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LICENCE AGREEMENT no. C231121-NB

LICENENI SMLOUVA &. €231121-NB

Contracting parties

BRAINOMIX EUROPE LIMITED

Registered office: Suite 10380, 26/27 upper Pembroke Street,
Dublin 2 D02, X361 Ireland

ID number: 683049

Represented by: [

(hereinafter referred to as the “Brainomix”)
and

Nemocnice Jihlava, pfispévkova organizace

se sidlem: Vrchlického 59, 586 01 Jihlava, Czech Republic
ID number: 00090638

Represented by: Ing. Alexander Filip, director
(hereinafter referred to as the “the Hospital”)

enter into this agreement as of the date of the last signature
below, in line with provision of Art. 1746 sec. 1 and Art. 2358 of
Czech Act No. 89/2012 Coll., Civil Code, as amended (hereinafter
referred to as the “Civil Code”)

Smluvni strany

BRAINOMIX EUROPE LIMITED

se sidlem: Suite 10380, 26/27 Upper Pembroke Street, Dublin 2
D02, X361 Irsko

IC: 683049

zastoupena: NN < onny feditel

(dale jen “Brainomix”)

Nemocnice Jihlava, pfispévkova organizace

se sidlem: Vrchlického 59, 586 01 Jihlava, Ceska Republika
IC: 00090638

zastoupena: Ing.Alexanderem Filipem, feditelem

(dale jen “Nemocnice”)

uzaviraji dne tuto smlouvu ke dni posledniho podpisu nize
v souladu s ust. § 1746 odst. 1 a § 2358 ¢eského zakona €. 89/2012
Sb., ob&ansky zakonik, ve znéni pozdéjSich predpisi (dale jen
,Obé&ansky zakonik")

1. Scope

1. Rozsah

1.1. This Agreement governs the terms and conditions for the
provision of the Software Licence and the supply and use of
the Services, comprising the Specification of the Licence
and the Services as its Appendix 1, and the Data Processing
Terms as its Appendix 2 to the exclusion of any terms that
the Hospital or Brainomix seeks to impose or incorporate
in the Agreement, or that are implied by trade, custom,
practice, course of dealing or in any other way.

1.1  Tato Smiouva upravuje podminky poskytnuti Licence a déle
poskytnuti a uiiti SluZeb. Souasti smlouvy jsou téi
Specifikace Licence a SluZeb uvedené vpfiloze €.1 a
Podminky zpracovani osobnich udaji uvedené v pfiloze ¢. 2.
Na Smiouvu se nevztahuji jakékoli dalSi obchodni podminky
Nemocnice nebo Brainomix, obchodni zvyklosti, praxe
zavedend mezi stranami nebo jakékoli dalSi podminky.

1.2. The Agreement supersedes all earlier agreements,
arrangements and understandings between the parties in
respect of its subject matter. It constitutes the complete
agreement between the parties relating to that subject
matter. No modification or variation of the Agreement will
be effective unless it is adopted through a written
amendment to this Agreement, numbered and executed by
both parties

1.2 Smlouva nahrazuje viechny pfedchozi dohody ¢i ujednani
mezi stranami ve véci pfedmétu Smlouvy a tvofi uplnou
dohodu mezi stranami ohledné predmétu Smlouvy. Upravy
a zmény Smlouvy budou u¢inné, pouze pokud budou
uéinény formou pisemnych dodatkd ktéto Smiouvé,
vzestupné Cislovanych a podepsanych obéma stranami.

2. Definitions

2. Definice

In the Agreement the following expressions have the
meanings set opposite:

Nize uvedené vyrazy maji ve Smlouvé vyznam, ktery je
definovan v tomto ¢lanku:

the Activation Date means the date on which Brainomix
provides the Software Licence, which will be confirmed in
writing through the initiation protocol ;

Datum aktivace je datum, k némui Brainomix poskytne
Licenci na Software, coi bude pisemné potvrzeno
prostiednictvim iniciacniho protokolu;

Brainomix UK means Brainomix Limited, a company
registered in England under number 07426406 whose
registered office is at Suffolk House, Suites 11-14, 263
Banbury Road, Summertown, Oxford OX2 7HN, UK;

Brainomix UK je Brainomix Limited, spolecnost zapsana v
Anglii pod cislem 07426406, se sidlem na adrese Suffolk
House, Suites 11-14, 263 Banbury Road, Summertown,
Oxford OX2 7HN, Spojené kralovstvi;

Clinical Patient Care means clinical use for diagnosing,

Klinicka péée o pacienty je klinické vyuZiti k diagnostice,
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treating or managing the health of an individual, but
excludes any use for research except where Brainomix has
given its written consent to the use of Software and the
Service for that research;

lé¢bé nebo péci o zdravi fyzické osoby, avsak s vyloucenim
vyzkumného uziti, ledaze spole¢nost Brainomix dala
pisemny souhias k uZiti Softwaru a Sluzby pro konkrétni
vyzkumny projekt;

the Agreement means this agreement between Brainomix
Europe Limited, a company registered in the Republic of
Ireland under number 683049 whose registered office is at
Suite 10380, 26/27 upper Pembroke Street, Dublin 2 D02,
X361 Ireland (Brainomix) and the Hospital for the provision
of the Software Licence and the supply of the Services,
Comprising the Specification of the Licence and the Services
in appendix no. 1 and the Data Processing Terms in
Appendix 2, each as amended from time to time in
accordance with clause 1.2 above;

Smlouva je tato smlouva mezi Brainomix Europe Limited,
spole¢nost zapsana v Irské republice pod Cislem 683049, se
sidlem na adrese Suite 10380, 26/27 Upper Pembroke
Street, Dublin 2 D02, X361 Irsko (dale jen ,Brainomix“) a
Nemocnici o poskytnuti Licence a dodavkach SluZeb, jejiz
souasti je Specifikace Licence a SluZeb v pfiloze ¢.1 a téz
Podminky zpracovani osobnich Udajl v pfiloze €. 2, vie ve
znéni pfipadnych pozdéjsich uprav pfijatych v souladu s
ustanovenim ¢l. 1.2 této Smlouvy;

Confidential Information means information or data of a
confidential nature, including (without limitation) any and
all information which relates to any of the following: a
party’s patients, customers, suppliers, technology, activities
(regardless of the form in which that information or data is
stored or communicated). Brainomix’s Confidential
Information includes (without limitation): any and all
information relating to any of the following: the Software
and the Service. The Hospital’s Confidential Information
includes (without limitation) the Hospital Data and the
Hospital Results;

Duvérné informace jsou informace nebo ddaje divérné
povahy, zejména viechny informace tykajici se pacientd,
zékaznikl, dodavateld, technologie nebo Cinnosti nékteré
smluvni strany (bez ohledu na formu, v niZ jsou dotyéné
informace nebo Udaje uloZeny nebo sdélovany). DOvérnymi
informacemi Brainomix jsou zejména veskeré informace
tykajici se Softwaru anebo Sluzby. Divérnymi informacemi
Nemocnice jsou zejména Udaje Nemocnice a Vysledky
Nemocnice;

the Data Processing Terms means Brainomix’s Data
Processing Terms in Appendix 2;

Podminky zpracovani osobnich udaji jsou Podminky
zpracovani osobnich tdaju v pfiloze €. 2 této Smlouvy;

the Hospital means the party to this Agreement;

Nemocnice je smluvni strana této Smlouvy;

the Hospital Data means CT and MR scanner data and any
other data which the Hospital or any User inputs into the
Software or the Service for the purpose of using the
Software or the Service;

Udaje Nemocnice jsou data ze skeneru CT a MR a viechna
ostatni data, kterd Nemocnice nebo UZivatel vloZi do
Softwaru nebo Sluzby za ucelem pouZivani Softwaru nebo
Sluzby;

the Hospital Results means all data, information and results
generated by the Hospital in the course of using the
Software and the Service;

Vysledky Nemocnice jsou vsechna data, informace
a vysledky, jez Nemocnice vytvofi pfi pouZivani Softwaru a
Sluzby;

Intellectual Property Rights means any patent, copyright,
trademark, trade name, service mark, registered design,
design right (registered and unregistered), know-how, right
of confidence, trade secret, right to extract and exploit
data, database right, any similar rights protected in any
jurisdiction, whether now existing or coming into existence
at some future date, any application for any of the above,
and any accrued rights of action in respect of any of the
above;

Prava dusevniho vlastnictvi je kazdy patent, autorské
prévo, ochranna znamka, obchodni nazev, znacka sluzby,
zapsany (pramyslovy) vzor, pravo k (primyslovému) vzoru
(zapsané i nezapsané), know-how, pravo na zachovani
micenlivosti, obchodni tajemstvi, prdvo extrahovat a
vyuzivat data, pravo k databazi, podobna prava chranéna v
nékteré jurisdikci, at jiz existuji nyni nebo vzniknou v
budoucnosti, dale kaidé uplatnéni nékterého z vyse
uvedenych prav nebo uplatnéni narokd plynoucich z vyse
uvedenych prav;

Malware means any virus, worm, time bomb or time lock
or anything else that might disrupt, disable, harm or
impede the operation of any information system, or that
might corrupt, damage, destroy or render inaccessible any
software, data or file on, or that may allow any
unauthorised person to gain access to, any information
system or any software, data or file on it;

Skodlivy software je pocitacovy virus, &erv, ¢asovana
bomba nebo ¢asovy zamek nebo cokoli jiného, co mize
prerusit, znemoznit, poskodit nebo blokovat provoz
informaéniho systému nebo co muze narusit, poskodit,
zni¢it nebo znepfistupnit software, data nebo soubor
v informaénim systému nebo muize neoprdvnéné osobé
umoznit pfistup k informaénimu systému, softwaru, datim
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nebo souboru;

Personal Data has the meaning given to that expression in
the Data Processing Terms;

Osobni udaje je pojem majici vyznam definovany v
Podminkach zpracovani osobnich Gdajd;

to Process Personal Data has the meaning given to that
expression in the Data Processing Terms;

Zpracovdvat osobni Udaje ma vyznam definovany v
Podminkdch zpracovéni osobnich Gdaju;

the Professional Services means the installation,
configuration, training and any other services {except the
Service and the Support Services) to be provided by
Brainomix to the extent set out in Appendix 1;

Profesionalni sluzby jsou instalace, konfigurace, vy$koleni
a dal$i sluzby (kromé Sluzby a Sluzeb podpory), které ma
Brainomix poskytnout v rozsahu uvedeném v pfiloze €. 1
této Smlouvy;

the Relevant Period means the period of the Agreement
set out in Appendix 1;

Rozhodné obdobi je obdobi trvani Smlouvy stanovené
v pfiloze €. 1 této Smlouvy;

Research Agreement means the research agreement
between Hospital and the partners of the hospital within
the Czech Stroke Research Network on cooperation on the
Project.;

Smlouva o Vyzkumu je smlouva o vyzkumu uzaviend mezi
Nemocnici a partery nemocnice vramci Czech Stroke
Research Network o spoluprdci na Projektu.

the Project is a project called "Multimodal CT examination
and its automatic analysis by the Brainomix 360 software
in patients with acute stroke", the protocol of which is
Annex No. 4 of this contract, which will take place within
the framework of STROCZECH.

Projekt je projekt s ndzvem ,Multimoddlini CT vysetieni a
jeho automatickd analyza softwarem e-Stroke u pacienti s

akutnim iktem“, jehoZ protokol je pfilohou €. 4 této
smlouvy, ktery bude probihat v ramci STROCZECH.

the Service means Brainomix 360 service for evaluating
stroke damage on brain CT or MR scans as specified in
Appendix 1;

The individual modules of the Service are registered as a
medical device that is a decision support tool, that,
however, does not replace a professional judgement of a
clinician in any way. The Service is with a high probability
capable to predict how a brain may alter after a stroke. Any
prediction in this respect, however, may not be
guaranteed due to inherent properties of a software
working with mere measure of probability, without this
being classified as a fault of the Software or the Service;

Sluzba je sluzba Brainomix 360, urend k vyhodnocovani
poskozeni zplsobeného cévni mozkovou piihodou, a to na
zdkladé CT nebo MR skeni mozku, podle specifikaci
uvedenych v pfiloze ¢. 1 této Smlouvy;

Jednotlivé moduly Sluzby jsou registrované jako
zdravotnicky prostiedek a jako ndastroj na podporu
rozhodovaéni, ktery vsak vZiddném ohledu nenahrazuje
odborny usudek odpovédného lékarFe. Sluzba je zpusobild
svelkou mirou pravdépodobnosti predpovédét, jakym
zplsobem se bude mozek po pfekonané cévni mozkové
pfihodé vyvijet. Jakakoli pfedpovéd v tomto sméru viak ze
své povahy (vyuZiti softwaru, ktery pracuje toliko s mirou
pravdépodobnosti) nemGze byt zarucena, aniz by se viak
jednalo o faktickou vadu Softwaru nebo Sluzby;

the Service Provider means Brainomix or any of its
distributors or Subprocessors (as may be applicable)
providing all or part of the Support Services.

Poskytovatel SluZby je spole¢nost Brainomix nebo jeji
distributor nebo pfipadny Dil¢i zpracovatel, ktery
poskytuje Sluzby podpory nebo jejich &ast;

the Services means the Service, the Support Services and
the Professional Services (or any of them) and any other
service provided by Brainomix to the Hospital based on
this Agreement;

SluZby jsou Sluzba, Sluzby podpory a Profesionalni sluzby
{spolecné nebo jednotlivé) a viechny ostatni sluzby, které
Brainomix bude Nemocnici na zdkladé této Smlouvy
poskytovat;

the Site means the location(s) or premises of the Hospital
specified in Appendix 1 to which the Service is provided;

Pracovisté je jedno nebo vice provozoven (zdravotnickych
zafizeni) Nemocnice, specifikovanych v pfiloze ¢. 1 této
Smiouvy, jimZ je poskytovana Sluzba;

the Software means the software applications provided by

Software jsou softwarové aplikace, které Brainomix
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Brainomix for use by the Hospital as part of or in
conjunction with the Service, including (without limitation)
any associated user documentation, as specified in
Appendix 1;

poskytuje Nemocnici pro poutiti jako soucast Sluzby nebo
spole¢né s ni, vcetné pfipadné souvisejici uZivatelské
dokumentace, podle specifikaci uvedenych v pfiloze €. 1
k této Smlouvé;

a Software Licence means a key or code allowing the
Hospital access to the Software and the Service for the
Relevant Period, subject to earlier termination under
clause 3.4 or 11 or 14.4 below;

Licence je kli¢ nebo koéd umozniujici Nemocnici pfistup k
Softwaru a ke Sluzbé v Rozhodném obdobi, ledaZe dojde k
dFivéj§imu ukonceni podle €l. 3.4 nebo 11 nebo 14.4 této
Smlouvy;

STROCZECH means the contractual professional network
supporting non-commercial clinical research in the field of
clinical workplaces for stroke patients - Czech Stroke
Research Network

STROCZECH je smiuvni oborovad sit podporujici
nekomeréni klinicky vyzkum v oblasti klinickych pracovist
pro pacienty smozkovou piihodou — Czech Stroke
Research Network

the Support Services means the services set out in
Appendix 3;

Sluzby podpory jsou sluiby uvedené v pfiloze €. 3 k této
Smiouvé;

a User means any individual employed or engaged by the
Hospital or other individual authorised by the Hospital to
use the Service or the Software, and any person who gains
access to the Software or the Service by using any of the
passwords, means of identification, authentication or
verification issued to any individual employed or engaged
by the Hospital or authorised by the Hospital to use the
Service or the Software; and

Utzivatel je fyzicka osoba, kterou Nemocnice na zakladé
jejiho pracovnépravniho nebo obdobného poméru
k Nemocnici nebo z jiného titulu autorizovala k uZivani
Sluzby nebo Softwaru, a déle kazda osoba, ktera ziska
pfistup k Softwaru nebo ke Sluibé na zdkladé pouiZiti
nékterého hesla, identifikacnich nebo ovéfovacich
prostiedkd, jez Nemocnice vydala fyzické osobé na zakladé
jejiho zaméstnaneckého nebo obdobného poméru k
Nemocnici nebo na zakladé jiného titulu, pro néjz ji
Nemocnice opravnila k uZivani Sluzby nebo Softwaru; a

a Working Day means any day from Monday to Friday

Pracovni den je kazdy den od pondéli do patku (véetné),

Hospital will be given a Software Licence providing access
to the Software and the Service. That Software Licence and
the right to access the Software and the Service will
terminate automatically when the Relevant Period expires
without renewal or the Agreement terminates.

