavniho zkousejictho mize
poskytovatel jmenovat pouze

s pisemnym souhlasem zadavatele;
takovy nahradni hlavni zkousejici musi
pisemné souhlasit se vSemi
podminkami protokolu a byt pfidan
jako smluvn{ strana. Poskytovatel
prevede veskeré povinnosti hlavniho
zkousSejiciho vyplyvajici z této smlouvy
na nahradu za hlavniho zkousejiciho.
Pokud se smluvni strany nebudou
schopny dohodnout na nadhradé¢ za
hlavniho zkousejiciho do tficeti dnt od
data, kdy bude zadavatel informovan

o nedostupnosti hlavniho zkousejiciho,
je zadavatel opravnén tuto smlouvu
okamZzité ukoncit prostiednictvim
vypovédi poskytovateli.

§3 TIMEPLAN

§3 CASOVY ROZVRH

(1) Planned Local Collection Project
start: Q4/2023

(1) Planované zahdajeni projektu
lokalniho odbéru: Q4 2023

(2) Estimated last patient recruitment
in Local Collection Project
(recruitment end): Q4/2024

(2) Odhadovany nabor posledniho
pacienta do projektu lokdlniho odbéru
(konec naboru): Q4 2024

AC1804 Clinical Study Agreement
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(3) Planned Local Collection Project
completion: Q1/2025

(3) Planované dokonceni projektu
lokalniho odbéru: Q1 2025

(4) These time specifications are
estimates only and, except as
expressly stated in this Agreement,
any delay to such events shall not
require an amendment to this
Agreement nor give a Party a right to
terminate this Agreement.

(4) Tyto Casové udaje predstavuji pouze
odhady a - s vyjimkou pfipadd vyslovné
uvedenych v této smlouveé - Zadné
zpozdéni té€chto udalosti nevyzaduje
dodatek k této smlouvé ani nedava
smluvni strané pravo vypovédét tuto
smlouvu.

(5) Should the approval of the Local
Collection Project delay its planned
start, it is agreed by the Parties that
the planned completion and all other
Local Collection Project milestones
will be delayed accordingly.

(5) Pokud by schvaleni projektu
lokalniho odbéru vedlo ke zpozdéni
planovaného zahajeni, smluvni strany
se dohodly, ze planované dokonceni

a vSechny ostatni milniky projektu
lokalniho odbéru budou odpovidajicim
zpusobem také opozdény.

(6) In the event of definitive rejection
of the Local Collection Project by the
EC or the Competent Authority, or if
such bodies have not granted
approval by the end of December
2024, this Agreement subject to §14
(1) of this Agreement shall be
considered as retroactively cancelled.

(6) V ptipad¢ definitivniho zamitnuti
projektu lokalniho odbéru ze strany EK
nebo prislu§ného organu nebo

v piipadg, Ze tyto organy neudélily
souhlas do konce prosince 2024, bude
tato smlouva podle paragrafu 14, odst.
1) této smlouvy povazovana zpétné za
zruSenou.

§4 PROTOCOL

§4 PROTOKOL

(1) Any capitalised term used in the
Protocol also used in this Agreement
has the same meaning as within the
Protocol, except if the context
requires another interpretation or it
is defined herein to have a different
meaning.

(1) Terminy psané velkymi pismeny
pouzité v protokolu maji také v této
smlouve stejny vyznam jako

v protokolu, s vyjimkou pfipadu, kdy
kontext vyZaduje jiny vyklad nebo ma
jiny vyznam, nez je vyznam zde
definovany.

(2) In case of conflict between the
Protocol and this Agreement with
regards to the practical conduct of the
Local Collection Project, the Protocol
shall prevail.

(2) V pfipad¢ rozporu mezi protokolem
a touto smlouvou v piipadé praktického
provadéni projektu lokalniho odbéru
ma prednost protokol.

(3) Updates and modifications to the
Study Protocol shall be in writing,
shall be agreed upon and signed by

(3) Aktualizace a upravy protokolu
studie musi byt provedeny pisemn¢,
odsouhlaseny a podepsany

AC1804 Clinical Study Agreement
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Sponsor, Provider and Principal
Investigator and submitted to the
relevant EC and/or Competent
Authority, as required, for approval.

zadavatelem, poskytovatelem

a hlavnim zkousejicim a dle pozadavkt
predlozeny ke schvaleni pfislusné EK
a/nebo kompetentnimu organu.

§5 PARTICIPANTS AND ENROLMENT

§5 UCASTNICI A ZARAZENI

(1) The maximum number of Donors
to be included in the Local Collection
Project is 360 Donors.

(1) Maximalni pocet darcg, ktefi maji
byt zahrnuti do projektu lokalniho
odbéru, je 360 darcu.

(2) The Provider shall use best
endeavours to enrol 30 Donors into
the Local Collection Project.

(2) Poskytovatel vynaloZi maximalni
usili k zarazeni 30 darcti do projektu
lokalniho odbéru.

(3) The Principal Investigator shall
recruit the Donors according to the
inclusion and exclusion criteria stated
in the Protocol. The Sponsor shall not
otherwise influence the selection of
the Donors.

(3) Hlavni zkousejici provede nabor
darci podle kritérii pro zarazeni

a kritérii pro vytazeni uvedenych

v protokolu. Zadavatel nebude jinak
ovliviiovat vybér darca.

(4) The Provider acknowledges that the
Study is a study designed to evaluate

a set number of Donors. The Provider
shall make best endeavours to include
the agreed number of Donors into the
Study, but cannot guarantee to include
a specific amount of Donors into the
Study.

(4) Poskytovatel bere na védomi, Ze se
jedna o studii, ktera slouzi

k vyhodnoceni stanoveného poctu
darct. Poskytovatel vynaloZi maximalni
usili, aby do studie zahrnulo dohodnuty
pocet darcti, ale nemtize zarudit, Ze do
studie zahrne konkrétni pocet darcu.

(5) Sponsor may discontinue
enrollment of Donors if the total
enrollment needed for a multi center
Study has been achieved, if applicable.

(5) Zadavatel mtize ukoncit nabor
darct, pokud bude dosazeno celkového
poctu zatazenych subjektid potfebnych
pro multicentrickou studii, je-li to
relevantni.

§6 RESPONSIBILITIES OF THE
PROVIDER AND INVESTIGATOR

§6 POVINNOSTI POSKYTOVATELE
A ZKOUSEJICIHO LEKARE

(1) The Provider shall ensure that the
personnel involved in the Local
Collection Project are appropriately
qualified and trained, including on the
Protocol.

(1) Poskytovatel zajisti, aby byl
persondl zapojeny do projektu
lokalniho odbéru nalezité kvalifikovany
a vyskoleny, v¢etné protokolu.

AC1804 Clinical Study Agreement
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(2) The Provider and Principal
Investigator will ensure that Study
Staff are informed of and agree to
abide by all terms of this Agreement
applicable to the activities they
perform. The Provider and Principal
Investigator shall act in accordance
with all applicable laws, rules,
regulations, guidelines and standards
including, without limitation, all
relevant International Council for
Harmonization Good Clinical Practice
(“ICH GCP”) guidelines and standards
and the World Medical Association
Declaration of Helsinki “Ethical
Principles for Medical Research
Involving Human Subjects” (2013),
and all applicable laws and guidance
relating to clinical trials of medicines
or to human rights, supply of
medicines legislation, legislation
relating to human tissue and
biological samples, and all applicable
laws relating to the confidentiality,
privacy and security of Trial Subject
information inclusive but not limited
to the EU General Data Protection
Regulation - GDPR and Act No.
101/2000 Coll,, on the Protection of
Personal Data and on Amendments to
Certain Acts, as amended (“Applicable
Law”).

(2) Poskytovatel a hlavni zkousejici
1ékaft zajisti, aby byl personal studie
informovan o veskerych podminkach
této smlouvy tykajicich se ¢innosti,
které provadi, a aby se zavazal, ze je
bude dodrzovat. Poskytovatel a hlavni
zkousejici budou jednat v souladu se
vSemi platnymi zakony, zasadami,
predpisy, pokyny a standardy, mimo
jiné v¢etné vsech pfislusnych smérnic

a standardd spravné klinické praxe
Mezinarodni rady pro harmonizaci
(dale jen ,ICH SKP*) a Helsinské
deklarace Svétové l1ékarské asociace
»Etické zasady pro lékarsky vyzkum
zahrnujici lidské subjekty“ (2013),

a vSech platnych zakont a pokynt
tykajicich se klinickych hodnoceni 1é¢iv
nebo lidskych prav, 1ékového
zakonodarstvi, legislativy ohledné
lidskych tkani a biologickych vzorka

a vSech platnych zakont o davérnosti,
soukromi a zabezpeceni tidaji subjekti
hodnoceni, mimo jiné véetné obecného
nafizeni EU o ochrané¢ osobnich udaji -
GDPR (General Data Protection
Regulation) a zadkona ¢. 101/2000 Sb.,,
0 ochrané osobnich tidaji a o zménach
nékterych zakont, ve znéni pozd¢jsich
predpisi (dale jen ,platné zakony*).

(3) The Principal Investigator shall
ensure that EC approved written and
verbal informed consent of the
Donors before inclusion into the Local
Collection Project is obtained and that
the Informed Consent Form
(hereinafter “ICF”) in the most up to
date version is signed by the Donor.

(3) Hlavni zkousejici zajisti, aby byl
ziskan pisemny i dstni informovany
souhlas darci schvaleny EK pred
zarazenim do projektu lokalniho
odbéru a aby darce podepsal formular
informovaného souhlasu (Informed
Consent Form, dale jen ,ICF)

v nejaktudlnéjsi verzi.

(4) The Principal Investigator shall
provide the complete and correct
Case Report Forms (hereinafter
“CRFs”) to the Sponsor. Principal
Investigator shall use best
endeavours to provide completed CRF
data within 10 working days of the
relevant Material being provided to
Sponsor.

(4) Hlavni zkousejici poskytne
zadavateli vyplné€né a spravné zaznamy
subjektii hodnoceni (Case Report Form,
dale jen ,,CRF*“). Hlavni zkousejici
vynalozi maximalni usili, aby poskytl
vyplnéné zaznamy CRF do

10 pracovnich dnti od pfedani
prislusného materialu zadavateli.

AC1804 Clinical Study Agreement
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(5) The Principal Investigator shall
maintain the complete patient
documentation in the routine medical
records such that a reconstruction of
data/events is possible at any time.

(5) Hlavni zkousejici povede tplnou
dokumentaci pacienta v béZnych
zdravotnich zaznamech tak, aby bylo
kdykoli mozné provést rekonstrukci
udaji/udalosti.

(6) The Provider and the Principal
Investigator shall provide Sponsor
and other representatives of the
Sponsor with information on the
progress of the Local Collection
Project (in particular on recruitment
and adherence to the work schedule)
upon request within 5 working days.

(6) Poskytovatel a hlavni zkousejici na
vyzadani do 5 pracovnich dni
poskytnou zadavateli a jinym
zastupcim zadavatele informace

o pribéhu projektu lokalniho odbéru
(zejména o naboru subjekti

a dodrzovani pracovniho rozvrhu).

(7) The Provider undertakes, through
the Principal Investigator, to manage
the documentation required
according to the Protocol and the ICH
GCP Regulations and to allow data
monitoring and audits by

a designated representative of
Sponsor, or inspections by
representatives of relevant national
and international authorities.
Sufficient time shall be provided by
the Principal Investigator or his/her
delegate for discussions or
clarifications of data provided.

(7) Poskytovatel se prostrednictvim
hlavniho zkousejiciho zavazuje vést
dokumentaci pozadovanou podle
protokolu a pfedpist ICH SKP

a umoznit sledovani a audity udaji
povéfenym zastupcem zadavatele nebo
inspekci provadéné zastupci
prislusnych narodnich a mezinarodnich
uradd. Hlavni zkousSejici nebo jeho
zastupce ponecha dostatek ¢asu

k diskusi nebo objasnéni poskytnutych
udaju.

(8) In the event of an
inspection/audit, the Provider and
the Principal Investigator shall, at
their own expense, cooperate with
the Sponsor or its representative in
checking/validating the data.

The Provider will allow the Sponsor
or its representatives to inspect,
monitor or audit the work under this
Study Agreement at the Study Centre,
or in other contractually designated
premises in which or with the help of
which the Local Collection Project is
carried out, and only during normal
working hours. However, such an
inspection or audit must be arranged
at least 3 days in advance and must
not disrupt the normal operation of
the Provider.

(8) V ptipad¢ kontroly/auditu budou
poskytovatel a hlavni zkousejici na své
vlastni naklady spolupracovat se
zadavatelem nebo jeho zastupcem pii
kontrole/ovéfovani udaju.

Poskytovatel umozni zadavateli nebo
jeho zastupcim, aby provedli kontrolu,
monitorovani nebo audit praci ve
smyslu této smlouvy u studijniho
pracovisté, nebo v jinych smluvné
urcenych prostorach, v nichz nebo s
jejichz pomoci se provadi projekt
lokalnfho odbéru, a to vyhradné béhem
béZné pracovni doby. Takova kontrola
nebo audit vsak musi byt domluven
minimalné 3 dny predem a nesmf
narusit bézny chod poskytovatele.

AC1804 Clinical Study Agreement
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(9) The Provider and the Principal (9) Poskytovatel a hlavni zkousejici
Investigator will report ICH GCP 1ékat budou hlasit poruseni ICH SKP
breaches as well as adverse events i nezadouci piihody, které se u darct
experienced by Donors at any time in vyskytnou, a to kdykoli, v souladu
accordance with instructions in the s pokyny v protokolu a platnymi
Protocol and Applicable Law. zakony.

