Sablona¢. 1

Nabor subjektld hodnoceni a ziskavani Informovaného
souhlasu / Recruitment and Informed consent
procedure template

Jak pouZivat tento dokument / How to use this document

PouZiti této Sablony pro popis zplGsobu naboru subjektl hodnoceni (Pfiloha | K.59) a/nebo procesu
ziskani informovaného souhlasu (Pfiloha I. L) neni povinné, v pfipadech, kdy vsak tato Sablona neni
k danému ucelu vyuzita, je nutno zahrnout veskeré relevantni informace minimalné v protokolu
klinického hodnoceni, v souladu s ustanovenimi Pfilohy | (D.17.z). Tento poZadavek plati bez ohledu
na uvedeni dodate¢nych odpovidajicich informaci v protokolu. / It is not mandatory to use this
template for describing recruitment arrangements (Annex | K.59) and/or informed consent procedure
(Annex I. L) but where this template is not used for this purpose, all the relevant information below
should be included in the protocol as a minimum, according to Annex | (D.17.z). This is notwithstanding
additional appropriate information also being included in the protocol.

Oddily, které nejsou pro dany konkrétni Ucel relevantni, by mély byt jako ,,neni pouzitelné“/NA. /
Sections which are not appropriate should either be deleted or marked as Not Appropriate / NA.

Tato Sablona byla pfipravena a schvdlena Expertni skupinou EU pro klinickd hodnoceni pro
naplnéni pozadavk( Nafizeni Evropského parlamentu a Rady (EU) ¢. 536/2014 o klinickém
hodnoceni humannich lé¢ivych pFipravkd a upravena SUKL. / This template was developed and
endorsed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No. 536/2014
Clinical Trials on Medicinal Products for Human Use and modified by State Institute for Drug
Control.

EU ¢islo KH/ EU trial | 2024-518998-33-00

number
Nazev KH/Title of | Multicentrické, randomizované, oteviené klinické hodnoceni faze 3b
clinical trials posuzujici risankizumab oproti vedolizumabu v [é¢bé dospélych pacientl se

stfedné zavazinou aZz zavaznou ulcerdzni kolitidou, ktefi dosud
nepodstoupili cilenou lé¢bu/ Phase 3b, Multicenter, Randomized, Open-
Label Study of Risankizumab Compared to Vedolizumab for the Treatment
of Adult Subjects With Moderate to Severe Ulcerative Colitis Who are Naive
to Targeted Therapies

1. VSechna klinicka hodnoceni (tato ¢ast by méla byt vyplnéna
pro vSechna klinicka hodnoceni) / All clinical trials (This section should be
completed for all trials)

1.1 Jakym zplsobem budou identifikovany potencialni subjekty hodnoceni? (napt. uverejnénim
informaci o klinickém hodnoceni prostfednictvim existujicich seznamd pacientii) / How will potential
participants be identified? (e.g. publicising the trial or via existing patient lists)

Subjekty se stfedné zavaznou aZ zavaznou ulcerdzni kolitidou (UC) budou zafazeny klinickymi
|ékafi, ktefi jsou hlavnimi investigdtormi (Pl) nebo subinvestigdtormi (Sub-Is) studie. Subjekty
mohou byt identifikovany prostfednictvim mistni praxe/databaze pacientd na pracovisti nebo
mohou byt na pracovisté odeslany jinymi mistnimi lékafi.
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Mezi zplsobilé subjekty patfi dospéli ve véku 18-80 let s diagndzou UC po dobu nejméné 90
dnl pred vstupni navstévou. Kromé toho musi mit subjekty na pocatku studie stfedné
zavaZnou az zdvaznou aktivitu onemocnéni s modifikovanym Mayo skére (mMS) 5 az 9 bod
a Mayo endoskopickym subskdre (ESS) 2 az 3 body (potvrzeno centrdlnim hodnocenim).
Subjekty musi také prokazat nesnasenlivost nebo nedostatec¢nou odpovéd na jednu nebo vice
z nasledujicich kategorii Iék(: aminosalicylaty, perordlni lokalné plsobici steroidy, systémové
steroidy (prednison nebo ekvivalent), imunomodulatory. Subjekty musi byt naivni na cilenou
terapii. Subjekty budou muset splfiovat také dalsi predem stanovena kritéria zpUsobilosti, jak
je uvedeno v protokolu./