(inclusive), excluding public holidays and public holidays. kromé dna pracovniho klidu a volna a statnich
svatk(.Ceské republice.
3. Subject to the Agreement and the Software Licence 3. Piedmét Smlouvy a Licence
3.1 Brainomix hereby undertakes to provide the Hospital with 3.1 Spole¢nost Brainomix se touto Smlouvou zavazuje
the Software Licence and to supply it with Services in duly poskytnout Nemocnici Licenci a poskytovat ji fadné, vcas
and timely manner and with exercising professional care pfi vynaloZzeni odborné péce Sluzby dle podminek této
under the terms and conditions set out in this Agreement. Smlouvy. Softwarova licence a Sluzby jsou na zakladé této
The Software Licence and Services are provided under this Smlouvy poskytovany bezplatné (po omezenou dobu 1
Agreement free of charge (for a limited period of 1 year) roku) pro pouziti Nemocnici v souvislosti s Projektem.
for use by the Hospital in connection with the Project
3.2 Brainomix grants to the Hospital a non-exclusive, non- 3.2 Brainomix udéluje Nemocnici nevyhradni, nepfenosnou
transferable licence to permit Users to use the Software licenci umoznujici UzZivatelim uzivat Software a Sluzbu na
and the Service at the Site, free of charge, solely for Clinical daném Pracovisti, bezplatné a to vyhradné pro Ucely
Patient Care and the research purposes in accordance with Klinické pée o pacienty a vyzkumné Gcely v souladu se
the Research Agreement and Project during the Relevant Smiouvou o Vyzkumu a Projektem, béhem Rozhodného
Period, as specified in detail in Appendix 1, subject to obdobi, jak je podrobné specifikovano v pfiloze €. 1 této
earlier termination under clause 3.4 or 11 or 14.4 below. Smlouvy, a s moznosti predéasného ukonceni podle ¢l. 3.4
nebo 11 nebo 14.4 této Smlouvy.
3.3 After the Software has been installed at the Site, the 3.3 Poté, co na uréeném Pracovisti bude instalovan Software,

obdrzi Nemocnice Licenci na Software, na jejimZ zdkladé
ziskd pFistup k Softwaru a ke Sluzbé. Licence na Software
a pravo pfistupu kSoftwaru a ke Sluzbé budou
automaticky ukonéeny po ubéhnuti Rozhodného obdobi
bez prodlouzeni nebo pfi ukonéeni Smlouvy.
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3.4 Access to the Software and the Service will be terminated 3.4 Pristupy k Softwaru a ke Sluzbé budou ze strany
by Brainomix if the Hospital uses the Software or the spolecnosti Brainomix ukonéeny, pokud Nemocnice bude
Services anywhere except at the Site or upon termination Software nebo Sluzbu uiivat jinde nei na uréeném
of the Project . Brainomix may in such a case terminate this Pracovisti nebo pfi ukonceni Projektu. Spole€nost
Agreement by written notice without notice as of the date Brainomix ma vtéchto pfipadech pravo ukonéit tuto
of delivery of the notice to the Hospital. Smlouvu pisemnou vypovédi bez vypovédni doby ke dni
doruceni vypovédi Nemocnici.
4. Use of the Software and the Service 4. UZivani Softwaru a Sluzby
4.1. The Hospital must not: 4.1. Nemocnice neni opravnéna:

4.1.1. make the Software or any of the Services available 4.1.1. zpfistupfiovat Software ani Zadnou Sluzbu tfetim
to any third party, on a commercial basis, free of osobdm, a to za duplatu, bezplatné, formou
charge, by sublicence or otherwise or (except for podiicence ani jinak (s vyjimkou toho, Ze mize
allowing Users to use the Software and the Service UZivateldm umoinit uZivani Softwaru a Sluzby
in accordance with the Agreement), share the use vsouladu se Smlouvou), nesmi sdilet uZivani
of, or grant any sub-licence to use, the Software or Softwaru, Sluzby (nebo obojiho) s jinou osobou ani
the Service (or both) to any person; nesmi na jejich uZiti poskytnout jiné osobé

podlicenci;

4.1.2. use the Service or the Software except to analyse 4.1.2. uZivat Sluzbu nebo Software jinak nez k analyze
the Hospital Data and generate the Hospital Udaji Nemocnice a ke generovani Vysledkl
Results, or as set out in this Agreement; Nemocnice, za podminek stanovenych v této

Smiouvé;

4.1.3. except to the extent permitted by any applicable 4.1.3. dekompilovat Software, rozkladat jej, zpétné
law which the parties cannot exclude by analyzovat nebo pfevadét na Clovékem citelnou
agreement, reverse compile, disassemble, reverse formu, ledaze to v urcitém rozsahu umoZiuji
engineer or reduce to human-readable form all or platné pravni predpisy, jejichz uplatnéni strany
any of the Software; nemohou smiuvné vyloudit;

4.1.4. use the Service, the Software or the Hospital 4.1.4. uiit Sluzbu, Software nebo Vysledky Nemocnice k
Results to create a product or service which vytvofeni produktu nebo sluzby konkurujicich
competes with the Service or the Software or to Sluzbé nebo Softwaru nebo k porovnani Sluzby
compare the Service or the Software to a product nebo Softwaru s produktem nebo sluzbou, jeZ
or service which competes with the Service or the konkuruji Sluzbé nebo Softwaru; nebo
Software; or

4.1.5. without first obtaining Brainomix’s written 4.1.5. bez pfedchoziho pisemného souhlasu spole¢nosti
consent (which includes its consent for the use of Brainomix (coz zahrnuje jeho souhlas s pouzivanim
the Software and Services in accordance with the Softwaru a SluZeb v souladu s Projektem) uzivat
Project), use the Software or the Service for Software nebo Sluzbu k vyzkumu.
research.

4.2. The Hospital agrees that: 4.3. Nemocnice se zavazuje k nasledujicimu:

4.2.1 it will use all reasonable endeavours to prevent 421  pfijmout veskerd pfiméfend opatieni, aby
any unauthorised access to, and any unauthorised use zabranila neoprdvnénému pfistupu k Softwaru a
of, the Software and the Service and will notify Sluzbé a jejich neopravnénému uziti, a neprodlené
Brainomix immediately if it becomes aware of any informovat spole¢nost Brainomix, pokud se o
such unauthorised access or use; takovém neopravnéném pfistupu nebo uziti dozvi;

4.2.2  all Users authorised by the Hospital to use the 4.2.2  vSichni UZivatelé opravnéni Nemacnici k uZivani
Software and the Service will use a strong password Softwaru a Sluzby budou pro pfistup k Softwaru a
for accesstothe Software and the Service, will keep ke Sluzbé pouZivat silné heslo, budou zachovavat
their password and any other means of micenlivost o svém hesle a ostatnich prostiedcich
identification, authentication or verification issued identifikace a ovéreni, které obdrzi, budou dbat na
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to them secure and confidential and not share it jejich zabezpedeni a nebudou je sdélovat jinym
with any other person; osobam;

4.23 it will inform Brainomix without delay if the 423 neprodlené informovat spole¢nost Brainomix,
Hospital ceases to employ a User or ceases to jestlize  néktery  UZivatel pfestane byt
authorise a User to access the Software and the zaméstnancem Nemocnice nebo mu bude
Service, odebrano opravnéni pfistupu k Softwaru a ke

Sluzbé;
o o . 4.2.4  vést aktualizovany seznam stavajicich UZivatell a

424 it will mamtalp an u'p-tcrdate list 'of cu.rrenf U.sers poskytnout ho spolegnosti Brainomix k nahlédnuti
and make this avallat?le tg Brainomix within S do 5pracovnich dnii, kdykoli o to Brainomix
Working Days after Brainomix requests to see that pozada;
list from time to time;

4.2.5 it will allow Brainomix to audit the use of the 4.2.5 umoiZnit spoleénosti Brainomix audit uZzivani
Software and the Service to discover whether: the Softwaru a Sluzby za ucelem kontroly, zda
Hospital and Users are complying with the Nemocnice a UZivatelé jednaji v souladu se
Agreement; and any person not authorised to use Smiouvou, a kontroly, zda heslo nebo jiny
the Software and the Service has a password other prostiedek identifikace nebo ovéfeni nemad osoba,
means of identification, authentication or kterd neni oprdvnéna uiZivat Software a Sluzbu,
verification so these can be blocked immediately; aby bylo moino takové heslo i prostredky

identifikace okamzité zablokovat;

4.2.6 it will ensure that the Users comply with all rules, 4.2.6  zajistit, aby UZivatelé dodrzovali vSechna pravidla,
regulations, standards, protocols and procedures pfedpisy, standardy, protokoly a postupy vydané
issued by Brainomix and demonstrably provided to spoleénosti Brainomix a prokazatelné poskytnuté
the Hospital in connection with the use or security Nemocnici  vsouvislosti s uZivdnim nebo
of the Software or the Service (or both);and zabezpeéenim Softwaru a/nebo Sluzby; a

4.2.7 it will be fiable for the acts and omissions of each 4.2.7 nést odpovédnost za jednani C¢iopomenuti
User, as though those acts and omissions were kazdého UZivatele, jako by se jednalo o jeji vlastni
those of the Hospital. jednani ¢i opomenuti.

4.3  Brainomix may suspend access to the Software and the 4.3V nize uvedenych pfipadech muiZe Brainomix pozastavit

Service without liability to the Hospital if: pfistup k Softwaru a ke Sluzbé, aniZ by tim Nemocnici

odpovidala za ujmu:

4.3.1 there has been, or there is a reasonable suspicion 4.3.1 doslo, nebo existuje dlivodné podezieni, Ze doslo, k
that there may have been, a breach of security, or Poruseni zabezpeceni nebo k poruseni zaruky ¢i
a breach of any warranty or undertaking given by zévazku danych Nemocnici ve Smlouvé, nebo doslo
the Hospital in the Agreement, or any unlawful or k protiprdvnimu nebo nelegdlnimu uziti Softwaru
illegal use of the Software or the Service by the nebo Sluzby Nemocnici, UZivatelem nebo jinou
Hospital, by any User or by any other person; osobou;

4.3.2 Brainomix knows or suspects that Malware has 4.3.2 Brainomix vi nebo ma podezieni, ze do Softwaru
been introduced into the Software or the Service; nebo Sluzby pronikl Skodlivy software; nebo
or

4.3.3 Brainomix knows or suspects that any Hospital 4.3.3 Brainomix vi nebo ma podezieni, ze nékteré Udaje
Data or any Hospital Result infringes the Nemocnice nebo Vysledky Nemocnice porusuji
Intellectual Property Rights or other rights of any préava dusevniho vlastnictvi nebo jind prava tretich
third party, or are in any way unlawful. osob nebo jsou jakkoli v rozporu s pravnimi

pfedpisy.

4.4 Brainomix is obliged to comply with the technical . L . . . P
specification Technical Datasheet 44, Bralnqmlx je povinen dodrzet technickou specifikaci
ver11.1_CZ_STROCZECHv1.1.pdf, which forms Tech’nlcaleatashevet vgrll.1_CZ_STROCZECHV1.1.pdf,
Appendix No. 6 of this Agreement. ktera tvofi pfilohu €. 6 této smlouvy.
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Installation, Configuration and Training

Instalace, konfigurace a skoleni

Brainomix will install and configure the Software itself or
using a third party subject to the same confidentiality
obligations as Brainomix and will endeavour to carry out
that work in accordance with Project. . Brainomix will
provide the Hospital with training in the use of the
Software and the Service as set out in Appendix 1.

Spoleénost Brainomix provede instalaci a konfiguraci
Softwaru sama nebo prostfednictvim tfetiho subjektu,
vazéného stejnou povinnosti zachovani divérnosti Udaja,
jako Brainomix, a vynaloZi veskeré usili provést tyto prace
v souladu s Projektem. Brainomix poskytne Nemocnici
skoleni v uZivani Softwaru a Sluzby tak, jak je uvedeno
v pfiloze €. 1 této Smlouvy.

Hospital's Obligations

Povinnosti Nemocnice

6.1.

The Hospital will ensure that all equipment, devices, third
party software, telecommunications facilities and network
systems that the Hospital needs in order to allow the
Hospital and its authorised Users to use the Software or
any of the Services are installed and fully operational
before Brainomix provides the Software and that Service.
The Hospital is responsible for implementing sufficient
security measures to ensure the security of such
equipment, devices, third party software,
telecommunications facilities and network systems and
the data held on or transferred through them.

6.1

Nemocnice zajisti, aby veSkeré vybaveni, zafizeni,
software tfetich stran, telekomunikaéni zafizeni a sitové
systémy, které potfebuje k tomu, aby sama nebo jeji
opravnéni Uzivatelé mohli uZivat Software nebo nékterou
Sluzbu, byly instalovany a pIné zprovoznény predtim, nez
Brainomix poskytne Software a pfisluSnou SluZbu.
Nemocnice odpovidd za zavedeni dostate¢nych
bezpeénostnich opatfeni k zabezpeceni vyse uvedeného
vybaveni, zafizeni, softwaru tfetich stran,
telekomunikaénich zafizeni a sifovych systému a dat, kterd
na nich budou uloZena nebo pfes né budou prenasena.

6.2.

The Hospital will ensure that the Software is operated only
by adequately trained and qualified staff in accordance
with the user documentation demonstrably provided by
Brainomix.

6.2

Nemocnice zajisti, aby Software provozoval vyhradné
fadné vyskoleny a kvalifikovany personal, ktery se pfitom
bude fidit uZivatelskou dokumentaci prokazatelné
dodanou spole¢nosti Brainomix.

6.3.

The Hospita! will take appropriate steps to ensure that no
Malware is introduced into the Software or the Service.
The Hospital will keep all equipment, connections,
peripherals, software, telecommunications systems and
network connections free from any Malware and use up to
date and adequate anti-virus software and firewalls and
will implement all security patches, upgrades, updates,
revisions, versions, error corrections and modifications to
avert or remedy the effects of any Malware as soon as
reasonably possible.

6.3

Nemocnice pfijme vhodna preventivni opatfeni proti
zavleéeni Skodlivého softwaru do Softwaru nebo do
Sluzby. Nemocnice bude dbat, aby se v zafizenich,
pfipojenich, periferiich, softwaru, telekomunikacnich
systémech a sitovych pripojenich nevyskytl Skodlivy
software, bude pouZivat aktualizovany, vhodny antivirovy
software a firewally a bude co nejdfive, jakmile to bude
prakticky  proveditelné,  implementovat  viechny
bezpeénostni zaplaty, vylepsené verze, aktualizace, revize,
nové verze, opravy chyb a Upravy, jejich ucelem bude
odvratit nebo napravit nasledky ptsobeni Skodlivého
softwaru.

6.4.

If disposing of or decommiissioning any hardware or device
on which the Software has been installed, the Hospital will
ensure that all copies of the Software have been deleted
from that hardware or device before selling or disposing of
it.

6.4

PFi pfipadné likvidaci nebo vyfazeni hardwaru nebo zafizeni,
na némi byl instalovan Software, Nemocnice zajisti, aby z
daného hardwaru pfed jeho prodejem nebo likvidaci byly
vymazany viechny kopie Softwaru.

6.5.

The Hospital has a duty to assist in ensuring the Service is
successful, which in particular means ensuring permanent
connection of the Service with CT/MR scanner(s), PACS
system and systems for user authentication (LDAP),
ensuring continuous connection of the Service to the
Internet with access to a defined URL and ensuring remote
access for managing the Service, so that Brainomix can
fulfill its obligations and provide the Software and the
Service to the Hospital. The Hospital will ensure that its
staff, contractors and other suppliers cooperate fully with
Brainomix in diagnosing probtems in connection with the
use of the Software or the Service {or both) and do not

6.5

Nemocnice je povinna poskytnout soudinnost pfi zajistovani
uspésného pribéhu Sluzby, ¢imz se zejména rozumi zajisténi
propojeni Sluzby s CT/MR pfistrojem(i), systémem PACS a
systémy pro autentifikaci uZivateld (LDAP), zajisténi
pFipojeni Sluiby k internetu s pfistupem na definované URL
a zaji$téni vzdaleného pristupu pro spravu Sluzby, tak aby
mohla Brainomix splnit své zavazky a poskytnout Nemocnici
Software a Sluibu. Nemocnice zajisti, aby jeji personal,
externi pracovnici a ostatni dodavatelé poskytli spole¢nosti
Brainomix plnou souéinnost pfi diagnostikovani problému
spojenych s uzivanim Softwaru nebo SluZby (nebo obou) a
aby nezpusobovali zpoZdéni. Pozada-li Brainomix Nemocnici

4886-98

73-5130\2




),

BRAINOMIX™

Brainomix Europe Limited
Suite 10380

26/27 Upper Pembroke Street
Dublin 2 D02, X361 Ireland

cause any delay. If Brainomix needs the Hospital to
cooperate in this context, the Hospital will do so
immediately to prevent any delay.

o soudinnost, Nemocnice tak neprodlené ucini,
nedochazelo ke zpozdénim.

aby

6.6.

