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Abstract

Background: Thought disorder (TD) is a core feature of severe mental illnesses such as
schizophrenia, characterized by disruptions in speech, language and communication. People with
TD face unique barriers that hinder their involvement in research, both as participants and as
partners. Their systematic underrepresentation in psychiatric research is driven by pervasive
assumptions about their decisional capacity, willingness to participate, and ability to engage in
research. This perpetuates a biased evidence base, likely hindering the therapeutic progress
towards addressing this core problem.

Method: This review, informed by professional (clinical and research) and lived (bottom-up and
phenomenological) experience of TD, examines how flawed assumptions regarding capacity,
engagement, and participatory abilities serve as active barriers to inclusion.

Result: We argue for a shift towards supported inclusion through tailored capacity assessments,
enhanced informed consent procedures, targeted training of research personnel, and systemic
institutional practices. Incorporating lived experiences of those with TD as research partners is
integral to this approach, fostering co-production of research that is more valid, inclusive, and
applicable.

Conclusion: Without these inclusion-focused changes, the development of treatments for TD is
likely to have very slow progress and a critical segment of the severely unwell population will
continue to be underrepresented from the scientific process, undermining both the utility and
generalisability of psychiatric research.

Keywords: Thought Disorder (TD); Severe Mental illness; clinical research inclusion; lived

experience

https://doi.org/10.1192/j.eurpsy.2026.12211 Published online by Cambridge University Press


https://doi.org/10.1192/j.eurpsy.2026.12211

Accepted manuscript: Authors' Copy

1. Introduction

Thought disorder (TD) is a clinically significant symptom dimension of many severe mental
illnesses (SMI)[1,2]. It presents in two broad forms: disorganisation (positive TD), characterised by
incoherent, illogical or tangential speech with difficulty maintaining goal-directed discourse; and
impoverishment (negative TD), characterised by reduced speech quantity, poverty of content, and slowed
verbal output. TD affects both verbal and non-verbal communicative behavior, and is particularly
common in people with psychotic disorders (50-70% in some cohorts [3,4]) and mood disorders
[2,5,6]. TD often precedes and predicts episodic psychotic symptoms (e.g., hearing voices,
paranoia)[7,8] yet can persist despite treatment and significantly increase the risk of relapse[9,10].

The presence of TD typically indicates higher illness severity [11,12].

TD is a neglected therapeutic target, with no treatment that specifically addresses TD once it is
diagnosed. While TD symptoms (especially disorganisation) in the early phases of illness may
improve with targeted multimodal early intervention[13], over the longer term, both negative and
positive TD often persists despite the remission of other psychotic symptoms, contributing to long
term functional impairment and poorer clinical outcomes[14-17]. Evidence suggests that decline
in cognitive, vocational and functional outcomes [18-21] as well as the disrupted sense of self[22]
that characterizes illnesses such as schizophrenia, are predominantly influenced by persistent TD.
Reducing the burden of TD could potentially mitigate social exclusion [23] and improve quality

of life [24].

Several promising preliminary findings targeting communication impairments suggest the

potential for targeted intervention[25-28]. However, large-scale trials to understand therapeutic
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targets (i.e., the cognitive and mechanistic processes behind TD) and test potential treatments are
lacking. The measurement of TD per se varies considerably in current practice [29,30], with the
resulting operational heterogeneity itself being a barrier to cumulative knowledge about the
participation of people with TD. More importantly, lived experience perspectives remain largely
absent in TD research; it is this aspect that we focus on in the current work. We argue that TD
research is paradoxically hindered by the systematic, often unexamined non-inclusion of those
most affected by it, resulting in a biased evidence base that perpetuates therapeutic nihilism. Given
the prevalence and pervasiveness of TD in SMI, closing this inclusivity gap is key both to

understanding its pathophysiology and to improving overall recovery rates in SMI.