Subjects with moderate to severe ulcerative colitis (UC) will be enrolled by clinicians who are
Principle Investigators (Pls) or Sub-Investigators (Sub-Is) for the study. Subjects may be
identified through site local practice/patient database, or may be referred to the site by other
local clinicians.Eligible subjects include adults aged 18-80 with a diagnosis of UC for at least
90 days prior to the Baseline visit. Additionally, subjects must have moderate to severe disease
activity at Baseline with a modified Mayo Score (mMS) of 5 to 9 points and Mayo Endoscopic
Subscore (ESS) of 2 to 3 points (confirmed by central review). Subjects must also have
demonstrated an intolerance or inadequate response to one or more of the following
categories of drugs: aminosalicylates, oral locally acting steroids, systemic steroids
(prednisone or equivalent), immunomodulators. Subjects must be naive to Targeted Therapies.
Subjects will also need to meet the other pre-determined eligibility criteria as outlined in the
protocol.

1.2 Jaké zdroje budou vyuZity pro nabor subjektl hodnoceni? (Popiste format zdrojd, napf. v papirové
nebo elektronické podobé a jakym zplsobem budou predstaveny potencidlnim ucastnikiim, napf.

prostfednictvim posty, v ambulanci, prostfednictvim socialnich siti nebo v rozhlase) / What resources will

be used for recruitment? (Describe the format of the resources, e.g. paper or electronic and how these will
be presented to potential participants e.g. via the post, in the clinic, through social media or on the radio)

Pracovnici pracovisté vyhledaji ve své databazi vhodné pacienty a budou je kontaktovat, aby je
informovali o studii./ Site staff will review their database for suitable patients and contact them to
inform about the study.

1.3 Bude identifikace potencidlnich ucastnik(l klinického hodnoceni zahrnovat pfistup
k identifikaci jejich totoZnosti? Pokud ano, popiste, jaka opatfeni budou vyuZita pro
potvrzeni, ze prFistup k témto informacim bude zdkonny (v souladu s pozadavky &lenskych stata) /
Will identification of potential participants involve access to identifiable information?

If yes, describe what measures will be in place to confirm that access to this information will
be lawful (in accordance with Member State requirements).

Kontaktni Udaje potencidlnich tUcastnik(i budou shromazdény v rdmci pre-screeningu. Jedna se o
jméno, adresu, telefonni ¢islo a e-mailovou adresu. Osobni identifikacni Udaje budou k dispozici pro
klinické pracovisté. Spolec¢nost Abbvie nebude mit pfistup k zZddnym identifikovatelnym informacim.
/ Contact information for potential participants will be collected in the pre-screening process. This
includes name, address, telephone number, and email address. Personal identifiable information
will be available for the clinical site. Abbvie will not have access to any identifiable information.

1.4 Kdo bude oslovovat potencidlni ucastniky klinického hodnoceni a kdo bude ziskavat
informovany souhlas? (Popiste profesionalni role a zda existuje dFivéjsi klinicky vztah s potencialnimi
ucastniky) / Who will be approaching potential participants and who will be obtaining
informed consent? (Describe the professional role and whether there is a prior clinical relationship with

potential participants)