(10) The Provider and the Principal (10) Poskytovatel a hlavni zkousejici
Investigator shall inform the Sponsor budou neprodlené pisemné informovat
immediately in writing of any issues zadavatele o pfipadnych problémech
or claims raised in regard to the Study nebo narocich vznesenych v souvislosti
or Local Collection Project and to se studif nebo projektem lokalniho
discuss further steps with the odbéru a projednaji se zadavatelem
Sponsor. dalsi kroky.

(11) The Provider and the Principal (11) Poskytovatel a hlavni zkousejici
Investigator will secure and maintain zajisti a budou udrzovat v plné

in full force and effect throughout the platnosti a uc¢innosti po celou dobu
performance of the Local Collection provadéni projektu lokalniho odbéru
Project an Insurance Policy in pojistnou smlouvu dle § 45 odst. 2
accordance with Section 45(2)(n) of pism. n) zakona ¢.372/2011 Sb. o

Act No.372/2011 Coll,, on healthcare zdravotnich sluzbach, ve znéni
services, as amended, as a liability pozdgéjsich predpist, na pojisténi
insurance for injuries caused by odpovédnosti za $kodu zplisobenou pfi
providing healthcare services with poskytovani zdravotni péce s limity
limits in accordance with Applicable v souladu s platnymi zakony pro

Law for all healthcare professionals vSechny zdravotnické pracovniky
conducting the Local Collection provadgjici projekt lokalniho odbéru.
Project. After the end of the Study, the Po skonceni studie bude toto pojisténi
Insurance shall cover claims arising slouzit k pokryti pripadnych narokt
from the Study, if any. vzeslych ze studie.

(12) The Provider shall ensure to (12) Poskytovatel zajisti vedeni veskeré
keep all Study-related documentation dokumentace souvisejici se studii po
for the period as required by dobu pozadovanou platnymi zakony,
Applicable Law but in any event for at ale v kazdém ptipadé po dobu nejméné
least 10 years after completion or 10 let po dokonceni nebo pred¢asném
premature termination of the Study. ukonceni studie. Bez ohledu na vyse
Notwithstanding the foregoing, the uvedené ustanoveni povede

Provider shall keep all patient poskytovatel v§echny identifikaéni
identification logs for at least 20 zaznamy pacientti po dobu nejméné 20
years after completion or premature let po dokonceni nebo pred¢asném
termination of the Study. ukonceni studie.

(12a) The Provider undertakes to (12a) Poskytovatel se zavazuje

keep the basic documentation of the uchovavat zakladni dokumentaci studie
Study for 25 years from the end of the po dobu 25 let od ukonceni studie (dale
Study (“Archiving Period”). The jen ,doba archivace). Zadavatel bude

AC1804 Clinical Study Agreement
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Sponsor will inform the Provider not
later than six (6) months before the
expiry of the Archiving Period of how
the records and documents belonging
to the Study should be handled. In the
event that the Sponsor does not
express its opinion in this respect
within this timeline, it will be
considered that it agrees to
shredding. In the event that the
Sponsor requests an extension of the
Archiving Period at the Provider, the
Provider is entitled to require from
the Sponsor a proportional fee.

informovat poskytovatele nejpozdéji
Sest (6) mésict pred uplynutim doby
archivace o tom, jak by se mélo
nakladat se zdznamy a dokumenty
patiicimi ke studii. V pfipadé, ze se
zadavatel v této lhité nevyjadfi, ma se
za to, Ze se skartaci souhlasi. V ptipadé,
Ze zadavatel pozada o prodlouZeni
doby archivace u poskytovatele, je
poskytovatel opravnén poZadovat od
zadavatele pomérny poplatek.

(13) The Provider shall ensure that all
study documentation and materials
must be stored by the Principal
Investigator under lock and key and
access controls.

(13) Poskytovatel zajisti, aby veskera
studijni dokumentace a materialy byly
uloZeny hlavnim zkousejicim lékarem
v prostoru uzamceném klicem

a s kontrolovanym pristupem.

(14) The Provider hereby declares
that it has available sufficient
resources, time and space for the
conduct of the Local Collection
Project and monitoring.

(14) Poskytovatel timto prohlasuje, ze
ma k dispozici dostatecné zdroje, ¢as
a prostor k provadéni projektu
lokalniho odb&ru a monitorovani.

(15) The Provider shall be
responsible for the compliance with
the terms of this Agreement of all the
Provider’s Study and Local Collection
Project team members, including but
not limited to Principal Investigator,
research staff and other employees
and contractors of Provider involved
in the conduct of the Study and/or
Local Collection Project (hereinafter
“Study Staft”).

(15) Poskytovatel bude odpovédny za
dodrZovani podminek této smlouvy
vS§emi ¢leny tymu poskytovatele

a projektu lokalniho odbéru, mimo jiné
vcetné zkousejiciho, vyzkumného
personalu a dalSich zaméstnanct

a dodavateld poskytovatele zapojenych
do provadéni studie a/nebo projektu
lokalniho odbéru (dale jen ,personal
studie).

(16) The Provider shall maintain and
obtain all licences, authorizations,
permits and approvals necessary for
it to perform its obligations under
this Agreement and in the Local
Collection Project.

(16) Poskytovatel povede a zajisti
vSechny licence, opravnéni, povoleni

a schvéaleni nezbytné k tomu, aby mohlo
plnit své zavazky podle této smlouvy

a v projektu lokalniho odbéru.

(17) The Provider and the Principal
Investigator acknowledge that laws,
statutes, regulations, directives,
and/or industry requirements

(17) Poskytovatel a hlavni zkousejici
berou na védomi, Ze zakony, stanovy,
predpisy, smérnice a/nebo oborové
pozadavky (souhrnné ,zakony

AC1804 Clinical Study Agreement
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(collectively, “Reporting Laws”)
require certain companies in the
pharmaceutical /healthcare industry
to disclose and report information
regarding payments made and
agreements entered into with
healthcare professionals or other
individuals and entities carrying out
activities in certain countries.
Accordingly, where such Reporting
Laws are applicable, the Provider and
the Principal Investigator
acknowledge and agree, and shall
ensure that the Study Staff
acknowledges and agrees that
information, including but not limited
to: (i) name, address, qualifications
and medical specialties, registration
number; (ii) information regarding
the Agreement; and (iii) information
concerning all payments or benefits
(in cash or in kind) made under the
Agreement, may be disclosed to the
relevant responsible authority for
publication of such information
publicly in accordance with the
relevant Reporting Laws.

o oznamovaci povinnosti“) vyzaduji,
aby urcité spole¢nosti v urcitych
zemich ve
farmaceutickém/zdravotnickém oboru
zpristupriovaly a hlasily informace
tykajici se provedenych plateb a smluv
uzavienych se zdravotnickymi
pracovniky nebo jinymi jedinci

a subjekty provadéjicimi ¢innosti. S tim
souvisi i to, Ze pokud jsou takové
zakony o oznamovaci povinnosti
platné, poskytovatel a hlavni zkousejici
berou na védomi a souhlasi, Ze udaje,
mimo jiné véetné: (i) jména, adresy,
kvalifikace a 1ékarské specializace,
registracniho &isla; (ii) informaci
tykajicich se smlouvy; a (iii) informaci
tykajicich se vSech plateb nebo vyhod
(v hotovosti nebo v naturaliich)
provedenych podle této smlouvy,
mohou byt zpfistupnény pfislusnému
odpovédnému organu, aby mohly byt
takové informace zverejnény v souladu
s prisluSnymi zakony o oznamovaci
povinnosti. Poskytovatel a zkousejici
dale zajisti, Ze tuto povinnost vezmou
na védomi a souhlasi s ni i personal
studie.

§ 7 RESPONSIBILITIES OF THE
SPONSOR

§ 7 POVINNOSTI ZADAVATELE

(1) The Sponsor shall pay the fees and
costs according to the costs schedule
included in Attachment 3 (hereafter
“Cost Schedule”).

(1) Zadavatel bude hradit poplatky

a naklady podle rozpisu nakladd
uvedeného v Piiloze 3 (dale jen ,rozpis
nakladi”).

§ 8 TRANSFER OF HUMAN
MATERIAL AND PERSONAL DATA

§ 8 PRENOS LIDSKEHO MATERIALU
A OSOBNICH UDAJU

In the conduct of this Local Collection
Project, Material and Data as defined
in Attachment 2 of this Agreement
will be transferred to the Sponsor
according to the terms set forth in
Attachment 4 of this Agreement.

Pii provadéni tohoto projektu lokalniho
odbéru budou materialy a udaje
definované v Priloze 2 této smlouvy
predany zadavateli v souladu

s podminkami stanovenymi v Pfiloze 4
této smlouvy.

Sponsor shall be an independent data
controller with respect to its
processing of personal data within

Zadavatel bude nezavislym spravcem
udaji, pokud jde o jeho zpracovani
osobnich udajt v ramci studie

AC1804 Clinical Study Agreement
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the Study and related personal data
reported by Provider to Sponsor.
TheProvider shall continue to be an
independent data controller of
personal data processed by Provider
with respect to the treatment of the
Donors’ standard of care medical
records. The Parties shall each
comply with the provisions of
Applicable Law relating to the
confidentiality, privacy and security of
personal data when acting in
connection with this Agreement.

a souvisejicich osobnich udajt
predavanych poskytovatelem
zadavateli. Poskytovatel bude i nadale
nezavislym spravcem osobnich udajt
zpracovavanych poskytovatelem, co se
tyka nakladani se standardnimi
zdravotnimi zaznamy darct. Smluvni
strany budou pfi provadéni této
smlouvy dodrzovat ustanoveni
platnych zakoni tykajicich se
davérnosti, ochrany a zabezpeceni
osobnich udaja.

The parties acknowledge that the
Provider shall act as the Sponsor’s
Data Processor with respect to Study
Personal Data (as defined in
Appendix 2 of Attachment 4). Where
the Provider acts as the Sponsor’s
data processor, Appendix 2 of
Attachment 4 to this Agreement shall

apply.]

Smluvni strany berou na védomi, ze
poskytovatel bude jednat jako
zpracovatel udaju zadavatele, co se tyka
osobnich udaji ze studie (jak je
definovano v Priloze 2 Prilohy 4). Pokud
poskytovatel jedna jako zpracovatel
udaji zadavatele, plati Pfiloha 2 Piilohy
4 této smlouvy.]

§ 9 REMUNERATION FOR WORK

§ 9 ODMENA ZA ODVEDENOU PRACI

(1) As compensation for the
performance of the Provider’s work
for the conduct of the Study,
Exscientia shall pay Provider
according to the cost schedule in
Attachment 3 of this Agreement. Such
sums shall be payable by Exscientia
within 30 (thirty) days after receipt of
an invoice to the following account of
the Provider:

(1) Jako odménu pro poskytovatele za
odvedenou praci pfi provadéni studie
bude spole¢nost Exscientia vyplacet
poskytovateli odménu podle rozpisu
nakladu v Priloze 3 této smlouvy. Tyto
¢astky budou splatné spole¢nosti
Exscientia do 30 (tficeti) dni od pfijeti
faktury na nasledujici tcet
poskytovatele:

Account Holder: |||
I

Majitel ctu: I

Bank: IR

Banka: ||| E—

Account Nr.: I

¢. detu: |

1BAN:

BAN:

BIC: I

BIC: I

Reference: invoice number

Referencni kod: ¢islo faktury

AC1804 Clinical Study Agreement
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§ 10 RIGHTS TO PROJECT RESULTS § 10 PRAVA K VYSLEDKUM
PROJEKTU
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§ 11 PUBLICATIONS § 11 PUBLIKOVANI
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MW RN

§ 12 CONFIDENTIALITY § 12 DUVERNOST UDAJU

(1) The Provider and Principal (1) Poskytovatel a hlavni zkousejici
Investigator shall keep all data, bude uchovavat veskeré udaje,
know-how, material, substances know-how, materialy, latky (mimo jiné
(including but not limited to véetné slozenych struktur, cild, zpisobt
compound structures, targets, ucinku a nazvi) a informace ziskané od
mode-of-action, and names) and spole¢nosti Exscientia nebo ji
information obtained from or made zpiistupnéné, a/nebo vytvorené podle

AC1804_Clinical Study Agreement
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available by Exscientia, and/or
generated under this Agreement
(hereinafter “Confidential
Information”) confidential and shall
not (i) disclose the Confidential
Information to any third party
without the prior written approval of
Exscientia, or (ii) use the Confidential
Information for any purpose other
than for the conduct of the Local
Collection Project.

této smlouvy (dale jen ,divérné
informace*) v divérnosti a nesmi (i)
zpfistupnit divérné informace zadné
treti strané bez predchoziho pisemného
souhlasu spole¢nosti Exscientia, nebo
(ii) pouzivat duvérné informace

k jakémukoli jinému tcelu nez

k provadéni projektu lokalniho odbéru.

(2) The Provider and Principal
Investigator shall, upon request of the
Sponsor, return all Confidential
Information to Exscientia without
making or retaining any copies or
summaries thereof.

(2) Poskytovatel a hlavni zkousejici na
Zadost zadavatele vrati veskeré divérné
informace spole¢nosti Exscientia, aniz
by si poridilo nebo ponechalo jejich
pripadné kopie nebo shrnuti.