2. Methodology

We employed a qualitative, experienced-informed methodological approach to examine how
current research practices shape the inclusion of individuals with SMI, with a particular focus on
those experiencing TD. This approach, grounded in collaborative expertise, integrated two distinct
knowledge sources: combined professional research experience (from co-authors with
backgrounds in psycholinguistics, psychiatry, neuroimaging, cognitive neuroscience, and clinical
trials) and lived experience (from co-authors and network members with personal experience of
TD and its impact on social and research participation). This enabled a combined epistemic
perspective on how assumptions about capacity, willingness, and communication influence

recruitment, consent, and study-design processes.

We collected evidence through three methods: (1) Reviewing published literature on eligibility,
recruitment, and consent practices in SMI research. Searches were conducted in PubMed by

combining variations of the terms (‘thought disorder' OR ‘formal thought disorder' OR
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‘disorganisation’ OR ‘impoverished speech’) with (‘clinical trial' OR ‘research participation' OR
'informed consent’ OR 'decisional capacity' OR ‘'recruitment’ OR ‘exclusion criteria’). Reference
lists of included papers were hand-searched. No date restriction was applied; publications up to
December 2025 were considered. (2) Assessing the alignment of identified practices with
empirical evidence on decisional capacity, motivation, and communicative variability in TD, and
(3) Identifying areas for strengthening current practices and formulating recommendations to
support inclusion. These recommendations were iteratively refined through structured discussion
with individuals with lived experience of TD, within the DISCOURSE in Psychosis Network, and
validated against existing consent and capacity enhancement literature. The resulting
recommendations reflect this integrated epistemic process rather than a formal systematic review;
we use the term ‘experienced-informed review’ to distinguish this approach. We additionally
identified areas in which current practices could be strengthened and formulated corresponding

recommendations to enhance supported participation.

3. Results

Exclusion of people with TD from clinical research operates through at least three interlocking
mechanisms. First, ethical and regulatory barriers arise from concerns (often assumed rather than
assessed) about decisional capacity and vulnerability, and lead to explicit protocol-level exclusion
criteria. Second, methodological barriers emerge from design choices that inadvertently
disadvantage people with TD, such as requirements for sustained digital engagement or complex
language comprehension. Third, logistical and pragmatic barriers reflect clinician workload,
unfamiliarity with supported consent procedures, and implicit gatekeeping (constituting what we

term assumptive exclusion below). All three drivers interact and frequently reinforce one another.
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Individuals with SMI are generally willing to participate in research, often for altruistic reasons
[31,32]. Nevertheless, many patients likely including those with notable TD - are explicitly
excluded from clinical trials[33] and many more are never approached. Only 1 in 5 ‘real-world’
patients with schizophrenia appear eligible based on explicit exclusion criteria for randomized
efficacy[34] and effectiveness[35] trials. This is worsened by symptom-based exclusion criteria
for emerging interventions recruiting community-living patients (e.g. more than minimal
disorganisation for digital therapeutics[36,37]) that disproportionately affect people with TD.
More damagingly, most eligible patients never get invited to participate[38]. For example,
although 20% of people with psychosis had ever been approached to consent to contact by
clinicians[39], 65% of those approached agreed to enter a research register; those left out are likely

to have a higher burden of TD.

Multiple implicit factors based on subjective clinical impressions shape who gets invited into
clinical research. The resulting unacknowledged exclusions constitute ‘disappearing participants’
(e.g., people with cognitive impairment in geriatric research) (38). Compared with the rest of the
broader clinical population with psychosis, excluded patients show poorer therapeutic
engagement, impaired cognition, [41,42] and lower psychosocial functioning[41,43,44]. All of
these factors - poor psychosocial functioning[24,42—-45], impaired cognition[46-50] and poor
engagement[51] - are more strongly influenced by TD than by other symptoms of psychosis. The
most direct evidence for TD-specific gatekeeping comes from Riedel and colleagues who noted
that people with TD were seven times more likely to be excluded from trials testing antipsychotic

efficacy[43] - a ratio not explained by overall illness severity. Lally and colleagues identified

https://doi.org/10.1192/j.eurpsy.2026.12211 Published online by Cambridge University Press