Za identifikaci potencialnich ucastnikd budou zodpovédni prislusné vyskoleni pracovnici pracovisté
(tj. investigator, studijni sestra, koordinator studie), ktefi budou kontaktovat potencialni ucastniky
telefonicky, pisemné (dopisem nebo e-mailem) nebo béhem béiné navstévy kliniky. Ve vSech
pfipadech budou pracovnici pracovisté zodpovédni za projednani podrobnosti studie s
potencialnimi Ucastniky. Hlavni investigator bude nakonec zodpovédny za zodpovézeni vSech
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otazek, které mize ucastnik studie mit, a za ziskani informovaného souhlasu. / Appropriately
trained site staff (i.e., Investigator, Study Nurse, Study Coordinator) will be responsible for
identifying potential participants and will contact by phone, written communication (letter or email),
or during a routine clinic visit. In all scenarios, site staff will be responsible for discussing details of
the study with potential participants. The Pl will ultimately be responsible for answering all
questions the study participant may have and obtaining informed consent.

1.5 Kdy bude ziskdvan dobrovolny informovany souhlas? (Popiste kdy a kde bude ziskavan informovany
souhlas a jakym zplisobem bude zaru¢ena divérnost) / When will free and informed consent be
obtained? (Describe when and where informed consent will be obtained and how privacy will be ensured)

Potencialnim ucastnikim bude poskytnuta kopie formulare informovaného souhlasu k precteni a
prostudovani. U¢astnici budou mit dostatek ¢asu na prostudovani informovaného souhlasu a pred
provedenim jakychkoli studijnich postupll jim budou vSechny otazky zodpovézeny zkousejicim ke
spokojenosti ucastnik(. Pracovisté odpovida za to, Ze bude dodrzena dlvérnost informaci o
Ucastnicich. Pokud se potencialni ucastnik rozhodne, Ze se chce studie zucastnit, bude informovany
souhlas podepsan ucastnikem a zkousejicim. Nepovinné vzorky budou odebrany pouze v pripadé,
Ze potencialni Ucastnik da k odbéru souhlas. Vzhledem k tomu, Ze informovany souhlas obsahuje
identifikacni Gdaje pacienta, nebude shromaZdovan zadavatelem ani odebran z kanceldre
zkousejiciho. / Potential participants will be provided a copy of the informed consent form to read
and review. They will be given ample time to review the informed consent and all questions will be
answered by the investigator to the participants' satisfaction prior to any study procedures being
performed. The site is responsible to ensure participant confidentiality is upheld. If the potential
participant decides that they would like to participate in the study, the informed consent will be
signed by the participant and the investigator. Optional samples will be collected only if the potential
participant gives consent for collection. As the informed consent contains patient identifying
information, it will not be collected by the sponsor or removed from the investigator’s office.

1.6 Jak dlouha doba bude ponechana potencidlnim Gcéastnikdim klinického hodnoceni (nebo
jejich zdkonnym zastupciim) pro rozhodnuti o Gcasti? / How long will potential participants
(or their legal representative) be given to decide whether to participate?

Potencidlnim ucastnikim bude poskytnuto tolik casu, kolik bude treba k prostudovani
informovaného souhlasu, k diskusi a k poloZeni pfipadnych dotazli zkousejicimu nebo ¢lenovi
vyzkumného tymu. Podle vlastniho vybéru mohou potencidlni ucastnici pfed rozhodnutim o Ucasti
informovany souhlas prodiskutovat s prateli, rodinou a praktickym lékafem. Upozorfiujeme, Ze
vzhledem k tomu, Ze nabor do této studie je soutéZni, neni zaruceno, Ze bude zapis do studie
otevren, kdyzZ/jestli se pacient rozhodne zuc¢astnit. Pro tuto studii nejsou vyzadovani zakonni
zastupci (LARS). / Potential participants will be given as much time as needed to review the informed
consent, discuss and or ask any questions from the investigator or a member of the research team.
By choice, potential participants can discuss the informed consent with friends, family, and general
practitioner before deciding to participate. Please note, as the recruitment for this study is
competitive, there is no guarantee that enrollment will be open when/if the patient decides to
participate. Legally Authorized Representatives (LARS) are not required for this study.

