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Abstract 
[bookmark: bookmark=id.gjdgxs]Background 
Providing accessible communication and information in informed consent practice is critical to promoting autonomy and self-determination. Research staff need to be aware of strategies they can employ to tailor their consent practice to meet varied communication preferences and information access needs. 
[bookmark: bookmark=id.30j0zll]Objectives
This systematic review identified strategies to enhance information access during the informed consent process, enabling greater research participation with people who have diverse vision and/or hearing differences.
[bookmark: bookmark=id.1fob9te]Search methods 
Electronic databases searched were Medline (Ovid), Scopus, PsycINFO (Ovid), Embase (Ovid) and CINAHL (EBSCO). Additional articles were obtained from Google Scholar and citation searching of included papers. 
[bookmark: bookmark=id.3znysh7]Selection criteria 
Peer-reviewed original research published from the year 2000 onward that reported qualitative or quantitative findings were included in the review. The studies were required to focus on involving people with a range of vision and/or hearing differences. 
[bookmark: bookmark=id.2et92p0]Data collection and analysis 
The quality of reporting was assessed using the QualSyst and GRADE CERQual approaches. Main findings were deductively mapped to the Consolidated Framework for Implementation Research (CFIR) and related logic model. The synthesis process was structured using a meta-aggregation approach that resulted in generalizable statements (‘Principles’) representing the original intent of the studies from which they were drawn.
[bookmark: bookmark=id.tyjcwt]Main results 
From 12,121 articles identified, 6,951 publications were screened. Of these, 143 had a full-text review and 19 studies were included in the final synthesis - 15 qualitative and 4 quantitative research designs. Data were categorized as determinants, implementation strategies, mechanisms and outcomes. Most were tailored implementation strategies. Aggregation resulted in eight synthesized ‘Principles for enabling information access during an informed consent process’ (referred to as Principles). The Principles formed the basis for our review recommendations for practice and policy.
[bookmark: bookmark=id.3dy6vkm]Authors' conclusions 
Our review highlights eight Principles to support research staff, practitioners, and policy makers in delivering an accessible and inclusive informed consent process. The Principles are intended to be adaptable to local context and population needs. Our review supports future work to measure the impact of implementation of these Principles with a particular focus on implementation outcomes of acceptability, appropriateness, feasibility and sustainability. This review spans 25 years of literature and provides a fundamental roadmap for the way forward in embedding information accessibility strategies into routine informed consent practices.
Plain language summary 
Making sure people understand the information given during the informed consent process for research studies is essential. It allows people to make their own choices about participating. Researchers need strategies to tailor the consent process for different communication needs and preferences for accessing information.
This systematic review identified strategies used to improve access to information during informed consent. The goal was to focus on approaches that support greater research participation for people with a range of vision and/or hearing differences.
We searched five major databases, Google Scholar, and reference lists of included studies. Peer-reviewed original research published from 2000 onward that reported qualitative or quantitative findings were included. The studies had to involve people with vision and/or hearing differences.
From over 12,000 initially identified articles, 143 had a full-text review, and 19 studies were ultimately included: 15 qualitative and 4 quantitative designs.  The quality of reporting for each study was assessed using standard approaches. We grouped the main findings from each study into categories. We then looked for common concepts, patterns, and areas where findings varied across studies. Through aggregation, 8 core Principles were derived for enabling information access during informed consent. These Principles formed recommendations for practice and policy. They aim to support researchers, practitioners, and policymakers in offering accessible and inclusive informed consent. They can be adapted to local contexts and population needs.
This 25-year literature review provides a fundamental roadmap for embedding accessibility strategies into routine informed consent practices. We recommend future work measuring the impact of implementing these Principles, particularly acceptability, appropriateness, feasibility and sustainability.
Declarative title: 
Our review highlights key best practices, including partnering with the priority community (population of interest), avoiding assumptions about a one-size-fits-all format, anticipating unknown access needs, and striving for universal accessibility and inclusion. 
The review in brief
This review highlights a set of 8 clear action Principles that support research staff and clinicians in enabling accessible information to support inclusive informed consent practices, while respecting diverse sensory abilities, identities and cultural contexts.
What is this review about?
Despite domestic and international law, people with diverse vision and hearing differences encounter regular barriers to accessing information. This review examines the context of informed consent and evaluates the approaches taken to enhance inclusion and accessibility during this process. Critically our review findings reinforce, rather than reduce, social equity. The review underscores the importance of investing in strong community partnerships to help build sector confidence and competency. It offers a set of pragmatic Principles to strengthen current best practice guidelines and policies towards offering an engaging and empowering informed consent experience.
What is the aim of this review?
This systematic review addresses the following research question: what strategies are used to enhance inclusive and accessible consent practice for people with diverse vision and/or hearing differences?
What are the main findings of this review?
A total of 19 studies met eligibility criteria. The studies spanned a 25 years and were mostly carried out in the USA, Europe and Australia. Seven studies involved people from the Deaf community, 7 involved people from the vision community (low vision and blindness) and 5 involved people from the Deafblind community. Similar patterns and themes were identified across studies. Based on these findings, we developed 8 Principles that encapsulated the main intentions of the included studies. 
What do the findings of this review mean?
International Good Clinical Practice Guidelines (e.g., ICH-GCP) advocate for accessible communication and information formats in informed consent processes. However, while these recommendation exist, information on how to implement them in practice is lacking, particularly for addressing information access challenges. This review addresses this gap and includes studies that provide insights into what approaches are being implemented to support engagement with priority (target) populations to enable access to information. The review provides an opportunity to strengthen current policy and professional guidelines by outlining a set of 8 Principles that can be tailored to specific research focus and setting. Collectively, these Principles offer a practical roadmap for embedding information accessibility strategies into routine informed consent practices.