(3) These confidentiality and
non-use obligations do not apply to:
(i) information already in the
possession of the Provider or
Principal Investigator prior to its
disclosure by Exscientia as evidenced
by written records, (ii) information
which comes into the public domain
by publication or otherwise, through
no breach by the Provider or
Principal Investigator or others
involved in the Study, (iii) information
which has been disclosed to the
Provider or Principal Investigator
from another source free from any
obligation of confidentiality and
which was not directly or indirectly
obtained from Exscientia, or (iv)
information required to be disclosed
under law, regulation, or the order of
a court of competent jurisdiction,
provided that the Provider or
Principal Investigator promptly
notifies Exscientia in writing of such
obligation beforehand (to the extent
permitted by law) and the
information to be disclosed and fully
cooperates with Exscientia, if so
requested, in maintaining the
confidentiality of such information by

(3) Tyto povinnosti zachovani
davérnosti a nepouzivani se nevztahuji
na: (i) informace, které jiz byly v drzeni
poskytovatele a hlavniho zkousejiciho
pred jejich zpristupnénim ze strany
spolecnosti Exscientia, jak dokladaji
pisemné zaznamy, (ii) informace, které
se stanou vefejné dostupnymi
prostfednictvim publikace nebo jinak,
bez poruseni smlouvy ze strany
poskytovatele nebo hlavniho
zkousejiciho nebo jinych osob
zapojenych do studie, (iii) informace,
které byly zpristupnény poskytovateli
nebo hlavnimu zkousejicimu z jiného
zdroje bez jakéhokoli zdvazku
davérnosti a které nebyly pfimo nebo
nepfimo ziskany od spoleénosti
Exscientia, nebo (iv) informace, jejichz
zvetfejnéni je vyzadovano zakonem,
predpisem nebo piikazem soudu

v prislusné jurisdikci, za predpokladu,
Ze poskytovatel nebo hlavni zkousejici
neprodlené predem pisemné ozndmi
spolecnosti Exscientia takovou
povinnost (v rozsahu povoleném
zakonem) i informace, které maji byt
zverejnény, a bude plné spolupracovat
se spole¢nosti Exscientia, pokud o to
bude pozadano, na zachovani
duvérnosti takovych informaci tak, ze
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applying for a protective order or any
similar legal instrument.

poda zadost o ochranny piikaz nebo
pouzije jakykoli podobny pravni
nastroj.

(4) The Provider undertakes that all
individuals engaged in or dealing
with the Local Collection Project
(including but not limited to the
Principal Investigator, students,
research assistants, etc.) are
contractually bound to confidentiality
and non-use obligations equivalent to
or more restrictive than those set
forth in this §12 “Confidentiality”
before being engaged or involved in
the Local Collection Project.

(4) Poskytovatel se zavazuje, Ze
vSechny osoby zapojené do projektu
lokalniho odbéru nebo s nim
spolupracujici (mimo jiné véetné
hlavniho zkousejiciho, studentd,
vyzkumnych asistenti atd.) budou jesté
pred zapojenim do projektu lokalniho
odbéru smluvné vazany povinnostmi
mlcenlivosti a nepouZivani, které jsou
rovnocenné nebo prisnéjsi nez ty, které
jsou uvedeny v tomto odstavci

12 ,Dtavérnost udajt”

(5) This §12 “Confidentiality” shall
survive the expiry or termination of
this Agreement and shall remain in
force for a period of ten (10) years
following such expiry or termination.

(5) Tento odstavec 12 ,Divérnost
udaji“ zstane v platnosti i po vyprseni
nebo vypovédi této smlouvy a ziistane v
platnosti po dobu deseti (10) let od
takového vyprseni nebo vypovédi.

§ 13 LIABILITY

§ 13 ODPOVEDNOST

(1) Except to the extent prohibited by
law, Exscientia assumes all liability for
damages which arise from Exscientia’s
use, storage or disposal of the Material
and Data (as defined in Attachment 2)
that is transferred to Exscientia under
Attachment 2 of this Agreement and
shall indemnify and hold harmless
Study Centre from any loss or damages
arising from third party claims
resulting from Exscientia’s use, storage
or disposal of the Material and Data
that is transferred to Exscientia under
Attachment 2 of this Agreement;
provided, however, that Exscientia’s
obligation to indemnify will not apply
to the extent such damages have been
caused by the Provider’s and/or
Principal Investigator’s negligence
and/or wilful misconduct, and/or
non-compliance with applicable laws
or regulations.

(1) Pokud to nezakazuje zakon,
Spolecnost Exscientia prevezme
veskerou odpovédnost za skody, které
vzniknou v disledku pouZivani,
skladovani nebo likvidace materialu

a udaju ze strany spole¢nosti Exscientia
(jak jsou definovany v Priloze 2), které
byly pfedany spole¢nosti Exscientia
podle Prilohy 2 této smlouvy,

a odskodni a zbavi odpovédnosti
studijni centrum za jakékoli ztraty nebo
Skody vyplyvajici z naroki tfetich stran
v disledku pouzivani, skladovani nebo
likvidace materialu a idaji ze strany
spolecnosti Exscientia, které byly
predany spolecnosti Exscientia podle
Prilohy 2 této smlouvy; avsak za
predpokladu, Ze odskodnovaci
povinnost spolecnosti Exscientia se
nevztahuje na pripady, kdy takové
Skody byly zpiisobeny nedbalosti
a/nebo imyslnym pochybenim
poskytovatele a/nebo hlavniho
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zkousSejiciho, a/nebo nedodrzeni
platnych zakond nebo predpisd.

(2) Notwithstanding anything to the
contrary in this Agreement, neither
Party shall be liable to the other Party
for:

(2) Bez ohledu na cokolij, co je v této
smlouve v rozporu, zadna ze smluvnich
stran nenese vuci druhé smluvni strané
odpovédnost za:

a. indirect, consequential or
incidental damages or losses; or

a. nepiimé, nasledné nebo nahodné
skody nebo ztraty; nebo

b. loss of profits (whether direct or
indirect),

b. usly zisk (pfimy nebo nepiimy),

incurred by the other Party.

které vznikly druhé smluvni strané.

§ 14 TERM AND TERMINATION

§ 14 DOBA PLATNOSTI A UKONCENI
SMLOUVY

(1) This Agreement commences as of
its signature by all Parties hereto and
shall continue until the earlier of:

(1) Tato smlouva vstupuje v platnost
podpisem vsech stran této smlouvy
a zlstane v platnosti az do:

a. completion of the Local Collection
Project; or

a. dokoncenti projektu lokalniho
odbéru; nebo

b. five years from the commencement
of this Agreement,

b. pét let od zahajeni platnosti této
smlouvy,

unless earlier terminated in
accordance with the terms of this
Agreement. Completion of the Local
Collection Project shall occur when
the first study report based on data
from the Study is published.

pokud nebude vypovézena diive

v souladu s podminkami této smlouvy.
K dokonceni projektu lokalniho odbéru
dojde po zvefejnéni prvni zpravy ze
studie na zakladé udaji ze studie.

(2) The provisions that by its terms
are intended to survive termination
or expiration, including but not
limited to the provisions regarding
publications, intellectual property
rights and confidentiality, shall

(2) Ustanovent, ktera podle svych
podminek maji pretrvat i po vypovédi
nebo uplynuti platnosti, mimo jiné
vCetné ustanoveni tykajicich se
publikovani, prav dusevniho vlastnictvi
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survive the termination or expiration
of this Agreement.

a ddvérnosti, pretrvaji i po vypovédi
nebo uplynuti platnosti této smlouvy.

(3) The Sponsor can terminate this
Agreement at any time with 3 months
prior written notice.

(3) Zadavatel muze tuto smlouvu
kdykoli ukoncit pisemnou vypovedi
s tifimési¢ni vypoveédni lhitou.

(4) The Principal Investigator shall
have no right to terminate this
Agreement. The Provider and
Exscientia may terminate this
Agreement at any time and with
immediate effect for good cause by
giving written notice to the other
Parties. Notice of termination for
good cause shall be given in writing
within 4 (four) weeks after the
existence of the cause has become
known. Good cause shall include:

(4) Hlavni zkousejici nema pravo tuto
smlouvu ukoncit. Poskytovatel

a spolec¢nost Exscientia mohou tuto
smlouvu kdykoli a s okamzitou
platnosti vypovédét z dobrého diivodu
pisemnym oznamenim druhym
stranam. Oznameni o vypovédi

z dobrého divodu musi byt u¢inéno
pisemné do 4 (¢tyf) tydnt od zjisténi
pri¢iny. Mezi dobré diivody patii:

(i) if another Party breaches

a provision of this Agreement and this
breach is not cured by the breaching
Party within thirty (30) days
following receipt of a written notice
from the not breaching Party naming
that breach and requesting to cure
such breach;

and

(i) pokud jina smluvni strana porusi
ustanoveni této smlouvy a toto
poruseni nenapravi do tficeti (30) dnd
od obdrzZeni pisemného ozndmeni od
neporusujici smluvni strany, ktera toto
poruseni pojmenovalo a poZzadala

o jeho napravu;

a

(ii) if another Party becomes
bankrupt or insolvent.

(ii) jestlize jind smluvni strana
zbankrotuje nebo se ocitne v platebni
neschopnosti.

(5) In the event of termination of this
Agreement prior to the completion of
the Local Collection Project the
Provider shall be entitled to payments
for the work performed under this
Agreement up to the actual date of
termination on a pro rata basis, and
except in case of termination by
Exscientia due to Provider’s breach of
this Agreement, Exscientia further
agrees to reimburse the Provider for
those expenses reasonably incurred
by the Provider prior to such
termination, to the extent that such
financial obligations or contractual
commitments cannot be reasonably
cancelled.

(5) V pfipad¢ vypovédi této smlouvy
pred dokoncenim projektu lokalniho
odbéru bude mit poskytovatel narok na
platby za praci odvedenou podle této
smlouvy do skute¢ného data jeji
vypovédi, a to pomérnym dilem, a s
vyjimkou pfipadu vypovédi ze strany
spole¢nosti Exscientia z divodu
poruseni této smlouvy ze strany
poskytovatele. Spolecnost Exscientia
dale souhlasi s tim, Ze proplati
poskytovateli vydaje, které
poskytovateli primérené vznikly pred
touto vypovédi, a to v rozsahu, v jakém
takové finanéni zavazky nebo smluvni
zavazky nelze pfimérené zrusit.

AC1804 Clinical Study Agreement

Smlouva o klinické studii Faculty Hospital in Motole/Fakultni nemocnice v Motole Page 22 of 60



CONFIDENTIAL / DUVERNY MATERIAL

(6) The contracting parties have
agreed that this contract will be
executed in three (3) counterparts,
whereby each contracting party shall
receive one copy.

(6) Smluvni strany se dohodly, Ze tato
smlouva bude vyhotovena ve tiech (3)
stejnopisech, pficemz kazda smluvni strana
obdrzi po jednom vyhotoventi.

§ 15 MISCELLANEOUS

§ 15 RUZNA USTANOVEN{

(1) The Parties declare that the
Provider and its employees (including
the Principal Investigator) are by no
means obligated to prescribe,
recommend or purchase any
products/services from Exscientia.

(1) Smluvni strany prohlasuji, Zze
poskytovatel a jeho zaméstnanci
(v€etné hlavniho zkousejicitho) nejsou
v zadném piipad¢ povinni
predepisovat, doporucovat ani
pofizovat jakékoli produkty/sluzby od
spolecnosti Exscientia.

(2) Provider and Principal
Investigator acknowledge that
Sponsor is bound by anti-bribery and
anti-corruption laws. As such,
Sponsor employees, agents,
contractors and/or representatives
are prohibited from making or
offering payment (or anything of
value), directly or indirectly, to
employees or officials of any foreign
government, public international
organization, political party, or
candidates for political office in order
to retain any business or secure any
improper advantage. Provider and
Principal Investigator shall ensure
that neither they nor any of the Study
Staff take any action which could
render Sponsor liable under
applicable anti-bribery and
anti-corruption laws.

(2) Poskytovatel a hlavni zkousejici
berou na védomi, Ze zadavatel je vazan
zakony proti uplatkim a korupci. Proto
maji zaméstnanci, zastupci, smluvni
partnefi a/nebo zastupci zadavatele
zakdzano realizovat nebo nabizet
platby (nebo cokoli hodnotného) piimo
nebo nepfimo zaméstnancim nebo
urednikim jakékoli zahrani¢ni vlady,
vefejné mezinarodni organizace,
politické strany nebo kandidatim na
politickou funkci za i¢elem udrZeni
jakéhokoli obchodu nebo zajisténi
jakékoli nezakonné vyhody.
Poskytovatel a hlavni zkousejici 1ékaf
zajisti, aby ani oni, ani nikdo

z personalu studie nepodnikli Zadné
kroky, z nichz by plynula odpovédnost
zadavatele podle platnych zakond proti
uplatkiim a korupci.

(3) No Party shall use the name of
another Party or its employees in any
promotional material without the
prior written consent of such other
Party.

(3) Zadna strana nepouZije nazev jiné
strany nebo jména jejich zaméstnanct
v zddném propagacnim materialu bez
predchoziho pisemného souhlasu této
druhé smluvni strany.

(4) This Agreement together with its
recitals, exhibits and attachments
constitute the entire agreement
between the Parties regarding the

(4) Tato smlouva spolu s odiivodnénim,
dodatky a prilohami predstavuje
uplnou dohodu mezi smluvnimi
stranami ohledné projektu lokalniho
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Local Collection Project. Amendments
and changes to this Agreement shall
be valid and binding only if made in
writing and signed by the authorized
representatives of the Parties hereto.
Should any of the provisions of this
Agreement be considered to be or
become invalid, the validity of the
remaining provisions shall not be in
any way affected or impaired. In such
a case the invalid provision will be
replaced by a provision being legally
acceptable and in compliance with
the objective of the invalid provision.

odbéru. Dodatky a zmény této smlouvy
budou platné a zavazné pouze

v pripadé¢, Ze budou ucinény pisemné

a budou podepsany opravnénymi
zastupci smluvnich stran této smlouvy.
Pokud bude nékteré z ustanoveni této
smlouvy povazovano za neplatné nebo
se stane neplatnym, platnost
zbyvajicich ustanoveni nebude Zadnym
zpusobem ovlivnéna ani narusena.

V takovém pfipadé bude neplatné
ustanoveni nahrazeno ustanovenim,
které je pravn¢ prijatelné a v souladu

s cilem neplatného ustanoveni.