1.7 Jak bude zajisténo, aby potencidlni Ucastnici klinického hodnoceni (nebo jejich zakonni
zastupci) porozuméli informacim a aby jejich souhlas byl informovany (Informace by mély
zahrnovat popis toho, jakym zplsobem budou identifikovany informacéni potifeby jednotlivel a jak budou
napinény) / How will it be assured that potential participants (or their legal representative)

have understood the information and that consent is informed? (This should include how the
informational needs of individuals will be identified and addressed)

Zkousejici vysvétli potencialnimu ucéastnikovi povahu studie a predpokladana rizika ucasti ve studii
a zodpovi vSechny otdzky tykajici se této studie. Pfed provedenim jakychkoli screeningovych
postupl souvisejicich se studii bude formular informovaného souhlasu zkontrolovan, podepsan a
opatfen datem potencidlnim ucastnikem, osobou, kterd informovany souhlas poskytla, a
pfipadnymi dalsimi signatari v souladu s mistnimi poZadavky. Kopie podepsaného informovaného
souhlasu bude preddna ucastnikovi. ICF budou poskytnuty v mistnim jazyce, napsané na vhodné
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Cteci Urovni pro potencidlniho Ucastnika studie. Schopnost pracovisté zajistit, aby ucastnik
porozumél informovanému souhlasu, bude vyhodnocena v rdmci procesu hodnoceni pracovisté.
Pro tuto studii nejsou vyzadovani zakonni zadstupci (LARS). / The investigator will explain the nature
of the study and risks anticipated from participation in the study to the potential participant, and
answer all questions regarding this study. Prior to any study- related screening procedures being
performed, the informed consent form will be reviewed, signed, and dated by the potential
participant, the person who administered the informed consent, and any other signatories according
to local requirements. A copy of the signed informed consent will be given to the participant. The
ICFs will be provided in the local language written to an appropriate reading level for the potential
study participant. The site’s ability to ensure the participant’s understanding of the informed
consent will be evaluated as part of the site evaluation process. Legally Authorized Representatives
(LARS) are not required for this study.

1.8 Jaké postupy budou zavedeny pro ziskani informovaného souhlasu od potencialnich
Ucastnikd (nebo jejich zakonnych zastupcu), ktefi nehovofi ndrodnim jazykem dané zemé?
/ What arrangements are in place to obtain informed consent from potential
participants (or their legal representative) who do not speak the national language?

Formulare informovaného souhlasu budou schvaleny etickymi komisemi v mistnim jazyce.
Potencialni ucastnici musi byt schopni porozumét formulari informovaného souhlasu a klast otazky
v diskusi se zkousejicim v mistnim jazyce. Pro tuto studii nejsou vyZadovani zakonni zastupci (LARS).
/ Informed consent forms will be approved by ethics committees in the local language. Potential
participants must be able to understand the informed consent form and to ask questions in
discussion with the investigator in local language. Legally Authorized Representatives (LARS) are not
required for this study.

1.9 Jak bude zajisténo, aby ucastnici klinického hodnoceni méli moznost svij souhlas kdykoli
odvolat? (Informace by mély zahrnovat popis toho, jakym zptsobem budou fedeny potencialni dopady
odvolani souhlasu) / How will it be ensured that participants can withdraw their consent at any
point? (This should include how any potential consequences of consent withdrawal will be dealt with)

Ucastnik studie obdrii kopii podepsaného informovaného souhlasu. Informovany souhlas bude
obsahovat formulaci potvrzujici, Ze Ucast ve studii je dobrovolnd a Ze ucastnik ma prdvo kdykoli
odvolat souhlas, aniz by musel poskytnout odlvodnéni, a to bez jakéhokoli postihu nebo ztraty
vyhod, na které ma jinak ndrok, a toto rozhodnuti nebude mit vliv na pravidelnou lékafskou péci o
Ucéastnika. / The study participant will receive a copy of their signed informed consent. The informed
consent will include language confirming that study participation is voluntary, and the participant
has the right to withdraw consent at any point without having to provide a justification, with no
penalty or loss of benefits to which the subject is otherwise entitled, and the decision will not affect
the participant’s reqular medical care.