How up to date is this review?
The review searched for studies from January 2000 to July 2025. The review was published in 2026.
Positionality
The authors understand the definition of disability and recognize the social and human rights models of disability (Retief & Lesosa, 2018). Within these contexts, we use the term “access barriers” to describe obstacles imposed by the environment to information access, rather than attributing limitations to an individual’s ability. For example, barriers to information access may arise where readability is constrained by the format or language. As such, we approached this review from an Ability-Based Design viewpoint, to understand the considerations required to enhance information exchange (Wobbrock et al., 2011).
The authors primarily have an outsider perspective, having interdisciplinary backgrounds in science, academia and clinical research. Yet, it should be acknowledged that three authors also have unique lived experiences and therefore can offer an insider perspective [blindness, carer of someone with low vision, cancer]. The lead authors have been engaged with blind and deaf communities for many years however, while culturally informed, our perspective remains open to examination by insider perspectives. Two authors have additional experience in community engaged research involving people with varied abilities and access requirements, including those with intellectual, physical and multiple intersecting needs. 
[bookmark: bookmark=id.4d34og8]Background 
Accessible information and communications are vital for people to feel included and empowered to make decisions regarding the services they need (RDI Network, 2021). Information to support informed consent for medical or healthcare purposes may be inaccessible if access needs of the priority population are not considered. The standard practice for delivering an informed consent procedure, for example to participate in clinical research, includes being provided with a written document (such as a Plain Language Statement, or Participant Information and Consent Form) to review in accompaniment with a verbal discussion with the research team covering key aspects relating to participation (Gupta, 2013). Without priority actions to ensure accessibility of information for people who experience an information access challenge, such as those with changes to vision and/or hearing ability, the validity of informed consent is in question (Griffith, 2022). It is paramount that access to communication and information is equitable and is adapted to suit the information needs of the individual. Research staff and organizations are responsible for ensuring an informed and inclusive consent process. 
Both ethically and legally, informed consent needs to respect and promote a participant’s autonomy and protect the participant from harm (Shah, 2024). Obtaining written informed consent before enrolment in an interventional clinical trial is a globally accepted standard. This process should support shared decision making so people can make informed and empowered choices (Agner & Braun, 2018; Hagopian, 2024). Researchers should provide both verbal and written information in different ways, so people can choose their preferences. This includes offering information in the participant’s first language and allowing verbal consent to be provided in place of a written signature (Coleman et al., 2021). This is also supported by international Good Clinical Practice standards (ICH-GCP, 2025).
“Accessible research design” means fostering inclusive research practices that enables the same opportunity to access information regardless of ability or capability (Rios et al., 2016). Disabling environments and actions can lead to information access challenges, and historically people with vision and hearing differences, or those with sensory-related access needs, are disproportionately impacted (Olkin, 2004; Withers & Speight, 2017). Recent updates to country specific (e.g., Australia’s National Statement) (NHMRC-ARC, 2023) and international ICH-GCP standards have seen a shift in the language used to describe the informed consent process to one of “inclusion” and “accessibility” for “a wider and more diverse population” [page 2] (ICH-GCP, 2025). Appraising how informed consent practices have evolved over time is warranted, especially considering the call for more deliberate actions to support equity and accessibility in informed consent processes (Jawa et al., 2023; Shogren, 2023; Fortune et al., 2021). 
Rationale 
To the best of our knowledge, the only current review of informed consent practices specific to engaging people with varied visual and/or hearing abilities is a scoping review by Paramasivam and colleagues in 2021 (Paramasivam et al., 2021). This review included studies within a short time period [January 2015 to July 2020], excluded studies pertaining to clinical research and clinical trials, and included studies involving people with cognitive access needs. Regarding the latter, the review focused on assessment of capacity for providing informed consent rather than the process itself. A wave of recent articles has explored methodological approaches to conducting an informed consent procedure with people with low vision or blindness, and people who are d/Deaf or Deafblind (see ‘Language and terminology’ section below). Our systematic review extends this work by providing a broader analysis of strategies used to enhance inclusion in the informed consent process for people with diverse vision and/or hearing differences. 
[bookmark: bookmark=id.2s8eyo1]Objectives 
Our systematic review focused on the ethical issues related to informed consent practices for information access. It collated, described and characterized the available evidence on accessibility strategies, including their reported outcomes and impacts. The review synthesized evidence on the most effective strategies to improve information accessibility and engagement with priority populations, including people with varied vision levels (such as low vision and blindness), people who are d/Deaf and hard of hearing, and people with combined vision and hearing differences (such as deafblindness). The review also identified knowledge and practice gaps and highlighted areas for future research.
[bookmark: bookmark=id.17dp8vu]Methods 
[bookmark: bookmark=id.26in1rg][bookmark: bookmark=id.3rdcrjn]This systematic review followed the protocol submitted and registered on PROSPERO [registration number CRD42024587188]. The review protocol was submitted for publication in October 2024 and accepted for publication in September 2025 (Name removed for peer review/anonymity, 2025). The results are presented regarding the Preferred Reporting Items for Systematic Reviews and Meta-Analysis (PRISMA) statement (Page et al., 2021). 
Eligibility criteria
We present our eligibility criteria in our protocol paper (O’Hare et al., 2025). To summarize, we included articles:
· Published from January 2000 to July 2025.
· Available in English [note: if an eligible study was published in a language other than English, efforts were made to translate the article]. 
· Examined accessible information and communication strategies for clinical research participation or informed consent processes.
· Involved people with lived experience of vision and/or hearing differences, or research staff or health professionals engaged in research and consent practices.
· Employed qualitative, quantitative, or mixed methods approaches.
Articles were excluded if they did not present empirical data, or if the study did not have accessible research participation or informed consent practices as a major finding or focus.