(5) All counterparts of this
Agreement shall together constitute
one and the same instrument.
Execution copies may be delivered in
writing or in electronic form (such as
an electronic file which contains

a scan of the wet ink signature or
signed by a [non-qualified] electronic
signature, such as DocuSign,
AdobeSign, or a similar tool) or
another transmission method and any
counterpart so delivered shall be
deemed to have been duly executed
and validly delivered and be valid and
effective for all purposes.

(5) Vsechny stejnopisy této smlouvy
spole¢né predstavuji jeden a tentyz
dokument. Provadéci kopie mohou byt
doruceny pisemn¢ nebo elektronicky
(napt. elektronickym souborem, ktery
obsahuje sken vlastnoru¢niho podpisu,
nebo je podepsan [nekvalifikovanym]
elektronickym podpisem, napft.
DocuSign, AdobeSign nebo podobnym
nastrojem) nebo jinou metodou
prenosu. Jakykoli takto doruceny
stejnopis bude povazovan za fadné
podepsany a platné doruceny a uéinny
pro v§echny ucely.

(6) This Agreement may not be
assigned by the Provider or the
Principal Investigator without the
prior written consent of the Sponsor.

(6) Poskytovatel nebo hlavni zkousejici
nesmi tuto smlouvu postoupit bez
predchoziho pisemného souhlasu
zadavatele.

(7) This Agreement shall be
construed under and governed by the
laws of the Czech Republic without
reference to its conflict of laws
principles. In the event of disputes the
Parties shall strive to settle such
disputes amicably. If such attempts to
settle amicably are not successful
exclusive place of jurisdiction shall be
the Czech Republic.

(7) Tato smlouva bude vykladana podle
zakoni Ceské republiky a bude se jimi
ridit bez ohledu na kolizni normy:.

V pripad¢ sport se strany budou snazit
urovnat tyto spory smirné. Pokud tyto
pokusy o smirné urovnani nebudou
uspésné, vyhradni jurisdikci k feSeni
spori bude Ceska republika.

(8) This contract is drawn up in
Czech and in English language. In the
event of a conflict between these

(8) Tato smlouva je vyhotovena v
Ceském a anglickém jazyce. V pfipadé
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language versions, the Czech version
shall prevail.

rozporu mezi témito jazykovymi
verzemi ma prednost ¢eska verze.

(9) All notices required under this
Agreement will be in writing and be
deemed to have been given when
received by the relevant party by
courier or registered mail, as follows,
provided that all urgent matters, such
as safety reports, will be promptly
communicated via telephone, and
subsequently confirmed in writing:

(9) Veskera oznameni vyzadovana
podle této smlouvy budou mit
pisemnou podobu a budou povazovana
za dorucend, jakmile je pfislusna strana
obdrzi kuryrem nebo doporuéenou
postou na nasledujici adresu, pokud
veskeré urgentni zalezitosti, jako jsou
zpravy o bezpec¢nosti, budou
neprodlené komunikovany telefonicky
a nasledné pisemné potvrzeny:

Sponsor:

Zadavatel:

Exscientia GmbH

Exscientia GmbH

Siemensstrafde 89

Siemensstrafie 89

A-1210 Vienna, Austria

A-1210 Vienna, Rakousko

ctention: I

K rukm:

Telephone: I

Telefon: I

Email: E-mail:
Provider: Poskytovatel:

Faculty Hospital in Motole

Fakultni nemocnice v Motole

V Uvalu 84

V Uvalu 84

150 06 Prague 5, Czech Republic

150 06 Praha 5, Ceska Republika

Attention:

-F

Telephone: I

Telefon: I

Email: S

E-mail:

Investigator: Zkousejici:
V Uvalu 84 V Uvalu 84

150 06 Prague 5, Czech Republic

150 06 Praha 5, Ceskd Republika

Telephone: I

Telefon: I
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Email:

E-mail: I

List of Attachments:

Seznam priloh:

Attachment 1 Study Protocol

Priloha 1 Protokol studie

Attachment 2 Transfer of Human
Materials

Priloha 2 Pienos lidského materialu

Attachment 3 Cost Schedule

Priloha 3 Rozpis nakladi

Attachment 4 Data Processing
Agreement

Priloha 4 Smlouva o zpracovani
udaji

HEALTHCARE SERVICE
PROVIDER /
POSKYTOVATEL
ZDRAVOTNICH SLUZEB

Prague on / Praha dne:

Date / Datum

I O
the basis of power of attorney /

zakladé povéreni

Exscientia GmbH /
Exscientia GmbH

Vienna, on / Viden, dne

Date / Datum

I ::cin
Director / [N

Bl vykonny feditel

Acknowledged and agreed:
/

Potvrzeno a odsouhlaseno:

Prague on / Praha, dne

Date / Datum

B

Investigator / jako zkousSejici
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Attachment 1 Priloha 1

PROTOCOL PROTOKOL

Attachment 2 Priloha 2

TRANSFER OF HUMAN MATERIALS PRENOS LIDSKEHO MATERIALU
I. Definitions: I. Vymezeni pojmu:
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II. Terms and Conditions of the
Material transfer:

I1. Smluvni podminky tykajici se
prenosu materialu:

1. The Material and Data will be
provided to Exscientia solely for the use
described in the Informed Consent Form
signed by the Donor and the Protocol
and for so far unspecified future uses
provided that the Donor has given an
appropriate broad informed consent
permitting such use and the use of the
Material and Data is approved by

a competent Ethics Commission (the
“Purpose”). Exscientia agrees that the
Material and the Data will not be used in
humans, for any treatment purpose or
for any other purpose than the Purpose.

1. Material a idaje budou spole¢nosti
Exscientia poskytnuty vyhradné pro
pouziti popsana ve formulafi
informovaného souhlasu podepsaném
darcem a v protokolu. Rovnéz budou
poskytnuty pro dosud nespecifikovana
budouci pouziti za predpokladu, Ze darce
poskytl odpovidajici obecny
informovany souhlas umoznujici takové
pouziti, pfi¢emz pouziti materialu

a udaju je schvaleno pfislusnou etickou
komisi (dale jen ,ucel“). Spolecnost
Exscientia souhlasi s tim, Ze material

a udaje nebudou pouzity u lidi,

k Zddnému lécebnému tcelu nebo

k Zddnému jinému ucelu nez k Ucelu zde
stanovenému.

2. Provider shall pack and ship Material
in accordance with Exscientia’s
reasonable instructions.

2. Poskytovatel zabali a odesle material
v souladu s odpovidajicimi pokyny
spole¢nosti Exscientia.

3. Data and Material will be provided by
the Provider to Exscientia without
identity information of the donor
individuals. Exscientia represents and
warrants that neither the Material nor
the Data will be used either alone or in
conjunction with any other information,
in any effort whatsoever to establish the
individual identities of any Donor from
which the Material /Data was derived
except where required by Applicable
Law or to defend a legal claim.

3. Udaje a materialy pfeda poskytovatel
spolecnosti Exscientia bez
identifika¢nich udaji darct. Spole¢nost
Exscientia prohlasuje a zarucuje, Ze
material ani idaje nebudou pouzity
samostatné nebo ve spojeni s jakymikoli
jinymi informacemi, nebude vynaloZeno
zadné usili o uréeni individualni identity
libovolného darce, od kterého byly
material /daje ziskany, s vyjimkou
situaci, kdy to vyzaduji platné zakony,
nebo pfi obhajobé zakonného naroku.

Donors from whom the Material and
Data has been derived may decide to
withdraw consent for use of the Material
and Data. In this event, the Provider will
then notify Exscientia of such
Material/Data for which consent has

Darci, od kterych byly materialy a tidaje
ziskany, se mohou rozhodnout odvolat
souhlas s pouzitim svého materialu

a udaja. V takovém piipadé bude
poskytovatel informovat spole¢nost
Exscientia o takovém materialu/tdajich,
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been withdrawn and request that
Exscientia destroys the samples if not
already destroyed. Exscientia shall
promptly destroy such Material and Data
which was provided, and shall provide
the Provider with certification stating
that the Material and Data had been
destroyed.

u nichz byl odvolan souhlas, a pozada
spole¢nost Exscientia, aby vzorky znicila,
pokud jizZ nebyly zniceny. Spolec¢nost
Exscientia neprodlené znici takovy
material a idaje, k jejichz pfedani doslo,
a poskytne poskytovateli osvédCeni, ze
material a idaje byly zniceny.

4. Exscientia agrees that the Material is
to be used exclusively by Exscientia’s
organization, its subsidiaries or legal
successors. Exscientia shall not modify
the Material or transfer the Material to
any third party unless required for
specific analyses requested by
Exscientia’s organization, its subsidiaries
or legal successors including but not
limited to genetic sequencing or
proteomic analyses.

4. Spole¢nost Exscientia souhlasi s tim,
7e material smi pouZzivat vyhradné
organizace spolecnosti Exscientia, jeji
pridruzené spole¢nosti nebo pravni
nastupci. Spolecnost Exscientia nebude
material upravovat ani prevadét na treti
stranu, pokud to nebude vyzadovano pro
konkrétni analyzy pozadované
organizaci spole¢nosti Exscientia, jejimi
pridruZenymi spole¢nostmi nebo
pravnimi nastupci, mimo jiné vcetné
genetického sekvenovani nebo
proteomickych analyz.

5. Exscientia is responsible for
compliance with all applicable laws,
regulations and guidelines applicable to
the use, handling and storage of the
Material and the Data from the moment
the Material and Data are received from
Provider. Exscientia will obtain all
permits licenses or other approvals
required by governmental authorities in
connection with its receipt, handling, use
and storage of the Material and the Data.
Exscientia shall store the Material and
the Data in a safe place. Upon the
Provider’s request, Exscientia shall
disclose, at any time, where the Material
or Data are located. Exscientia shall take
all appropriate steps to ensure that the
Material or Data are not made accessible
to third parties.

5. Spolec¢nost Exscientia odpovida za
dodrzovani vSech platnych zakond,
predpisii a pokynd, které se vztahuji na
pouzivani, manipulaci a uchovavani
materialu a idaji od okamziku, kdy jsou
material a idaje prijaty od poskytovatele.
Spole¢nost Exscientia ziska veskeré
licence nebo jina schvaleni poZzadovana
statnimi organy v souvislosti s jejich
prijetim, manipulaci, pouzivanim

a uchovavanim materialu a udaja.
Spole¢nost Exscientia bude material

a udaje uchovavat na zabezpeceném
misté. Na zadost poskytovatele
spole¢nost Exscientia kdykoli sdéli, kde
se material nebo udaje nachazeji.
Spolec¢nost Exscientia podnikne vSechny
vhodné kroky, aby zajistila, Ze material
nebo udaje nebudou zpristupnény tretim
stranam.

6. Except as expressly set out in this
Attachment 2 of elsewhere in the
Agreement, the Provider does not
represent, warrant or guarantee that the
Material or Data is merchantable or
satisfactory for any particular purpose,
and the Provider hereby disclaims all
warranties, express or implied, to such
effect. There are no express or implied

6. S vyjimkou pfipadt vyslovné
vyjmenovanych v této Ptiloze 2 nebo
jinde ve smlouvé poskytovatel
neprohlasuje, nezarucuje ani
negarantuje, Ze jsou material nebo udaje
pro jakykoli konkrétni ucel prodejné
nebo uspokojivé, a poskytovatel se timto
v tomto smyslu zfika vSech zaruk,
vyslovnych nebo pfedpokladanych.
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warranties that the use of the Material or
Data will not infringe any patent,
copyright, trademark or other
proprietary rights of third parties. Any
use of the Material or Data by Exscientia
shall be at the sole risk and
responsibility of Exscientia.

Neexistuji Zzadné vyslovné ani
predpokladané zaruky, Ze pouziti
materialu nebo tidaji neporusi zadny
patent, autorské pravo, ochrannou
znamkKu nebo jina vlastnicka prava
tretich stran. Veskeré pouziti materialu
nebo udaju spole¢nosti Exscientia je
vyhradné na riziko a odpovédnost
spole¢nosti Exscientia.

7. Notwithstanding the foregoing, the
Provider warrants, in respect of any
Material or Data provided to Sponsor
under this Agreement, that:

7. Bez ohledu na vyse uvedené
poskytovatel zarucuje, Ze v souvislosti

s jakymkoli materidlem nebo udaji, které
predal zadavateli podle této smlouvy:

a. informed consent has been
obtained, in accordance with the
Protocol and applicable laws, from
the relevant donors to use the
Material for the Study; and

a. byl od prislusnych darci ziskan
informovany souhlas s pouZitim
materialu pro studii v souladu

s protokolem a platnymi zakony; a

b. any Material has been collected in
accordance with the Protocol.

b. veskery material byl shromazdén
v souladu s protokolem.

8. In addition to the specific terms on the
transfer of the Material and Data set
forth in this Attachment 2, the terms of
the Study Agreement are applicable to
the transfer of Material and Data.