1.10 | Uvedte prosim jakékoli dalsi informace vztahujici se k postupu naboru subjektl klinického
hodnoceni a ziskavani jejich informovaného souhlasu, které nebyly uvedeny v jinych
Castech tohoto dokumentu. (Je doporuéeno odvolat se na narodni pokyny pro zajisténi, aby byly
poskytnuty vekeré pozadované informace) / Please provide any further information, in relation to
the procedure for recruitment and informed consent for the clinical trial, which has not been

provided elsewhere in this document. (it is recommended that you refer to national guidance to ensure
that all required information has been provided)

N/A

1.11 | V pripadé, Ze je tento formular vyuzivan také pro popis organizace naboru subjekt(
hodnoceni (Pfiloha | K59), popiste prosim jednoznacné, co je prvnim krokem naboru. / In
case this form is used also to describe recruitment arrangements (Annex | K59), please
provide a clear indication of what the first act of recruitment is

Prvnim Ukonem pro nabor do studie bude pro pracovisté prezkoumani jejich databaze/vlastni praxe
a pracovisté si budou moci zvolit, zda chtéji vyuzit jakékoli ndborové zdroje nabizené sponzorem.
Ziskani informovaného souhlasu bude prvnim uUkonem, ktery pacient v souvislosti se studii
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podstoupi. Oznameni EUCTR o zahdjeni naboru bude predloZeno v okamziku, kdy prvni subjekt
podepise informovany souhlas. / First act for recruitment on the study will be for sites to review
their database/own practice and the sites will have the option to choose if they wish to use any
recruitment resources offered by the Sponsor. Obtaining informed consent would be the first
procedure the patient undergoes related to the study. The EUCTR notification for Start of
Recruitment will be submitted when the first subject signs the informed consent.

2. Klinicka hodnoceni, ktera budou nabirat dospélé subjekty hodnoceni
s omezenou svépravnosti / Clinical trials which will recruit incapacitated
adults

Dospélé osoby s omezenou svépravnosti Ize do klinickych hodnoceni zafadit pouze za predpokladu, Ze
byl ziskan souhlas jejich soudem jmenovaného zastupce a v pfipadech, kdy data srovnatelné validity
neni mozno ziskat zklinickych hodnoceni zahrnujicich Gcéastniky, ktefi jsou zpUsobili udélit
informovany souhlas. V pfipadech, kdy potencialni ucastnici klinického hodnoceni nejsou zpusobili k
udéleni souhlasu, mély by byt zavedeny postupy pro jejich co mozna nejvétsi zapojeni do rozhodovani
o Ucasti v klinickém hodnoceni. / Incapacitated adults may be recruited into clinical trials only where
consent has been obtained from a legally designated representative and data of a comparable validity
cannot be obtained in clinical trials involving participants who are competent to give informed consent.
Where potential participants do lack capacity to consent, arrangements should be in place to involve
them as much as possible in the decision to participate in the clinical trial.

2.1

Uvedte zdlGvodnéni pro nabor dospélych subjektl s omezenou svépravnosti (Informace by
mély zahrnovat podrobnosti o charakteru a onemocnéni, které zplsobilo omezeni svépravnosti subjektd
hodnoceni a relevantnost tohoto onemocnéni pro klinické hodnoceni) / Provide justification for
recruiting incapacitated adults (This should include details of the nature of the condition which has caused
the person to be incapacitated and the relevance of this condition to the clinical trial)

N/A

2.2

Kdo posoudi a potvrdi, zda je potencialni subjekt hodnoceni schopen udélit souhlas? / Who
will assess and confirm whether a potential participant has the capacity to consent?

