Recruitment & Informed Consent Procedure

EU trial number: 2024-518998-33-00

Study title: A 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. Allclinical trials
This section should be completed for all trials

1.1.

1.2,

1.3.

1.4.

How will potential participants be identified (e.g. publicising the trial or via existing patient lists)
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:
amino salicylates, 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.

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)

Site staff will review their database for suitable patients and contact them to inform about the

study.

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)

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.

Kuka lahestyy mahdollisia osallistujia ja kuka ottaa tietoisen suostumuksen? (kuvaile
ammatillista roolia ja onko olemassa aikaisempi kliininen suhde potentiaalisiin osallistujiin)

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)
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Fl: Asianmukaisesti koulutettu tutkimuskeskuksen henkilokunta (eli tutkija,
tutkimussairaanhoitaja, tutkimuskoordinaattori) vastaa mahdollisten osallistujien
tunnistamisesta ja ottaa yhteyttad puhelimitse, kirjallisesti (kirjeitse tai sdhkdpostitse) tai
normaalin ldadkarikdynnin aikana. Kaikissa tapauksissa tutkimuskeskuksen henkilokunta on
vastuussa siitd, etta he keskustelevat tutkimuksen yksityiskohdista potentiaalisten osallistujien
kanssa. Paatutkija on viime kadessa vastuussa vastaamisesta kaikkiin tutkimuksen osallistujilla
mahdollisesti oleviin kysymyksiin ja tietoisen suostumuksen hankkimisesta. Henkilokunta voi
katsoa tutkittavan tietoja vain hoitosuhteen perusteella.

ENG: 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. Staff may review participant’s data only on the basis of the treatment
relationship.

1.5. Milloin vapaaehtoinen ja tietoon perustuva suostumus otetaan? (kuvaile, milloin ja missd tietoinen
suostumus saadaan ja miten yksityisyys varmistetaan)

When will free and informed consent be obtained? (Describe when and where informed consent will be
obtained and how privacy will be ensured)

FI: Mahdollisille osallistujille annetaan tutkittavan tiedote luettavaksi ja tarkistettavaksi. Heille
annetaan runsaasti aikaa lukea tiedote, ja tutkija vastaa kaikkiin kysymyksiin tyydyttavalla
tavalla ennen tutkimustoimenpiteiden suorittamista. Tutkimuskeskus on vastuussa siita, etta
osallistujien luottamuksellisuus sailyy. Jos potentiaalinen osallistuja paattaa haluavansa
osallistua tutkimukseen, osallistuja ja tutkija allekirjoittavat tietoisen suostumuksen. Koska
tietoinen suostumus sisaltaa potilaan tunnistetietoja, toimeksiantaja ei keraa sita tai poista sita
tutkimuskeskuksesta.

ENG: 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. 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. Kuinka kauan mahdollisilla osallistujilla on aikaa paattaa osallistumisesta?
How long will potential participants be given to decide whether to participate?
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Fl: Mahdollisille osallistujille annetaan niin paljon aikaa kuin tarvitaan tutkittavan tiedotteen
lukemiseen, keskusteluun ja/tai kysymysten esittdmiseen tutkijalle tai tutkimushenkilékunnalle.
Halutessaan potentiaaliset osallistujat voivat keskustella tietoisesta suostumuksesta ystavien,
perheen ja yleisladkarin kanssa ennen kuin paattavat osallistua. On kuitenkin huomattava, etta
koska rekrytointi tahan tutkimukseen on kilpaileva, ei ole takeita siita, ettd rekrytointi on
avoinna, kun/jos potilas paattas osallistua. Laillisesti valtuutettuja edustajia (LARS) ei vaadita
tahan tutkimukseen.

ENG: 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 enroliment will be open when/if the patient
decides to participate. Legally Authorized Representatives (LARS) are not required for this
study.

1.7. Miten varmistetaan, ettd mahdolliset osallistujat ovat ymmartdneet tiedot ja ettd suostumus
on tietoinen? (Sisdllytd, miten yksiléiden tietotarpeet tunnistetaan ja kdsitellédn)

How will it be assured that potential participants have understood the information and that
consent is informed? (Include how the informational needs of individuals will be identified and addressed)

Fl: Tutkija selittda potentiaaliselle osallistujalle tutkimuksen luonteen ja tutkimukseen
osallistumisesta odotetut riskit ja vastaa kaikkiin tahan tutkimukseen liittyviin kysymyksiin.
Ennen tutkimukseen liittyvien seulontamenettelyjen suorittamista potentiaalinen osallistuja,
tietoisen suostumuksen antanut henkilé ja muut allekirjoittajat lukevat, allekirjoittavat ja
paivaavat tietoisen suostumuksen lomakkeen paikallisten vaatimusten mukaisesti. Osallistujalle
annetaan kopio allekirjoitetusta tietoisesta suostumuksesta. Tutkittavan tiedote ja suostumus
on kirjoitettu suomeksi, ja maallikolle ymmarrettavalla tavalla. Tutkimuskeskuksen kykya
varmistaa osallistujan tietoisen suostumuksen ymmartaminen arvioidaan osana
tutkimuskeskuksen arviointiprosessia. Laillisesti valtuutettuja edustajia (LARS) ei vaadita tdhan
tutkimukseen.