The Hospital will nominate a representative and a deputy
for every Site where the Software is installed, to act as a
competent point of contact for Brainomix in connection
with the Software and the Services and will immediately
give Brainomix notice of any changes to those individuals or
their contact details.

The contact i:erson of the Hospital is prim._

6.6

Kontaktni osobou Nemocnice je prim. _

Nemocnice uréi svého zastupce za kaidé Pracovisté, na
kterém bude Software instalovan, a jeho zastupce, ktefi
budou vici spolecnosti Brainomix v zalezitostech Softwaru
a SluZeb jednat jako kompetentni kontaktni osoba, a bude
spoleCnost Brainomix neprodlené informovat o kazdé
zméné takto uréenych osob nebo jejich kontaktnich udaja.

Service Availability and Support

Dostupnost sluzby a podpora

71

Subject to clause 4.3 above, Brainomix undertakes to make
the Service available in accordance with Appendix 3 during
the Relevant Period and any renewal under clause 11.1
below (subject to termination under clause 3.4 above or 11.
Or 14.4 below) except when the repair, upgrade or
maintenance of any system used by Brainomix or its service
providers to provide the Services (including, without
limitation, any telecommunications facility and network
system) is being carried out, or when any update, security
patch, upgrade, revision, new version, error correction or
modification to any software used by Brainomix or its
service providers to provide the Services is being
implemented or tested.

7.1

S vyjimkou pfipadl uvedenych v ¢l. 4.3 této Smlouvy se
spole¢nost Brainomix zavazuje zajistit dostupnost Sluzby
podle pfilohy €. 3 k této Smlouvé po celé Rozhodné obdobi,
pfipadné prodlouzené podle ¢l. 11.1 této Smlouvy (pficemz
plati moZnost ukonéeni podle €l. 3.4 nebo ¢l. 11 nebo 14.4
této Smlouvy), s vyjimkou pfipadl, kdy je provadéna
oprava, aktualizace nebo Gdrzba jakéhokoli systému, ktery
Brainomix nebo jeji poddodavatelé pouzivaji k poskytovani
SluZeb (tykd se zejména telekomunikacnich zafizeni a
sifovych  systému), nebo pfipadd, kdy probiha
implementace nebo testovani jakékoli aktualizace,
bezpednostni zaplaty, vylepSené verze, revize, nové verze,
opravy chyb nebo modifikace softwaru uZivaného
spole¢nosti Brainomix nebo jejimi poddodavateli k
poskytovani SluZeb.

7.2

Brainomix will provide the Support Services to the Hospital
in accordance with Appendix 3.

7.2

Brainomix bude Nemaocnici poskytovat Sluzby podpory
v souladu s pfilohou €. 3 k této Smlouvé.

73

The Hospital will make all requests for the Support Services
in accordance with Appendix 3 and will comply with its
obligations set out in Appendix 3. The Brainomix helpdesk
will provide the Hospital with an incident number in written
which provides a record of the request for the Support
Services.

7.3

Nemocnice bude pozadavky na poskytnuti Sluzeb podpory
podévat v souladu s pfilohou €. 3 k této Smlouvé a bude
plnit své zavazky stanovené v priloze €. 3 k této Smlouvé.
Stfedisko podpory spole¢nosti Brainomix pisemné oznami
Nemocnici €islo incidentu, které bude slouzit jako zaznam o
Zadosti o poskytnuti Sluzeb podpory.

Intellectual Property Rights

Prava dusevniho vlastnictvi

8.1

The Hospital is granted no licence or any Intellectual
Property Rights in relation to the Software or the Services
except for the right for the Hospital to use the Software
and the Service in accordance with the Agreement.

8.1

Nemocnice neziskava ve vztahu k Softwaru nebo Sluzbam
zadnou licenci ani Zddna prava duSevniho vlastnictvi,
kromé prava uZivat Software a Sluzbu vsouladu se
Smlouvou.

8.2

The Hospital will own all Intellectual Property Rights in the
Hospital Data and the Hospital Results.

8.2

Nemocnici ndleZeji viechna prava dusevniho vlastnictvi k
Udajtim Nemocnice a k Vysledk@im Nemocnice.

83

The Hospital will allow Brainomix and Brainomix UK to
access and process pseudonymized Hospital Data
and images collected by the Hospital when using the
Software in accordance with the protocol, but
exclusively for the purposes of the Project and the
fulfillment of this Agreement and in accordance with
the patients' informed consent.

8.3

Nemocnice umoini spole¢nostem Brainomix a Brainomix
UK pfistup a zpracovani pseudonymizovanych Udajl
Nemocnice a obrazovému materidlu, ktery Nemocnice
shromazdi pfi uzivani Softwaru v souladu s protokolem, to
viak vylu¢né pro ucely Projektu a pinéni této smlouvy a
v souladu s informovanymi souhlasy pacientl.
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9. Hospital Data 9. Udaje Nemocnice

9.1 Brainomix is not responsible for the content any of the 9.1. Brainomix neodpovida za obsah Udaji Nemocnice nebo
Hospital Data or the Hospital Results. Vysledkt Nemocnice.

9.2 The Hospital is responsible for setting the controls so that 9.2. Nemocnice je povinna nastavit kontrolni mechanismy tak,
particular Hospital Data and Hospital Results are aby ke konkrétnim Udajim Nemocnice a Vysledkidim
accessible only by, and may be changed only by, those Nemocnice mohly pfistupovat a ménit je pouze osoby,
people whom the Hospital intends to have access to or to které podle zdméru Nemocnice maji mit k témto udajim
be able to change that data or those results. nebo vysledkim pfistup nebo maji mit moznost je ménit.

9.3 The Hospital will allow Brainomix to monitor how it and 9.3. Nemocnice umozni spoleCnosti Brainomix, aby
Users use the Software and the Service, but Brainomix is monitorovala, jakym zplsobem Nemocnice a UZivatelé
not obliged to do so. uZivaji Software a Sluzbu. Brainomix viak nema povinnost

toto monitorovani provadeét.

9.4 If, in the course of the providing any Service to the 9.4. V pfipadé, Ze spolecnost Brainomix bude pfi poskytovani
Hospital, Brainomix Processes any Personal Data of the Sluzeb zpracovavat pro Nemocnici osobni Udaje pacientd
patients of the hospitals, Part 1 of the Data Processing nemocnice, na toto zpracovani se uplatni se €astl
Terms will apply. Brainomix UK is a sub-processor of Podminek zpracovani osobnich udaji. Spolecnost
Brainomix's personal data. Brainomix UK je diléim zpracovatelem osobnich Gdajl

spolec¢nosti Brainomix.

10. Confidentiality 10.  Micenlivost

10.1 Brainomix and the Hospital each agree to keep the other's 10.1 Jak Brainomix, tak Nemocnice se zavazuji zachovdvat
Confidential Information confidential and, except as mi€enlivost o Duavérnych informacich druhé strany
permitted elsewhere in the Agreement, not disclose that a nesdélovat je jinym osobam, nepoutit je pro zadny ucel
information to any other person, or use it for any purpose kromé vykonu svych prav nebo plnéni svych povinnosti
except the exercise of its rights, or the performance of its podle této Smlouvy, ledaZe by tato Smlouva umoinovala
obligations, under the Agreement. néco jiného.

10.2 Nothingin clause 10.1 above: 10.2 Zadné ustanoveni ¢l. 10.1 této Smlouvy:

10.2.1 will prevent Brainomix from disclosing to any of its
Subprocessors any of the Hospital’s Confidential
Information to which they need access to in order to
perform their obligations to Brainomix; in such a
case, Brainomix is obliged to oblige the Sub-
Processor to obligations of confidentiality at least
such as follows for Brainomix from this Agreement.

10.2.1 nebrani spoleénosti Brainomix, aby svému Diléimu
zpracovateli sdélila Dlvérné informace Nemocnice,
k nimz Dil¢i zpracovatel potfebuje mit pfistup, aby
mohl plnit své povinnosti vidi spolecnosti Brainomix;
v takovém pripadé je spolecnost Brainomix povinna
zavazat Diléiho zpracovatele povinnosti mi¢enlivosti
alesponn takovou, jaky wvyplyvda pro spole¢nost
Brainomix z této smlouvy.

10.2.2 will prevent either party from disclosing or retaining 10.2.2 nebrani kterékoli ze stran sdélit nebo uchovavat
any of the other's Confidential Information in order Davérné informace druhé strany pro ucely plnéni
to comply with the law or any regulation to which it pravnich predpist, jeZ se na doty¢nou stranu
is subject, or the order of any court or of any vztahuji, nebo pro Gcely pinéni nafizeni soudu nebo
competent authority; jiného kompetentniho organu;

10.2.3 applies to any of the other party’s information that 10.2.3 se nevztahuje na ty informace druhé strany, které

is or comes into the public domain through no
breach of clause 10.1, or that by its nature cannot be
confidential; or

jsou nebo se stanou verejné znamé jinak nei
porusenim ¢l. 10.1 této Smlouvy, nebo které ze své
povahy nemohou byt divérné;
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10.3 Each party will notify in written the other immediately if it
becomes aware of any breach of confidence in relation to
the other's Confidential Information, and it will give the
other any assistance reasonably required in connection with
any action or proceedings which the other may institute
against any third party for breach of confidence.

10.3 Kaida ze stran bude druhou stranu neprodlené pisemné
informovat, jestlie se dozvi o poruseni mienlivosti ve
vztahu k Davérnym informacim druhé strany, a poskytne ji
soucinnost, kterou druha strana bude pfiméfené pozadovat
v souvislosti s kroky nebo fizenim, jeZ pfipadné zahaji proti
tieti osobé pro poruseni povinnosti mi¢enlivosti.

11. Term and Termination

11.  Trvani a ukonéeni Smlouvy

This contract is concluded for a fixed period, namely
for the period of provision of the Software License
and Services according to clause 3.1 of this
Agreement.

11.1 Tato smlouva je uzaviena na dobu urcitou, a to na dobu
poskytnuti Softwarova licence a Sluzby dle ¢l. 3.1 této
Smlouvy.

11.2 Either party may terminate the Agreement by written
notice without a notice period as of the date of delivery of
the notice to the other contracting party, if the other:

11.2 Kterdkoli strana muze Smlouvu vypovédét pisemnou
vypovédi bez vypovédni doby ke dni doruceni vypovédi
druhé smluvni strané, jestlize:

any of its assets or undertaking or, except for the
purposes of a solvent amalgamation or
reconstruction, enters into liquidation, enters into
any composition or arrangement with or for the
benefit of its creditors, or equivalent circumstances
occur in any of the jurisdictions the parties underlie,
or ceases to carry on business.

11.2.1 commits a material or repeated (at least 3 times) 11.2.1 druhda strana podstatnym zplsobem anebo
breach of any warranty, condition or undertaking in opakované (alespori 3krat) porusuje zaruku,
the Agreement and, where the breach is podminku nebo zavazek plynouci z této Smlouvy, a je-
remediable, the breach is not remedied within the li poruseni zhojitelné, nezjednd napravu ve lhaté
period for remedy specified in the notice (that uvedené ve vyzvé k napravé (pfi¢emz lh(ta nesmi byt
period being not less than fifteen (15) days) after kratsi nez 15 (patnact) dnG od doruceni vyzvy)
receipt of notice of the breach; dorucené druhou stranou;

11.2.2 has an insolvency proceeding initiated over all or 11.2.2 ohledné majetku nebo podniku druhé strany nebo

jejich casti bylo zahdjeno insolvencni fizeni anebo
jestlize druha strana vstoupila do likvidace
(s vyjimkou pfipadl pfemény platebné schopného
podniku), uzaviela dohodu se svymi véfiteli ¢i v jejich
prospéch o vyporadani nebo pokud nastaly obdobné
okolnosti dle pravniho Fadu, kterému strany
podl|éhaji, nebo pokud druha strana ukoncila ¢innost.

11.3 The contracting parties may terminate this agreement by
written notice without giving a reason, with the notice
period beginning on the first day of the calendar month
following the delivery of the notice to the other contracting
party.

11.3 Smluvni strany mohou ukon¢it tuto smlouvu pisemnou
vypovédi i bez uvedeni divodu, pficemz vypovédni doba
poind béiet prvnim dnem kalenddfniho meésice
nasledujiciho po doruceni vypovédi druhé smluvni strané.

12. Effects of Termination

12. U¢inky ukonéeni

12.1. On the termination for any reason or expiry without

renewal of the Agreement:

12.1 Ukonéenim Smlouvy z jakéhokoli divodu nebo uplynutim
doby, na kterou byla Smlouva sjednana, nastanou
nésledujici Gcinky:

12.1.1 allrights granted to the Hospital to use the Software
and the Service will automatically terminate;

12.1.1 automatické ukonceni vSech prdv, ktera byla
Nemocnici udélena na uzivani Softwaru a Sluzby;

12.1.2 the Hospital must uninstall the Software without
delay and (at Brainomix’s option) must destroy or
return all copies of the Software and the user
documentation that the Hospital has in its
possession or control and confirm to Brainomix in
writing that the Hospital has not kept any copies of
the Software or the user documentation.

12.1.2 Nemocnice je povinna neprodlené odinstalovat
Software a (podle uréeni spolec¢nosti Brainomix)
musi zni¢it nebo vratit viechny kopie Softwaru a
uZivatelské dokumentace, které ma v drzeni nebo
ve své dispozici, a pisemné spolecnosti Brainomix
potvrdit, Ze si neponechala zadné kopie Softwaru
ani uzivatelské dokumentace.
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12.2 Clauses: 1 (Scope), 2 (Definitions), 4.1.4 (competing 12.2 Ustanoveni  ¢lankd: 1 (Rozsah), 2  (Definice),
service), 4.2.7 (liability for Users), 1.4 (set off), 8 4.1.4 (konkurenéni  sluzba), 4.2.7 (odpovédnost za
(Intellectual Property Rights), 9 (Hospital Data), 10 Uzivatele), 1.4 (zapoéteni), 8 (Prava dusevniho viastnictvi),
(Confidentiality), 12 (Effects of Termination), 13 9 (Udaje Nemocnice), 10 (Miéenlivost), 12 (Uginky
(Warranties and Liability), 14 (Third Party Claims) and 15 ukonéeni), 13 (Zaruky a odpovédnost), 14 (Naroky tretich
(General) will survive the expiry or termination of the stran) a 15 (VSeobecna ustanoveni) zlstdvaji platna
Agreement and continue in full force and effect without a Uginnd i po ukonéeni Smlouvy, a to bez ¢asového omezeni.
limit in time. Part 1 of the Data Processing Terms will Cast 1 Podminek zpracovéni osobnich Gdajd zistane platna
continue in full force and effect for so long as Brainomix or a ucinnad po dobu, po kterou spolecnost Brainomix nebo
any of its Subprocessors Processes any Personal Data for néktery jeji Dili zpracovatel zpracovavaji pro Nemocnici
the Hospital, but clauses 1-7 {both inclusive) of the Data Osobni (daje, aviak ¢lanky 1 aZz 7 (vCetné) Podminek
Processing Terms and the indemnities in the Data zpracovani osobnich tidaji a ustanoveni o ndhradé djmy
Processing Terms will survive the expiry or termination of obsazend vPodminkdch zpracovéni osobnich Udajl
the Agreement and continue in full force and effect zlstanou platnd a Ucinnd i po ukonceni Smlouvy bez
without limit in time. ¢asového omezeni.

13. Warranties and Liability 13. Zaruky a odpovédnost

13.1 Brainomix undertakes to supply the Services in duly and 13.1 Spoleénost Brainomix se zavazuje poskytovat Sluzby fadné
timely manner, with due professional care, in the quality a véas, sodbornou péci, vkvalité a dle standardu a
and standard and under the terms and conditions set out podminek ujednanych vtéto Smlouvé. Spolecnost
in this Agreement. Brainomix does not make or give any Brainomix neposkytuje jakékoli zaruky, které nejsou
warranties, representations or conditions of any kind, vyslovné stanoveny v této Smlouvé nebo z ni implicitné
representation or conditions of any kind that are not nevyplyvaji.
stated in or implied from this Agreement.

