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Meeting Agenda

Origins and update
* Schooler, Arango and Engler

Progress by Sub-groups

* Schizophrenia
Khan, Mucci, and Desjardins

* Bipolar Disorder
Singh and Vieta
* Depression
Engler and Sommer

Stakeholder input
e Researchers and Clinicians

Stakeholder input

* Patients/family caregivers
Mucci

Funding/support
Summary/Next steps

13:20-13:35
13:35-13:40
13:40 - 13:45
13:45 - 13:50
13:50 - 14:15
14:15 - 14:30
14:30 — 14:40
14:40 — 14:50
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ISCTM/ECNP Joint meeting Barcelona 2023

* Panel session at the meeting

* Follow up meeting of a Joint Working Group
* Working group endorsed by ECNP and ISCTM leadership
* Administrative support to be provided by ISCTM Secretariat



Are our clinician-rated psychopathology
measures fit for purpose decades later?

Chairs Celso Arango, Stephen Marder, Nina Schooler

Review of Clinician Outcome Assessment(COA) measures and identifying gaps
e Schizophrenia — Celso Arango
* Depression — Koen Demyttenaere
e Bipolar Disorder — Eduard Vieta

Strategies for developing new and improved consensus instruments - Steve Marder

Methods and approaches for developing new assessment tools

» Vikas Sharma — Linking established clinical items to objective/passive measurements: In search of an elusive
“gold standard”

* Nina Schooler — Using large banks of items and computer adaptive testing to improve clinical outcome
assessment

» Alex Cohen — Measurement resolution is the key to advancing digital phenotyping beyond “proof of concept”

Panel
 Silvia Zaragoza Domingo
* All Speakers



Working Group
Accelerating Development of Psychopathology

Outcome Measures
e Chairs: Celso Arango(ECNP), Jenicka Engler(ISCTM), Nina Schooler(ISCTM)

* Potential initial charges

* Focus on schizophrenia, depression and bipolar disorder
Currently used rating scales PANSS, MADRS, YMRS

* |s sensitivity to change declining
* Analysis of available data over time

e Analysis of available data comparing novel vs conventional MOAs
Are the outcomes assessed relevant to treatment goals today?
Do the COAs incorporate current understanding of disease and
pathophysiology?
Can novel scales be developed that meet modern standards: FDA, EMA, APA



Progress

* Robust general discussion at October 2023 meeting
* Decision to break into three subgroups

* Subgroup leaders identified

. (Slcsféi_lz_cli/lp)hrenia: Anzalee Khan(ISCTM), Armida Mucci(ECNP), Simon Desjardins

 Bipolar Disorder: Manpreet Singh (ISCTM), Eduard Vieta(ECNP)
* Depression: Jenicka Engler(ISCTM), Stephanie Sommer(ECNP)

» Subsequent hybrid face to face/Zoom meetings
e February 2024 — Washington DC
e September 2024 — San Diego
e February 2025 — Washington DC

e Subgroup activities between meetings conducted via Zoom



Progress to date: Schizophrenia subgroup
Anzalee Khan, Armida Mucci, Simon Desjardins

* Manuscript on the current use of the PANSS

e Draft was circulated to ISCTM and ECNP co-authors and review was
completed on 30SEP2025

* Journal target is Schizophrenia Bulletin and plan to go out by 310CT2025

* Preliminary Work on development of Focus Groups

* Organization of patients and carers (e.g., Gamian, TWG at ECNP) in
conducting a focus group on outcome assessment, and they expressed their
deep interest in being involved.

* Considerations: 1) How and where to conduct these focus groups, 2) reimbursement of
expenses for participants, 3) In-person focus group rather than online focus group, 4)
Language of focus groups



Progress to date: Bipolar subgroup
Manpreet Singh, Eduard Vieta

* Manuscript building expert consensus on the current use of the
Young Mania Rating Scale as an endpoint in clinical trials

e Circulate and seek feedback from members of ISCTM and ECNP and finalize
manuscript by 15 November 2025

» Select Journal for submission and format manuscript to prepare for
Submission by 1 December 2025

* Consider other manuscript ideas to dive deeper into other topics
raised of interest

* Preliminary work with scale author Bob Young to update the
structured interview guide for YMRS.



Next Steps in Mania Measurement
Development

* Empirical study to evaluate item response in archival YMRS
* YODA
* FDA
* Individual Sponsors

* Develop a Delphi Method to include multiple stakeholders in the
development of a new CoA for disorder severity

e Who are the stakeholders?
 How can we engage for input?

e Other ideas?
* Re-engage with Bob Young to continue YMRS scale development



Progress to date: Depression subgroup
Jenicka Engler, Stephanie Sommer

 Manuscript building expert consensus on The Montgomery-Asberg
Depression Rating Scale (1979): Is It Still Fit For Purpose?
* Manuscript is currently in first draft phase
* Volunteers are still needed for some sections

* We are also looking for access to blinded and unblinded datasets for analysis
and are in the process of putting together proposals for Yoda and other
databases.