Search strategy
We conducted a pilot search in August 2024 that identified search terms to develop into a search strategy using Medline (Ovid) and Google Scholar.  This process involved two experienced librarians. 
We [author initials removed for peer review] performed a comprehensive search in September 2024 using Medline (Ovid), Scopus, PsycINFO (Ovid), Embase (Ovid) and CINAHL (EBSCO). Google Scholar was also included, as a grey literature source in addition to Scopus and CINAHL. The search was developed and tested in Medline (Ovid) then translated and tested in other databases (Clark et al., 2020). The search strategy was benchmarked by testing whether it retrieved a set of pre-identified key papers. To ensure currency at the time of publication the search was repeated in July 2025.
The search strategy consisted of two concepts: 
Sensory terms; vision impairment, hearing difficulty and deafblindness. The term “blind” retrieved double-blind and single-blind studies so multiple narrower terms were used.
Research terms; consent, research (design, clinical trial, participation, recruitment, engagement) and inclusion (inclusive research, participatory design, engagement, accessibility). The broader term “consent” was used to ensure all ways of describing informed consent were captured.
We limited to studies published from 2000 onwards to reflect the rapid expansion of digital information technologies and assistive technologies that have fundamentally changed how research information is accessed and communicated (Gesualdo et al., 2021; Kiernan et al., 2023). This timeframe was selected to capture contemporary informed consent practices that incorporate accessibility considerations, which have become more prominent with evolving ethical and best practice standards. The initial search was conducted in September 2024 and repeated in July 2025 to ensure that the search was current at the time of publication. 
We identified additional studies through backward (reference list) and forward citation searching using the Cited Reference Search and citing article functions in Web of Science and Scopus, alongside citation searchers in Scopus (Hirt et al., 2024). We also screened the reference lists of key systematic reviews identified during the pilot search. 
Language and terminology
Search terms were broad, recognizing that the language people use to refer to disability and lived experience is personal. We acknowledge and respect individual choice over how people refer to their identity and recognize that some people may not consider themselves as a person with disability. 
In the blindness community, person-first language is often preferred such as person with vision impairment, low vision or blindness. In the Deaf community, identity-first language is often preferred such as Deaf person. When referring to hearing differences, terms such as deaf or hard of hearing (HoH) may be used rather than ‘hearing impaired’. 
In this review, lowercase “deaf” refers to hearing differences, while uppercase “Deaf” refers to people who identify with Deaf culture and community. Where appropriate, we use “d/Deaf” to acknowledge this diversity. Similarly, “deafblind” is used when referring to both vison and hearing differences, and “Deafblind” when referring to cultural identity. Additionally, specifying the condition without reference to the person is also used, for example deafblindness or deafblind. Capitalization may be used where individuals or communities identify with a particular cultural or linguistic identity. 
Within this review, we have aligned the language with these preferences, while noting that our search strategy was intentionally broader to capture the range of terminology used across the literature. Importantly, there is significant diversity within and across these communities regarding abilities, capacity and use of assistive technology. Communication preferences and information needs are unique to each individual. This approach reflects our commitment to inclusive and respectful language throughout the review. However, we retain terminology used in the original studies when reporting findings, even where this differs from preferred contemporary language. 
Selection process
Search yields were imported into Covidence, a specialized program for conducting systematic reviews which aided the process of screening (Covidence systematic review software, version X8, Veritas Health Innovation, Melbourne, Australia. Available at www.covidence.org). All references were systematically sorted and reviewed for duplicates within Covidence. First, all titles and abstracts were screened for eligibility and inclusion; the first author [FOH] reviewed all articles, and authors [ST, AC, EGR] screened approximately 30% of articles each. Next, full texts of relevant articles were independently read and assessed against the eligibility criteria [FOH, ST]. Both authors then met to discuss their findings and agree on the final set of articles for inclusion [100% agreement was reached without the involvement of a third reviewer for discordance]. 
Data collection process involving data extraction
Data were extracted by the lead author into an excel spreadsheet that followed a pre-defined template [see published protocol, O’Hare et al., 2025]. A second author [ST] independently extracted data for 25% of the articles to check concordance with data extracted. The following information was extracted from articles into a source table: first author, inclusion of authors with lived experience [Y/N], year, country, ethnicity/culture, population category, number of participants, sampling, research question or focus, aims, study design, data collection methods, what was being measured, outcomes/relevant results for this review, outputs, recommendations, if and what accessible consent practices were used as part of the research design, and reviewer comments. Care was taken to preserve the text and narration of the main results from each paper to preserve the interpretation from the original study. Contributors had two meetings to review data extracted and confirm adequacy and accuracy. 
Quality Assessment of included studies
Two systems were employed to assess the quality of the evidence. The first used was the Standard Quality Assessment Criteria for Evaluating Primary Research Papers or QualSyst tool (Kmet et al., 2004). This is a ‘within’ article assessment focused on study design across 14 criteria for quantitative studies and 10 criteria for qualitative studies  [see our published protocol for QualSyst checklist]. Each criterion was scored depending on the degree to which the specific criteria was met with “yes” equalling a score of 2, “partial” equating to a score of 1, and “no” equating to a score of 0. Not applicable, no score, could also be applied. 
Two authors [FOH, ST] independently assessed all included articles. Inter-rater agreement was assessed using weighted Cohen’s kappa for ordinal QualSyst ratings, with percentage agreement also calculated. Discrepancies were resolved through discussion and consensus.
To be clear about our methods, we assessed ethnography as a qualitative approach that focused on an in-depth study of cultures and behaviors through observation, which could be combined with other qualitative methods such as interviews (Hammersley & Atkinson, 2019). We assessed appreciative inquiry as a strength based, collaborative or participatory action approach, that focused on identifying the positive aspects of what worked well, and in what setting (Cooperrider & Whitney, 2007; Wallerstein & Duran, 2006).