https://www.zotero.org/google-docs/?OhcxE1
https://www.zotero.org/google-docs/?cPLZVc
https://www.zotero.org/google-docs/?VX0aqH
https://www.zotero.org/google-docs/?Wt60Ag
https://www.zotero.org/google-docs/?lDXVrS
https://www.zotero.org/google-docs/?4JSHxt
https://www.zotero.org/google-docs/?yPsuU2
https://www.zotero.org/google-docs/?cqfrW4
https://www.zotero.org/google-docs/?2RcwBV
https://www.zotero.org/google-docs/?96zTmR
https://www.zotero.org/google-docs/?S7XPDN
https://www.zotero.org/google-docs/?T3nenW
https://www.zotero.org/google-docs/?PYOj8Y
https://www.zotero.org/google-docs/?YvNh9a
https://doi.org/10.1192/j.eurpsy.2026.12211

Accepted manuscript: Authors' Copy

‘cognitive problems’ including incoherent speech were more among people not invited to a

lifestyle intervention trial [41] (22) [41].

Beyond interventional trials, the consequences of selective exclusion extend beyond
representativeness to compromise both external validity and statistical power. Not approaching
people with TD has substantial implications for studies that aim to understand neurobiological
mechanisms per se. For example, in the largest and most well-powered study to of TD
neuroanatomy (n = 2008), the median score on the primary TD measure (PANSS P2; scale range
1 - 7) was 2 (interquartile range:1-3; patients n=752), indicating that most patients had no or
clinically insignificant TD [52]. This low TD score is in keeping with the overall low symptom
burden, but highlights the lack of representativeness of people with notable TD even in TD-specific
mechanistic studies. The resulting estimates of neural correlates, derived from a range-restricted
sample, may not capture the pathophysiological signal most relevant to TD. This attenuates the
true effect, inflates required sample sizes to the detriment of further research efforts and limits

generalisability to the population for whom therapeutic targets are most urgently needed.

To make clinical research in SMI truly generalizable, we should address the biased practices that
lead to the systematic exclusion of people with TD. Based on our professional research experience
and lived experience, we find the key barriers are not evidence-based but stem from flawed
assumptions about capacity, willingness, and communication. We call this phenomenon
assumptive exclusion, which creates several major, and often intersecting, barriers to

participation, that we describe below.
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3. Assumptive Exclusion

Inclusion

Assumed participatory
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@ completing required tasks

Q
&
§\

Assumed unwillingness
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Figure 1: Assumptive exclusion affecting the enrolment of people with thought disorder in
clinical research arises from flawed assumptions about capacity, willingness and abilities. Figure

made using napkin.ai

3.1 Assumed lack of decision-making capacity: People with SMI, including those with TD, are
often excluded from research on the basis of assumed impairments in decision-making capacity
for research. Patients are frequently perceived to lack capacity, even when they are capable[53].
This perceived - actual capacity gap has resulted in unjustified exclusion of people with SMI across
various trials[54-56]. Disorganisation (positive TD) is most likely to impede comprehension of
consent materials and underpin perceptions of poor communicative competence. Several studies
have established that diagnostic labels such as disorganized schizophrenia should not be
automatically linked to decisional impairment for research[57-62]. Although symptoms such as
TD can influence decision making capacity[58,63-65], most studies in a systematic review of

association between symptoms and research-related decisional impairment reported no or only
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weak correlations[57]. Thus, as with diagnostic labels, no single symptom, including TD, should
be taken to indicate impaired research decisional capacity (see also Appelbaum[66] and
Dunn[67]). In contrast, cognitive impairment, particularly short-term memory deficits[68-70] , is
a stronger predictor of decisional impairment than TD [57,66,70—-74]. Importantly, these memory
difficulties are remediable [70,71], and once addressed, capacity in patients with schizophrenia
can be retained over time[71,75]. Decisional impairment for research is best considered “temporal,

identifiable, and responsive to interventions”[76]