13.2 The Hospital acknowledges that the Software and the 13.2 Nemocnice bere na védomi, Ze pfi pouZivani Softwaru
Service may be subject to limitations, delays and other nebo Sluzby mohou vznikat omezeni, zpozdéni nebo jiné
problems inherent in the use of such communications problémy, které obvykle pfi vyuZiti takovych
networks and facilities. komunikacnich siti a zafizeni vznikaji.

13.3 The Hospital acknowledges that the benefits of using the 13.3 Nemocnice bere na védomi, Ze pfinos z uZivani Softwaru a
Software and the Service are dependent on the Hospital Sluzby je zavisly na tom, zda Nemocnice a UZivatelé pfi
and Users exercising proper professional skill, care and zadavani Udajd Nemocnice a pfi interpretaci Vysledki
judgement in inputting the Hospital Data and in Nemocnice a daldich informaci adat pfijatych
interpreting the Hospital Results and other information prostfednictvim Softwaru a Sluzby fadné uplatni potfebné
and data received via the Software and the Service. odborné dovednosti, pé¢i a UGsudek. Brainomix
Brainomix will not be liable for any error or neodpovida za chyby ani za nedplnost Udaji Nemocnice
incompleteness in the Hospital Data or the Hospital nebo VysledkG Nemocnice ani za nasledky jakéhokoli
Results or the consequences of any decision taken by the rozhodnuti, kterd Nemocnice, UZivatel nebo jind osoba
Hospital, any User, or any other person, on the basis of uéini na zékladé takovych informaci, dat nebo vysledk.
that information or data or those results.

13.4 Subject to clause 13.5 below, Brainomix will not be liable 13.4 S vyjimkou pfipadd stanovenych v €l. 13.5 této Smlouvy
for caused damage to the extent that damage is caused plati, Ze Brainomix neodpovida za zplsobenou Ujmu v
by: rozsahu, v némz:

13.4.1 the use of the Software or the Service by the 13.4.1 Nemocnice nebo UZivatel uZili Software nebo
Hospital or any User contrary to Brainomix’s Sluzbu v rozporu s pisemnymi pokyny spole¢nosti
written instructions or the terms of the Agreement; Brainomix nebo v rozporu s podminkami Smlouvy;

13.4.2 any delay or failure on the part of the Hospital or 13.4.2 Nemocnice nebo Uzivatel byli v prodieni
any User in providing any information or data to s poskytnutim informaci nebo dat dle této Smlouvy
Brainomix as stated in this Agreement or to notify nebo tyto neposkytli spole¢nosti Brainomix viibec
Brainomix of any error in the Hospital Data or of any nebo neinformovali spolecnost Brainomix o chybé
actual or suspected defect or of any failure of, or v Udajich Nemocnice, o zavadé nebo o podezfeni
fault, error or bug in, any equipment, software, na zavadu, o selhani, programatorské nebo jiné
network or telecommunications system used in chybé vjakémkoli zafizeni, softwaru, siti nebo
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connection with this Agreement; or any other telekomunikaénim systému pouzivanych
unlawful act or omission on the part of the Hospital v souvislosti s touto Smiouvou; nebo doslo k jinému
or any User; or protipravnimu jednani nebo opomenuti na strané
Nemocnice nebo UzZivatele; nebo
13.4.3 themaodification or alteration of the Software or the 13.4.3 Software nebo Sluzba byly upraveny nebo
Service by anyone except Brainomix or Brainomix’s pozménény jinou osobou nei spoleénosti
suppliers provably authorized by Brainomix. Brainomix nebo jejim poddodavatelem,
prokazatelné zmocnénym spole¢nosti Brainomix.
13.5 Subject to clause 13.6 below, Brainomix will not be liable 13.5 S vyjimkou pfipadl stanovenych v ¢l. 13.6 této Smlouvy,

to the Hospital for loss, which arises out of or in
connection with use of the Software or any of the Services
by the Hospital contrary to this agreement.

plati, Ze Brainomix nenese viéi Nemocnici odpovédnost za
ujmu, kterd vznikne z nebo v souvislosti s uzitim Softwaru
nebo Sluzby Nemocnici v rozporu s touto smlouvou.

Nothing in the Agreement limits or excludes Brainomix’s
liability for fraud, intention or gross negligence or any loss
of damage caused by infringing the natural rights of a
natural person or damages caused by Brainomix's breach
of this Agreement or applicable law or for any other
liability which may not, by law, be limited or excluded.

Nic ve Smlouvé neomezuje ani nevylucuje odpovédnost
spoleénosti Brainomix v pfipadé podvodného jednani,
ujmy zplUsobené Umysiné ¢&i z hrubé nedbalosti, Gjmy
zplsobené zasahem do pfirozenych prav fyzické osoby,
Ujmy zpusobené porusenim této smlouvy nebo platnych
pravnich predpisi ze strany spole¢nosti Brainomix, ani
jinou odpovédnost, kterou ze zdkona nelze omezit nebo
vyloudit.

or the Service infringes or may infringe the rights of any
third party, or if Brainomix becomes aware of any claim or
potential claim that the Software or the Service infringes
the rights of any third party, Brainomix will be entitled to:

14.  Third Party Claims 14. Naroky tfetich stran

14.1 The Hospital will indemnify Brainomix against any losses 14.1 Nemocnice se zavazuje nahradit spolecnosti Brainomix
incurred as a result of a claim successfully asserted by a veskerou Ujmu, ktera jim vznikne vdUsledku ndroku
third party or in court proceedings: uspésné uplatnéného tfeti osobou v ramci soudniho fizeni:
14.1.1 arising from the Hospital’s use of the Software or the 14.1.1 v pfipadé, Ze Nemocnice uziva Software nebo Sluzbu

Service (or both) in breach of the Agreement or the (nebo oboji) v rozporu se Smlouvou nebo s pravnimi
law pFedpisy
kazdy prfipad jednotlivé dale jen ,uplatnény
(each being an Indemnified Claim). ( . V., prip ! ! P v
narok”).

14.2 Brainomix will use reasonable endeavours to defend any 14.2 Brainomix vyvine pfiméfené usili branit se proti kazdému
Indemnified Claim made against it and to mitigate its uplatnénému naroku, ktery viéi ni bude vznesen, a co
losses, liabilities, costs, and expenses arising from any nejvice omezit své ztraty, zavazky, naklady a vydaje, jez by
Indemnified Claim. z uplatnéného naroku vyplynuly.

14.3 If Brainomix, acting reasonably, believes that the Software 14.3 Pokud se Brainomix pfi uplatnéni pfiméfené obezretnosti

domniva, Ze Software nebo SluZba porusuji nebo by mohly
porusit prava treti osoby, nebo pokud se dozvi o ndroku
nebo potencidinim naroku vyplyvajicim z toho, Ze Software
nebo Sluzba porusuji prava tfeti osoby, miZe udinit
nésledujici:

14.3.1 procure the right for the Hospital to continue using
the Software and the Service;

14.3.1 obstarat pro Nemocnici pravo pokracovat v uzivani
Softwaru a Sluzby;

14.3.2 make such alterations, modifications or adjustments
to the Software or the Service (or both) so that the
Software and the Service become non-infringing
without entailing a material diminution in

14.3.2 provést v Softwaru nebo ve Sluzbé (nebo v obou)
zmény, Upravy nebo pFizpisobeni tak, aby Software
a Sluzba prestaly porusovat prava treti osoby,
pfi¢emz bude dbat, aby nedoslo k zdsadnimu snizeni
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performance or functionality; or jejich vykonu nebo funkénosti; nebo
14.3.3 replace the Software or the Service (or both) with 14.3.3 nabhradit Software nebo Sluzbu (nebo oboji) jinymi,
non-infringing substitutes provided that such které nebudou porusovat prava tieti osoby, pficemi
substitutes do not entail a material diminution in v3ak takova nahrada nebude mit za nasledek zdsadni
performance or functionality. snizeni jejich vykonu nebo funkénosti.

144 Subject to clause 14.3 of this Agreement, the Hospital 14.4 V piipadech uvedenych v ustanoveni 14.3 této smlouvy ma
has the option to terminate this Agreement by Nemocnice moZnost ukontit tuto Smlouvu pisemnou
written notice, on the date of delivery of the notice vypovédi, a to ke dni doruceni vypovédi spoletnosti
to Brainomix. Brainomix.

15. General 15.  VSeobecna ustanoveni

15.1 Severability — if any provision of this Agreement is or will 15.1 Oddélitelnost - je-li nebo stane-li se nékteré ustanoveni
become invalid or unenforceable, it shall not affect other této Smlouvy neplatné ¢i neucinné, nebude to mit vliv na
provisions of this Agreement that shall remain valid and ostatni ustanoveni této Smiouvy, kterd zUstavaji platna a
effective. The parties undertake to replace the invalid or adinnd. Smluvni strany se vtomto pfipadé zavazuji
ineffective provision by a new valid and effective provision dohodou nahradit ustanoveni neplatné ¢&i nedcinné
that corresponds at best to the original purpose of the novym ustanovenim platnym a afinnym, které nejlépe
invalid or ineffective provision. Until then, the generally odpovidd plvodné zamySlenému uGcelu ustanoveni
binding legislation of the Czech Republic shall be applied. neplatného a neucinného. Do té doby plati odpovidajici

Gprava platnych obecn& zavaznych pravnich predpist
Ceské republiky.

15.2  Notices - All notices given under the Agreement must 15.2 Doruéovani — veskerd sdéleni &inénd dle Smlouvy museji
be in writing and sent to the below address of the byt v pisemné podobé a odesldna na nize uvedenou
recipient.Any notice must be delivered by hand or courier, adresu pFijemce. Sdéleni museji byt doru¢ena osobné,
or sent by first class post, or by email, and will be deemed kuryrem, vyplacenou postovni zasilkou nebo e-mailem a
to have been received either by hand delivery or by email budou povazovéna za dorucena osobnim piedanim nebo
confirmation of delivery. potvrzenim o doruceni e-mailu.

Brainomix’s address for notices: Adresa spole¢nosti Brainomix pro dorucovani:
Brainomix Europe Limited, Brainomix Europe Limited,
1 Castlewood Avenue, 1 Castlewood Avenue,
Dublin 6 D06, Dublin 6 D06,
H68S Ireland, H68S5 Irsko,
Rathmines, Rathmines,
Dublin, Dublin,
Ireland Irsko
For the attention of_ k rukém:_
The Hospital’s address for notices: Adresa Nemocnice pro dorucovani:
Nemocnice Jihlava, prispévkova organizace Nemocnice Jihlava, pfispévkova organizace
se sidlem: Vrchlického 59, 586 01 Jihlava se sidlem: Vrchlického 59, 586 01 Jihlava
15.3  Assignment — The Contracting parties may not assign, 15.3 Postoupeni — Smiuvni strany nesmi postoupit, zastavit,
mortgage, charge or dispose of any of its rights or jinak zatiZit ani zcizit tuto Smlouvu jako celek, ani Zadna
obligations under the Agreement, in whole or in part, jednotlivd prava ani povinnosti ze Smlouvy plynouci,
without first obtaining written consent of the other ledaZe by k tomu méla pfedchozi pisemny souhlas druhé
contracting party. smluvni strany.

15.4 Waiver - no waiver of any breach or any right will operate 15.4 Vzdani se prav — Vzdani se ndrokl pfi poruseni Smlouvy i
as a waiver of any subsequent breach or other right. No vzdani se jakéhokoli prava kteroukoli stranou nebude mit
right or remedy given to either party in the Agreement Géinky vzdani se takovych ndrokd ¢i prév i do budoucna.
precludes that party exercising any other right or remedy Uplatnéni jakéhokoli prava nebo prostfedku ndpravy, jei
available to it under the Agreement or at law. néktera strana muZe na zakladé této Smlouvy uplatnit,

nevyluéuje uplatnéni jiného prava nebo prostiedku, pokud
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je doty¢nd strana mulZe uplatnit na zdkladé Smilouvy ¢i
prévnich piedpisi.

15.5 LawandJurisdiction - The Agreement is governed by and is

to be construed in accordance with the laws of the Czech
Republic, in particular by the Civil Code. Any dispute or
claim arising from or in connection with the Agreement,
including (without limitation) claims based on non-
contractual liability, will be subject to the exclusive
jurisdiction of the Czech courts.
In accordance with § 558 paragraph 2 of the Civil Code, the
contracting parties expressly exclude the use of business
practices in their legal relations in connection with this
Agreement.

15.5 Rozhodné pravo a jurisdikce — Smlouva se fidi pravnimi
predpisy Ceské republiky, zejména  Ob&anskym
zdkonikem, a bude vyklddana v souladu s nimi. Spory a
naroky plynouci ze Smiouvy nebo s ni spojené, vietné
narok( na zakladé mimosmluvni odpovédnosti, podléhaji
vyhradni rozhodovaci pravomoci soudi Ceské republiky.
Smluvni strany vsouladu s § 558 odst. 2 Obcanského
zakoniku vyslovné vylu€uji pouziti obchodnich zvyklosti ve
svém pravnim styku v souvislosti s touto Smiouvou.

15.6 Language of the Agreement - this Agreement is executed
in Czech and English version. In case of any discrepancy
between the two versions, the Czech version shall prevail.

15.6 Rozhodnd jazykova verze — tato Smiouva je vyhotovena
v ¢eské a anglické verzi. V pfipadé jakychkoli nesrovnalosti
mezi obéma verzemi je rozhodujici ¢eské jazykové znéni.

15.7 This contract is drawn up in two identical copies with the
validity of the original, of which each contracting party
will receive one copy.

15.7. Tato smlouva je vyhotovena ve dvou stejnopisech s
platnosti originalu, z nichz kazda smluvni strana obdrZi po
jednom vyhotoveni.

15.8 This Agreement becomes valid on the date of signature of
the last of the contracting parties and becomes effective
on the date of publication in the register of contracts in
accordance with Act No. 340/2015 Coll., on the register of
contracts, as amended. The Hospital will publish the
Contract in the register of contracts.

15.8. Tato Smlouva nabyva platnosti dnem podpisu posledni ze
smluvnich stran a Gcinnosti dnem uvefejnéni v registru
smluv v souladu se zdkonem ¢&. 340/ 2015 Sb., o registru
smluv, ve znéni pozdé&jsich piedpisl. Uverejnéni Smlouvy
v registru smluv provede Nemocnice.

15.7 Appendices to the Agreement
Appendix no. 1 — Specification of the Licence and the
Services
Appendix no. 2 — Data Processing Terms
Appendix no. 3 —Service Level Agreement
Appendix no. 4 — Protocol of the Project
Appendix no. 5 - List of Subprocessors
Appendix no. 6 - System specification for the purposes of
the scientific project STROCZECH Version 11.3

15.7 Ptilohy Smlouvy
P¥iloha ¢. 1 — Specifikace Licence a Sluzeb
Pfiloha €. 2 — Podminky zpracovani osobnich udaji
Ptiloha ¢. 3 = SluZby podpory
P¥iloha €. 4 — protokol Projektu
P#iloha ¢. 5 — seznam Dil¢ich zpracovateld Brainomix
Pfiloha ¢. 6 — Specifikace Systému pro ucely védeckého
projektu STROCZECH Verze 11.3

The contracting parties unanimously declare that this contract
was concluded on the basis of their true, free and serious will,
not wunder duress or under otherwise unilaterally
disadvantageous conditions, and by signing this contract they
confirm that they have thoroughly familiarized themselves with
the text of this contract and that they feel that its content fully
bound. As proof of agreement with the content of this contract,
the contracting parties attach their handwritten signatures.

Smluvni strany shodné prohla3uji, Ze tato smlouva byla uzaviena
na zakladé jejich pravé, svobodné a vainé vile, nikoliv v tisni
nebo za jinak jednostranné nevyhodnych podminek a podpisem
této smlouvy potvrzuji, Z2e se dobfe seznamily s textem této
smlouvy a Ze se citi byt jejim obsahem pin& vazany. Na dikaz
souhlasu s obsahem této smlouvy pfipojuji smluvni strany své
vlastnoruéni podpisy.

Oon

Date: 2024.03.13

BRAINOMIX EUROPE LIMITED'

Dne

v
Digitalné podepsal
Ing. Alexander Filip

LAVA Datum: 2024.03.14

—_ 19:22:24 +01'00

Nemocnice Jihlava
Ing. Alexander Filip, feditel /director
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Appendix 1 / Pfiloha é. 1
Specification of the Licence and the Services / Specifikace Licence a Sluzeb

Poskytované sluiby:
Pouzivani sluzeb Brainomix 360 konsekutivné pro prospektivni pacienty s podezienim na CMP.