ENG: 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 Finnish language written so that it’s understandable to a layman. 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.
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1.8. Mita jarjestelyitad on kdytossa tietoisen suostumuksen saamiseksi mahdollisilta osallistuijilta,
jotka eivat puhu paikallista kielta?

What arrangements are in place to obtain informed consent from potential participants (or
their legal representative) who do not speak the national language?

Fl: Eettiset toimikunnat hyvaksyvat tutkittavan tiedotteen ja tietoisen suostumuksen
lomakkeen paikallisella kielella. Mahdollisten osallistujien on kyettava ymmartamaan
tutkittavan tiedote ja tietoisen suostumuksen lomake ja esittamaan kysymyksia
keskusteltaessa tutkijan kanssa paikallisella kielella. Laillisesti valtuutettuja edustajia (LARS) ei
vaadita tahan tutkimukseen. Tutkimukseen on tarkoitus pyytaa osallistumaan vain suomea
didinkielenaan puhuvia henkil6ita vaarinymmarrysten valttamiseksi ja tutkimustoimenpiteiden
suorittamisen oikeellisuuden varmistamiseksi. Suunnitelmissa ei talld hetkella ole rekrytoida
henkiloita, jotka eivat puhu suomea.

ENG: 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. The aim is to approach native Finnish
potential patients to mitigate any misunderstandings and assuring compliance with the study
procedures. There is currently no plans to invite non-Finnish speaking participants.

1.9. Miten varmistetaan, etta osallistujat voivat peruuttaa suostumuksensa milloin tahansa?
(Sisdllytd, miten suostumuksen peruuttamisen mahdollisia seurauksia kdsitellcdn)

How will it be ensured that participants can withdraw their consent at any point? (include how
any potential consequences of consent withdrawal will be dealt with)

Fl: Tutkimuksen osallistuja saa kopion allekirjoitetusta tietoisesta suostumuksestaan. Tietoiseen
suostumukseen sisaltyy teksti, joka vahvistaa, etta tutkimukseen osallistuminen on
vapaaehtoista, ja osallistujalla on oikeus peruuttaa suostumus milloin tahansa ilman perustelua,
ilman rangaistusta tai sellaisten etuuksien menetystd, joihin osallistujalla on muuten oikeus, eika
paatds vaikuta osallistujan saanndlliseen terveydenhoitoon.

ENG: 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 regular medical care.

1.10. Lisatietoja kliinisen laaketutkimuksen rekrytointimenettelysta ja tietoon perustuvasta

suostumuksesta, joita ei ole annettu muualla tassa asiakirjassa. (Katso kansalliset ohjeet
varmistaaksesi, ettd kaikki vaaditut tiedot on toimitettu)

N/A
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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. (Refer to
national guidance to ensure that all required information has been provided)

N/A

1.11. 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.
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. (Clinical trials which will recruit incapacitated adults
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

|X| This section is not applicable

2.1. Provide justification for recruiting incapacitated adults (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)

2.2, Who will assess and confirm whether a potential participant has the capacity to consent?

2.3. Where capacity to consent will fluctuate or will be borderline, how will potential participants
be involved in the decision to participate in the trial? (inciude how information will be tailored to
ensure participants (potential and existing) are able to understand the information and how participants who regain
capacity will be consented to continue in the trial)

2.4, How will a legal representative be identified? (Include which roles could act as legal representative for
this trial)

3. For clinical trials which will involve minors
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,
specify any different arrangements for different age ranges.

|X| This section is not applicable
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3.1. Provide justification for recruiting minors

3.2 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)

3.3. How will a legal representative be identified? (include which roles could act as legal representative for
this trial)

3.4. How will participants be consented to continue in the trial when they reach the age of legal
competence?

4. Clinical trials where consent witnessed by an impartial witness will likely be used
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.

[X] This section is not applicable

4.1. Why is it expected that an impartial witness might be required?

4.2. How will an impartial witness be identified?

4.3. How will it be known that the potential participant gives their informed consent?

5. Clinical trials in an emergency situation
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.

[X] This section is not applicable

5.1. Describe why it would not be possible to obtain consent from potential participants or a
legal representative prior to recruiting into the clinical trial.

5.2.  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, also complete section 2 of this document)
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5.3. How will it be ensured that a potential participant has not expressed any previous objection
to participate in the clinical trial?

6. For ‘cluster’ clinical trials
Informed consent may be obtained by simplified means where this does not contradict national law, 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.

[X] This section is not applicable

6.1. Describe how simplified informed consent will be obtained?

Study number: M25-540
Study specific Version: v1.0 Study specific Document Date: 28Feb2025
Country specific Version (if applicable): 2.0 Country specific Document Date (if applicable): 11Jun2025
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