People with TD are likely to be subjected to compulsory treatments[77] on the basis of poor
disease-insight[78-80], higher risk of treatment non-adherence[81] and reduced decision-making
capacity (DMC) for treatment[82]. Clinicians and researchers are often unwilling to approach the
compulsorily treated people for research studies on the assumption of absent research-
DMC[83,84]. Such heuristics are problematic as the cognitive and functional demands of
consenting to research may differ from those required for treatment decisions. In particular, studies
have shown that a greater proportion of acute and severely unwell patients with schizophrenia
retain research-DMC, even when they lack treatment-DMC (51% vs 31% in a head-to-head
comparison[58]). A critical difference between the two concepts is the role of disease-insight.
Unlike the decision to accept a proposed treatment, the decision to take part in a research study
need not require one’s awareness, acceptance, and in many cases - the attribution of symptoms to
an illness label. In empirical studies, insight has emerged as the key determinant of treatment
decisions[57,76,85,86], but does not play a prominent role in research decisions[57,58]. In

contrast, the ability to retain novel study-related information over a period of time is more critical
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for research-related decisional impairment[58]. Thus, blanket presumption of impaired research

capacity due to involuntary treatment status is not supported by extant literature.

3.2 Assumed unwillingness to participate: Clinicians often perceive people with TD to have
poor therapeutic engagement[87,88]; people with TD are often excluded from therapies where
such engagement is a key ingredient (e.g., cognitive behavioral therapy[89], group metacognitive
training[90]) even if these are likely to benefit TD[91,92]. People with impoverished speech
(negative TD) are more likely to limit expressive participation, creating the misleading impression
of unwillingness. These assumptions, part of ‘first impressions’[93], may deter clinicians from
recruitment efforts. When approached, people with SMI agree to take part in research studies in
comparable numbers to other patient groups[39,94-97], due to altruism and an expectancy of
psychosocial benefits[31,32,98,99]. Illness severity shows no associations with perceived
benefits[100] and only modest associations with perceived harms[99]. Candillis and colleagues
noted that people with schizophrenia unwilling to participate in a hypothetical drug trial had
comparable severity of TD to a group that was willing to take part[101], refuting the assumption
that TD signals unwillingness. Wu and colleagues observed more TD burden among patients with
a higher willingness to participate in a hypothetical treatment study, likely due to the higher
relevance of the benefits of the proposed treatment (a hypothetical agent for memory
enhancement)[102]. Unlike research decisional impairment, willingness to participate does not
vary with cognitive functioning[102,103]; instead, it depends on the patient's perceived risks of
participation [31,103-105] and the presence of research safeguards[106-108]. The assumption

that people with TD may be unwilling for research has no empirical support .
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3.3 Assumed lack of participatory ability: People with TD, owing to their speech and language
disturbances (both positive and negative TD), may have low participation in life situations in which
knowledge, ideas or feelings are exchanged [109,110].Because participation is central to research
endeavours, recruiters may implicitly exclude such individuals. However, the relationship between
TD and communicative participation is not fixed. Patients with TD who have participated in
linguistic research describe the experience as validating and meaningful, irrespective of TD
severity[111]. Many aspects of language comprehension, alignment and communicative
functioning are relatively preserved in TD (109-113) [112-116]. While complex language (e.g
figurative language [117] and grammatically complex sentences[118]) poses difficulties for some
patients, core comprehension remains intact for many. Furthermore, impaired syntactic
comprehension shows high variability, with many people demonstrating strong receptive language
skills despite disorganized or reduced speech. TD can also fluctuate; communicative impairments
vary over time, influenced by emotional states[119], and by relapsing/remitting phases of
illness[10,120,121]. This episodic course distinguishes TD from major neurocognitive disorders

or aphasia and creates opportunities to mitigate communication challenges, as we discuss below.

In summary, the practice of assumptive exclusion explains the substantially reduced inclusivity of
people with TD in clinical research. These assumptions, combined with workloads[122] and
resource constraints[123], result in substantial discretion in patient selection, turning recruitment
of people with TD into a street-level bureaucracy[124]. To address this, we propose moving from
a deficit-based model that excludes, to a support-oriented framework that adapts, includes, and
finally represents this critical population. The accommodations described below are designed to

address barriers arising from either dimension of TD, recognising that they often co-exist in the
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same individual and that the relative burden may fluctuate over time. Where these dimensions

differ in their implications for specific recommendations, this is noted.