Doba poskytovani licence (Rozhodné obdobi): 12 mésich od data iniciace Projektu v Nemocnici
Omezena na 2 CT skenery na pracovisté, pokud neni uvedeno jinak

Specifikace licence:
Klinickd Licence L-CL-C-eSS Brainomix 360 + e-MRI vyzkumnd licence
Licence obsahuje nasledujici moduly:
- e-ASPECTS - vyhodnoceni nekontrastniho CT: ASPECTS, objem akutni/neakutni ischemie, detekce akutni hypodenzity a jeji objemova
kvantifikace, detekce hyperdenzni cévy a méfeni délky srazeniny
- e-CTA - hodnoceni kolateral, autom. detekce LVO
- e-CTP — automatické vyhodnoceni CTP, thresholding, vypocet objemt a mismatch, vypocet objemt i pfi bilateralni hypoperfuzi
- e-MRI (vyzkumna licence) - automaticka kvantifikace ADC objemu z DWI, DWI/FLAIR mismatch
- Brainomix 360 Cloud - pfistup k pseudonymizovanym vysledkim mimo nemocnici
- Brainomix 360 Mobile — mobilni aplikace

Pracovisté Cena celkem
Nemocnice Jihlava Zdarma
Licence L-CL-C-eSS$ Brainomix 360
Typ instalace: virtudlni server
Dalsi sluzby
Instalace a zaskoleni Zahrnuto v licenci
o Instalace Fedeni na virtudini server (blizsi specifikace a pozadavky na IT pfipravenost viz.
Brainomix 360 Technical Datasheet)
. Nastaveni kompletniho data workflow — CT-Brainomix 360 -PACS, nastaveni user managementu
a pfistupu na webUI, nastaveni notifikaci
Uvodni, pIné zaskoleni uzivatelG/obsluhy systému v misté instalace
Brainomix 360, softwarova podpora po dobu poskytovani licence Zahrnuto v licenci
o Telefonicka a emailova podpora
. Vsechny pozadované softwarové zaplaty, aktualizace a nova funkce v rémci licencovanych
modull
Pozn.: Pro zajisténi podpory Brainomix 360 je nutny vzddleny pfistup pies VPN nebo AWS SSM
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Appendix 2 / Priloha €. 2
Data Processing Terms / Podminky zpracovani osobnich tdaji

DATA PROCESSING TERMS PODMINKY ZPRACOVAN{ OSOBNICH UDAJ0
1. These terms (these Terms) are part of the Agreement. 1. Tyto podminky (ddle jen ,Podminky”) jsou soucasti
Smlouvy.

2. Clauses of these Terms apply when, in the course of | 2. Ustanoveni téchto Podminek se uplatni v pfipadé, Ze
providing any services to the Hospital, Brainomix Processes Brainomix pfi poskytovéni sluzeb Nemocnici bude pro
any Personal Data for the Hospital. Nemocnici zpracovavat osobni udaje.

3. Clauses of these Terms apply when Brainomix Processes | 3. Ustanoveni téchto Podminek se uplatni v pfipadé, Ze
any Personal Data forming part of information and images Brainomix bude zpracovévat osobni Udaje tvofici soucast
licensed to Brainomix by the Haospital under clause 8.3 of informaci a obrazovych materidlti, které Nemocnice
the Agreement. poskytla spoleénosti Brainomix v souladu s ustanovenimi

¢l. 8.3 Smiouvy.

4. Each party will provide the other with the contact details 4. Kazda ze stran poskytne druhé strané kontaktni Udaje
of its Data Protection Officer and its Representative (if svého povéfence pro ochranu osobnich Udajli a svého
any) and will keep those details up to date. zastupce (bude-li uréen) a bude tyto udaje podle potfeby

aktualizovat.
The Hosrital's personal data protection officer is -

Povéfencem pro ochranu osobnich udaji Nemocnice je
Brainomix's personal data protection officer is _

Povéfencem pro ochranu osobnich udajii Brainomix je

S. The provisions in these Terms are in addition to, and do S. Ustanoveni téchto Podminek tvofi doplnéni povinnosti
not relieve, remove or replace, either party's obligations smluvnich stran plynoucich z pravnich predpis( o ochrané
under the Data Protection Legislation. osobnich udaju, aniz by vSak smiuvni strany z uvedenych

povinnosti vyjimaly, vyvazovaly nebo tyto povinnosti
nahrazovaly.
6. Definitions .
6. Definice
6.1  Expressions that are defined in the Agreement have the ) Které i finova louvs — -
same meaning when they are used in these Terms unless 6.1. V}'r:Zy' tere J?olij,d: movgny v S:m Ouve, m?” prllvaLjZIt.l v
they are amended by these Terms, and in that case the tecd to, kPOd.m'" ac s"tejr:(y vyinarp, rlfajszlf' ! terlnltq
definition in these Terms will apply. In addition, the Zofn".un ar:)n ”,p'a}’e"y {m; ’ VPtad oYe:‘, F:"p;,ve s€ u;:jatnll
following expressions have the meanings set opposite: ?mlce o.lsatzena v tec' ‘to ? m|[1 ach. |zev luve ene
vyrazy maji vyznam, ktery je definovén v tomto ¢lanku:
Appropriate Safeguards means the measures set out in Vhodné zéruky jsou opatfeni stanovena v ¢l. 46 GDPR,
Article 46 of the GDPR, including but not limited to the zejména Standardni smluvni dolozky, zavazna podnikova
Standard Contractual Clauses, binding corporate rules, or pravidla nebo jind vzorovéd ustanoveni nebo zplsoby
any other model clauses or transfer mechanism approved by pfeddvéni schvalené Komisi pro ochranu osobnich udajt
the Data Protection Commission or the Office for the nebo Ufadem pro ochranu osobnich Gdajd, a dale opatfeni
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Personal Data Protection, and any risk assessment and
supplementary measures required to ensure the
effectiveness of such measures;

pro posouzeni rizik a dalsi opatfeni nezbytna pro zajisténi
ucinnosti téchto opatreni;

Brainomix’s Personnel means Brainomix’s employees, staff,
workers, contract staff and officers;

Personadl Brainomix jsou zaméstnanci spole¢nosti
Brainomix, dalsi jeji pracovnici véetné externich pracovnikt
a Clenové jejich fidicich a statutdrnich organg;

Consent means consent, permission, agreement or approval
that meets the requirements of the Data Protection
Legislation for consent;

Souhlas je souhlas, povoleni, ujednani nebo svoleni splfiujici
pfislusné pozadavky pravnich pfedpist o ochrané osobnich
udaja;

a Controller has the meaning given to that expression in the
Data Protection Legislation;

Spravce udaji ma vyznam definovany pravnimi pfedpisy
o ochrané osobnich udajd;

the Data Protection Commission means the Data Protection
Commission, Canal House, Station Road, Portarlington, Co.
Laois, R32 AP23, ireland, or any replacement supervisory
authority under the Data Protection Legislation, appointed
from time to time in Ireland;

Komise pro ochranu osobnich tidajl je Komise pro ochranu
osobnich udajt (Data Protection Commission), Canal House,
Station Road, Portarlington, Co. Laois, R32 AP23, Irsko,
pfipadné jiny dozorovy ufad, ktery ji v Irsku nahradi na
zakladé Pravnich pfedpist o ochrané osobnich udajs;

The Office for Personal Data Protection means the Office
for Personal Data Protection (Ufad pro ochranu osobnich
udaji), Pplk. Sochora 27, 170 00 Prague 7, Czech Republic,
as founded through Act No. 110/2019 Coll, on Processing of
Personal Data, or any replacement supervisory authority
under the Data Protection Legislation, appointed from time
to time in the Czech Republic;

Ufad pro ochranu osobnich udaji je Ufad pro ochranu
osobnich Gdajd, Pplk. Sochora 27, 170 00 Praha 7, Ceska
republika, zfizeny zakonem ¢&. 110/2019 Sb., o zpracovani
osobnich Gdajd, pfipadné jiny dozorovy (fad, ktery jej
v Ceské republice nahradi na zakladé Pravnich predpist o
ochrané osobnich udaju;

a Data Protection Impact Assessment has the meaning
given to that expression in the Data Protection Legislation;

Posouzeni vlivu na ochranu osobnich udaji ma vyznam
definovany pravnimi pfedpisy o ochrané osobnich udaja;

the Data Protection Legislation means any law or
regulation, as is supplemented, amended, revised or
replaced from time to time, relating to the Processing of
Personal Data to which, respectively, the Hospital or
Brainomix is subject at the relevant time in respect of the
Processing of the Hospital Personal Data, including (without
limitation) Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing
of personal data and on the free movement of such data (the
GDPR), the Irish Data Protection Acts 1988 to 2018 and
Czech Act No. 110/2019 Coll., on personal data processing;

Pravni pfedpisy o ochrané osobnich tdaji jsou viechny
zakony a dalsi pravni predpisy, ve znéni pozdéjsich pfedpist
nebo nahrazujicich predpisl, které se tykaji Zpracovani
osobnich udaji a kterym bud’ Nemocnice, nebo Brainomix
podléhd v rozhodné dobé pro Zpracovani osobnich tdaju
Nemocnice, tj. zejména nafizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se Zpracovanim osobnich Gdaju
a o volném pohybu téchto udajd (déle jen GDPR), zédkony
Irské republiky o ochrané osobnich Udaji z let 1988 az 2018
a Cesky zakon €. 110/2019 Sb., o zpracovani osobnich udaji;

a Data Protection Officer means a person designated as
such by either party in accordance with the requirements of
the Data Protection Legislation;

Povéfenec pro ochranu osobnich udaju je osoba, kterou
smiuvni strana k tomuto ufelu wuréila v souladu
s ustanovenimi pravnich predpisi o ochrané osobnich
udaji;

a Data Subject has the meaning given to that expression in
the Data Protection Legislation;

Subjekt Udajid ma vyznam definovany pravnimi predpisy
o ochrané osobnich udajd;

the EU-UK Trade Agreement means the Trade and
Cooperation Agreement OJ L 444, 31.12.2020, pp. 14-1462,

Obchodni dohoda EU-UK je Dohoda o obchodu a spolupréci
(UF. vést. L 444, 31.12.2020, s. 14-1462) mezi Evropskou unii
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between the European Union and the European Atomic
Energy Community, of the one part, and the United Kingdom
of Great Britain and Northern Ireland, of the other part;

a Evropskym spoledenstvim pro atomovou energii na jedné
strané a Spojenym krélovstvim Velké Britanie a Severniho
Irska na strané druhé;

the Hospital Personal Data means any Personal Data of the
patients of the Hospital that Brainomix Processes for the
Hospital from time to time pursuant to the Agreement;

Osobni Gdaje Nemocnice jsou viechny osobni Udaje
pacientd Nemocnice, které Brainomix v libovolném
okamziku pro Nemocnici zpracovava na zakladé Smlouvy;

Personal Data has the meaning given to that expression in
the Data Protection Legislation;

Osobni udaje ma vyznam definovany pravnimi pfedpisy
o ochrané osobnich udaju;

a Personal Data Breach has the meaning given to that
expression in the Data Protection Legislation;

Poruseni zabezpeéeni osobnich uadaju ma vyznam
definovany pravnimi pfedpisy o ochrané osobnich udaji;

to Process has the meaning given to that expression in the
Data Protection Legislation;

Zpracovavat md vyznam definovany pravnimi pfedpisy
o ochrané osobnich udaju;

a Processor has the meaning given to that expression in the
Data Protection Legislation;

Zpracovatel ma vyznam definovany pravnimi pfedpisy
o ochrané osobnich udaji;

the Research Personal Data means any Personal Data
included in the information and images licensed to
Brainomix under clause 8.3 of the Agreement;

Vyzkumné osobni Gdaje jsou viechny osobni udaje, jeZ jsou
obsazeny v informacich a obrazovych materidlech
poskytnutych spole€nosti Brainomix na zakladé ustanoveni
¢l. 8.3 Smlouvy;

Special Category Personal Data has the meaning given to
that expression in the Data Protection Legislation;

2Zvlastni kategorie osobnich udaji ma vyznam definovany
pravnimi pfedpisy o ochrané osobnich udaju;

Standard Contractual Clauses means: a) in the case of the
transfer of any of the Hospital Personal Data from within the
European Economic Area to a country or international
organisation outside the European Economic Area, standard
contractual clauses approved by the European Commission,
the Data Protection Commission, the Office for the Personal
Data Protection or an equivalent supervisory authority
under the Data Protection Legislation from time to time for
that purpose; and b) in the case of the transfer of any of the
Hospital Personal Data from within the United Kingdom to a
country or international organisation outside the United
Kingdom, standard contractual clauses approved from time
to time by the United Kingdom Information Commissioner
for that purpose, and any risk assessment and
supplementary measures required to ensure the
effectiveness of the measures set out at a) and b);

Standardni smluvni doloZky jsou: a) v pfipadé predavani
osobnich  (daji Nemocnice z uzemi Evropského
hospodafského prostoru do zemé nebo mezindrodni
organizaci vné Evropského hospodarského prostoru,
standardni smluvni doloiky schvalené pro tento Ucel
Evropskou komisi, Komisi pro ochranu osobnich Gdaji,
Ufadem pro ochranu osobnich Udaji nebo jinym
odpovédnym dozorovym Ufadem v souladu s pravnimi
pfedpisy o ochrané osobnich 0dajd; a b) v pfipadé
pfedavani osobnich 0daji Nemocnice ze Spojeného
kralovstvi do zemé nebo mezindrodni organizaci vné
Spojeného kralovstvi, standardni smiuvni dolozky schvélené
pro tento Uéel Ufadem komisaFe pro informace Spojeného
kralovstvi, a dale opatfeni pro posouzeni rizik a dalsi
opatfeni nezbytna pro zajisténi Ucinnosti opat¥eni podle
bodu a) a b);

a Subprocessor means a person engaged by Brainomix
(except a member of Brainomix’s Personnel) to Process any
of the Hospital Personal Data.

Diléi zpracovatel je osoba (kromé personalu Brainomix),
kterou spoleénost Brainomix povéfila Zpracovanim
osobnich Udaji Nemocnice.

6.2

Any capitalized terms not defined herein have the meaning
given to such terms in the Agreement.

6.2

Terminy, které nejsou definovany v téchto Podminkach,
maji vyznam, ktery je jim pfifazen Smlouvou.
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PART 1. BRAINOMIX PROCESSES HOSPITAL PERSONAL DATA

CAST 1. BRAINOMIX ZPRACOVAVA PRO NEMOCNICI OSOBNI

nature and purpose of the Processing, the types of
Personal Data Processed and the categories of Data
Subjects are as follows:

FOR THE HOSPITAL UDAJE NEMOCNICE
Article 1. Cldnek I.
7. The subject matter and duration of the Processing, the 7. Predmét a doba trvani Zpracovani, povaha a ucel

Subject Matter of | Personal Data included in the

the Hospital Data or the Hospital
Processing Results.

Duration of the The duration of the Project.
Processing

Nature and In order to provide services
Purpose of the under the Agreement to the
Processing Hospital.

Categories of Patients

Data Subjects Imaging data from modalities
and Types of (CT and MRI) and/or PACS
Personal Data systems, and associated
Processed metadata as stored in DICOM

fields and patient identification
details including but not limited
to: name, date of birth, and sex;

Personal Data Processed
automatically by the Software
on a server installed at the Site;

Pseudonymised and encrypted
Personal Data Processed
automatically in the ‘cloud’; and

Personal Data viewed or
accessed by Brainomix’s
technical support staff during
installation and occasionally and
randomly to provide technical
support.

Hospital staff and physicians
Name and email address for
routine processing by the
automated system (the
Software sends out resuit
notifications to lists of Users
pre-populated by the Hospital’s
IT administrators);

Name, e-mail address and
phone number for complaints
handling and the provision of
the Support Services; and

name and e-mail address for
pro-active product feedback
surveys (to get feature and
performance feedback - not
Elanekl marketing surveys).

Zpracovdni, typy zpracovavanych osobnich Gdajd
a kategorie subjektu Udaju jsou upraveny nasledovné:

Predmét Osobni Udaje obsazené ve
Zpracovani zdravotnické dokumentaci
Nemocnice nebo ve vysledcich
vySetfeni pacientd v Nemocnici.

Doba trvani Doba trvani Projektu

Zpracovani

Povaha a ucel Poskytovani sluzeb Nemocnici

Zpracovani na zakladé Smiouvy.