8. Kromé konkrétnich podminek pro
prenos materialu a idaji uvedenych

v této Priloze 2 se na pfenos materidlu
a udajt vztahuji podminky smlouvy

o studii.
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HEALTHCARE SERVICE PROVIDER /
POSKYTOVATEL ZDRAVOTNICH

SLUZEB

Prague on / Praha dne:

Date / Datum

I o -

basis of power of attorney / || i}

I 1 z4klad

povéreni

Exscientia GmbH /
Exscientia GmbH

Vienna, on / Viden, dne

Date / Datum

I 2 in
Director /NG
vykonny feditel

Acknowledged and agreed: /
Potvrzeno a odsouhlaseno:

Prague on / Praha, dne

Date / Datum

B

Investigator / jako zkousSejici
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Attachment 3 Priloha 3

COST SCHEDULE ROZPIS NAKLADU

The conduct of the Study by the Provadéni studie poskytovatelem
Provider shall be payable as bude za Gplatu podle nasledujicich
follows. Payments will always be ustanoveni. Platby budou vzdy
recalculated at the current prepoéitany aktualnim kurzem.

exchange rate.
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POSKYTOVATEL ZDRAVOTNICH

SLUZEB

Prague on / Praha dne: Vienna, on / Vider, dne

Date / Datum Date / Datum
I o the I 2naging Director /
basis of power of attorney / |l I <oy ieditel
I " -3klad

povéreni

Acknowledged and agreed: /
Potvrzeno a odsouhlaseno:

Prague on / Praha, dne

Date / Datum

Investigator / jako zkousejici
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Attachment 4

Priloha 4

DATA PROCESSING AGREEMENT

SMLOUVA O ZPRACOVANI UDAJU

DATA PROCESSING TERMS
(CONTROLLER-TO-PROCESSOR)

PODMINKY ZPRACOVANi UDAJU
(SPRAVCE ZPRACOVATELI)

AGREED TERMS

DOHODNUTE PODMINKY

1. Definitions and Interpretation

1. Definice a interpretace

The following definitions and rules of
interpretation apply in this Appendix.

V této priloze plati nasledujici
vymezeni pojmu a pravidla pro
vyklad.

1.1 Definitions:

1.1 Vymezeni pojmi:

1 Business Purposes: the services to
be provided by the Study Centre to
the Sponsor as described in the Study
Agreement and any other purpose
specifically identified in ANNEX A.

1 Obchodni ucely: sluzby, které ma
studijni centrum poskytovat
zadavateli, jak je popsano ve
smlouv¢ o studii, a jakykoli jiny ucel
konkrétné uvedeny v DOPLNKU A.

2 Controller, Processor, Data
Subject, Personal Data, Personal
Data Breach and Processing: have
the meanings given to them in the
Data Protection Legislation.

2 Spravce, zpracovatel, subjekt
udaji, osobni udaje, poruseni

a zpracovani osobnich udaji: maji
vyznamy, které jim byly pfidéleny

v zakonnych predpisech o ochrané
osobnich Gdaju.

3 Data Protection Legislation: the
law of the European Union or any
member state of the European Union
to which Exscientia or the Provider is
subject which relates to the
protection of Personal Data, including
(without limitation) the EU General
Data Protection Regulation
(2016/679) (“GDPR”).

3 Pravni predpisy o ochrané
osobnich adaju: zakonné predpisy
Evropské unie nebo jakéhokoli
Clenského statu Evropské unie, které
se vztahuji na spole¢nost Exscientia
nebo poskytovatele a které se tykaji
ochrany osobnich udajg, véetné
(mimo jiné) obecného natizeni EU

o ochrané osobnich udaju
(2016/679) (General Data
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Protection Regulation, dale jen
»,GDPR").

4 EEA: the European Economic Area.

4 EHP: Evropsky hospodarsky
prostor.

5 Records: has the meaning given to
itin clause 12.

5 Zaznamy: maji vyznam uvedeny
v bodé 12.

6 Study Personal Data: any Personal
Data processed by the Provider on
behalf of Exscientia, pursuant to the
Study Agreement and as listed in
ANNEX A to this Appendix.

6 Osobni udaje ze studie: veskeré
osobni idaje zpracovavané
poskytovatelem jménem spolec¢nosti
Exscientia podle smlouvy o studii

a uvedené v DOPLNKU A této
prilohy.

7 Term: the term of this Appendix as
defined in clause 10.

7 Doba platnosti: pojem v této
ptiloze, ktery je definovan v bodé 10.

1.2 This Appendix is subject to the
terms of the Study Agreement and is
incorporated into the Study
Agreement. Interpretations and
defined terms set forth in the Study
Agreement apply to the interpretation
of this Appendix.

1.2 Tato priloha podléha
podminkam smlouvy o studii a je
zaclenéna do smlouvy o studii.
Vyklad a vymezené pojmy uvedené
ve smlouvé o studii se vztahuji i na
vyklad této prilohy.

1.3 The Annexes form part of this
Appendix and will have effect as if set
out in full in the body of this
Appendix. Any reference to this
Appendix includes the Annexes.

1.3 Doplnky pfedstavuji soucast této
Ptilohy a budou mit u¢innost, jako
by byly v plném znéni uvedeny

v textu této Prilohy. Veskeré odkazy
na tuto prilohu zahrnuje i dopliky.

1.4 In the case of conflict or ambiguity
between:

1.4 V pfipadé rozporu nebo
nejasnosti mezi:

(a) any provision contained in the
body of this Appendix and any
provision contained in the Annexes,
the provision in the Annex will
prevail;

(a) jakymkoli ustanovenim
obsaZenym v textu této piilohy

a jakymkoli ustanovenim
obsaZenym v doplicich, bude mit
prednost ustanoveni v priloze;

(b) any of the provisions of this
Appendix and the provisions of the
Study Agreement, the provisions of
this Appendix will prevail.

(b) jakymkoli ustanovenim této
prilohy a ustanovenim smlouvy
o studii, budou mit pfednost
ustanoveni této ptilohy.
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2. Personal data types and
processing purposes

2. Typy osobnich audaji a ucely
zpracovani

2.1 Exscientia and the Provider agree
and acknowledge that for the purpose
of the Data Protection Legislation:

2.1 Spolec¢nost Exscientia

a poskytovatel souhlasi a berou na
védomi, Ze pro ucely pravnich
predpist o ochrané osobnich udaj:

(a) Exscientia is the Controller and
the Provider is the Processor.

(a) Spole¢nost Exscientia je
spravcem udaji a poskytovatel je
zpracovatelem udaju.

(b) Exscientia retains control of the
Study Personal Data and remains
responsible for its compliance
obligations under the Data Protection
Legislation, including but not limited
to, providing any required notices and
obtaining any required consents, and
for the written processing
instructions it gives to the Provider.

(b) Spole¢nost Exscientia si
ponechava kontrolu nad osobnimi
udaji ze studie a zistava odpovédna
za své povinnosti v oblasti
dodrzovani pravnich predpisa

o ochrané osobnich udajti, mimo jiné
véetné poskytovani veskerych
pozadovanych oznameni a ziskavani
pozadovanych souhlast, a za
pisemné pokyny ke zpracovani
udaju, které poskytne poskytovateli.

(c) ANNEX A describes the subject
matter, duration, nature and purpose
of the processing and the Personal
Data categories and Data Subject
types in respect of which the Provider
may process the Personal Data to
fulfil the Business Purposes.

(c) DOPLNEK A popisuje predmét,
dobu trvani, povahu a ucel
zpracovani a kategorie osobnich
udaji a typy subjektt udaji,

u kterych mdze poskytovatel
zpracovavat osobni tidaje, aby
splnilo obchodni ucely.

3. Provider's obligations

3. Povinnosti poskytovatele

3.1 The Provider will only process the
Study Personal Data to the extent, and
in such a manner, as is necessary for
the Business Purposes in accordance
with Exscientia's written instructions.
The Provider will not process the
Study Personal Data for any other
purpose or in a way that does not
comply with this Appendix or the
Data Protection Legislation. The
Provider must promptly notify
Exscientia if, in its opinion,
Exscientia's instructions do not

3.1 Poskytovatel bude zpracovavat
osobni idaje ze studie pouze

v rozsahu a zplisobem, ktery je
nezbytny pro obchodni ucely

v souladu s pisemnymi pokyny
spole¢nosti Exscientia. Poskytovatel
nebude zpracovavat osobni udaje ze
studie pro Zadny jiny ucel nebo
zpisobem, ktery neni v souladu

s touto pfilohou nebo zakonnymi
predpisy o ochrané osobnich udaju.
Poskytovatel musi neprodlené
informovat spolecnost Exscientia,
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comply with the Data Protection
Legislation.

pokud podle jeho nazoru pokyny
spole¢nosti Exscientia nebudou
v souladu se zakonnymi predpisy
o ochrané osobnich udaju.

3.2 The Providere must comply
promptly with any Sponsor written
instructions requiring the Provider to
amend, transfer, delete or otherwise
process the Study Personal Data, or to
stop, mitigate or remedy any
unauthorised processing.

3.2 Poskytovatel musi neprodlené
dodrzovat veskeré pisemné pokyny
zadavatele, které vyzaduji, aby
poskytovatel upravil, pfenesl],
odstranil nebo jinak zpracovaval
osobni daje ze studie nebo aby
zastavil, zmirnil nebo napravil
jakékoli neopravnéné zpracovani.

3.3 The Provider will maintain the
confidentiality of the Study Personal
Data and will not disclose the Study
Personal Data to third-parties unless
Exscientia or this Appendix
specifically authorises the disclosure,
or as required by domestic or EU law,
court or regulator. If a domestic or EU
law, court or regulator requires the
Provider to process or disclose the
Study Personal Data to a third-party,
the Provider must first inform
Exscientia of such legal or regulatory
requirement and give the Sponsor an
opportunity to object or challenge the
requirement, unless the domestic or
EU law prohibits the giving of such
notice.

3.3 Poskytovatel bude zachovavat
duvérnost osobnich udaji ze studie
a nezpristupni osobni udaje ze
studie tfetim strandm, pokud
spole¢nost Exscientia nebo tato
priloha vyslovné nepovoli jejich
zpfistupnéni nebo pokud to
nevyzaduji vnitrostatni zdkony nebo
zakony EU, soud nebo regula¢ni
organy. Pokud vnitrostatni zakonné
predpisy nebo zakonné predpisy EU,
soud nebo regulaéni organ vyzaduji,
aby poskytovatel zpracoval nebo
sdélil osobni udaje ze studie tieti
strané, poskytovatel musi nejprve
informovat spolec¢nost Exscientia

o takovém zakonném nebo
regula¢nim pozadavku, ¢imz
poskytne zadavateli prileZitost
vznést namitku nebo zpochybnit
tento pozadavek, pokud vnitrostatni
zdkonné predpisy nebo zakonné
predpisy EU takové oznamenf
nezakazuji.

3.4 The Provider will reasonably
assist the Sponsor, at no additional
cost to the Sponsor, with meeting the
Sponsor's compliance obligations
under the Data Protection Legislation,
taking into account the nature of the
Provider's processing and the
information available to the Provider,
including in relation to Data Subject
rights, data protection impact

3.4 Poskytovatel poskytne
priméfenou soucinnost zadavateli,
bez dalSich nakladt pro zadavatele,
pfi plnéni povinnosti zadavatele

v oblasti dodrzovani zakonnych
predpist o ochran€ osobnich udajt,
s prihlédnutim k povaze zpracovani
ze strany poskytovatele a informaci,
které ma poskytovatel k dispozici,
vCetné v souvislosti s pravy subjektu
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assessments and reporting to and
consulting with the relevant regulator
under the Data Protection Legislation.

udaji, posouzenim vlivu na ochranu
osobnich Gdaji a podavanim zprav
prislusnému regulacnimu organu
podle pravnich predpisti o ochrané
osobnich tidaji a konzultaci s nim.

3.5 The Provider must notify the
Sponsor promptly of any changes to
the Data Protection Legislation that
may reasonably be interpreted as
adversely affecting the Provider's
performance of the Study Agreement
or this Appendix.

3.5 Poskytovatel musi neprodlené
informovat zadavatele o veskerych
zménach zakonnych predpist

o ochrané osobnich udaju, které 1ze
rozumné interpretovat jako zmény;,
které by mohly nepfiznivé ovlivnit
plnéni smlouvy o studii nebo této
ptilohy ze strany poskytovatele.

3.6 The Provider will only collect
Study Personal Data for the Sponsor
using a notice or method that the
Sponsor specifically pre-approves in
writing, which contains an approved
data privacy notice informing the
Data Subject of the Sponsor's identity,
the purpose or purposes for which
their Personal Data will be processed,
and any other information that,
having regard to the specific
circumstances of the collection and
expected processing, is required to
enable fair processing. The Provider
will not modify or alter the notice in
any way without the Sponsor's
written consent.

3.6 Poskytovatel bude
shromazdovat osobni tdaje o studii
pro zadavatele pouze
prostfednictvim oznameni nebo
metody, kterou zadavatel vyslovné
pisemné predem schvali a ktera
obsahuje schvalené oznamenf

o ochrané osobnich udaju
informujici subjekt udaja

o totoznosti zadavatele, ic¢elu nebo
ucelech, pro néz budou jeho osobni
udaje zpracovavany, a o veskerych
dalsich informacich, které jsou

s ohledem na konkrétn{ okolnosti
shromazdovani a o¢ekavaného
zpracovani vyzadovany k umoznéni
poctivého zpracovani. Poskytovatel
nebude zadnym zptisobem
upravovat nebo pozménovat
oznameni bez pisemného souhlasu
zadavatele.

4. Provider's employees

4. Zaméstnanci poskytovatele

4.1 The Provider will ensure that all
of its employees:

4.1 Poskytovatel zajisti, aby vSichni
jeho zaméstnanci:

(a) are informed of the confidential
nature of the Study Personal Data and
are bound by written confidentiality
obligations and use restrictions in
respect of the Study Personal Data;

(a) byli informovani o davérné
povaze osobnich idaji ze studie

a byli vazani pisemnymi zavazky
divérnosti a omezenimi pouZivani
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udajt ve vztahu k osobnim tdajim
ze studie;

(b) have undertaken training on the
Data Protection Legislation and how
it relates to their handling of the
Study Personal Data and how it
applies to their particular duties; and

(b) absolvovali skoleni o pravnich
predpisech o ochrané osobnich
udaji a o tom, jak se tykaji jejich
nakladani s osobnimi udaji ze studie
a jak se vztahuji k jejich konkrétnim
povinnostem; a

(c) are aware both of the Provider's
duties and their personal duties and
obligations under the Data Protection
Legislation and this Appendix.