4. Discussion

Our framework to improve the inclusion of people with TD as participants in research studies on
SMI is centered on explicit capacity assessment (addressing 4.1), enhanced consenting and
information exchange (addressing 4.2), targeted training/education (addressing 4.3) and reflexive

institutional practices (a systemic solution).

4.1 Incorporate Capacity Assessment: A number of empirical studies have explored the means
by which decisional capacity for research can be assessed [125,126] and enhanced
[66,67,72,127,128] for people with SMI who are likely to have TD. To avoid the considerable
variations in inferring decisional impairment based on professional intuition [129-131], a brief,
study-specific assessment should be incorporated in the informed consent process[132] (for a
detailed review of various instruments see [126]). One notable resource is the UCSD Brief
Assessment of Capacity to Consent (UBACC [133]), a brief (5-10 mins), well-validated tool that
covers both understanding and appreciation aspects of decision-making [134]). Importantly,
assessors (e.g., research assistants) must be trained in administering the brief tools[135]. To reduce
assessment burden, the short research capacity assessment could be reserved for situations where
decisional impairment for research is suspected rather than presuming incapacity based on

diagnosis.

To operationalise ‘suspected decisional impairment for research’ without reproducing subjectivity,
we propose one of the following conditions to be met in order to trigger a study-specific capacity

12
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assessment: (1) the participant is currently subject to involuntary psychiatric treatment; (2) the
participant is unable to comprehend some of the instructions in the most recent clinical encounter
or (3) the participant has been assessed to have decisional impairment for an unrelated task (e.qg.,
financial decisions). Importantly, none of these triggers constitutes grounds for automatic
exclusion; they are grounds for structured assessment. Routinely practicing this for all studies
involving people with TD could explicitly remind clinicians of the sliding scale notion of
capacity[136], i.e., decisional capacity is not a fixed trait but varies with the nature and complexity

of the proposed procedures.

4.2 Enhanced Consenting and Information Exchange: The ‘understanding’ component of
research decisional capacity is the most affected element in TD (especially in positive TD), and
lack of retention of information is seen as the key cognitive problem behind this failure[58]. The
use of enhancements, i.e., aids to simplify (e.g., multimedia cues[137], improving
comprehension[138]) and reinforce the key procedural information (e.g., via repetition [74,139],
iterative feedback[140]) has been shown to be of benefit (also see [67,141,142] for a review).
Shorter and more readable consent forms with simple illustrations that are easy to read, providing
information using short and grammatically simple sentences, avoiding ambiguities and
metaphorical expressions, and enabling the use of participants’ dominant language[143] are
essential general principles to overcome TD-related syntactic and pragmatic comprehension issues
(see Appendix 1 for an example). Reading ease of most consent forms appears to be poor[144];
intentional ‘easing’ of the text materials used in clinical research (e.g. using participant feedback,
lived experience experts’ input[145] and employing readability indices[146]) is required to achieve

this goal. Options such as advanced consent when TD burden is low, consent to contact at the
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time of program entry, or proxy consenting[147] (including the use of subject advocates[148])
when TD is high may be an option for certain studies, though this may be feasible only for studies
that rely on routinely collected information, rather than those involving active data-giving

exercises.

An extensive review of various interventions to enhance research decisional capacity concluded
that the key ingredient is the allocation of more one-to-one interaction time[127]. In particular, for
patients with TD and impoverished speech (reduced verbal output, often monosyllabic and slow
responses that are not elaborate and spontaneous), conversational convergence can be achieved if
there is sufficient time for an interaction (see Hodgins and colleagues for further elaboration[149]).
Providing a set of questions that are expected in a specific context (i.e., prompts or cues) is a
technique used as part of social skills training in the presence of TD[150-153]; this approach of
‘frequently asked questions’ can be used for consenting procedures to increase engagement
(Supplement 1). Such communication accommodations are important because informed consent
is not a yes or no response; it is a process rather than a document (note similar considerations in
aphasia[154,155] and autism research). Providing pre-recorded information about key procedures
in simple language that can be accessed at participants’ own pace (e.g., see Supplement 2 - video
link) also increases the contextual information that facilitates exchanges in the presence of
impoverished speech[25]. Study teams should be able to offer more than one session for explaining
research procedures, allow for accompanying persons if required and be flexible to schedule them
during periods when participants are less affected by TD (e.g., not immediately after
hospitalization). These accommodations need to be clearly communicated to those who make the