Data Synthesis and Theoretical Framework
Data synthesis assembled the collective findings into a set of meaning statements which represented and explained the phenomena under study (Munn et al., 2014). To address our research question, our goal was to create a set of statements or ‘Principles’ that focused on the main strategies employed to foster inclusion in informed consent procedures involving priority populations. We used a meta-aggregation approach that informed each stage of the synthesis process (Lockwood et al., 2015) [Figure 1]. One of the key elements of a meta-aggregation approach is integrating and interpreting data as intended by the original authors. As stated by Lockwood et al 2015, “the essential characteristics of a meta-aggregative review are that the reviewer avoids re-interpretation of includes studies, but instead accurately and reliably presents the findings of the included studies as intended by the original authors” (pg.179) (Lockwood et al., 2015). To support this process, content and text were preserved as much as possible in the data extraction phase to ensure that it supported content analysis in the synthesis stage.
Figure 1. Meta-aggregation steps undertaken to derive review findings
[image: A diagram of a research process

AI-generated content may be incorrect.]
Footnote: QualSyst, Standard Quality Assessment Criteria for Evaluating Primary Research Papers; CFIR, Consolidated Framework for Implementation Research; GRADE CERQual,  Grading of Recommendations, Assessment, Development and Evaluation – Confidence in the Evidence from Reviews of Qualitative research; ERIC, Expert Recommendations for Implementing Change.
A key part of the synthesis process involved following a Framework Analysis approach to coding (Brunton et al., 2020) and the Consolidated Framework for Implementation Research (CFIR) 2.0 was selected a priori for structure (Damschroder et al., 2022). The CFIR 2.0 is an Implementation Science Framework that has five core domains: the inner organizational context, the individuals in the system, the evidence-based strategies implemented across the system and the process to implement the strategies (Damschroder et al., 2022). Individual data were coded to these domains, and this stage was facilitated by Nvivo [QSR International Ptd Ltd, Melbourne]. We then created a logic model to visually represent the data and help identify commonalities, differences and patterns across studies. At this point, data were arranged in a sequence to appreciate the temporal relationships across determinants, implementation strategies, mechanisms and intended outcomes (Smith et al., 2020) [See Supplementary Data Figure]. Outcomes were labelled as predicted, as they represent expected effects of implementation strategies and mechanisms based on synthesis of findings across studies, rather than outcomes directly measured in individual studies.
Based on the categorized data, two authors [FOH, DF] independently considered the common concepts and generalizable principles. An estimate of effect size was gained by the number of studies contributing to each Principle. Additionally, the process of aggregation involved considering the confidence placed in each Principle based on the reporting strengths and limitations of each of the underlying studies (e.g., QualSyst ratings). At this point, all authors met to collaboratively review the synthesis process and review the proposed Principles. Eight key Principles were derived from our meta-aggregation process, with structure confirmed using consensus building methodology (Black et al., 1999). At this point, the Principles were checked with alignment to ICH-GCP and then formally assessed for confidence [see assessment of confidence in review findings section]. 
Assessment of confidence in review findings
Two authors [FOH, DF] assessed each review finding using the Grading of Recommendations, Assessment, Development and Evaluation - Confidence in the Evidence from Reviews of Qualitative Research method [GRADE-CERQual approach] (Lewin et al., 2018). This method was selected as the majority of articles were qualitative research designs and collected purely qualitative data or mixed-methods data, the latter from open and closed survey items. CERQual assessment grades four main areas: methodological limitations, coherence, data adequacy and relevance. Confidence in each finding was rated as high, moderate, or low confidence.
Methodological limitations relate to the extent to which there were concerns about the design or conduct of the primary studies that contributed evidence to an individual review finding. Coherence is an assessment of how clear and cogent (i.e., compelling) the fit was between the original data and the review synthesis. Data adequacy relates to the degree of richness and quantity of data supporting a review finding. Relevance relates to the extent to which the body of evidence from the primary studies supporting a review finding is applicable to the context [perspective or population, phenomenon of interest, setting] specified in the review question. 
Methodological limitations were informed by QualSyst ratings for contributing studies. The overall CERQual judgments were developed through discussion and consensus between the two authors.
Results 
Search results and study characteristics
A total of 12,121 articles were identified with 5170 duplicates removed [1489 articles identified from the re-run]. A total of 6951 were screened and 142 assessed for eligibility. From these,19 articles met the criteria for inclusion [see Figure 2]. The main reasons articles were excluded were that they were reviews and therefore were not empirical studies (31%, ‘no primary data’) or that the study did not have accessible research participation or informed consent practices as a major finding or focus (31%, ‘wrong approach’).
The year of publication of included studies ranged from 2002 to 2025. Of the 19 included articles, 9 were conducted in USA, followed by 3 each from the United Kingdom and Australia. Two studies were conducted in Canada, and 1 each in India and Germany. No clear patterns were observed across countries. Although most studies were conducted in high-income settings, no consistent differences were identified in accessibility strategies or informed consent practices across geographic contexts.
[image: ]Figure 2. PRISMA flowchart of the systematic review













There were a total of 1,223 participants (recipients) and 70 providers (deliverers of informed consent procedures) with a range between 4 to 237 people. Seven studies involved people from the Deaf community, 7 studies involved people from the low vision and blindness community, and 5 studies involved people from the Deafblind community [see Tables 1 and 2 for characteristics of included studies]. Terminology describing populations is reported as used in the original studies (for example, studies involved people described as “hearing impaired” or “visually impaired participants”), while our narrative uses consistent terminology as described above.
[Note: Tables are presented at the end of this manuscript in landscape view].
