Sablona ¢&. 1/ Template No. 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 zplsobu naboru subjektd 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 dodatecnych odpovidajicich
informaci v protokolu. / It is not mandatory to use this template for describing recruitment arrangements (Annex
I K.59) and/or informed consent procedure (Annex |. 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 Gcel 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 schvalena Expertni skupinou EU pro klinickd hodnoceni pro naplnéni pozadavki
Nafizeni Evropského parlamentu a Rady (EU) ¢. 536/2014 o klinickém hodnoceni humannich |é¢ivych ptFipravkd
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 number

2024-512477-27-00

Nazev KH/ Title
of clinical trials

REFRaME-O1: Otevrena studie faze 2/3 hodnotici Uc¢innost a bezpecnost
luveltamab tazevibulinu (STRO-002) oproti chemoterapii dle volby zkousejiciho
(IC) u Zen s relabujicim epitelidlnim karcinomem vajecnikd (véetné vejcovodu
nebo primarniho peritonedlniho karcinomu) rezistentnim k platiné

a exprimujicim folatovy receptor alfa (FOLR1) /

REFRaME-0O1: A Phase 2/3 Open-label Study Evaluating the Efficacy and Safety
of Luveltamab Tazevibulin (STRO-002) versus Investigator’s Choice (IC)
Chemotherapy in Women with Relapsed Platinum-resistant Epithelial Ovarian
Cancer (Including Fallopian Tube or Primary Peritoneal Cancers) Expressing
Folate Receptor Alpha (FOLR1)

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? (napf. uverejnénim
informaci o klinickém hodnoceni prostfednictvim existujicich seznamii pacienti) / How will potential
participants be identified? (e.g. publicising the trial or via existing patient lists)

Nabor do studie bude zaviset na klinickych pracovistich, zkousejicich a studijnim personalu, aby
identifikovali a zafadili vhodné subjekty hodnoceni. Subjekty budou identifikovany prostfednictvim
existujicich seznama pacient( a pacient(, ktefi navstivi pfislusna pracovisté. / The trial recruitment
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will rely upon clinical sites, investigators, and study personnel to identify and recruit eligible subjects.
Participants will be identified via the existing patients lists and patients who visit the respective sites.

1.2 Jaké zdroje budou vyuZity pro nabor subjektl hodnoceni? (Popiste forméat zdrojd, napf. v papirové
nebo elektronické podobé a jakym zplUsobem budou predstaveny potencidalnim ucastnikim, napfr.

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)

Na pracovistich bude pouZivana papirova verze informacniho letaku (Patient leave behind) pro
pacienty. / Paper version of Patient leave behind leaflet will be used at the sites.

1.3 Bude identifikace potencidlnich ucastnik(l klinického hodnoceni zahrnovat pfistup
k identifikaci jejich totoZnosti? Pokud ano, popiste, jakd opatfeni budou vyuZita pro
potvrzeni, ze pristup 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).

Lékarské zaznamy potencialnich subjektd hodnoceni budou zkontrolovany zkousejicimi, ktefi
posoudi vhodnost subjektl pro zafazeni do studie. Hlavni zkousejici a jeho tym budou jedini, ktefi
kontroluji osobni idaje pred poskytnutim pisemného informovaného souhlasu. Vsichni zdravotnicti
pracovnici jsou ve véci osobnich udaji subjektu hodnoceni vazani povinnou miéenlivosti. / Potential
participants will have their medical records reviewed by the investigators in order to assess their
suitability for inclusion in the trial. The only people reviewing personal information prior to providing
written informed consent will be the principal Investigator and his/her team. All healthcare
professionals have a duty of confidentiality to the participant.

1.4 Kdo bude oslovovat potencidlni ucastniky klinického hodnoceni a kdo bude ziskavat

acastniky) / 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)

V pripadé reference primy osSettujici |ékarsky tym pacientky prodiskutuje studii s potencidlnim
subjektem hodnoceni. Pokud je pacientka vhodna pro zarazeni do studie a ma zdjem, bude
doporucena hlavnimu zkousejicimu a studijnimu tymu. Pokud pacientka neni doporucena, ale
navstivi pracovisté klinického hodnoceni, v tom pfipadé hlavni zkousejici a studijni tym projednaji
studii s potencidlnim subjektem hodnoceni pfimo.

Opravnéni ¢lenové tymu podle poZzadavk( mistni legislativy oslovi potencialni subjekty hodnoceni
a ziskaji jejich informovany souhlas.