N/A

2.3

Jak budou do rozhodovani o své ucasti v klinickém hodnoceni zapojeni potencidlni
Ucastnici, jejichZz schopnost udélit souhlas kolisa nebo je hrani¢ni? (Informace by mély
zahrnovat podrobnosti o tom, jakym zpUsobem budou informace pro subjekt hodnoceni upraveny, aby
bylo zajisténo, Ze Ucastnici (potencialni i stavajici) budou schopni informacim porozumét a rovnéz
jakym zplsobem bude ziskan souhlas s pokracovanim v Gcasti od Ucastnikd, ktefi v pribéhu studie
ziskaji od soudu omezeni svépravnosti) / Where capacity to consent will fluctuate or will be
borderline, how will potential participants be involved in the decision to participate
in the trial? (This should include how information will be tailored to ensure participants (potential
and existing) are able to understand the information and also how participants who regain capacity
will be consented to continue in the trial)

N/A

2.4

Jak se stanovi soudem jmenovany zastupce? (Tato odpovéd by méla zahrnout postaveni, v nich# osoby
mohou vystupovat jako soudem jmenovani zastupci pro ucely daného klinického hodnoceni) / How will a
legal representative be identified? (This should include which roles could act as legal representative for
this trial)

N/A
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3. Klinicka hodnoceni, ktera budou zafazovat nezletilé osoby / 3. For
clinical trials which will involve minors

Nezletilé osoby je moZno zarazovat do klinickych hodnoceni pouze za predpokladu, Ze byl ziskan
souhlas od jejich zakonného zastupce a klinické hodnoceni je takové povahy, Ze jej lze provést pouze
na nezletilych osobdach. Nezletilé osoby by se mély v maximdlni moZné mire podilet na postupu
ziskavani informovaného souhlasu, zplsobem odpovidajicim jejich véku a mentalni vyspélosti.
V odlivodnénych ptipadech specifikujte rtizné postupy pro rGzna vékova rozmezi. / Minors may be
recruited into clinical trials only where consent has been obtained from a legally designated
representative and where the clinical trial is such that it can only be carried out on minors. The minor
should take part in the informed consent procedure as much as would be appropriate based on age
and mental maturity. Where it would be appropriate, please specify any different arrangements for
different age ranges.

3.1 Uvedte zdOvodnéni pro nabor nezletilych subjektl / Provide justification for recruiting
minors

N/A
3.2 Jakym zplisobem se budou potencialni G¢astnici podilet na rozhodovani o Ucasti v klinickém
hodnoceni? (Popiste zplisob ziskavani a zaznamu souhlasu, véetné toho do bude souhlas ziskavat
a podrobnosti o vzdélani této osoby a jejich zkudenosti s praci s détmi) / How will potential participants

be involved in the decision to participate in the trial? (Describe arrangements for obtaining and
recording assent, including who will be obtaining consent and details of their training and experience with
children)

N/A
33 Jakym zpUsobem se urci zakonny zastupce? (Informace by mély zahrnovat podrobnosti o tom, kdo
miZe byt povajovan za zdkonného zastupce pro dané klinické hodnoceni) / How will a legal
representative be identified? (This should include which roles could act as legal representative for this trial)

N/A
3.4 Jakym zpUsobem budou ucastnici klinického hodnoceni vyjadfovat souhlas s pokracovanim
v Uéasti vdobé, kdy dosahnou véku pravni zplsobilosti? / How will participants be
consented to continue in the trial when they reach the age of legal competence?

N/A

4. Klinicka hodnoceni, v ramci kterych bude s nejvétsi pravdépodobnosti
vyuzivano vyjadieni souhlasu za ucasti nestranného svédka / Clinical trials
where consent witnessed by an impartial witness will likely be used.

V pfipadech, kdy ucastnik klinického hodnoceni neni schopen psat, miZe byt souhlas ziskan a
zaznamenan jinymi vhodnymi prostfedky za Ucasti nejméné jednoho nestranného svédka. Tento
svédek musi podepsat a datovat dokument informovaného souhlasu. / Where a participant is unable
to write, consent may be given and recorded through appropriate alternative means in the presence
of at least one impartial witness. The witness is required to sign and date the informed consent
document.