Most studies included data from qualitative research designs with mixed methodologies including focus groups (47%, n = 9), ethnography and/or appreciative inquiry (26%, n = 5) and interviews (21%, n = 4). Four studies described ethnography as part of their study design to observe and engage directly within the priority community to understand culture in an ’immersive’ and ‘knowledge translational’ way (Jaiswal et al., 2020; Roy et al., 2021; Unger et al., 2021; Watharow & Wayland, 2022). These studies focused on discovering problems and identifying solutions with the priority community either as research partners that contributed ideas as part of the project team, or research participants that contributed data for the research. Two additional studies sought to work with community organizations known to understand culture and information preferences (Duckett & Pratt, 2001; Garofalo et al., 2022; Sabatello et al., 2019) [Note Sabatello et al 2019 and Garofalo et al 2022 are related research studies but report on different findings specific to different priority groups]. In these studies, identification and address of barriers and enablers to research participation in the planning stages was aimed to increase recruitment into their studies.
Appreciative inquiry could involve early stakeholder engagement, with research partnership, to identify capacity and strengths (Anderson et al., 2020; McGrath et al., 2025; Roy et al., 2018; Wittich et al., 2023). Two related studies had elements of appreciative inquiry with early stakeholder engagement to co-design and distribute their online survey (Garofalo et al., 2022; Sabatello et al., 2019) and detailed in protocol paper (Sabatello et al., 2019). Three studies adopted appreciative inquiry using retrospective case review in combination with prospective focus groups or interviews with stakeholders (Jaiswal et al., 2020; Watharow & Wayland, 2022; Wittich et al., 2023). This approach enabled researchers to understand what worked well in prior practice and why, and to identify how to deliver inclusive informed consent practices. Aligned with participatory action research, 9 studies included lived experience experts within the research and/or authorship team (Anderson et al., 2020; Kushalnagar et al., 2023; McGrath et al., 2025; Roy et al., 2018; Singleton et al., 2014; Skilton et al., 2018; Watharow & Wayland, 2022; Wittich et al., 2023; Young et al., 2016). Lived experience involvement was identified through author affiliations (for example, lived experience advisor or expert), position statements, and descriptions of the research team within study methods. These experts also contributed to co-designing the methodology and accessibility strategies used.
Four studies were survey research and two of these combined survey data with a focus group or interviews. Six studies reported ethnicity and fewer reported the breakdown of communication preferences of the cohort. The sampling strategy most often applied was purposive or convenience, through establishing a relationship with community support services or agencies. The majority of studies (n = 14, 74%) described their informed consent procedure involving adaptations for accessibility.
Results of individual studies
Quality of studies 
The 4 quantitative survey studies (21% of all included studies) clearly stated their objectives; however, ratings varied across other elements of the reported research design. They lacked sufficient reporting or justification for between 1-3 criteria particularly in relation to control of covariates and detailed participant characteristics. Three of the 4 survey studies did not report estimates of variance for the main outcomes (e.g., range, distribution, or confidence intervals). [Given the small number of quantitative studies, findings are presented as counts rather percentages].
Of the 15 qualitative studies, most (12, 80%) clearly stated their objectives and described the study design and context. However, 11 studies (73%) did not describe their sampling strategy (i.e., methods used to recruit participants). Approximately half of the studies were underpinned by a theoretical framework and performed a verification procedure. Reflexivity was addressed in the majority of studies (10, 67%) with authors considering the potential influence of their perspectives on the data.
Three studies (16%) met all criteria sufficiently and were rated as high quality (i.e., rated ‘yes’ for all criteria) (Anderson et al., 2020; Sabatello et al., 2019; Young et al., 2016). 
Eight studies (42%) had minor reporting concerns, with between 1-3 criteria being “partially” described or justified (Duckett & Pratt, 2001; Garofalo et al., 2022; Jaiswal et al., 2020; McCaughey et al., 2016; McGrath et al., 2025; Roy et al., 2018; Singleton et al., 2014; Wittich et al., 2023).  
Three further studies (16%) had minor to moderate reporting concerns with 4 criteria “partially” described or justified (Skilton et al., 2018; Watharow & Wayland, 2022; Williams, 2002). 
Five studies (26%) had major reporting concerns, with 6 or more criteria insufficiently described or justified (rated as ‘partial’ or ‘no’) (Kim & Sutharson, 2022; Kushalnagar et al., 2023; Spehar et al., 2016; Trujillo Tanner et al., 2018; Unger et al., 2021). While these studies had lower quality reporting on their research design, they were retained and their contributions were appropriately acknowledged.
Inter-rater agreement was substantial (weighted kappa of 0.80), with 83.7% agreement across all criteria. Most discrepancies reflected one-point differences between ratings and were resolved through discussion.
Results of syntheses: Review findings
The stages of the meta-aggregation process are shown in Figure 1. At a system level, factors included available resources and access to knowledge and information. Implementation process strategies included assessing needs, planning, tailoring strategies, and engaging others. Results relating to determinants and implementation strategies are displayed in a logic model in Supplementary File. As relevant, studies reported the context and steps [mechanisms] taken to implement a strategy and included information on what and how accessibility strategies were implemented. However, evidence or reporting was lacking regarding the specific outcomes or effects that these strategies produced, such as impact to researcher or research participant acceptability. Thus, in our logic model we predicted the relevant outcomes for the context to complete the model and consider the implications (Proctor et al., 2011).
Key Principles to enable information access during informed consent processes.
We initially planned to present our findings for each priority population. However, during the meta-synthesis process, it became clear that due to the overlapping patterns and concepts in the data, integration across populations undergoing an informed consent process was applicable. Therefore, to accurately represent this data, findings were aggregated and integrated into a set of 8 key Principles that apply to varied contexts and conditions. Exemplary examples are reported, with evidence certainty shown after the description of each Principle. 