first contact for recruitment. A more detailed list of these approaches, adapted from the
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recommendations made by Working to increase Inclusivity in Research Ethics[156] can be found

in Table 1.

4.3 Targeted Training: Investing in training research staff on capacity assessment, open
engagement, and visibility in clinical spaces has significantly improved consent procedures and
successfully recruited a conventionally excluded sample of continuously hospitalized patients with
SMI for a genetic study[84]. In addition, to directly counter the assumptive exclusion, targeted
sessions can be planned for both frontline clinicians and research teams throughout the study
period. Clinicians often rely on subjective impressions of TD due to limited linguistic training and
time constraints, leading to inconsistent assessments of communicative ability.

Integrating structured TD assessment tools and training, co-developed with lived-experience
experts, must move beyond deficit-focus to practical, evidence-based skills to foster engagement

in the presence of TD (see[157,158] for example).

4.4 Institutional Accommodations: Institutional Review/Ethics Boards often mandate that
patients with SMI be recruited for research through initial contact by their treating clinicians. This
approach is common across jurisdictions, with physicians making the first approach at many
institutions[32,105,159]. Some study designs rely on treating clinicians to assess eligibility[160]
or to identify participants across the spectrum of TD[161,162]. For such studies, collecting data as
a by-product of routine healthcare visits, having a single point of contact throughout the study
period, and sending text message reminders regarding research interviews may facilitate the

participation of people with TD.
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Relying on clinicians alone to identify participants with TD introduces two types of selection bias.
First, TD is often an ‘invisible’ problem as patients do not complain about being ‘thought
disordered’. Subtle TD often goes undetected during brief clinical interactions, affecting studies
that focus on people with TD identified via clinical referrals. On the other hand, as discussed
earlier, assumptive exclusion precludes the more severely affected individuals from being referred.
Reducing reliance on clinical referrals can potentially reduce selection bias[163,164] that arises
from the conflation of therapeutic engagement and factors related to therapeutic uncertainty[123]
with research participation willingness[163] and ensure samples that are more representative of
the full spectrum of TD. Institutional support for pre-consent screening (see[165] for example) can
remove this barrier, especially in the presence of electronic health record infrastructure and consent
to contact procedures[39,94]. Another approach is the use of ‘third-sector referrals’ e.g.,
employment centres, community organizations, support groups, advocacy groups (e.g., see Bosco

and colleagues[166]), and through past research participants (e.g., see Yoon and colleagues[161]).

Researchers anticipating ethics board concerns about including participants with TD should
address the following explicitly in their protocols: (1) specify the capacity assessment instrument
and triggers (as in Section 4.1), demonstrating that inclusion is based on assessed rather than
assumed capacity; (2) describe the consent accommodations planned (simplified materials,
multiple sessions, supported consenting options) with reference to published evidence for their
efficacy; (3) include a monitoring plan that is proportionate to the study risk and adapted for
participants with TD (e.g., structured check-in calls using a single named contact rather than
complex questionnaires); and (4) build the research governance team with lived-experience
advisors. At the institutional level, common barriers to implementing these approaches include

variability in IRB/REC familiarity with supported consent procedures, limited staff time, and
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absence of reimbursement for additional consent sessions. We recommend that funders and
institutions treat enhanced consent procedures as legitimate cost items in grant budgets, and that
research ethics frameworks clarify that the use of supported consent is the preferred practice when