Pokud je pacientka povaZovana za potencidlné zp(sobilou, bude dotdzana, zda by chtéla ziskat vice
informaci o studii, a bude odkazana na pracovisté klinické studie. Informovany souhlas bude ziskan
hlavnim zkousejicim nebo spoluzkousejicim. Proces ziskavani souhlasu bude veden v souladu s
pokyny ICH-GCP pro klinicky vyzkum. /

In case of reference, the patient’s treating medical team will discuss the trial with potential
participant, if suitable and interested, then will be referred to the principal investigator and study
team. If a patient is not being referred and is being seen at the treating institution, in that case the
investigators’ team will discuss the trial with potential participants directly.

The authorized team members as per the local country legislation requirements will approach the
potential participants and obtain their informed consent.

If a patient is considered to be potentially eligible, they will be asked if they would like to receive
more information about the trial and referred to the trial centre. The informed consent will be taken
by the principal investigator or a sub-investigator. The consent process will be conducted in
accordance with ICH-GCP guidelines for clinical research.
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1.5 Kdy bude ziskdvan dobrovolny informovany souhlas? (Popiste kdy a kde bude ziskavan informovany
souhlas a jakym zplisobem bude zaru¢ena davérnost) / When will free and informed consent be
obtained? (Describe when and where informed consent will be obtained and how privacy will be ensured)
Pokud by pacientka mohla byt zplsobild k Gcasti ve studii, bude pozvana, aby se dostavila na
screeningovou navstévu na pracovisti studie, kde podstoupi dalsi testy. Pfi této navstévé studijni
tym pacientku podrobnéji seznami se studii a s hodnocenou lécbou. Studijni tym poté pacientku
pozada, aby podepsala formulaf informovaného souhlasu, ¢imzZ udéli souhlas s Ucasti ve studii. / If
the patient might be eligible to take part in the trial, they will be invited to attend a Screening Visit
at the trial site to undergo further tests. At this visit, the trial staff will inform the patient more about
the trial and about the trial treatment. The trial staff will then ask the patient to sign the main
Participant Information Sheet, giving consent to participate in the trial.

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

Kazdy subjekt hodnoceni dostane tolik ¢asu, kolik potfebuje, a pfilezitost plné prodiskutovat studii
se svou rodinou, praktickym lékafem nebo hlavnim zkousejicim nebo vySkolenym a povéfenym
¢lenem studijniho tymu, jako je spoluzkousejici. / Each subject will be given as much time as they
need and the opportunity to discuss the trial fully with their family, General Practitioner or with

the Principal Investigator or a trained and delegated member of the trial team such as a Sub-
Investigator.

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 informacni potreby jednotlivcl 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)

Subjekt hodnoceni bude mit dostatek ¢asu, aby se seznamil s formulafem informovaného souhlasu,
a také dostatek ¢asu pro projedndni studie s hlavnim zkousejicim nebo spoluzkousejicim. Hlavni
zkousejici bude odpovédny za to, aby zajistil, Ze vSichni Ucastnici, ktefi se Ucastni hodnoceni, jsou si
plné védomi vsech prvk( hodnoceni. / Once the participant has had ample time to review the
informed consent, the participant will have ample time to discuss the trial with the Principal
Investigator or Sub-Investigator. It will be the responsibility of the Principal Investigator to ensure
that any participants taking part in the trial are fully aware of all the elements of the trial.

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

Bude pozadovano, aby studijni pracovisté postupovala podle svého standardniho procesu a zapojila
do procesu ziskdvani informovaného souhlasu tlumocnika. Materidly uréené pro subjekt hodnoceni
budou preloZzeny do poZzadovaného jazyka. Bude zvazen plan pro zatazeni subjektu hodnoceni, ktery
nehovofi ndrodnim jazykem dané zemé. Plan bude predloZen spolecné s certifikovanymi preklady
schvélenych ¢eskych dokument(l do ucastnikova jazyka. / The sites will be required to follow their
standard process to include an interpreter in the consenting process. The participant facing
materials will be translated into the required language. A plan for the inclusion of a participant who
does not speak the national language will be considered and submitted together with certified
translations of approved Czech documents into the language of the participant’s language.

1.9 Jak bude zajisténo, aby ucastnici klinického hodnoceni méli moznost svij souhlas kdykoli
odvolat? (Informace by mély zahrnovat popis toho, jakym zptsobem budou Feseny potencidlni 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)

V 3.0 Nov 2019, rev. SUKL 20.1.2022, aktualizace 5.5.2022 / V 3.0 Nov 2019, rev. SUKL 20.1.2022, update 5.5.2022

STRO-002-GM3_CZE_Template 1_Recruitment and Informed consent procedure template_V1.0_26Jan2024
Strana3z7/Page 30of 7



Sablona ¢&. 1/ Template No. 1

Subjekty hodnoceni budou informovany, ze mohou kdykoli odstoupit bez udani dlivodu a bez ztraty
vyhod, na které maji jinak narok. Formuldr informovaného souhlasu bude obsahovat tyto Udaje a
bude prodiskutovan se véemi potencialnimi subjekty hodnoceni. / The participants will be informed
that they can withdraw at any time without providing a reason and without any loss of benefits to
which they are otherwise entitled. The informed consent will include these details and will be
reviewed with any potential participants.