Certainty of evidence (confidence)
The GRADE CERQual method was used to assess confidence in each Principle statement, with ratings high, moderate, low or very low confidence. Of the 8 Principles, 4 were assessed as high confidence, 2 as moderate to low confidence, and 2 as low confidence [Table 3]. Lower confidence ratings were primarily due to concerns regarding data adequacy, reflecting a limited number of contributing studies for some Principles. Methodological limitations also contributed in some cases, informed by QualSyst ratings of contributing studies. 
Data relevance and coherence were generally high across most Principles. Included studies addressed the review question and were applicable to the specified context, supporting strong relevance. Coherence was supported by the analytic process, whereby primary data were systematically mapped to CFIR domains and constructs, organised into categories, and aggregated into synthesised review findings. These findings informed the final Principles, preserving the underlying meaning of the primary data ensuring a clear and cogent fit between the primary study data and resulting Principles.  Overall GRADE-CERQual ratings reflected a reasoned assessment across methodological limitations, coherence, adequacy, and relevance, rather than the number of contributing studies alone.
Principle 1: Foster inclusion through a comprehensive audit and delivery of access needs: High confidence in the evidence.
As shown in Table 3, 9 studies contributed to this Principle. Those conducting an informed consent process are required by domestic and international GCP standards to identify and understand the information needs and communication preferences of prospective participants. This includes preferences for exchanging information and communications, encompassing receptive and expressive language. Early engagement with stakeholders who have existing relationships with the community should occur. This enables a broadening of knowledge and understanding in these areas which aids in assessing readiness to address access needs. A good example of this was provided by Anderson et al (2020) where the first phase of the research identified barriers and facilitators to the full engagement of the Deaf community by conducting three community forums hosted at local community centres (Anderson et al., 2020). Watharow et al (2022) also provided a clear example demonstrating that “immersion” in the community prior to commencing any research procedures is essential to understand how to create accessible information, communication and inclusive environments (Watharow & Wayland, 2022). This includes attending community meetings, events and training opportunities. 
In summary, Principle 1 requires:
· Early assessment of barriers and enablers to information access.
· Broadening knowledge and understanding of modes and methods to maximize accessibility. 
· A firm understanding of the information and communication needs of the population/cohort.
Principle 2: Engage support and advocacy organizations for cultural competency and connection. High confidence in the evidence.
Eleven studies contributed to this Principle (Table 3). Involvement of key stakeholders in the planning and execution of informed consent processes supports providers being able to meet participant needs. This includes involving members of the community as ‘cultural brokers’ (Anderson et al., 2020). By collaborating with leading community advocacy and support organizations, research staff can identify local and trusted interpreter agencies with a view to using qualified and trusted providers who are fluent in sign language and can translate medical terminology. Early engagement with sign language interpreters can provide an opportunity for the interpreter to prepare (e.g., provide multiple accessible information formats in advance) (Roy et al., 2018; Skilton et al., 2018; Young et al., 2016). 
An important example of this Principle was reported by Roy et al. (2018) who indicated that a vital first step was to seek guidance from those with existing expertise arising from their work with people who are Deafblind (Roy et al., 2018). This led to an initial framework that outlined the requirements to effectively meet access needs including the skills, tools and resources needed. These findings were supported by Jaiswal et al (2020) who added that community support agencies hold ‘core expertise and technical knowledge’ (Jaiswal et al., 2020). Furthermore, these agencies can help reduce potential barriers to information and communication access between parties. Capturing and sharing local knowledge across and between organizations and project teams should be promoted.
Other examples where project teams engaged with community networks in the formative stages of their research to ‘deepen the dialogue’ and collaborate included Anderson et al (2020) and Sabatello et al (2019). In addition to these studies, several others engaged with leading community agencies to assist with recruitment, leveraging existing processes for disseminating information through channels and in methods known to meet access needs (Duckett & Pratt, 2001; Garofalo et al., 2022; Roy et al., 2018; Sabatello et al., 2019; Wittich et al., 2023; Young et al., 2016).
In summary, following Principle 2 enables:
· Expertise of advocacy organizations to help inform what are the most likely set of preferred formats for exchanging information.
· Recognition of the trust and confidence that representatives bring to initial engagement with the intended cohort in a culturally appropriate and sensitive manner.
· Through this network, engage with trusted supporters and language interpreters known to the community.
· Collaboration to aid recruitment from trusted sources.
Principle 3: Develop trust and safety through having people with lived experience as part of the project team. High confidence in the evidence.
Eleven studies contributed to this Principle (Table 3). This Principle is focused on embedding consumer involvement in research and having people with lived experience, who have implicit knowledge of access needs, involved in the delivery of an inclusive informed consent process. This Principle is notably supported by studies that had people with ‘expert knowledge’ as central in delivering informed consent processes. An outstanding example of this was provided by Anderson et al (2020) who commenced their research study by first “cultivating a Deaf majority research team”. Six members of the 8 person team identified as Deaf, and all were fluent in sign language. In addition, the project team was intentionally diverse with respect to ethnicity, gender identity, level of education, background and skill set. With this preparation, their informed consent process was delivered by native sign language users and related materials provided in multiple preferred formats. 
Another example was that provided by McGrath et al (2025) who acknowledged that inclusion in the research and consent process is influenced by the recipient’s perceived sense of belonging and whether they had equitable access to the information and process. These authors reported that “producing access is a collective and desirable ongoing endeavour” and when research is led by those from the community there is often an increased perception of trust, respect and value. This Principle was represented by other noteworthy studies including Roy et al (2020), Watharow and Wayland (2022) and Unger et al (2021).
In summary, this Principle 3 requires:
· Co-design and co-production of the research and informed consent process.