recruiting people with SMI.
The missing voices

An important lacuna in SMI research in general, and TD research in particular is the missing voice
of people with lived experience of TD in research studies. Despite the growing integration of lived
experience expertise in mental health research elsewhere (e.g., see [167,168]), most studies on TD
do not involve people with lived experience of TD or loved ones / family members as research
partners. Of 231 primary studies included in 7 systematic reviews focused on TD [1 on cognitive
features[169], 2 on linguistic features[170], 2 on brain imaging[171,172] and 2 on communication
interventions[173,174]], none reported active and explicit involvement of Lived Experience
expertise in the design, implementation, and dissemination of research. Thus, at a time where co-
production of randomised trials is taking off at a rapid pace elsewhere[168,175], and the concept
of “nothing about us without us”[176] changing public perceptions about conditions such as
autism[177], a seat at the tables where research is planned and produced remains aspirational for

people with lived experience of TD (see supplement 3).

Co-producing SMI research with people having lived experience of TD requires infrastructure that
fosters outreach beyond the conventional ‘clinic-based’ models of psychiatric research[178]. This
can lead to the selection of meaningful outcomes, especially for clinical trials, reduce assessment
burden (e.g., using self-report instruments, recorded spontaneous narratives), enhance the consent
process, reinforce relational power and educate researchers and clinical teams about willingness-
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to-participate in research. The key ingredients for collaboration in this regard include the
establishment of long-term local coproduction partnerships and platforms fostering experiential
science. The experientially driven co-written recommendations presented above emerged from one

such collaboration fostered by the DISCOURSE in Psychosis network.

Meaningful partnership with people with lived experience of TD (PLE) should be embedded across
the full research cycle, not treated as an after-thought or add-on. At the stage of priority setting,
PLE can contribute to developing research questions that meaningfully address TD, ensuring that
studies address burdens that matter to those most affected. During materials development, PLE
input is directly linked to the consent tools described in this paper: PLE can assess whether consent
forms achieve the readability and clarity targets (Table 1) and co-develop the FAQ prompt sheets
and video summaries described in Section 4.2. At the recruitment stage, PLE can enhance outreach
to ensure representative samples and engage with peer support groups or advocacy organisations
-thus widening access beyond clinical referral pathways. In outcome selection, co-production
ensures that primary outcomes include measures of communicative participation and quality of
life that are meaningful from a PLE perspective, not only symptom assessments. Finally, at
dissemination, PLE can help translate findings into accessible formats for patient communities,
close the feedback loop, and advocate for the policy changes needed to sustain supported inclusion
practices. These contributions require adequate resourcing: PLE should be remunerated fairly and

supported with training and preparation time.
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Counterarguments

We acknowledge that there are contexts in which the exclusion of people with TD may be
scientifically justified or ethically required. Where a trial outcome depends on a task that is
incompatible with severe disorganisation (e.g., paradigms requiring reliably organized verbal and
non-verbal behaviour), or where safety monitoring mandates real-time verbal communication that
cannot be adequately supported in the presence of notable communicative impairment, exclusion
may be appropriate. It will be appropriate for institutions and ethics committees to expect sound
reasoning for this exclusion, in the context of alternatives that facilitate inclusion. The supported
inclusion framework advocated here does not argue for inclusion at any cost; it argues that the
current default of ‘exclusion without systematic assessment’ should be reversed in favour of
‘inclusion with appropriate support’, and that the burden of justification should lie with exclusion,

not inclusion.

BOX 1: Minimum Supported Inclusion Package for Studies Recruiting People with SMI
and Thought Disorder (TD)

Tier 1 (Essential: applicable to all studies):

* Replace diagnosis-based exclusion with function-based assessment

» Use simplified consent materials (e.g., for English, Flesch-Kincaid Grade <7 and equivalent
readability for other languages; short sentences; no metaphorical/abstract language in
information sheets; visual/multimedia aids).

* Administer a brief standardised capacity screen (e.g., UBACC) for participants meeting the
trigger criteria outlined in Section 4.1.

* Train all research personnel in TD-aware communication (minimum: 2-hour session covering
assessment and accommodation strategies).