Kategorie Pacienti

subjektd udaji a Obrazova data z modalit (CT

typy a MRI) a/nebo systémG PACS

zpracovavanych a souvisejici metadata

osobnich udaja uchovavana v polich DICOM, a
identifikaéni Udaje pacienta,
zejména: jméno, datum

narozeni a pohlavi;

osobni  udaje  zpracovavané
automaticky  Softwarem na
serveru instalovaném na daném
Pracovisti;

pseudonymizované

a zaSifrované osobni  udaje
zpracovavané automaticky
v ,cloudu”; a

osobni udaje, knimZ budou
pracovnici technické podpory
Brainomix nahodile a
pfileZitostné pristupovat béhem
instalace a béhem poskytovani
technické podpory.

Personal a lékafi Nemocnice
jméno a e-mailovad adresa pro
rutinni zpracovani
automatizovanym  systémem
(Software odesild oznameni
ovystedcich  do  seznamd
uZivatell pfedem vyplnénych
spravci IT Nemocnice);

jméno, e-mailova adresa
atelefonni Cislo pro Gcely
zpracovani stiznosti
a poskytovani Sluzeb podpory;
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jméno a e-mailovd adresa pro

Géely proaktivnich prazkuma

zpétné vazby k produktu (ziskan{

zpétné vazby o funkénosti a

vykonnosti — ne marketingové

Clanek 11 prizkumy).

8. The parties acknowledge that, for the purposes of the Data 8.  Strany berou na védomi, Ze pro Ucely pravnich pfedpist
Protection Legislation, the Hospital will be the Controller oochrané osobnich Gdaji je Nemocnice ve vztahu
and Brainomix will be the Processor in relation to any k osobnim udajim Nemocnice spravcem a Brainomix je
Hospital Personal Data. zpracovatelem téchto udaja.

9. The Hospital declares that it will comply with all the duties 9.  Nemocnice prohlasuje, Ze bude plnit viechny povinnosti,
and obligations imposed from time to time on Controllers které spravcim udaji ukladaji platné pravni ptedpisy o
by the Data Protection Legislation and, without prejudice ochrané osobnich Udaju. Aniz by bylo dotceno ustanoveni
to the foregoing, the Hospital will: pfedchozi véty, Nemocnice:

9.1  establish and document the legal basis and, in the case of 9.1  stanovi a zachyti v pfislusné dokumentaci pravni zaklad
Special Category Personal Data, the additional condition pro Zpracovani osobnich Gdajl, pro Zvlastni kategorie
on which the Hospital Processes any and all of the Hospital osobnich Gdajl pak kromé toho také dalsi podminky, na
Personal Data; nichz Nemocnice osobni daje zpracovava;

9.2 Provide Data Subjects of the Project with all information 9.2  poskytne Subjektim udaju Projektu viechny informace
necessary to, and obtain any and all Consents from Data aobstard si od subjektd udaji vSechny souhlasy
Subjects necessary to, allow the Hospital to: Process their nezbytné k tomu, aby mohla: zpracovavat jejich osobni
Personal Data; transfer their Personal Data to Brainomix Udaje; pfedavat jejich osobni (daje spolecnosti
for Processing by Brainomix and its Subprocessors under Brainomix a jejim Dil¢im zpracovatelim ke Zpracovaniv
Part 1 of these Terms; and have Brainomix and its souladu s &asti1 téchto Podminek a nechdvat jejich
Subprocessors Process their Personal Data in accordance osobni udaje zpracovavat spole¢nosti Brainomix a jejimi
with Part 1 of these Terms, including (without limitation) Diléimi zpracovateli vsouladu s ¢astil téchto
any automated decision making or profiling carried out by Podminek, a to vfetné automatickych rozhodovacich
Brainomix or its Subprocessors on the Hospital’s procesii nebo profilovani vykondvanych spolecnosti
instructions or at the Hospital’s request; Brainomix nebo jejimi Dil¢imi zpracovateli na pokyn

nebo na zadost Nemocnice;

9.3 provide Brainomix with information on the legal basis 9.3 poskytne spoleénosti Brainomix informace o pravnim
for data processing, including special categories of zékladu pro zpracovani Gdajd véetné zvlastnich
personal data, as well as other conditions under kategorii osobnich udaju a také o dalSich podminkach,
which the Hospital processes personal data, and za nichz Nemocnice osobni Udaje Nemocnice
further provide Brainomix with copies of Consents zpracovavd, a déle ji poskytne kopie souhlast ziskanych
obtained from Data Subjects; od subjektl udaju;

9.4 if the legal basis for Processing any of the Hospital’s 9.4 bude-li pravnim zakladem pro Zpracovani
Personal Data is the Data Subject’s Consent or, inthe osobnich Udaji Nemocnice souhlas Subjektu
case of Special Category Personal Data the is the Data udaji nebo bude-li v pfipadé Zvlastnich
Subject’'s explicit Consent, and that Consent is kategorii osobnich Gdajd vyslovny souhlas
withdrawn, or if any Data Subjects object to any Subjektu Udajh a subjekt udaji svij souhlas
Processing of their Personal Data carried out by odvold, anebo Subjekt udaji vznese namitku
Brainomix or any of its Subprocessors for the proti Zpracovani svych osobnich udaji pro
Hospital, the Hospital will immediately give notice Nemocnici spole¢nosti Brainomix nebo jejim
of that withdrawal or objection and of the Hospital Diléim zpracovatelem, Nemocnice je povinna
Personal Data affected to Brainomix. (Brainomix spole¢nost Brainomix o odvolani ¢i namitce
and its Subprocessors must stop Processing that neprodlené informovat a sdélit ji, kterych
Hospital Personal Data and, if any of that Hospital osobnich udaji Nemocnice se tato skutecnost
Personal Data is held on Brainomix’s or its tyka. (Brainomix a jeho Dil¢i zpracovatelé musi
Subprocessors’ systems, delete it from those ukonéit Zpracovani dotéenych osobnich ddajd
systems unless the Hospital demonstrates that Nemocnice a ty z dotéenych osobnich ddajt
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Brainomix’s and its Subprocessors’ continued Processing
of that Hospital Personal Data will be lawful.);

Nemocnice, které  jsou uchovavany
v systémech spolec¢nosti Brainomix nebo jejich
Dil¢ich zpracovatell, mQzZe z téchto systémi
vymazat, pokud Nemocnice neprokdie, ie
daldi Zpracovani dotéenych osobnich udaju
Nemocnice spolecnosti Brainomix a jejimi
Diléimi zpracovateli je v souladu s pravnimi
pfedpisy.);

9.5 provide Brainomix with such instructions regarding

the Processing of the Hospital Personal Data as may
be necessary to allow Brainomix and its
Subprocessors to Process the Hospital Personal
Data in order to provide services under and in
accordance with the Agreement and not give
Brainomix or any of its Subprocessors any unlawful
instruction. (The Hospital’s initial instructions are to
Process the Hospital Personal Data in order to
provide the Services in accordance with the
Agreement and in order to comply with the Data
Protection  Legislation, including  ({without
limitation) transferring the Hospital Personal Data
to Brainomix’s Subprocessors);

9.5 bude davat spole¢nosti Brainomix pokyny
ohledné  Zpracovani  osobnich  (dajd
Nemocnice tak, jak to bude nezbytné, aby
spole¢nost Brainomix a jeji Dil¢i zpracovatelé
mohli zpracovavat osobni ddaje Nemocnice
pfi poskytovani sluzeb na zakladé Licencni
smlouvy, a neddvat spolecnosti Brainomix ani
jejim Dil€im zpracovatelim pokyny v rozporu s
pravnimi predpisy. (Uvodni pokyny
Nemocnice jsou: zpracovadvat osobni Gdaje
Nemocnice pii poskytovani sluzeb na zakladé
Licenéni smlouvy a postupovat pfitom v
souladu s pravnimi predpisy o ochrané
osobnich udaja,;

9.6 exceptas provided in clause 10.4 above, not instruct 9.6 neni-liv¢l. 10.4 téchto Podminek urceno jinak,
Brainomix or any of its Subprocessors to transfer Nemocnice neda spolecnosti Brainomix ani
any of the Hospital Personal Data outside the jejim Dil¢im zpracovatelim pokyn k predani
European Economic Area or to an international osobnich tdajd Nemocnice mimo Evropsky
organisation unless: i) the transfer is to the United hospodarsky prostor nebo k jejich predani
Kingdom and, under the EU-UK Trade Agreement, mezinarodni organizaci, ledaze: i) udaje maji
the United Kingdom is not treated as a third country; ii) byt pfeddny do Spojeného krélovstvi a v
the European Commission has decided that the souladu s Obchodni dohodou EU-UK neni
country to which the Hospital Personal Data is to be Spojené kralovstvi povaZzovéno za tieti zemi; ii)
transferred or one or more specified sectors within Evropskd komise rozhodla, Ze zemé, do niZ
that country, or the international organisation in maji byt osobni tdaje Nemocnice pfedany,
question, ensures an adequate level of protection nebo jeden ¢i nékolik konkrétnich sektor(
for Personal Data under Article 45 of the GDPR; or uvnitf  dotyéné zemé, nebo dotycnd
i) the Hospital has provided Appropriate mezinarodni organizace, zajistuje odpovidajici
Safeguards including putting in place Standard uroveri ochrany osobnich udajd vsouladu s
Contractual Clauses, and the Hospital has provided ¢lankem 45 GDPR; nebo iii) Nemocnice
Brainomix with details of any Appropriate zavedla vhodné zaruky, zejména uplatnéni
Safeguards that the Hospital has implemented to Standardnich smluvnich dolozek, a Nemocnice
ensure that the transfer is not in breach of the Data poskytla spole€nosti Brainomix informace
Protection Legislation; and o vhodnych zarukach, které zavedla za uc¢elem

toho, aby pfedani udaji nebylo v rozporu
s pravnimi pfedpisy o ochrané osobnich udaju;
a

9.7 if necessary carry out any Data Protection Impact 9.7 Je-li to tieba, bude provadét posouzeni vlivu

Assessments in respect of the Processing of the
Hospital Personal Data necessary to comply with
the Data Protection Legislation.

na ochranu osobnich Gdaji ve vztahu ke
Zpracovani osobnich udaji Nemocnice, a to v
rozsahu nezbytném kzajisténi souladu s
pravnimi pfedpisy o ochrané osobnich Gdaja.

11.

Brainomix will, when Processing any of the Hospital
Personal Data, comply with the Data Protection Legislation
insofar as it specifically imposes duties and obligations on
Processors and, in relation to any of the Hospital Personal
Data, for so long as Brainomix Processes that Hospital
Personal Data, Brainomix will:

10. Brainomix bude pfi Zpracovani osobnich udaji Nemocnice
jednat v souladu s pravnimi pfedpisy o ochrané osobnich
udaju, pokud tyto predpisy ukladaji konkrétni povinnosti
zpracovatellim. Ve vztahu k osobnim tdajim Nemocnice
bude Brainomix po celou dobu, po kterou je bude
zpracovavat, plnit nasledujici povinnosti:
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111

Process the Hospital Personal Data exclusively on
the basis of the Agreement, or the Hospital's written
specific instructions,, including with regard to
transfers of the Hospital Personal Data outside the
European Economic Area or the United Kingdom or
to an international organisation, unless Brainomix is
required to transfer any of the Hospital Personal
Data by any law to which Brainomix is subject. In
that case, Brainomix will inform the Hospital of that
legal requirement before transferring the relevant
Hospital Personal Data outside the European
Economic Area or the United Kingdom or to an
international organisation, unless any law to which
Brainomix is subject prohibits Brainomix from
providing that information. Brainomix shall
immediately inform the Hospital if, in its opinion,
Hospital's instruction infringes the Data Protection
Legislation;

101

zpracovavat osobni Udaje  Nemocnice
vyhradné na zakladé Smlouvy, pfipadné
pisemnych konkrétnich pokyni Nemocnice,
zejména pokud jde o pfeddvani osobnich
udajt Nemocnice mimo Evropsky
hospodafsky prostor nebo Spojené kralovstvi
nebo mezindrodni organizaci, ledaie by
spole¢nost Brainomix byla povinna osobni
tdaje Nemocnice pfedat na zékladé pravnich
predpist, které se na ni vztahuji. V takovém
pfipadé bude Brainomix o poZadavku predat
na zakladé pravnich pfedpist osobni Udaje
Nemocnice mimo Evropsky hospodarsky
prostor nebo Spojené kralovstvi nebo
mezindrodni organizaci informovat
Nemocnici, ledaZe by pravni predpisy, které
se na Brainomix vztahuji, takové informovani
zakazovaly. Brainomix neprodlené informuje
Nemocnici v pfipadé, Ze podle jeji ndzoru
urlity pokyn Nemocnice poruSuje Pravni
pfedpisy o ochrané osobnich ddajd;

10.2

taking into account: the state of the art; the costs of
implementation; the nature, scope, context and
purposes of the Processing; the risk of varying
likelihood and severity for the rights and freedoms
of Data Subjects; and the risks presented by
Processing (in particular from accidental or unlawful
destruction, loss, alteration,  unauthorised
disclosure of, or access to the Hospital Personal
Data), take appropriate technical and organisational
measures in accordance with the Data Protection
Legislation to ensure a level of security for the
Hospital Personal Data appropriate to the risk,
including (where appropriate): the
pseudonymisation and encryption of the Hospital
Personal Data; the ability to ensure the ongoing
confidentiality, integrity, availability and resilience
of the systems used to Process the Hospital
Personal Data; the ability to restore the availability
and access to the Hospital Personal Data in a timely
manner in the event of a physical or technical
incident; and a process for regularly testing,
assessing and evaluating the effectiveness of
technical and organisational measures for ensuring
the security of the Processing of the Hospital
Personal Data;

10.2

s pfihlédnutim ke stavu techniky, ndkladam
na provedeni, povaze, rozsahu, kontextu a
ucelim Zpracovani i k rdzné
pravdépodobnym a rGizné zavainym rizikiim
pro prava a svobody subjektd ddaji a k
rizikim pfedstavovanym  Zpracovanim
(zejména v disledku nahodného nebo
protipravniho zniceni, ztrdty, pozménéni,
neopravnéného zpristupnéni nebo pfistupu k
osobnim udajim Nemocnice), pfijmout
vhodna technickd a organizacni opatfeni v
souladu s pravnimi pfedpisy o ochrané
osobnich  (daji, aby zajistila droven
zabezpeéeni osobnich udaji  Nemocnice
odpovidajici danému riziku, pfipadné véetné:
pseudonymizace a Sifrovani osobnich Gdajd
Nemocnice; schopnosti zajistit neustdlou
davérnost, integritu, dostupnost a odolnost
systému pouZivanych ke Zpracovani osobnich
udaji  Nemocnice; schopnosti  obnovit
dostupnost a pfistup k osobnim udajum
Nemocnice véas v pripadé fyzickych ¢&i

technickych incidentd; a procesu
pravidelného testovani, posuzovani
a hodnoceni ucinnosti zavedenych

technickych a organizacnich opatfeni pro
zajisténi bezpecnosti Zpracovani osobnich
udajiu Nemocnice;

10.3

take reasonable steps to ensure that Brainomix’s
Personnel authorised by Brainomix to Process any
of the Hospital Personal Data have committed
themselves to keep that Hospital Personal Data
(except in relation to any Hospital Personal Data
that is in the public domain) confidential or are
under an appropriate statutory obligation of
confidentiality;

103

ucinit vhodné kroky, aby zajistila, Ze personal
Brainomix opravnény spolecnosti Brainomix
ke Zpracovéni osobnich (daji Nemocnice se
zavaze kmlcenlivosti o osobnich udajich
Nemocnice (s vyjimkou téch osobnich udaju
Nemocnice, které jsou vefejné pfistupné)
nebo Ze se na néj vztahuje zakonna povinnost
micenlivosti;

4886-9873-5130\2



Brainomix Europe Limited
Suite 10380

)

BRAINOMIX" 26/27 UPper Pembroke Street
Dublin 2 D02, X361 Ireland

10.4 take reasonable steps to ensure that any individuals 10.4 ulinit vhodné kroky, aby zajistila, ze fyzické
acting under Brainomix’s authority and who have osoby jednajici z jejiho povéFeni, které maji
access to any of the Hospital Personal Data do not pistup k osobnim Gdajim Nemocnice, budou
Process them except on instructions from the tyto Udaje zpracovavat pouze na zdkladé
Hospital, unless they are required to do so by any pokynl vydanych Nemocnici, ledaze jim
law applicable to Brainomix; Zpracovéani téchto Udaju ukladaji pravni

predpisy, které se na spole¢nost Brainomix
vztahuji;