(9 byli si védomi povinnosti
poskytovatele i svych osobnich
povinnosti a zavazkil vyplyvajicich
ze zakonnych predpist o ochrané
osobnich udajt a této prilohy.

5. Security

5. Zabezpeceni

5.1 The Provider must at all times
implement appropriate technical and
organisational measures against
accidental, unauthorised or unlawful
processing, access, copying,
modification, reproduction, display or
distribution of the Study Personal
Data, and against accidental or
unlawful loss, destruction, alteration,
disclosure or damage of Study
Personal Data including, but not
limited to, the security measures set
out in ANNEX B.

5.1 Poskytovatel musi vzdy
implementovat vhodna technicka

a organizacni opatienf proti
ndhodnému, neopravnénému nebo
nezakonnému zpracovani, pfistupu,
kopirovani, apravé, reprodukci,
zobrazeni nebo distribuci osobnich
udajut ze studie a proti nahodné
nebo nezikonné ztraté, zniceni,
zméng, zverejnéni nebo poskozeni
osobnich udaji ze studie, mimo jiné
vCetné bezpecnostnich opatieni
stanovenych v DOPLNKU B.

5.2 The Provider must implement
such measures to ensure a level of
security appropriate to the risk

involved, including as appropriate:

5.2 Poskytovatel musi prijmout
takova opatfeni, aby zajistil troven
zabezpeceni odpovidajici riziku,
které je s tim spojeno, véetné:

(a) the pseudonymisation and
encryption of personal data;

(a) pseudonymizace a Sifrovani
osobnich udaju;

(b) the ability to ensure the ongoing
confidentiality, integrity, availability
and resilience of processing systems
and services;

(b) schopnost zajistit trvalou
duvérnost, integritu, dostupnost
a odolnost systémd a sluzeb
zpracovan;

(c) the ability to restore the
availability and access to personal

(c) schopnost v¢as obnovit
dostupnost a pristup k osobnim
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data in a timely manner in the event
of a physical or technical incident;
and

udajum v piipadé fyzického nebo
technického incidentu; a

(d) a process for regularly testing,
assessing and evaluating the
effectiveness of the security
measures.

(d) proces pravidelného testovani,
hodnoceni a posuzovani a¢innosti
bezpecnostnich opatreni.

6. Personal data breach

6. Poruseni zabezpeceni osobnich
udaja

6.1 The Provider will immediately
and in any event without undue delay
notify the Sponsor in writing if it
becomes aware of:

6.1 Poskytovatel bude neprodlené
a v kazdém piipadé bez zbytecného
odkladu pisemné informovat
zadavatele, pokud se dozvi

o nasledujicich skute¢nostech:

(a) the loss, unintended destruction
or damage, corruption, or unusability
of part or all of the Study Personal
Data. The Provider will restore such
Study Personal Data at its own
expense as soon as possible.

(a) ztrata, nedmyslné zni¢eni nebo
poskozeni, po§kozeni nebo
nepouzitelnost ¢asti osobnich udaji
nebo vsech osobnich udajt ze studie.
Poskytovatel tyto osobni tidaje ze
studie na své vlastni naklady co
nejdiive obnovi.

(b) any accidental, unauthorised or
unlawful processing of the Study
Personal Data; or

(b) jakékoli nahodné, neopravnéné
nebo nezakonné zpracovani
osobnich Udajt ze studie; nebo

(c) any Personal Data Breach.

(c) jakékoli poruseni zabezpeceni
osobnich Gdaju.

6.2 Where the Provider becomes
aware of (a), (b) and/or (c) above, it
will, without undue delay, also
provide the Sponsor with the
following written information:

6.2 Pokud se poskytovatel dozvi

o (a), (b) a/nebo (c) vyse, bez
zbytecného odkladu poskytne
zadavateli také nasledujici pisemné
informace:

(a) description of the nature of (a),
(b) and/or (c), including the
categories of in-scope Personal Data
and approximate number of both
Data Subjects and the Personal Data
records concerned;

(a) popis povahy (a), (b) a/nebo (c),
vCetné rozsahu kategorii osobnich
udaju a priblizného poctu dotéenych
subjekti udajt i zaznami osobnich
udajt;

(b) the likely consequences; and

(b) pravdépodobnych dasledki; a
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(c) a description of the measures
taken or proposed to be taken to
address (a), (b) and/or (c), including
measures to mitigate its possible
adverse effects.

(c) popis pfijatych nebo
navrhovanych opatieni k feSeni (a),
(b) a/nebo (c), vCetné opatieni ke
zmirnéni moznych nezadoucich
ucinka.

6.3 Immediately following any
accidental, unauthorised or unlawful
Study Personal Data processing or
Personal Data Breach, the parties will
co-ordinate with each other to
investigate the matter. Further, the
Provider will reasonably co-operate
with the Sponsor at no additional cost
to the Sponsor, in the Sponsor's
handling of the matter, including but
not limited to:

6.3 Ihned po jakémkoli ndhodném,
neopravnéném nebo nezdkonném
zpracovani osobnich udaju ve studii
nebo poruseni zabezpeceni
osobnich tdaji budou smluvni
strany spolupracovat pfi Setfeni
zalezitosti. Dale bude poskytovatel
priméren¢ spolupracovat se
zadavatelem bez dalsich nakladt pro
zadavatele pri vyfizovani této
zalezitosti, mimo jiné vCetné
nasledujicich:

(a) assisting with any investigation;

(a) pomoc pfi jakémkoli Setfend;

(b) providing the Sponsor with
physical access to any facilities and
operations affected;

(b) poskytnuti zadavateli fyzicky
pristup k jakymkoli dot¢enym
zarizenim a provozim;

(c) facilitating interviews with the
Provider's employees, former
employees and others involved in the
matter including, but not limited to,
its officers and directors;

(c) usnadnéni rozhovori se
zaméstnanci poskytovatele,
byvalymi zaméstnanci a dalsimi
osobami zapojenymi do této
zalezitosti, mimo jiné vcetné jeho
vedoucich pracovniku a feditelt;

(d) making available all relevant
records, logs, files, data reporting and
other materials required to comply
with all Data Protection Legislation or
as otherwise reasonably required by
the Sponsor; and

(d) zptistupnéni vSech relevantnich
zaznamt, protokold, soubort,
hlaseni idaju a dalsich materialda
vyzadovanych k dodrzeni vSech
pravnich predpist o ochrané
osobnich udaji nebo jinak pfimérené
vyZadovanych zadavatelem; a

(e) taking reasonable and prompt
steps to mitigate the effects and to
minimise any damage resulting from
the Personal Data Breach or
accidental, unauthorised or unlawful
Study Personal Data processing.

(e) podniknuti pfiméfenych

a rychlych krokd ke zmirnéni u¢inka
a k minimalizaci §kod vyplyvajicich
z poruseni zabezpeceni osobnich
udajt nebo ndhodného,
neopravnéného nebo nezakonného
zpracovani osobnich udajt ve studii.
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6.4 The Provider will not inform any
third-party of any accidental,
unauthorised or unlawful processing
of all or part of the Study Personal
Data and/or a Personal Data Breach
without first obtaining the Sponsor's
written consent, except when
required to do so by domestic or EU
law.

6.4 Poskytovatel nebude informovat
Zadnou tfeti stranu o ZAdném
nahodném, neopravnéném nebo
nezakonném zpracovani vsech
osobnich udajt nebo ¢asti osobnich
udaju ze studie a/nebo o poruseni
zabezpeceni osobnich Uidaji bez
predchoziho pisemného souhlasu
zadavatele, s vyjimkou pfipadi, kdy
to vyzaduji vnitrostatni zakony nebo
zakony EU.

6.5 The Provider agrees that the
Sponsor has the sole right to
determine:

6.5 Poskytovatel souhlasi s tim, Ze
zadavatel ma vyhradni pravo
rozhodnout:

(a) whether to provide notice of the
accidental, unauthorised or unlawful
processing and/or the Personal Data
Breach to any Data Subjects, in-scope
regulators, law enforcement agencies
or others, as required by law or
regulation or in the Sponsor's
discretion, including the contents and
delivery method of the notice; and

(a) zda poskytnout oznameni

0 ndhodném, neopravnéném nebo
nezakonném zpracovani a/nebo
poruseni zabezpeceni osobnich
udaji subjektim udajd, dotéenym
regula¢nim organtiim, organiim
odpovédnym za vymahani
pravanebo jinym osobam, jak to
vyZzaduji zakony nebo predpisy nebo
podle uvazeni zadavatele, vCetné
obsahu a zpusobu doruceni
oznameni; a

(b) whether to offer any type of
remedy to affected Data Subjects,
including the nature and extent of
such remedy.

(b) zda nabizet dot¢enym subjektim
udajt pfipadnou napravu, véetné
povahy a rozsahu takové napravy.

6.6 The Provider will cover all
reasonable expenses associated with
the performance of the obligations
under 6.1 to 6.3 unless the matter
arose from the Sponsor's specific
written instructions, negligence,
wilful default or breach of this
Appendix, in which case the Sponsor
will cover all reasonable expenses.

6.6 Poskytovatel uhradi v§echny
pfiméfené vydaje spojené s plnénim
povinnosti podle bodu 6.1 az 6.3,
pokud tato zaleZzitost nevyplyva ze
specifickych pisemnych pokyni
zadavatele, z nedbalosti, imyslného
neplnéni nebo poruseni této piilohy,
pricemz v takovém piipadé
zadavatel uhradi v§echny pfimérené
vydaje.

6.7 The Provider will also reimburse
the Sponsor for actual reasonable
expenses that the Sponsor incurs

6.7 Poskytovatel také proplati
zadavateli skute¢né primérené
vydaje, které zadavateli vzniknou pfi
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when responding to an incident of
accidental, unauthorised or unlawful
processing and/or a Personal Data
Breach to the extent that the Provider
caused such, including all costs of
notice and any remedy as set out in
clause 6.5.

reakci na incident ndhodného,
neopravnéného nebo nezakonného
zpracovani a/nebo poruseni
zabezpeceni osobnich udaji

v rozsahu, v jakém je poskytovatel
zpusobil, a to veetné vSech nakladd
na oznameni a veskerych
napravnych opatreni uvedenych

v bodé 6.5.

7. Cross-border transfers of
personal data

7. Preshranicni predavani
osobnich udaju

7.1 The Provider must not transfer or
otherwise process the Personal Data
outside the EEA without obtaining the
Sponsor's prior written consent and
in any event not before putting in
place adequate safeguards to protect
the data, including EU Standard
Contractual Clauses where
applicable.

7.1 Poskytovatel nesmi predavat ani
jinak zpracovavat osobni tidaje
mimo EHP bez predchoziho
pisemného souhlasu zadavatele a v
Zadném pripad¢ ne pred tim, nez
zavede odpovidajici bezpecnostni
opatreni na ochranu dajt, v€etné
standardnich smluvnich doloZzek EU,
pokud je to relevantni.

8. Subcontractors

8. Subdodavatelé

8.1 The Provider may not authorise
any third party or subcontractor to
process the Study Personal Data
without the prior approval of the
Sponsor and a written agreement in
place which provides materially the
same terms as this Appendix.

8.1 Poskytovatel nesmi povérit
Zadnou tfeti stranu nebo
subdodavatele zpracovanim
osobnich Gdaju ze studie bez
predchoziho souhlasu zadavatele

a pisemné smlouvy, ktera v podstaté
podstatné stejné podminky jako tato
priloha.

8.2 Where the Provider appoints

a third party subcontractor and that
subcontractor fails to fulfil its
obligations under Data Protection
Legislation, the Provider shall remain
fully liable to Exscientia for the
performance of the Provider’s
obligations.

8.2 Pokud poskytovatel jmenuje
subdodavatele tfeti strany a tento
subdodavatel nesplni své povinnosti
podle pravnich predpisi o ochrané
osobnich Gdaji, poskytovatel
zlstane plné odpovédny vici
spole¢nosti Exscientia za plnéni
povinnosti poskytovatele.
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9. Complaints, data subject
requests and third-party rights

9. Stiznosti, Zadosti subjekti
udaji a prava tiretich stran

9.1 The Provider must, at no
additional cost to the Sponsor, take
such technical and organisational
measures as may be appropriate, and
promptly provide such information to
the Sponsor as the Sponsor may
reasonably require, to enable the
Sponsor to comply with:

9.1 Bez dalsich nakladt pro
zadavatele musi poskytovatel
prijmout takova technicka

a organizacni opatieni, kterd mohou
byt vhodn4, a neprodlené
poskytnout zadavateli takové
informace, které muzZe zadavatel
priméfené pozadovat, aby umoznil
zadavateli dodrzovat:

(a) the rights of Data Subjects under
the Data Protection Legislation,
including, but not limited to, subject
access rights, the rights to rectify, port
and erase personal data, object to the
processing and automated processing
of personal data, and restrict the
processing of personal data; and

(a) prava subjektti udajt podle
zakonnych pfedpisid o ochrané
osobnich udajti, mimo jiné vcetné
prava subjektu na pristup, prava na
opravu, pfenos a vymazani osobnich
udaji, vzneseni namitky proti
zpracovani a automatizovanému
zpracovani osobnich udaji

a omezeni zpracovani osobnich
udaji; a

(b) information or assessment notices
served on the Sponsor by the relevant
regulator under the Data Protection
Legislation.

(b) oznamenti s informacemi nebo
hodnocenimi zasilanych zadavateli
prisluSnym regula¢nim ufadem
podle zakonnych ptfedpist o ochrané
osobnich udajt.

9.2 The Provider must notify the
Sponsor immediately in writing if it
receives any complaint, notice or
communication that relates directly
or indirectly to the processing of the
Study Personal Data or to either
party's compliance with the Data
Protection Legislation.