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 veskeré 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)

Neni pouzitelné / N/A

1.11 |V pripadé, Ze je tento formular vyuZivan také pro popis organizace ndboru 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 krokem naboru je identifikace potencialnich subjektd hodnoceni prostfednictvim klinickych
tym0 na vybranych pracovistich. / The first act of recruitment is identification of potential
participants via clinical teams at selected sites.

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 pfedpokladu, Ze
byl ziskan souhlas jejich soudem jmenovaného zastupce a v pripadech, kdy data srovnatelné validity
neni mozno ziskat zklinickych hodnoceni zahrnujicich ucéastniky, ktefi jsou zpUsobili udélit
informovany souhlas. V pfipadech, kdy potencidlni ucastnici klinického hodnoceni nejsou zpuasobili 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 zdlvodnéni pro nabor dospélych subjektli s omezenou svépravnosti (Informace by
mély zahrnovat podrobnosti o charakteru a onemocnéni, které zpUsobilo omezeni svépravnosti subjektl
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)

Neni pouZitelné / 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?

Neni pouZitelné / N/A
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2.3 Jak budou do rozhodovani o své ucasti v klinickém hodnoceni zapojeni potencidlni
Ucastnici, jejichz schopnost udélit souhlas kolisa nebo je hrani¢ni? (Informace by mély
zahrnovat podrobnosti o tom, jakym zptsobem budou informace pro subjekt hodnoceni upraveny, aby
bylo zajisténo, zZe 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)

Neni pouZitelné / N/A

24

Jak se stanovi soudem jmenovany zdstupce? (Tato odpovéd by méla zahrnout postaveni, v nichz 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)

Neni pouZitelné / N/A

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 Ize provést pouze
na nezletilych osobdach. Nezletilé osoby by se mély v maximdlni moZzné mire podilet na postupu
ziskavani informovaného souhlasu, zplsobem odpovidajicim jejich véku a mentalni vyspélosti.
V odlivodnénych ptipadech specifikujte rtizné postupy pro rlizna 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

Neni pouZitelné / N/A

3.2 Jakym zplisobem se budou potencialni Ucastnici 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 zkudenost 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)

Neni pouZitelné / N/A

33 Jakym zpUsobem se urci zakonny zastupce? (Informace by mély zahrnovat podrobnosti o tom, kdo
mbZe 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)
Neni pouZitelné / N/A

3.4 Jakym zpUsobem budou Gcastnici klinického hodnoceni vyjadiovat 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?

Neni pouZitelné / N/A
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4. Klinicka hodnoceni, v ramci kterych bude s nejvétsi pravdépodobnosti
vyuzivano vyjadreni souhlasu za tcasti nestranného svédka / Clinical trials
where consent witnessed by an impartial witness will likely be used.

V pripadech, kdy ucastnik klinického hodnoceni neni schopen psat, mlze 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 pritomnost nestranného svédka? / Why is it expected
that an impartial witness might be required?

Neni pouZitelné / N/A

4.2 Jakym zplsobem bude nestranny svédek uréen? / How will an impartial witness be
identified?

Neni pouZitelné / N/A

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

Neni pouZitelné / 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. Jednd 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 urcit 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
ptred jeho zafazenim 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.

Neni pouZitelné / N/A

5.2 Jaké postupy budou vyuZzity pro ziskani informovaného souhlasu od uéastnika nebo
zakonného zdastupce, pficemz se souhlas ziska od osoby, u niz tak Ize udinit dfive? (Pokud
existuje predpoklad, Ze bude nezbytné vyuZziti zakonného zastupce z dlivodu neschopnosti Ucastnika 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)

Neni pouZitelné / N/A
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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?
Neni pouZitelné / 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 (spliuje naleZitosti vyhlasky 463/2021) a metodika klinického hodnoceni
vyZzaduje randomizaci skupin a nikoli jednotlivcli, hodnoceny IéCivy pripravek je pouzivan v souladu
srozhodnutim o registraci a nejsou provadény zadné intervence nad rdmec standardni |écby.
Jednoznacné zdlvodnéni zjednoduseného zpUlsobu 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
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 zpUsobem bude ziskdvan zjednoduseny informovany souhlas? / Describe
how simplified informed consent will be obtained?
Neni pouzitelné / N/A
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