* Next steps:
e Submit manuscript for publication

* SurveyMonkey results to be used in gathering consensus about what should
be included for a new depression scale

* Development of novel depression rating scale



Stakeholder Input: WG attendees represent
researcher clinician stakeholders

e Survey Monkey available through QR Code on Smart Phones

* QR Code provides access to questions for each of the three diagnostic
groups

* You can answer questions for all or only ones that are of E :

interest to you

* There are also questions re background and experience
to help understand the questionnaire responses

https://www.surveymonkey.com/r/DevelopingMeasures



https://www.surveymonkey.com/r/DevelopingMeasures

Concluding Agenda ltems

e Stakeholder Involvement in developing Assessment measures of
psychopathology
Armida Mucci

* Developing funding for scale development activities
« All

* Next steps

* Future in-person meetings

e ISCTM February 18-20, 2026 Washington DC

e ISCTM September 17-18, 2026 venue to be determined

* ISCTM February 17-19, 2027 Washington DC

e ISCTM/ECNP Autumn, September 23-25, 2027 Barcelona Spain
* Diagnostic sub-group activities
e Other activities



Progress to date: Schizophrenia subgroup

Preliminary Work on the development of a protocol

Stakeholder input: Patients/family caregivers

Armida Mucci
University of Campania Luigi Vanvitelli
Naples, Italy



Focus groups with people with schizophrenia to develop outcome
measures

» New outcome measures (Patient-reported, PROMs, or Clinician-rated
CROMs) should aim for an accurate assessment of all aspects beyond
delusions and hallucinations, and help advance research, especially on
negative symptoms, cognitive impairment, real-life functioning, personal
recovery, and treatment adherence.

» Starting focus groups on these aspects and involving persons with lived
experience (PWLEs) since the beginning of the development would
make a considerable difference in outcome measures development in
psychosis



Schizophrenia Bulletin Open
https://doi.org/10.1093/schizbullopen/sgae03?2

A Review of Reviews of Patient-Reported Measures in Psychosis: Need to Consider
Factors Affecting Equity and the Involvement of Patients

Neha Nair'*“; Maria Abou Farhat?; Navdeep Kaur>“; Nev Jones*“; Greeshma Mohan*“; Jill Boruff*“;

Srividya N. Iyer*!*

Conclusions: Reviews of patient-reported measures in psychosis
demonstrate minimal attention to equity and patient
involvement. We offer recommendations to strengthen patient-

reported measures research by attending to equity, social
determinants, and patient-centrism.



Focus groups with people with schizophrenia to develop
outcome measures

» Why Focus groups?

v' Group discussion is appropriate when the interviewer has a series of
open-ended questions and wishes to encourage participants to explore
the issues of importance to them, in their own vocabulary, generating
their own questions, and pursuing their own priorities.

» A comfortable environment should be created, allowing discussion for
data generation and participant interaction; it is advisable to record the
session, then transcribe the data, and perform thematic analysis to
identify key concepts.



Focus groups with people with schizophrenia to develop
outcome measures

» Planning:
» How many PWLEs/Carers in a focus group?

v’ Patient/Carers organizations might advise on this aspect — 4 to 8
could be reasonable, but the number of other participants (i.e.,
psychiatrists, nurses, psychologists, and social workers) should not
exceed 6-10

» The lliness stage of involved PWLEs should be determined based on the
context of use of the outcome measure (e.g, high-risk vs established
psychosis)



Focus groups with people with severe mental iliness to
develop outcome measures

» Planning:

v’ Preparation of the focus group on a few aspects at a time (e.g.,
symptoms, functioning, recovery)

v’ Focus groups on more than 50 items can be challenging even for
patients used to participating in meetings and self-help sessions

v' A preliminary Delphi method involving the same stakeholders could be
used to define the sets of questions of relevance for each domain



Focus groups with people with severe mental iliness to
develop outcome measures

» Preparation of the pool of questions concerning different domains
v Which reference measure/s (PANSS+BNSS+SLOF, PROMs + Recovery

scales)?

» Development of new PROMs and CROMs that reflect patients’ lived
experiences, priorities, and preferred terminology is the ultimate task of
the focus groups.

» Special consideration of the psychological impact on PWLEs (avoiding
negative wordings such as cognitive deficits)



Focus groups with people with severe mental iliness to
develop outcome measures
» Recruitment of PWLEs and Carers:
v’ Through patients/carers organizations

v Experts’ own patients (easier to involve and well known to the experts
who can be the best interviewer— How representative are they)?

» Which Carers should be involved (those related to the participant PWLEs,
or independent of them)?

v Related carers might help with effective communication with PWLEs
and identification of themes if they feel free to express their views



Focus groups with people with severe mental iliness to
develop outcome measures

» Recruitment of PWLEs and Carers:

» In many settings, it can be challenging to recruit experts’ own patients and
related carers, and recruitment of patients’ clinicians could be helpful (the

PWLEs might feel more comfortable expressing their opinion with their
clinicians)

» All should be motivated by researchers on the goals and advantages of the
methods for better outcome measures



Focus groups with people with severe mental iliness to
develop outcome measures

» When should the focus groups end? Generally, when no further input
seems to be elicited on different aspects (symptoms, functioning)

» The new challenge is the use of focus groups to validate digital
phenotyping, which has many advantages and many open questions on
suitability and proper clinical validation



Focus groups with people with severe mental iliness to
develop outcome measures

» Digital phenotyping of symptoms and functioning awaits validation and is
still in an initial research stage

» Ethical issues and challenges with innovative outcome measures

v’ The interaction between clinical and research teams is essential to
create a collaborative atmosphere and elicit narratives of mental
health users, carers, and professionals, to explore possible ethical
issues and challenges in digital phenotyping, as well as new validation
strategies (no association with traditional PROMs/CROM:s is reported)



Thank you for your attention

armida.mucci@gmail.com
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