10.5 notify the Hospital of any Personal Data Breach 10.5 informovat Nemocnici o poruseni
affecting the Hospital Personal Data without undue zabezpeceni udajt, pokud se poruseni dotklo
delay, however 24 hours at the latest, after osobnich Gdajd Nemocnice, a to bez
Brainomix becomes aware of it; zbyte¢ného prodleni, nejpozdéji vsak 24

hodin poté, co se Brainomix o poruseni dozvi;

10.6 not transfer any of the Hospital Personal Data 10.6 nepredavat osobni udaje Nemocnice mimo
outside the European Economic Area (including to Evropsky hospodafsky prostor {tykd se také
Brainomix’s Subprocessors in the United Kingdom) Dil¢ich zpracovatell Brainomix ve Spojeném
or to an international organisation unless: i) the kralovstvi) ani je nepfeddvat mezinarodni
transfer is to the United Kingdom and, under the EU-UK organizaci, ledaZe: i) Gdaje maji byt predany
Trade Agreement, the United Kingdom is not treated as a do Spojeného kralovstvi a v souladu s
third country; i) the European Commission has Obchodni dohodou EU-UK neni Spojené
decided that the country to which the Hospital krdlovstvi povaiovano za treti zemi; ii)
Personal Data is to be transferred or one or more Evropskd komise rozhodla, Zze zemé, do niz
specified sectors within that country, or the maji byt osobni Gdaje Nemocnice predany,
international organisation in question, ensures an nebo jeden ¢i nékolik konkrétnich sektoru
adequate level of protection for Personal Data uvnitf  doty¢né zemé, nebo dotycna
under Article 45 of the GDPR; or iii) the Hospital or mezinarodni organizace, zajistuje
Brainomix provides Appropriate Safeguards such as odpovidajici Urovern ochrany osobnich udaji
putting in place Standard Contractual Clauses; vsouladu s ¢ldnkem 45 GDPR; nebo iii)

Nemocnice nebo Brainomix zavedly vhodné
zaruky, napfiklad uplatnéni Standardnich
smluvnich doloZek;

10.7 should the United Kingdom be treated as a third 10.7 v pfipadé, Ze Spojené kralovstvi bude
country and the European Union not recognise that povazovdno za tfeti zemi a Evropska unie
the United Kingdom ensures an adequate level of neuznd, Ze Spojené kréalovstvi zajistuje
protection for Personal Data, take steps to comply odpovidajici urover ochrany osobnich udaj,
with any guidance issued by the European Union ucinit kroky ke splnéni pokynt vydanych
and/or the European Data Protection Board relating Evropskou unii a/nebo Evropskym sborem
to transfers of Personal Data from the European pro ochranu osobnich (daji ohledné
Economic Area to the United Kingdom, including, if predavani osobnich udaji z Evropského
necessary, putting in place Standard Contractual hospodarského prostoru do Spojeného
Clauses or provisions based on Standard krélovstvi, coi muZe v pfipadé nutnosti
Contractual Clauses; zahrnovat mimo jiné uplatnéni Standardnich

smluvnich  dolozek nebo  ustanoveni
vychazejicich ze Standardnich smluvnich
dolozek;

10.8 keep records of its Processing of the Hospital 10.8 vést zaznamy o svych cinnostech zpracovani
Personal Data including: the Hospital’s name and osobnich udaji Nemocnice, zejména: ndzev
contact details; the name and contact details of the a kontaktni (Gdaje Nemocnice; jméno a
Hospital’s and Brainomix’s respective Data kontaktni Udaje povéfence pro ochranu
Protection Officers (if any); the name and contact osobnich Udaji Nemocnice a spole¢nosti
details of the Hospital’s Representative (if any); the Brainomix (byl-li uréen); jméno a kontaktni
categories of Processing of the Hospital Personal Udaje zastupce Nemocnice (byl-li urcen);
Data; details of transfers of any of the Hospital kategorie zpracovavanych osobnich Gdajd
Personal Data outside the European Economic Area Nemocnice; informace o pfipadném predani
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or to aninternational organisation (including, where osobnich Udaji Nemocnice mimo Evropsky
applicable, the documentation of Appropriate hospodafsky prostor nebo o jejich pfedani
Safeguards taken by Brainomix or the Hospital); and mezindrodni organizaci (véetné pfipadného
a general description of the technical and dolozeni vhodnych zidruk zavedenych
organisational security measures taken by spole¢nosti Brainomix nebo Nemocnici); a
Brainomix. If requested by the Hospital, Brainomix obecny popis technickych a organizacnich
will make that information available to the Hospital bezpecnostnich opatfeni prijatych
to help demonstrate Brainomix’s compliance with spoleénosti  Brainomix. Na  poZadani
its obligations under this clause 11; Nemocnice Brainomix tyto informace
Nemocnici zpfistupni jako dukaz splnéni
povinnosti, jimiZ je spole¢nost Brainomix v
souladu s timto ¢l. 11 vazana;

10.9 taking into account the nature of the Processing of 10.9 pfi zohlednéni povahy Zpracovani osobnich
the Hospital Personal Data carried out by Brainomix 0udaji Nemocnice spolecnosti Brainomix a
and the information available to Brainomix, insofar informaci, jez md Brainomix k dispozici, byt
as is reasonably possible, Brainomix will, if Nemocnici na pozadani napomocna pfi
requested by the Hospital, assist the Hospital with zajistovani souladu s povinnostmi
compliance with the Hospital’s obligations in Nemocnice, pokud jde o bezpecnost osobnich
relation to data security, the notification of Personal Gdaji, ohlasovani  pfipadd  poruseni
Data Breaches to the Office for the Personal Data zabezpeteni osobnich ddaju  Ufadu pro
Protection and (where required by the Data ochranu osobnich udaji a (ukladaji-li to
Protection Legislation) Data Subjects, carrying out pravni pfedpisy o ochrané osobnich tdajd)
Data Protection Impact Assessments and the také subjektdm udajim, pfi posuzovani vlivu
Hospital’s obligations to respond to requests for na ochranu osobnich Gdaju a pfi plnéni
exercising Data Subject’s rights such as the right to povinnosti Nemocnice reagovat na zadosti o
information and access to, and the rectification and vykon prav subjektu osobnich ddajd,
erasure of, their Personal Data that is included in napfiklad prava na informace a na pfistup k
the Hospital Personal Data; Brainomix undertakes jeho osobnim udajim obsazenym v osobnich
to provide effective cooperation even in the event udajich Nemocnice a prava na jejich opravu a
that an inspection by a supervisory authority is vymaz; k poskytovani efektivni soudinnosti se
initiated at the Hospital, administrative or judicial spole¢nost Brainomix zavazuje i v pfipadé, ze
proceedings related to the processing of personal bude v Nemocnici zahajena kontrola ze strany
data pursuant to this contract are conducted, or an dozorového Ufadu, bude vedeno spravni &i
audit is conducted; soudni fizeni souvisejici se zpracovanim

osobnich Gdaju dle této smlouvy, nebo bude
provadén audit;

10.10 allow the Hospital (or a person appointed by the 10.10 umoinit  Nemocnici (nebo  osobé
Hospital) to audit and inspect Brainomix’s Nemocnici uréené) audit a inspekci zplsobid
Processing of the Hospital Personal Data, provided Zpracovani osobnich Gdaji Nemocnice
any such audit or inspection is carried out during spoleénosti Brainomix, pficemz tento audit €i
Brainomix’s normal working hours, on not less than inspekce musi probéhnout v bézné pracovni
7 days’ advance written notice; and dobé spoleénosti Brainomix, na zakladé

pisemného oznameni daného nejméné 7 dni
predem; a

10.11 if requested by the Hospital, delete or provide the 10.11 pfi ukonéeni nebo vyprieni Smlouvy (bez
Hospital Personal Data to the Hospital on the ohledu na ddvod) na Zadost Nemocnice
termination or expiry of the Agreement (however it vymazat nebo pfedat Nemocnici vSechny
happens) and delete all copies of the Hospital osobni Udaje Nemocnice a vymazat také
Personal Data except any copy that Brainomix véechny kopie osobnich (daji Nemocnice,
needs to retain for legal purposes or to comply with kromé kopii, které je spoleénost Brainomix
the requirements of any law, regulation, or povinna uchovat z divod( danych zdkonem
government or regulatory body to which Brainomix nebo pro splnéni ustanoveni zakona, jiného
is subject. pfedpisu  nebo nafizeni statniho i

regulatorniho organu, pod jehoZz pravomoc
Brainomix spada.
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12.

The Hospital consents to Brainomix using Subprocessors in
order to provide any Services to the Hospital provided those
Subprocessors are located in the United Kingdom or the
European Economic Area. Subprocessors are listed in
Annex No. 5 of the Agreement Brainomix will impose on
those Subprocessors substantially the same obligations as
the obligations imposed on Brainomix in Part 1 of these
Terms or, in the case of Amazon Web Services (AWS), will
contract with AWS on AWS’s standard terms from time to
time (including AWS’s Data Processing Addendum) and
Brainomix will ensure that the Hospital Personal Data held
by AWS is pseudonymised and encrypted. Brainomix will
notify the Hospital at least 7 days in advance of its intention
to appoint any additional or replacement Subprocessor.

11.

Nemocnice souhlasi, aby spole¢nost Brainomix
k poskytovani Sluzeb Nemocnici vyuZivala Diléi
zpracovatele, pfiCemZ v3ak tito Dil¢i zpracovatelé
museji byt usazeni ve Spojeném kralovstvi nebo v
Evropském hospodéfském prostoru. Jejich seznam je
pfilohou €. 5 Smlouvy. Brainomix tyto Dil¢i zpracovatele
zavaze stejnymi povinnostmi, jakymi je sama vdzana na
zakladé &astil téchto Podminek, nebo, v pfipadé
Amazon Web Services (déle jen ,AWS"), uzavie s AWS
podle potfeby smlouvu za standardnich podminek AWS
(véetné dodatku AWS o zpracovani osobnich Gdajt)
a zajisti, aby osobni udaje Nemocnice, které ma AWS
v drzeni, byly pseudonymizovany a Sifrovany. O svém
umyslu uréit dalSiho nebo nahradniho Dil¢iho
zpracovatele bude Brainomix informovat Nemocnici
alespon 7 dnii pfedem.
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Appendix 3 to the license agreement / Pfiloha €. 3 licenéni smlouvy
Service Level Agreement / Dohoda o tirovni sluzeb

Ucel a predmét dohody

Tato dohoda o Urovni poskytovanych sluieb (dale jen “dohoda”) popisuje Urovné dostupnosti sluieb, které spolecnost
Brainomix poskytne Nemocnici k podpofe Sluzby. Tato dohoda byla vypracovana, aby upravila pracovni praxi a pravidla, které
se budou aplikovat pfi hlaseni, diagnostice, zjistovani a eventudini ndpravé nedostatkd Sluzby.

Tato dohoda zlstane platna a u€inna béhem doby trvani Licence, tak jak je specifikovdano ve smlouvé. Spolecnost Brainomix
je opravnéna kdykoli navrhnout zménu této dohody, dojde-li ke zméné Sluzby, ktera si vyzadd zménu stanovené drovné
sluzeb, ke zméné vsak mUzZe dojit pouze v souladu ze smlouvou prostfednictvim smluvnimi stranami podepsaného dodatku
ke smlouvé.

Pojmy definované v této dohodé (paklize neni vyslovné uvedeno jinak) maji tentyz vyznam, ktery jim byl pfifazen ve Smlouvé
a tato dohoda je podfizena témto podminkam.

1. Sluzby podpory
1.1. Tato dohoda se vztahuje na nasledujici sluzby:
(a) telefonicka podpora;
(b) podpora prostiednictvim sledovanych e-mailQ;
(c) vzdalena podpora prostfednictvim zabezpeceného komunikaéniho protokolu (secure shell; ssh), AWS
SSM a virtudlni privatni sité (VPN), v zdvislosti na konkrétnim uspofadani a dostupnosti; a
(d) pravidelné kontroly stavu systému a oznameni o viech planovanych dobach udrzby.

2. Povinnosti klienta
Povinnosti Nemocnice, jejichZ splnéni je nutné k tomu, aby spoleénost Brainomix mohla poskytnout
podporu dle této dohody, zahrnuji:
2.1 Poskytnuti poZzadovaného podpUrného IT vybaveni:
(a) pfipojeni k internetu;
(b) pfipojeni k mistni siti
(c) elektrické napdjeni a chlazeni pro fyzické vybaveni;
(d) kompatibilni hypervisor pro virtualni prostfedi;
(e) systém, ktery splriuje anebo prevysuje poZadavky na funkénost systému; a
(f) pfipojitelnost DICOM modalit a archivt.

3. Povinnosti poskytovatele Sluzby
3.1. Povinnosti poskytovatele Sluzby pfi podpofre Sluzby zahrnuiji:

(a) Vhodnym zplGsobem upozorfiovat Nemocnici na veskeré planované casy udrzby systému;

(b) Reagovat na zadosti o podporu v nize uvedenych ¢asovych dsecich. Prodleni zptisobend nedostupnosti
zéstupcl klienta a/nebo jejich neschopnost zaslat relevantni informace anebo umoznit vzdaleny pfistup
se nebudou zapoditdvat do ¢ast na odstranéni zavady.

(c) Vidy udriovat dobrou komunikaci s Nemocnici

4. Dostupnost sluzeb podpory
4.1. Spolecnost Brainomix poskytne nésledujici sluzby podpory ke Sluzbé:
(a) Telefonicka podpora: - na tel. ¢. | NN ostupns 24/7
(b) E-mailova podpora: na_ledované v Pracovnich dnech.

5. Zadost o podporu

5.1. Nemocnice miZe poZadat o podporu, pokud bude Zddost obsahovat popis problému a ¢as, v némi
incident zapoéal (“Zadost o podporu”). Cas prijeti Zadosti o podporu se uréi okamizikem pFijeti
pozadavku

5.2. Nemocnice poskytne spole¢nosti Brainomix:

(@) rychlé oznameni jakékoli zavady Sluzby; a

(b) takové vystupy a jina data, dokumenty, informace, soucinnost a vzdéaleny pfistup, které Ize rozumné
poZadovat, aby pomohl spolecnosti Brainomix vytvofit operacni podminky podobné tém, které nastaly
v dobg, kdy Nemocnice zjistila pfedmétnou zévadu, a reagovat na predmétnou Zadost o podporu.
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5.3.  Pfi podpofe sluzeb upravenych touto dohodou bude spole¢nost Brainomix fadit Zadosti o podporu dle

jeji rozumné Gvahy o stupni zavaznosti hladenych problému a vyvine Usili, které po ni Ize rozumné
pozadovat, k tomu, aby reagovala na incidenty tykajici se sluzeb a/nebo Zadosti o podporu b&hem
Cilovych dob reakce pro jednotlivé stupné zdvaznosti tak, jak jsou tyto upraveny v nasledujici tabulce:

Stupei zavaZnosti Cilova doba reakce Cilova doba vyfeseni
Kriticky: nedostupnost zakladni funkénosti; | do 2 Ufednich hodin 24 Ufednich hodin
nedostupnost nahradniho (do¢asného) feseni.

Vy&si: zévada s vétiim dopadem; dostupnost | do 8 Ufednich hodin 48 Utednich hodin
nahradniho (do¢asného) fedeni.
NiZ$i: zdvada s mendim dopadem; dostupnost | do 24 Ufednich hodin 7 Utednich dnd

nékolika nahradnich (doCasnych) feseni anebo
tyto nejsou poZadovana.

5.4. Smluvni strany se mohou v konkrétnim pfipadé pisemné dohodnout na rozumném prodiouzeni Cilové

doby reakce. V pfipadé, Ze kterdkoli ze smluvnich stran zastava nazor, Ze zavada vyZaduje prednostni
vyfizeni, maZe pozadat druhou smluvni stranu o zménu prednosti Zadosti o podporu. Smluvni strany
nasledné takovy poZadavek projednaji a dohodnou se na pofadi Zadosti o podporu.

6. Vyjimky
6.1. Poskytovatel Sluzby ucini vie, co od néj Ize rozumné pozadovat, aby vyresil kazdou zavadu Sluzby véas.
Z uvedeného vsak existuji nasledujici vyjimky, na které se tato dohoda nevztahuje:
(a) Dohoda se nevztahuje na jakykoli software ¢i sluzbu odliSnou od Sluzby;
(b) Zavada byla zpisobena pouzitim vybaveni, software ¢i sluzby zplsobem, ktery neni
nedovolen;

(c) Nemocnice provedla neautorizované zmény v konfiguraci nebo nastaveni Softwaru a tato zména
zpusobila zavadu Sluzby;

(d) Zavada byla zpisobena zménou v IT infrastruktufe Nemocnice, ktera nastala po instalaci Sluzby;
anebo

(e) Zavada byla zplisobena nepodporovanym zafizenim, softwarem ¢i jinymi sluzbami.
Tato dohoda se nevztahuje na okolnosti, které nejsou v moci poskytovatele Sluzby véetné, avsak nikoli
vyluéné, jakéhokoli jednéni ¢i opomenuti Nemocnice anebo tfeti strany, stavky, vyluky provozu ¢i
jiného kolektivniho sporu vypadku verejné infrastruktury, dopravy anebo telekomunikaénich siti, vy3si

moci, valky, povstani, ob&anskych nepokoju, zpisobeni skody ze skodolibosti, nehody, poruchy
tovarniho nebo strojniho zafizeni, pozaru, povodni, boufe.