9.2 Poskytovatel musi neprodlené
pisemné informovat zadavatele,
pokud obdrZi jakoukoli stiznost,
oznameni nebo sdéleni, které se
primo nebo nepiimo tyka zpracovani
osobnich Gdaju ze studie nebo
dodrzovani zakonnych predpist

o ochrané osobnich udaju kteroukoli
ze stran.

9.3 The Provider must notify the
Sponsor within two days if it receives
arequest from a Data Subject for
access to their Personal Data or to
exercise any of their other rights
under the Data Protection Legislation.

9.3 Poskytovatel musi informovat
zadavatele do dvou dnti, pokud
obdr)zi zadost od subjektu udajt

o pristup k jeho osobnim tidajim
nebo o uplatnéni jakéhokoli z jeho
dal$ich prav podle zakonnych
predpist o ochrané osobnich udaja.

AC1804 Clinical Study Agreement
Smlouva o klinické studii Faculty Hospital in Motole/Fakultni nemocnice v Motole

Page 47 of 60



CONFIDENTIAL / DUVERNY MATERIAL

9.4 The Provider will give the
Sponsor, at no additional cost to the
Sponsor, its full co-operation and
assistance in responding to any
complaint, notice, communication or
Data Subject request.

9.4 Bez dalsich nakladu pro
zadavatele poskytne poskytovatel
zadavateli plnou soucinnost

a pomoc pri reakci na jakoukoli
stiZznost, oznadmeni, komunikaci
nebo zZadost subjektu udaja.

9.5 The Provider must not disclose
the Study Personal Data to any Data
Subject or to a third-party other than
in accordance with the Sponsor's
written instructions, or as required
by domestic or EU law.

9.5 Poskytovatel nesmi zpfistupnit
osobni idaje ze studie zadnému
subjektu udajt nebo tfeti strané
jinak nez v souladu s pisemnymi
pokyny zadavatele nebo v souladu
s tim, co vyZaduji vnitrostatni
zakony nebo zakony EU.

10. Term and termination

10. Doba platnosti a ukonéeni
smlouvy

10.1 This Appendix will remain in full
force and effect so long as:

10.1 Tato priloha zlistane plné
platna a G¢inna po takovou dobu,
kdy:

(a) the Study Agreement remains in
effect; or

(a) smlouva o studii zistava
v platnosti; nebo

(b) the Provider retains any of the
Study Personal Data in its possession
or control (Term).

(b) poskytovatel bude uchovavat
jakékoli osobni idaje ze studie,
které ma v drzeni nebo pod
kontrolou (Doba platnosti).

10.2 Any provision of this Appendix
that expressly or by implication
should come into or continue in force
on or after termination of the Study
Agreement in order to protect the
Study Personal Data will remain in
full force and effect.

10.2 Jakékoli ustanoveni této ptilohy,
které vyslovné nebo implicitné
vstoupi v platnost pfi ukoncéeni
smlouvy o studii nebo po ném, aby
byly chranény osobni tidaje ze
studie, zdistane v plné platnosti

a ucinnosti.

10.3 A material breach of this
Appendix by the Provider is

a material breach of the Study
Agreement. In such an event, the
Sponsor may terminate the Study
Agreement effective immediately on

10.3 Zavaznym porusenim této
prilohy ze strany poskytovatele je
zavazné poruseni smlouvy o studii.
V takovém pripadé muize zadavatel
vypovédét smlouvu o studii

s okamzZitou platnosti pisemnou
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written notice to the Provider vypovédi poskytovateli bez dalsi
without further liability or obligation odpovédnosti nebo zavazki pro

of the Sponsor. zadavatele.

10.4 If a change in any Data 10.4 Pokud zména jakychkoli
Protection Legislation prevents either zakonnych pfedpist o ochrané

party from fulfilling all or part of its osobnich Gdaji brani kterékoli
Study Agreement obligations, the strané v plnéni vSech povinnosti
parties may agree to suspend the vyplyvajicich ze smlouvy o studii
processing of the Study Personal Data nebo jejich ¢asti, mohou strany

until that processing complies with souhlasit s pozastavenim zpracovani
the new requirements. If the parties osobnich udajt ze studie, dokud

are unable to bring the Study takové zpracovani nebude v souladu
Personal Data processing into s novymi pozadavky. Pokud strany
compliance with the Data Protection nebudou schopny do 14 dni uvést
Legislation within 14 days, either zpracovani osobnich udajt ze studie
party may terminate the Study do souladu se zakonnymi predpisy
Agreement with immediate effect on 0 ochrané osobnich udajd, muze
written notice to the other party. kterakoli ze stran vypovédét

smlouvu o studii s okamzitou
platnosti na zakladé pisemného
oznameni druhé strané.

11. Data return and destruction 11. Vraceni a zni¢eni udaju

11.1 At the Sponsor's request, the 11.1 Na zadost zadavatele poskytne
Provider will give the Sponsor, or poskytovatel zadavateli nebo treti

a third-party nominated in writing by strané pisemné stanovené

the Sponsor, a copy of or access to all zadavatelem kopii nebo pfistup ke
or part of the Study Personal Data in v§em osobnim udajim ze studie,

its possession or control in the format které ma v drzeni nebo pod

and on the media reasonably kontrolou, nebo K jejich ¢asti, a to ve
specified by the Sponsor. formatu a na médiich pfimérené

specifikovanych zadavatelem.

11.2 On termination of the Study 11.2 Pti ukonceni smlouvy o studii
Agreement for any reason or expiry of z jakéhokoli diivodu nebo vyprseni
its term, the Provider will securely jeji doby platnosti poskytovatel
delete or destroy or, if directed in bezpec¢n€ vymaZze nebo zni¢i nebo,
writing by the Sponsor, return and pokud to bude pisemné nafizeno
not retain, all or any of the Study zadavatelem, vrati a nebude
Personal Data in its possession or uchovavat, veskeré nebo jakékoli
control. osobni udaje ze studie, které ma

v drZeni nebo pod kontrolou.
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11.3 If any law, regulation, or
government or regulatory body
requires the Provider to retain any
documents, materials or Study
Personal Data that the Provider
would otherwise be required to
return or destroy, it will notify the
Sponsor in writing of that retention
requirement, giving details of the
documents, materials or Study
Personal Data that it must retain, the
legal basis for such retention, and
establishing a specific timeline for
deletion or destruction once the
retention requirement ends.

11.3 Pokud jakykoli zakon, predpis
nebo statni ¢i regulac¢ni organ
vyzaduje, aby poskytovatel
uchovaval veskeré dokumenty,
materidly nebo osobni ildaje ze
studie, které by poskytovatel jinak
musel vratit nebo znicit, bude
pisemné informovat zadavatele

o tomto pozadavku na uchovavani,
pricemz uvede podrobnosti

o dokumentech, materialech nebo
osobnich Gdajich ze studie, které
musi uchovavat, uvede pravni zaklad
pro takové uchovavani a stanovi
konkrétni ¢asovy harmonogram pro
odstranéni nebo zniceni, jakmile
vyprsi platnost pozadavku na
uchovavani.

11.4 The Provider will certify in
writing to the Sponsor that it has
deleted or destroyed the Study
Personal Data within seven days after
it completes the deletion or
destruction.

11.4 Poskytovatel pisemné potvrdi
zadavateli, Ze vymazal nebo znicil
osobni udaje ze studie do sedmi dni
poté, co provede vymazani nebo
zniCend.

12. Records

12. Zaznamy

12.1 The Provider will keep detailed,
accurate and up-to-date written
records regarding any processing of
the Personal Data, including but not
limited to, the access, control and
security of the Personal Data, the
processing purposes, categories of
processing, and a general description
of the technical and organisational
security measures referred to in
clause 5.1 (Records).

12.1 Poskytovatel povede podrobné,
presné a aktualni pisemné zaznamy
tykajici se veskerého zpracovani
osobnich Udajti, mimo jiné v¢etné
pristupu, kontroly a zabezpeceni
osobnich udaju, ucell zpracovani,
kategorif zpracovani a obecného
popisu technickych a organiza¢nich
bezpecnostnich opatfeni uvedenych
v bodé 5.1 (Zaznamy).

12.2 The Provider will ensure that the
Records are sufficient to enable the
Sponsor to verify the Provider's
compliance with its obligations under
this Appendix and the Data Protection
Legislation and the Provider will

12.2 Poskytovatel zajisti, aby
zaznamy byly dostate¢né k tomu,
aby zadavatel mohl ovérit, zda
poskytovatel dodrzuje své
povinnosti podle této prilohy

a zakonnych predpist o ochrané
osobnich udajt. Poskytovatel na
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provide the Sponsor with copies of
the Records upon request.

pozadani poskytne zadavateli kopie
zdznam?.

12.3 The Sponsor and the Provider
must review the information listed in
the Annexes to this Appendix at least
once a year to confirm its current
accuracy and update it when required
to reflect current practices.

12.3 Zadavatel a poskytovatel musi
nejméné jednou ro¢né zkontrolovat
informace uvedené v doplicich

k této priloze, aby potvrdili jeji
aktualni presnost a v pfipadé
potieby je aktualizovat, aby odrazely
aktudlni postupy.

13. Audit

13. Audit

13.1 The Provider will permit the
Sponsor and its third-party
representatives to audit the
Provider's compliance with its
obligations under this Appendix
during the usual business hours and
without interfering with the common
Provider’s operation, on at least seven
days' notice, during the Term. The
Provider will give the Sponsor and its
third-party representatives all
necessary assistance to conduct such
audits at no additional cost to the
Sponsor. The assistance may include,
but is not limited to:

13.1 Poskytovatel povoli zadavateli
a jeho zastupcim tietich stran, aby
po dobu platnosti smlouvy provadeéli
v bézné pracovni dobé a tak, aby
nebyl narusen bézny provoz
poskytovatele. audit dodrzovani
povinnosti poskytovatele podle této
prilohy, s oznamovaci lhiitou
nejméné sedm dni predem.
Poskytovatel poskytne zadavateli

a jeho zastupclim tietich stran
veskerou nezbytnou soucinnost pfi
provadéni takovych auditl bez
dalsich nakladi pro zadavatele.
Takova soucinnost muze mimo jiné
zahrnovat:

(a) physical access to, remote
electronic access to, and copies of the
Records and any other information
held at the Provider's premises or on
systems storing the Study Personal
Data;

(a) fyzicky pristup, vzdaleny
elektronicky pfistup a kopie
zaznamu a jakychkoli dal$ich
informaci uchovavanych

v prostorach poskytovatele nebo

v systémech uchovavajicich osobni
udaje ze studie;

(b) access to and meetings with any
of the Provider's personnel
reasonably necessary to provide all
explanations and perform the audit
effectively; and

(b) pristup k personalu poskytovatel
a setkani s nim, pficemz tato setkani
jsou pfimérené nezbytna

k poskytnuti v§ech vysvétleni

a efektivnimu provadéni auditu; a

(c) inspection of all Records and the
infrastructure, electronic data or
systems, facilities, equipment or

(c) kontrola v§ech zaznamu

a infrastruktury, elektronickych dat
nebo systémi, zafizeni, vybaveni
nebo softwaru aplikace pouzivaného
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application software used to process
the Study Personal Data.

ke zpracovani osobnich udajt ze
studie.

13.2 The notice requirements in
clause 13.1 will not apply if the
Sponsor reasonably believes that

a Personal Data Breach has occurred
or is occurring, or the Provider is in
material breach of any of its
obligations under this Appendix or
any of the Data Protection Legislation.

13.2 Pozadavky na oznamovani
uvedené v bod¢ 13.1 nebudou platit,
pokud se zadavatel divodné
domniva, Ze doslo nebo dochazi

k poruseni zabezpeceni osobnich
udaji, nebo pokud poskytovatel
zavaznym zpisobem porusuje
nékteré ze svych povinnosti podle
této prilohy nebo kteréhokoli ze
zakonnych predpist o ochrané
osobnich udajt.

13.3 If a Personal Data Breach occurs
or is occurring, or the Provider
becomes aware of a breach of any of
its obligations under this Appendix or
any of the Data Protection Legislation,
the Provider will:

13.3 Pokud dojde nebo dochazi

k poruseni zabezpeceni osobnich
udajt nebo pokud se poskytovatel
dozvi o poruseni kterékoli ze svych
povinnosti podle této prilohy nebo
kterékoli ze zakonnych predpist

o ochrané osobnich udaj,
poskytovatel:

(a) promptly conduct its own audit to
determine the cause;

(a) neprodlené provede vlastni
audit, aby urcil pricinu;

(b) produce a written report that
includes detailed plans to remedy any
deficiencies identified by the audit;

(b) vytvofii pisemnou zpravu, ktera
bude obsahovat podrobné plany na
odstranéni nedostatki zjisténych
auditem;

(c) provide the Sponsor with a copy of
the written audit report; and

(c) poskytne zadavateli kopii
pisemné zpravy o auditu; a

(d) remedy any deficiencies identified
by the audit within 21 days.

(d) do 21 dni odstrani veskeré
nedostatky zjisténé auditem.

13.4 At least once a year, the Provider
will conduct site audits of its Personal
Data processing practices and the
information technology and
information security controls for all
facilities and systems used in
complying with its obligations under
this Appendix, including, but not
limited to, obtaining a network-level
vulnerability assessment performed

13.4 Nejméneé jednou ro¢né bude
poskytovatel provadét audity svych
postuptl zpracovani osobnich udaji
na pracovisti a kontrol informacénich
technologii a zabezpeceni informaci
pro vSechna zafizeni a systémy,
které pouziva pfi plnéni svych
povinnosti podle této ptilohy, mimo
jiné vCetné toho, ze ziska hodnoceni
zranitelnosti na Urovni site, které
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by a recognised third-party audit firm
based on recognised industry best
practices.

bude provedeno uznavanou
auditorskou firmou tieti strany
pomoci uznavanych osvédcéenych
postupti v oboru.