· People with lived experience having an active role in the delivery of the informed consent process.
· Culturally competent research team members, fostering “specialist skills to connect”.
· Focus on building trusting relationships and creating safe environments.
· Attention to reducing power imbalances during interactions. 
Principle 4: Prioritize choice and control over preferred information formats. High confidence in the evidence.
Eighteen studies contributed to this Principle (Table 3). Of the 18 studies contributing to this finding, 7 had moderate to major methodological concerns. However, these concerns were offset by high data adequacy, relevance, and coherence, resulting in an overall assessment of high confidence.
Information in accessible language and multiple accessible formats provides an opportunity for active participation in the informed consent process. In all studies, except for Spehar et al (2016), various tailoring strategies were reported. Provision of study and consent materials in accessible formats include the option of large print, braille, audio recordings, accessible digital version for screen reader software, sign language recorded information, and the provision of assistive technology [overlap with Principle 6]. Exemplified by McGrath et al (2025), the process involves starting with a plain language document in clear and concise language, avoiding technical jargon, and organizing the content in a logical manner. This provides the springboard for creating other accessible formats and translation into visual or tactile language.
Acceptability of accessible materials was reported by Trujillo Tanner et al (2018), relating to engagement of people with vision impairment. In this study, print materials were provided in font size 18, one single typeface, no words in capitals or italics, 1.5 line spacing, limited graphics [logo in header only with alternative text], and on off-white and low glare/reflective paper. Equally, acceptability of a culturally appropriate informed consent video and accompanying printed fact sheet has been demonstrated by Anderson et al (2020). Supporting this study are the results from Jaiswal et al (2020) and McGrath et al (2025) who report the use of visual aids and teaching of concepts through relatable examples to facilitate information exchange. For example, explaining concepts with analogies to things that are familiar to the person’s daily life.
Inaccessible information can lead to perceived consequences such as disengagement from the process (Garofalo et al., 2022; Sabatello et al., 2019), and a perceived lack of understanding of communication and information needs by providers (Williams, 2002). One study measured how providing accessible information could improve understanding of study concepts (McCaughey et al., 2016).
In summary, Principle 4 is demonstrated when:
· The Participant Information Sheet and Consent Form, and related documents, are offered in a range of co-designed multiple accessible formats (e.g., early co-design and ethics approved options based on above principles and steps taken to identify what are the most likely accessible formats required to meet a range of needs within that community).
· Offer alternate information formats which may include large print, braille, audio, and sign (closed captions to toggle on/off as preferred), plain language, electronic (i.e., docx, html, rtf), version without graphics and icons, remove logos, remove check boxes.
· Information formats are offered early to allow the participant to select preferred formats and then review information at their own pace to help prepare for the consent discussion. 
· Information and communication is provided in the participant’s primary language including the participant information sheet and consent discussion. 
Principle 5: Ensure research staff have the opportunity and ability to execute a tailored process to meet access needs. Moderate confidence in the evidence.
Six studies contributed to this Principle and highlighted that the informed consent process can be enhanced by culturally competent research staff. This includes disability awareness training and building foundational knowledge around effective engagement principles respecting cultural and linguistic diversity. Anderson et al (2020), is notable for profiling the process for creating an engaging education package for research staff with educators featured in core elements (e.g., the training video in sign language and in English with subtitles) being run by the Deaf community.
Jaiswal et al (2020) conducted a scoping review to understand experiences with participation, as well as formal training on various communication modes before commencing their study. Another key strength of this study was their collaboration with community organizations. Following identification of access needs of the priority cohort, the lead author completed training provided by one of the agencies. This training enhanced the researcher’s understanding of different communication modes, which subsequently helped the adoption of strategies to reduce potential information and communication access barriers. Additionally, Watharow and Wayland (2022) raises the term “relational accessibility” which encompasses investing the time to foster relationships to better understand expressive and receptive language and communication abilities.
Principle 5 requires research staff to:
· Address gaps in knowledge and skills through education and training as required.
· Develop “relational accessibility” to ensure that the person is treated with respect and dignity irrespective of their decision to participate or offer consent.
· Demonstrate organizational leadership to foster continued skills development and professional development of staff, with collaboration of stakeholders (e.g., communication and accessibility component in GCP training).
Principle 6: Ensure requisite resourcing to support the delivery of an accessible and equitable process to meet access needs. Moderate confidence in the evidence.
Eleven studies contributed to this Principle (Table 3). Of these, 7 had moderate to major methodological concerns. Despite high data adequacy and moderate relevance and coherence, these methodological limitations reduced the overall assessment to moderate confidence.
All studies highlighted the importance of early planning and budgeting for resources, including offering assistive technology and devices to access information during the informed consent discussion. This could include iPad devices, screen reader software, hearing induction loops, captioning software, and tactile devices. These are specific modes to enhancing communication and provide a variety of ways for potential participants to receive and express communication in their preferred language. Skilton et al (2018) highlights a good example of addressing this Principle in relation to room orientation and positioning of staff to ensure they are within a person’s visual field. This Principle also recognizes the requirement for multiple sign and tactile language interpreters to be present during a consultation to allow for break periods. Dedicated funding and an investment in equipment to allow for assistive technology access is required and necessitates early budget planning and allocation. 
In summary, Principle 6 requires:
· Access to a full range of adaptive and assistive technology during the informed consent visit.
· Adequate or additional time allowed so people don’t feel rushed and there is opportunity for time to receive and respond to information.
· Provision of equipment such as induction hearing loop, and devices to access assistive technology.
· Adequate budget and access to experienced sign language interpreters.
· Private spaces in which to engage and exchange information.
Principle 7: Enable agency in consent options. Low confidence in the evidence.