6.2.
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Appendix 4 to the license agreement / Pfiloha &. 4 licenéni smlouvy

FP

FAKULTNI
NEMOCNICE
OSTRAVA

CZECRIN
STROCZECH W s

Czech Stroke Research Network

CLINICAL STUDY PROTOCOL

Title: Predictive value of Brainomix software CT evaluation for final outcome

in patients with acute non-lacunar stroke.

Short title:

Study registration:

Coordinating

Principle Investigator:

Author of clinical study:

Responsible site:

Neuroimaging in Acute Stroke

ClinicalTrials.gov

St. Anne’s University Hospital Brno
Pekarska 53

602 00 Brno

Czech Republic

Support: STROCZECH (CZECRIN; LM2018/128)
Version: 3
Date: 21.4.2022
Version | Date Changes made
1. August 2021 Correction of an omitted word in the methodology. Correction

of a typographical error of the mRS value in the methodology.
Both changes have been made in accordance with the rest of
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the approved documents and they will not affect the
implementation of the study.
2. April 2022 The principal investigator for this study has been change.

Correction of a typographical error in the period of time to study
e-ASPECTS following the recanalization therapy in the capture
Imaging protocol/s on the page 8.

History of the protocol:

All unpublished information in this material is considered to be confidential. Only the investigators, study staff,
and collaborators involved in this clinical study and relevant regulatory authorities should have access to this
document. This information must not be communicated in any form to any other person without a written
permission of the Coordinating centre, except for the necessary information provided to participants of the clinical
study. The material must be secured and stored in a way ensuring no unauthorized person has access to it.

STATEMENT

The following persons agree to comply with the current version of the Protocol when

conducting the Neuroimaging in Acute Stroke clinical study and to comply with the relevant

national legislative requirements as well as the international recommendations, in particular:

o Decree No. 226/2008 Coll., on Good Clinical Practice;

o Good clinical practice according to the International Commission for Harmonization,

as amended by the latest ICH E6 (R2) update;

o Declaration of Helsinki, as amended (2013).

Name of PI
Address of the study site

Coordinating
investigator and
study site
responsible for
the organisation

Date

Pl signature

St. Anne’s University Hospital Brno
Pekatska 53

656 91 Brno

Czech Republic

of the study.
sudysie |
University Hospital Ostrava
17. listopadu 1790/5
708 00 Ostrava-Poruba
St. Anne’s University Hospital Brno
Pekarska 53, 602 00 Brno
swyste |

Nemocnice Na Homolce
Roentgenova 37/2
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150 30 Praha 5

Study site
Vseobecna fakultni nemocnice v Praze
U Nemocnice 499/2
128 08 Nové Mésto

Study site
Pardubicka nemocnice
Kyjevska 44

530 03 Pardubice IV

W

Study site
Fakultni nemocnice Hradec Kralové
Sokolska 581

500 05 Hradec Kralové

Study site

I

Fakultni nemocnice v Motole
V Uvalu 84
150 06 Praha 5

Study site
Fakultni nemocnice Kralovské Vinohrady
Srobéarova 1150/50

100 34 Praha 10

Study site

Nemocnice Pisek a.s.
Karla Capka 589
397 01 Pisek

Study site
Nemocnice AGEL Ostrava Vitkovice a.s.
Zaluzanského 1192/15

703 00 Ostrava-Vitkovice

I

Study site
Nemocnice Ceské Budéjovice a.s.
B. Némcové 585/54

370 01 Ceské Budé&jovice

Study site
Méstska nemocnice Ostrava Fifejdy

Study site
Oblastni nemocnice Pfibram

Study site
Nemocnice Mlada Boleslav

Study site

Nemocnice Jihlava
Vrchlického 59
586 01 Jihlava

Study site

Fakultni nemocnice Brno

4886-9873-5130\2



),

BRAINOMIX™

Jihlavska 20
625 00 Brno

Study site

Brainomix Europe Limited
Suite 10380

26/27 Upper Pembroke Street
Dublin 2 D02, X361 Ireland

Karvinska hornickd nemocnice a.s.
Zakladatelska 975, Nové Mésto
735 06 Karvina

Study site

Krajska nemocnice Liberec a.s.

Husova 357/10
460 63 Liberec

Study site

Nemocnice Vyskov
Purkynova 235/36, Nosalovice,
Vyskov

Study site

682 01

Nemocnice Chomutov

Study site

Fakultni Thomayerova nemocnice
Videriska 800
140 59 Praha 4

* The number of hospitals on this list may change. Further hospitals may be added by mutual

agreement between FNUSA, the main Pl and the sublicense provider (Brainomix).

4886-9873-5130\2



. ) Brainomix Europe Limited
Suite 10380

BRAINOMIX" 26/27 Upper Pembroke Street
Dublin 2 D02, X361 Ireland

State of the art

Baseline and follow-up diagnostic neuroimaging represent an inevitable part of stroke
diagnosis, management, treatment and outcome prediction. Currently, a patients’ selection is
based on two main pillars: clinical characteristics (e.g. severity of neurological deficit,
premorbid functional status, time of symptom onset) and brain imaging. Brain computed
tomography (CT) is the most widely used and widespread modality for stroke imaging; non-
contrast CT (NCCT), CT angiography (CTA), and CT perfusion (CTP) represent important
imaging tools, complementary to clinical examination and patient’s history, aiding in the

diagnosis and the decision-making of the subsequent therapy.

The most clinically used and validated score for assessing the extent of early ischemic changes
in the anterior circulation is the Alberta Stroke Program Early CT Score (ASPECTS). The MCA
territory is divided into 10 regions. For each region affected by early ischemic changes, one
point is subtracted from a total score of 10, including the following areas: (A) at basal ganglia
level [caudate (C), lentiform (L), internal capsule (IC), insula (I) and M1 to M3 territory]; (B) the
M4 to M6 cortical regions at the supraganglional level. The ASPECTS is used as an imaging
selection tool for EVT and it was proven to be a significant predictor of functional outcome [1-
3]. On the one hand, it represents a validated grading system, and on the other hand, the
inter-rater reliability is limited. There is a trend to work on developing reliable and accurate

software tools to help stroke physicians with scan assessment and decision making.

Neuroimaging interpretation in acute stroke requires some level of expertise, hence it might
cause some time delays among less-experienced physicians (a stroke clinician needs simple,
quick and accurate imaging tools). The e-ASPECTS software (Brainomix, Oxford, UK) provides
a fully automated ASPECT scoring tool for NCCT, which has previously demonstrated scoring
at an expert level [4-8]. The advantage of e-ASPECTS is its potential to eliminate the inter-rater
variability and it has been used to help select patients for randomized clinical trials [9].
Automated post-processing with RAPID software was used as an accurate prediction tool for
irreversibly damaged tissue (infarct core), and tissue at risk of infarction (penumbra) using CTP

or MRI in some clinical trials.
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Baseline neuroimaging is also used to determine how much of brain tissue is already
irreversibly damaged, since in patients with extensive early ischemic changes, tissue is unlikely
to be salvaged by EVT, and the risk of reperfusion injury and futile recanalization is higher. The
most commonly used imaging techniques to assess for salvageable tissue at risk are CTP and
multiphase CTA (mCTA). Both techniques have been successfully used for EVT patient
selection in randomized controlled trials, and both have their advantages and disadvantages:
CTP maps can be quickly and easily interpreted even with limited imaging experience, because

the color-coded display format is a clear visual indicator of pathology {10-13].

Haemorrhagic transformation (HT) or parenchymal haematoma (PH) present complications
for both intravenous thrombolysis and mechanical thrombectomy. Several clinical scores such
as SEDAN [14] have been developed to predict risk of ICH, but so far their clinical applications
are limited [15]. One potential explanation for occurrence of HT/PH is the depth of ischemia.
It could be measured or at least approximated from baseline CTP studies. Some of the HT/PH
predictors are infarct volume [16], significantly delayed CBF [17] or low CBV [18]. These values
can be obtained from CTP analysis. Chong et al. in their meta-analysis evaluated fifteen studies
on predictive value of CTP for HT. A total of 1134 patients were included. High blood brain

barrier permeability and hypoperfusion status derived from CTP were associated with HT [19].

Follow-up NCCT or MRI > 24 h after recanalization treatment are both clinically used for
exclusion of haemorrhagic complications and visual estimation of the extent and location of
the ischemic lesion [20-24]. Both the hypodensity (hypoattenuation) on follow-up NCCT and
hyperintensity on diffusion-weighted imaging (DWI) MRI are thought to represent irreversibly
injured tissue, including cytotoxic and vasogenic edema. The DWI per se represents a highly
sensitive diagnostic modality in detecting acute ischemic lesions in stroke patients [25].
Previous studies showed that the ischemic lesion volume (ILV, i.e., volume of brain
infarction/acute ischemia) measured on follow-up scans (> 24 h post-treatment) correlated
with the 3-month functional outcome defined by the modified Rankin scale (mRS) [20,22,24].

However, the evidence is not yet strong.
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Even though the early prediction of short-term or long-term clinical outcome based on ILV is
considered valuable, the ILV is not measured routinely in everyday clinical practice due to time
demands of manual volumetric measurements and limited personnel resources. These
limitations might be overcome by a reliable automatic software. In previous studies, high
agreement was found between the ILVs measured by an available automatic software (for
NCCT) and manual outlining (for DWI-MRI) on follow-up stroke neuroimaging in patients who
underwent mechanical thrombectomy for a large vessel occlusion (LVO) in the anterior

cerebral circulation [26].
Study questions:

1. Baseline imaging: To study the association of baseline automated total e-ASPECTS
and regional e-ASPECT with 3-months mRS in non-lacunar acute stroke patients
treated with tPA and/or EVT.

2. Baseline imaging: To study the association of baseline automated e-ASPECT with the
size of infarct volume 24-36 hours after recanalization therapy.

3. Baseline imaging: To study the association of baseline CTP with the size of infarct
volume 24-36 hours after recanalization therapy.

4. Baseline imaging: To study the prognostic performance of CTP automated core and
mismatch measurement and 3-months mRS in non-lacunar acute stroke patients
treated with tPA and/or EVT.

5. Baseline imaging: To study the diagnostic performance of CTP for prediction of
parenchymal haematoma type | and Il according to the ECASS criteria in non-lacunar
acute stroke patients treated with tPA and/or EVT.

6. Follow-up imaging (CT or MRI): To study the association of follow-up (24-36 hours)
automated ILV measurement with 3-months functional outcome defined as mRS.

7. Baseline imaging: Introduction of CTP into common stroke care will increase the
number of procedures (IVT and MT).

8. Baseline imaging: Multimodal CT imaging (NCCT, CTA and CTP) has the same

diagnostic ability to distinguish stroke mimics as DWI MRI.
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The aims of the study:

To find the predictive value of CT parameters (e-ASPECTS, CTP, collateral vessel status, volume
and location of ischemic lesion volume) on 3-month functional outcome defined by the
modified Rankin scale (mRS) in patients with non-lacunar stroke after recanalization

treatment (IVT and/or MT).

Methods:

Multicenter observational study of patients with acute ischemic non-lacunar stroke and
premorbid mRS < 4, who are treated with endovascular thrombectomy (EVT) and/or
intravenous thrombolysis or conservatively in stroke centers that are part of the National
Stroke Research Network.

Ethical approval was obtained from the Multicenter Institutional Review Board at the

University Hospital in Ostrava.

Demographic and clinical data collection:

Collected demographic and clinical data:

Age, sex, race, risk factors, time to treatment (OTT, DNT, OGT), TICl, the presence of
hemorrhage after IVT or MT (ECAS Il), clinical outcome in mRS, etiology of stroke.

The data will be obtained from the RES-Q registry, the official registry recommended by the
Ministry of Health of the Czech Repubilic.

Imaging protocol/s

All patients with suspected acute stroke routinely undergo baseline NCCT and single-phase
CTA from the aortic arch to the vertex. Follow-up neuroimaging includes NCCT (a standard of
care in the Czech Republic) 24 to 36 h after the EVT or IVT treatment. The timing of follow-up
imaging > 24 h is chosen since it represents the earliest time point for accurate delineation of

acute ischemia volume [27].
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NCCT will be performed on a multi-detector spiral 64 series CT machine. The NCCT
examination is followed by CTA using 50-100 ml of iodine conjugate (Visipaque, GE
Healthcare, Piscataway, NJ, USA), which is administered at a rate of 4 ml/s. The range of CTA
is from the aortic arch to the distal intracranial artery. The width of the basic CT sections for
further reconstruction is 0.75 mm.

Automated processing of NCCT, CTA and CTP will be performed using the latest CE-marked
version of Brainomix 360 software (Brainomix, Oxford, UK) at baseline, and follow up imaging
will be processed using algorithms in development by Brainomix.

The Brainomix 360 image processing algorithms follow an Al approach with a combination of
traditional 3D graphics and statistical methods, and machine learning classification
techniques. The algorithms have been trained on a large dataset (> 10000 images) containing
a wide range of real-world CT scans from stroke patients and negative controls with ground-
truth data from additional imaging data such as MRI acquired within 1-2 hours of the CT scan,
along with other modalities and clinical information. This dataset contains examples of CT
scans captured with scanners from all major manufacturers, from a wide range of countries
worldwide. Within Brainomix 360 NCCT, CTA and CTP will be processed using e-ASPECTS [28-
31], e-CTA [32,33], and e-CTP modules respectively. It must be noted that Brainomix 360 is
intended to be used as a decision support tool. Results are designed to be interpreted in the
clinical context and radiological interpretation of the user.

Standardly acquired non-contrast CT, CTA and CTP will be processed. The following imaging

biomarkers will be generated when image acquisition is of sufficient quality:

1. Baseline
a. NCCT
i. e-ASPECTS
ii. e-ASPECTS acute ischaemic volume (AlV)
iii. Thrombus length on NCCT (if identified)
b. CTA

i. CTA collateral score (CTA-CS, also known as Tan [34] score)
ii. CTA collateral vessel density

iii. Location of large vessel occlusion (proximal versus distal, if identified)
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c. CTP
i. Ischaemic core volume estimate, defined as relative CBF <30%
ii. Hypoperfusion volume (estimate), defined as Tmax >6s
iii. Mismatch ratio
iv. Mismatch volume
v. Alternative estimate of ischaemic core volume as defined using rCBF
threshold of <38%

vi. Hypoperfusion intensity ratio

2. Follow up
a. 24-hour NCCT
i. Final infarct volume (FIV)

ii. Haemorrhage volume (if any)
CT parameters will be evaluated independently in the central neuroimaging laboratory.

Statistical analysis:

We anticipate the probability of achieving successful recanalization in the whole cohort of
70 %. Moreover, based on prior literature, the overall probability of good clinical outcome is
40-50 %. The expected sample size for this type of study is computed by using the
Demedenko’s method and a logistic regression model by powering the study to 90 % power
to detect a minimum adjusted odds ratio of 2.0 for good clinical outcome in the whole
population. The sample size ranges from 270 to 496 based on estimates of recanalization
ranging from 70 % to as low as 30 %. We therefore propose a sample size of 500 patients,
taking a 5% attrition rate (including motion artefact limiting image quality, loss to follow-up)

into account.

Expected results of the project:

Publication results: two publications in international journals with impact factor (Jimp 2x)
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Support:

National Stroke Research Network

Brainomix Itd: free software rental

Trial registration: ClinicalTrials.gov
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Appendix 5 to the license agreement / Pfiloha €. 5 licenéni smlouvy
List of Subprocessors / Seznam Dilgich zpracovatelii

Spolecnost Brainomix na tomto misté uvadi pro Gcely Smlouvy seznam Diléich zpracovateld osobnich ddaj:

1. Brainomix Limited, spole¢nost zapsana v Anglii pod Cislem 07426406, se sidlem na 1st Floor, Seacourt Tower, West
Way, Oxford, OX2 0JJ, Spojené kralovstvi; (ve smlouvé téZ jako ,Brainomix UK").
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