* Always include a lived-experience consultant in study design and to review materials.
* Designate a single study point of contact throughout the study period.

Tier 2 (Enhanced: for studies involving complex/high-risk procedures):

» Administer full capacity assessment if capacity is uncertain after Tier 1 screen.

* Offer alternative consent formats: pre-recorded video summary; FAQ prompt sheet; advanced
consent window.
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* Document and report accommodations used (to improve the evidence base for supported
inclusion).

* Allow multiple consent sessions and permit a support person.

5. Conclusion

In conclusion, the systematic non-inclusion of people with thought disorder from research is not a
neutral oversight but an active barrier to scientific progress and therapeutic innovation. Not
including their voices means missing out on unique experiential expertise and leads to less
representative studies. To dismantle this barrier, we must move beyond flawed assumptions and
replace assumptive exclusion with a framework of supported inclusion. By embracing enhanced
consent procedures, reflexive institutional practices, and, most critically, the leadership of those
with lived experience, we can generate a more valid and equitable evidence base. But without the
support of funders and institutions acknowledging the need for extra resources and flexibility, the
proposed supported inclusion framework risks becoming another mandate that places moral
responsibility on individual actors without dismantling the systemic disincentives that make
assumptive exclusion the easier option. Ultimately, the path to understanding and effectively
treating thought disorder is paved not by excluding those it affects, but by intentionally and

respectfully including them.
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Table 1: Recommendations for enhanced consenting in studies focused on TD

Use short words and simple sentences that break down

complex procedures in written materials, e.g. English - Reduces cognitive load and aids retention, improving
aiming for a Flesch-Kincaid Grade Level of <7, which ‘understanding’ aspect of decision-making in the presence
corresponds to reading age of approximately 12-13 of TD.

years.

Structure information in a logical, predictable order. Use

clear headings like: "Who is doing this study?", "What Reduces confusion arising from referential impairments in

will 1 do?", "What are the risks?" U

Integrate visuals and icons. Use images to represent Supports comprehension through a non-linguistic channel
study steps, key concepts (e.g., a lock for that may be less affected by TD. Provides a visual anchor
confidentiality), and team members. for verbal information.

Avoid metaphors, idioms, and vague language. e.g.
instead of "we will let you know soon™ use “we will call
you in a week."

Addresses TD-related impairment in the interpretation of
non-literal language.

Define necessary technical terms with simple examples. Makes abstract or unfamiliar concepts tangible and

e.g., "We will use an EEG. This is a cap with sensors understandable, bridging the gap in jargon

that measures your brain's activity." comprehension.

Allocate more one-to-one interaction time. Plan for Facilitates participation in the presence of impoverished
multiple, shorter sessions to explain the study. speech.

Flexibly schedule consenting sessions during periods of
lower TD burden (e.g., avoid times of high stress or Acknowledges the episodic nature of TD.
immediately after hospitalization).

Provide information in advance and in multiple formats Allows participants to review information at their own
(e.g., pre-recorded video explaining the study, long and pace and through their preferred modality, aiding

short formats). comprehension and retention.

Implement safeguards in advance and in multiple Allows participants to engage on their own terms, pause
formats (e.g., no coercion, possibility to interrupt, data or withdraw at any point, and ensures understanding while
privacy). protecting privacy and autonomy.

Use conversational prompts and cues (e.g., a FAQ list of = Supports the social-pragmatic aspect of communication.
questions participants might want to ask). Use Provides a structure for the conversation, reducing the
interactive questions to check understanding. demand on expressive language.

Allow for a support person to be present during consent  Provides communicative support and helps to obtain

discussions. clarifying information.
Implement a single point of contact throughout the Builds trust and reduces the cognitive demand of having
study. to re-explain one's situation to new people.
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Use study-specific consent checklists instead of rigid

Facilitates incorporating the above recommendations.
templates.

Use non-verbal cues, simple non-metaphoric gestures, Use more channels other than the verbal one.
tone of voice, and facial expressions, but don’t overdo
it.

Let the participant summarize information in his/her To check whether there is mutual understanding.
own words in smaller pieces.
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