4.1 Proc se predpoklada, Zze bude nutna pfitomnost nestranného svédka? / Why is it expected
that an impartial witness might be required?

N/A
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4.2 Jakym zplGsobem bude nestranny svédek uréen? / How will an impartial witness be
identified?

N/A
4.3 Jak bude zfejmé, Ze potencialni ucastnik udélil informovany souhlas? / How will it be known
that the potential participant gives their informed consent?

N/A

5. Klinicka hodnoceni v urgentnich situacich / Clinical trials in an emergency
situation

Informace o klinickych hodnocenich mohou byt poskytnuty a informovany souhlas mlze byt ziskan
aZz po rozhodnuti o zafazeni ucastnika do klinického hodnoceni. Jedna se o pfipady, kdy je rozhodnuti
ucinéno v okamziku prvni intervence v souladu s protokolem a kdy osoba, vzhledem k akutnimu
charakteru situace, neni schopna vyjadfit souhlas a ani neni mozné uréit zdkonného zastupce. /
Information on the clinical trial may be given and informed consent may be obtained after the decision
to include the participant in the clinical trial. This is where the decision is taken at the time of the first
intervention in accordance with the protocol and, due to the urgency of the situation, the person is
unable to give consent, nor can a legal representative be identified.

5.1 Popiste, proc¢ nelze ziskat souhlas od potencidlniho Ucastnika nebo zakonného zastupce
pred jeho zarazenim do klinického hodnoceni. / Describe why it would not be possible to
obtain consent from potential participants or a legal representative prior to recruiting into
the clinical trial.

N/A
5.2 Jaké postupy budou vyuZity pro ziskani informovaného souhlasu od tcéastnika nebo

zakonného zdastupce, pficemz se souhlas ziskd od osoby, u niz tak Ize ucinit dfive? (Pokud
existuje predpoklad, Ze bude nezbytné vyuZiti zakonného zastupce z dlvodu neschopnosti G¢astnika klinického

hodnoceni udélit souhlas, vypliite prosim rovné? oddil 2 tohoto dokumentu) / What arrangements will
be in place to obtain informed consent from the participant or from a legal representative,

whichever can be obtained soonest? (Where a legal representative is expected to be required due to
the participant not having capacity to consent, please also complete section 2 of this document)

N/A
5.3 Jak bude zjisténo, Ze potencialni Ucastnik klinického hodnoceni dfive nevyjadril Zadnou
namitku proti Ucasti v klinickém hodnoceni? / How will it be ensured that a potential
participant has not expressed any previous objection to participate in the clinical trial?

N/A

6. Pro ,klastrova“ klinicka hodnoceni / For “cluster’ clinical trials

Informovany souhlas je mozno ziskat zjednodusenym zplsobem, pokud tento postup neni v rozporu
s narodni legislativou (splfiuje naleZitosti vyhlasky 463/2021) a metodika klinického hodnoceni
vyZaduje randomizaci skupin a nikoli jednotlivcl, hodnoceny |éCivy pfipravek je pouzivan v souladu
s rozhodnutim o registraci a nejsou provadény zadné intervence nad ramec standardni Iécby.
Jednoznacné zdlvodnéni zjednoduseného zpUsobu ziskavani souhlasu by mélo byt uvedeno rovnéz
v protokolu. / Informed consent may be obtained by simplified means where this does not contradict
national law (is in line Decree 463/2021), the methodology of the trial requires the randomisation of
groups rather than individuals, the investigative medicinal product is being used in accordance with
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the terms of the marketing authorisation and there are no interventions other than standard
treatment. Clear justification for simplified consent should also be included in the protocol.

6.1 Popiste, jakym zplsobem bude ziskavan zjednoduseny informovany souhlas? / Describe
how simplified informed consent will be obtained?

N/A

Study number: M25-540
Study specific Version: 1.0 Study specific Document Date: 28Feb2025
Country specific Version (if applicable): 1.0 Country specific Document Date (if applicable): 25Jul2025
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