13.5 On the Sponsor's written
request, the Provider will make all of
the relevant audit reports available to
the Sponsor for review. The Sponsor
will treat such audit reports as the
Provider's confidential information
under the Study Agreement.

13.5 Na pisemnou zadost zadavatele
zpristupni poskytovatel zadavateli
ke kontrole v§echny prislusné
zpravy o auditu. Zadavatel bude

s témito zpravami o auditu nakladat
jako s dvérnymi informacemi
poskytovatele v souladu se
smlouvou o studii.

13.6 The Provider will promptly
address any exceptions noted in the
audit reports with the development
and implementation of a corrective
action plan by the Provider's
management.

13.6 Poskytovatel neprodlené vytesi
veskeré vyjimky uvedené ve
zpravach o auditu tak, Ze vedeni
poskytovatele vytvori a zavede plan
napravnych opatieni.

14. Warranties

14. Zaruky

14.1 The Provider warrants and
represents that:

14.1 Poskytovatel zarucuje
a prohlasuje, Ze:

(a) it shall only disclose personal data
to Exscientia: (i) which has been
pseudonymised; and (ii) which must
be disclosed to satisfy the
requirements of the Protocol, except
as is required for the purpose of
monitoring or adverse event
reporting, or in relation to a claim or
proceeding threatened or brought by
a Donor in connection with the Study.
In all such cases of disclosure, the
Provider and Investigator shall
respect the “data minimization”
principle of privacy, including but not
limited to the following example: any
data of Donors shall by whenever
possible be pseudonymised.

(a) spolecnosti Exscientia poskytne
pouze osobni udaje: (i) které byly
pseudonymizovany; a (ii) které musi
byt zpristupnény, aby byly splnény
pozadavky protokolu, s vyjimkou
pripadu, kdy je to vyZadovano pro
ucely monitorovani nebo hlaseni
nezadoucich pfihod, nebo

v souvislosti s ndrokem nebo
fizenim, které hrozi nebo bylo
zahajeno darcem v souvislosti se
studii. Ve vSech takovych pripadech
zpfistupnéni budou poskytovatel

a zkousejici respektovat princip
»,minimalizace tidaji“, mimo jiné
vCetné nasledujiciho pfikladu:
veskeré udaje darci budou pokud
mozZno pseudonymizovany.

(b) its employees, agents and any
other person or persons accessing the

(b) jejich zaméstnanci, zastupci
a jakakoli jind osoba nebo osoby
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Personal Data on its behalf are
reliable and trustworthy and have
received the required training on the
Data Protection Legislation;

pristupujici k osobnim udajim jeho
jménem jsou spolehlivi

a ddvéryhodni a absolvovali
pozadovanad skoleni o zakonnych
predpisech o ochrané osobnich
udajt;

(c) it and anyone operating on its
behalf will process the Personal Data
in compliance with the Data
Protection Legislation and other laws,
enactments, regulations, orders,
standards and other similar
instruments;

(c) poskytovatel a kdokoliv, kdo
jedna jeho jménem, bude
zpracovavat osobni tidaje v souladu
se zakonnymi predpisy o ochrané
osobnich udajt a dal§imi zakony,
nafizenimi, uzakonénimi, normami
a dalsimi podobnymi nastroji;

(d) it has no reason to believe that the
Data Protection Legislation prevents
it from providing any of the Study
Agreement's contracted services; and

(d) nema diivod se domnivat, Ze mu
zakonné predpisy o ochrané
osobnich Udaji brani v poskytovani
jakychkoli smluvnich sluzeb podle
smlouvy o klinickém hodnocenf; a

(e) considering the current
technology environment and
implementation costs, it will take
appropriate technical and
organisational measures to prevent
the accidental, unauthorised or
unlawful processing of Personal Data
and the loss or damage to, the
Personal Data, and ensure a level of
security appropriate to:

(e) s ohledem na soucasné
technologické prostiedi a ndaklady na
implementaci pfijme vhodna
technicka a organiza¢ni opatfeni,
aby zabranilo ndhodnému,
neopravnénému nebo nezdkonnému
zpracovani osobnich udajt a ztraté
nebo poskozeni osobnich udaji

a zajistilo uroven zabezpeceni
odpovidajici:

(i) the harm that might result from
such accidental, unauthorised or
unlawful processing and loss or
damage;

(i) Skodé¢, ktera mize vzniknout
v dtsledku takového nahodného,
neopravnéného nebo
nezakonného zpracovani a ztraty
nebo $kody;

(ii) the nature of the Personal Data
protected; and

(ii) povaze chranénych osobnich
udajt; a

(iii) comply with all applicable
Data Protection Legislation and its
information and security policies,
including the security measures
required in clause 5.1.

(iii) bude dodrzovat vsechny
platné zakonné predpisy

o ochran¢ osobnich udajui a jejich
informacni a bezpecnostni
zasady, véetné bezpecénostnich
opatfeni pozadovanych v bodé
5.1.
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14.2 The Sponsor warrants and
represents that the Study Centre's
expected use of the Study Personal
Data for the Business Purposes and as
specifically instructed by the Sponsor
will comply with the Data Protection
Legislation.

14.2 Zadavatel zarucuje

a prohlasuje, Ze ocekavané pouziti
osobnich Udaju ze studie studijnim
centrem pro obchodni tcely a podle
konkrétnich pokynt zadavatele
bude probihat v souladu se
zakonnymi predpisy o ochrané
osobnich udaja.

15. Indemnification

15. Odskodnéni

15.1 The Provider agrees to
indemnify the Sponsor against all
costs, claims, damages or expenses
incurred by the Sponsor or for which
the Sponsor may become liable due to
any failure by the Provider, its
employees or agents to comply with
any of its obligations under this
Appendix and/or the Data Protection
Legislation.

15.1 Poskytovatel souhlasi s tim, Ze
odskodni zadavatele za veskeré
naklady, naroky, $kody nebo vydaje
vzniklé zadavateli nebo za které
muze zadavatel nést odpovédnost
v disledku nedodrzeni jakychkoli
povinnosti ze strany poskytovatele,
jeho zaméstnanci nebo zastupct
podle této piilohy a/nebo
zdkonnych predpist o ochrané
osobnich udaja.

15.2 Any limitation of liability set
forth in the Study Agreement will not
apply to this Appendix's indemnity or
reimbursement obligations.

15.2 Pripadné omezeni
odpovédnosti stanovené ve smlouvé
o studii se nebude vztahovat na
zavazKky této prilohy tykajici se
odskodnéni nebo thrad.

16. Notice

16. Oznamovani

16.1 Any notice or other
communication given to a party
under or in connection with this
Appendix must be in writing and
delivered to:

16.1 Veskera oznameni nebo jina
sdéleni poskytnuta smluvni strané
podle této prilohy nebo v souvislosti
s ni musi byt u¢inéna pisemné

a dorucena na adresu:

For the Sponsor:

Email:

Pro zadavatele:

Email:
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Contact person for personal data
protection at FN Motol:

Kontaktni osoba pro ochranu
osobnich tdaji ve FN Motol:

16.2 16.1 does not apply to the
service of any proceedings or other
documents in any legal action or,
where applicable, any arbitration or
other method of dispute resolution.

16.2 Bod 16.1 se nevztahuje na
provadéni fizeni nebo jinych
dokumentt v rdmci pripadného
pravniho fizeni nebo pifipadné
jakéhokoli rozhod¢iho tizeni nebo
jiného zpusobu feseni sporu.

Annex A to Data Processing
Agreement: Personal Data
processing purposes and details

Doplnék A ke smlouvé

o zpracovani udaji: Ucely
zpracovani osobnich udaja
a podrobnosti

Subject matter of processing:

Personal data will be collected by study site
team members from patients medical records
and study documentation worksheets. This
data will be entered in a pseudonymized
fashion into the study specific eCRF.

Pfedmét zpracovani:

Osobni tdaje budou shromazd'ovany ¢leny
tymu studijniho pracovisté ze zdravotnich
zaznamu pacientl a pracovnich listl studijni
dokumentace. Tyto idaje budou zadany
pseudonymizovanym zptsobem do eCRF
specifického pro studii.

Duration of Processing:

Personal data will be collected and
processed according to the duration of the
study as described in the study protocol.

Doba trvani zpracovani:

Osobni tdaje budou shromazdovany a
zpracovavany podle doby trvani studie,
jak je popsano v protokolu studie.

Nature of Processing:

Personal data which will be collected and
processed in this study gathered from data
presented in medical records and study
documentation worksheet will then be
entered to eCRF specific for the study.

Povaha zpracovani:

Osobni udaje, které budou

shromazd ovany a zpracovavany v této
studii a které budou shromazdény z
udaji uvedenych ve zdravotnich
zaznamech a zdznamovém listu studijni
dokumentace, budou poté zadany do
eCRF specifického pro studii.

Business Purposes:

Personal data which will be collected
and processed in this study will be
collected for the purpose of this study as
specified per clinical study protocol.

Obchodnf tcely:

Osobni udaje, které budou
shromaZdovany a zpracovavany v této
studii, budou shromazd'ovany pro ucely
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této studie, jak je uvedeno v protokolu
klinické studie.

Personal Data Categories: Kategorie osobnich tdaji

I
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L

Data Subject Types:

The personal data collected and
processed in this study come from
cancer patients as described in the
clinical study protocol.

Typy subjektid tdajt:
Osobni tdaje shromazdéné a
zpracovavané v této studii pochazeji od
onkologickych pacientt, jak je popsano v
protokolu klinické studie.

ANNEX B Security measures

DOPLNEK B
opatieni

Bezpeénostni

Physical access controls.

The Controller’s personal data is
stored and/or processed at the
Provider’s offices, in the Provider’s
data centers or server rooms. The
buildings are secured by a security
system and video monitoring.
Access to the premises is secured
with a manually locking system and

Kontrola fyzického pfistupu.

Osobni data Spravce jsou uloZena
a/nebo zpracovavana v kancelafich
Poskytovatele, v datovych centrech
nebo serverovnach Poskytovatele.
Budovy jsou zabezpeceny pomoci
bezpe¢nostniho systému a video
monitoringu. Pfistup do prostor je
zabezpeéen manualné zamykacim
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a smart card system. Authorized
access is documented by names.
Documented rules are in place for
removal of building entry
authorization and of access rights
for the computer systems upon an
employee leaving.

systémem a systémem smart kart.
Opravnény pristup je
zdokumentovan podle jména.
Existuji zdokumentovand pravidla
pro odebrani opravnéni vstupu do
budov a pristupovych prav k
pocitacovym systémum pii odchodu
zameéstnance.

System access controls.

The Provider’s network is separated
from public network by a firewall.
All IP addresses connected to the
internet are regularly subjected to
penetration tests. Antivirus
programs are used for company
network interfaces (email and
internet). An antivirus program is
used on all servers, all computers at
individual workstations.

Kontrola pristupu k systému.

Sit Poskytovatele je odd€lena od
verejné sité pomoci firewall. Pro
vSechny IP adresy napojené na
internet jsou pravidelné provadény
penetracni testy. Na rozhranich do
siti spolec¢nosti (e-mail a internet)
jsou pouzivany antivirové program.
Antivirovy program se pouziva na
vSech serverech, na vSech pocitacich
na jednotlivych pracovistich.

Data access controls.

Documented role-based concepts are in
place. The organization of access
granting is based on name
documentation (in particular who may
grant which rights). Access rights are
granted based on the need to work with
the data and are updated and
documented by names.

Kontrola pristupu k dadajim.

Jsou zavedeny zdokumentované
koncepty zaloZené na rolich.
Organizace udé€lovani opravnéni je
zaloZena na jmenné dokumentaci
(zejména kdo mize udélit jaka
prava). Pristupova prava jsou
pridélovana na zakladé potieby
prace s daty, a jsou aktualizovana a
jmenné zdokumentovana.

Transmission controls.

If data is transferred between the
Controller and the Provider with
the use of data media (e.g., a hard
disk, a USB disk, a CD), the data on
the media shall be encrypted upon
request. The encryption type for
data transfers between the Provider
and the Controller, if data is
transferred electronically, shall be
secured by HTTPS (e.g., web
interface, cloud storage) and
SSL-VPN or Citrix.

Kontrola pienosu.

Pokud jsou mezi Spravcem a
Poskytovatelem prendsena data
pomoci nosici dat (napf. pevny
disk, USB disk, CD) jsou data na
Sifrovani pri predavani dat mezi
Poskytovatelem a Spravcem, pokud
jsou data pfedavana electronicky je
zabezpecen prostfednictvim HTTPS
(napt. webové rozhrani, cloudové
ulozisté) a SSL-VPN nebo Citrix.

Input controls.

Kontrola zadavani udaju.
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To enable monitoring of deletion or
modification of the Controller’s
data, log files labelled with names
were created for individual staff
members. The log files are created
based on a limited access..

Pro moZnost sledovani mazani nebo
zmén v datech Spravce byly pro
jednotlivé zaméstnance vytvoreny
soubory zaznami oznacené
jménem. Tyto soubory zaznamii
jsou vytvoreny na zakladé
omezeného pfistupu.

Data backups.

Data backups are performed on a
daily basis. The backup media are
located in a safe.

Zalohovani udaja.

Data jsou zalohovana denné. Média
se zalohou jsou umisténa v trezoru

Data segregation.

To segregate the Controller’s data, a
client was dedicated for this project. For
the aforementioned Controller
networks/segments, a role-based access
concept was implemented, excluding the
staff members not working for the client
from data access.]

Oddélovani tidaji.]

Pro odd¢leni dat Spravce byl
vyhrazeny klient uréeny pro tuto
zakazku. Pro vyse uvedené
sité/segmenty Spravce je zavedena
koncepce pristupu zaloZzena na
rolich, coz vylucuje, aby
zaméstnanci, ktefi pro klienta
nepracuji, méli pfistup k datim.]
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