Nine studies contributed to this Principle (Table 3). The low level of evidence supporting Principle 7 stems from the lack of evidence around the acceptability of varied consent options by participants or recipients. Studies postulated the anticipated benefits for recipients, however, did not measure effectiveness or outcomes from implementing adaptable consent strategies. Outcomes such as acceptability, empowerment, agency, satisfaction and level of understanding [pre/post consent process] were largely lacking.
Participants should have choice and control in how consent is offered. Flexible designs to allow for varied methods to document informed consent such as verbal, audio recorded, written, and video observation of behavioural responses. The default should not be proxy consent, with the strong recommendation that every effort be made by staff who conduct consent procedures to enable autonomy in information access, independent decision making, and consent provision. Whilst some authors indicated proxy consent or a witness to the consent process is useful (Kim & Sutharson, 2022; Kushalnagar et al., 2023), others firmly indicated that these situations arise because of a failure to adequately offer an equitable process (Kushalnagar et al., 2023; Trujillo Tanner et al., 2018). 
Under this Principle, and in the clinical research context, building flexibility into the research protocol to allow for the successful implementation of accommodations is required. For example, lengthening the duration of the informed consent session to allow sufficient time for research staff to elaborate on each section of the informed consent form, frequent ‘check-ins’ and adequate time to permit interpreter clarifications. Repeat check-ins to confirm willingness to participate is important to allow an opportunity to confirm understanding of the information.  This recognizes that as more information is absorbed and understood, decisions can alter (Roy et al., 2018; Trujillo Tanner et al., 2018; Watharow & Wayland, 2022). Wittich et al (2023) articulated various ways to record consent. In this article, it was recommended to routinely offer verbal, written and recorded consent. 
In summary, this Principle 7 requires:
· Avoidance of proxy consent with deliberate actions to foster equity and autonomy in the process of offering formal consent to participate.
· Steps taken to ensure accessibility and flexibility in the way participants may provide consent.
· Repeat check-ins to confirm consent.
Principle 8: Recognize and respond to the heterogeneity within the community/cohort. Low confidence in the evidence.
Five studies supported this Principle, which was particularly emphasized by studies involving the Deafblind community (Table 3). The limited number of contributing studies reduced data adequacy, which was considered sufficient to lower confidence despite strong relevance and conceptual alignment across studies.
Although the available data were conceptually consistent, the relatively small evidence base limited confidence in the robustness of this review finding (Principle 8). Across the contributing studies, however, there was a clear theme highlighting diversity within a community. An illustrative example is provided by Watharow and Wayland 2022 who reported it is imperative that research staff and healthcare providers understand “the vast heterogeneity and complex living realities” for the Deafblind community. Through investigator-led knowledge and skills acquisition, researchers can gain an appreciation for what barriers need to be removed and what accessible formats should be provided. This inquiry process may also support developing solutions that are broadly applicable and responsive to a range of accessibility needs.
Principle 8 encourages informed consent practice to be personalized, using a person-centred approach rather than driven by a rigid protocol. It requires research staff, and those conducting informed consent processes, to be nimble and agile in their methods. Recognizing heterogeneity within a community translates into having multiple methods to conduct, record and document informed consent. This point was consistently reflected across contributing studies.
Ultimately, Principle 8 signifies:
· Recognition of the spectrum of communication and information needs of the community. 
· [bookmark: bookmark=id.35nkun2][bookmark: bookmark=id.lnxbz9]Design for diversity and heterogeneity within the community.
Discussion 
[bookmark: bookmark=id.1ksv4uv][bookmark: bookmark=id.44sinio]The primary objective of this review was to identify and characterize strategies that promote inclusion and accessibility in the informed consent process for people with diverse vision and hearing differences and related access needs. We identified 19 empirical studies that we mapped to preselected implementation frameworks, which supported the categorization of determinants, implementation strategies, mechanisms and outcomes. These findings were synthesized into 8 key Principles that provide practical guidance for developing inclusive and accessible informed consent processes. 
Confidence in the evidence varied across Principles, with lower ratings primarily driven by limited data adequacy and, in some cases, methodological concerns, rather than the number of contributing studies alone. Many studies described the strategies used but did not consistently report detailed methods or evaluate how well these approaches worked. This limited the ability to assess implementation outcomes and contributed to lower confidence ratings in some Principles, as reflected in the QualSyst appraisals.
Our aggregate synthesis shows there is strong evidence for several Principles, including conducting an early audit of access needs and working with people with lived experience as well as experts in the community support sector as members of the project team (Principles 1 – 3). Collectively these Principles guide design and delivery of culturally competent and inclusive research. They promote research practices that have a deeper connection to the community it hopes to serve. The importance of understanding the communication and information needs of the community, particularly in building trust and capacity, has also been shown in previous studies exploring consumer engagement in health and medical research (Land et al., 2017; Markman et al., 2023). The evidence supporting consumer and community involvement [or, patient and public involvement] in health and medical research is growing (Wiles et al., 2022). Our review adds to this pivotal body of research and suggests co-design methodology is pertinent to mapping out research invitation pathways and consent procedures. It also provides a lever for engaging with trusted supporters such as support workers and interpreters. The latter finding overlaps with other studies showing that trusted supporters of people with access needs can assist with supported decision-making (Lutz et al., 2016; Pillen et al., 2024).
Through a consumer and community partnership process, education is possible regarding information formats required by the priority community. Principle 4 covers developing a range of accessible information formats and encourages the co-production of multiple information supplements in visual, audio or audio-visual formats. The use of audio-visual information formats for people with a range of access needs is clearly highlighted by this review. It supports the ICH-GCP guidance in using ‘varied approaches such as text, images, videos and other interactive methods, in the informed consent process’ (recommendation 2.8.1, page 15) (ICH-GCP, 2025). However, further evidence is required regarding the feasibility, acceptability and adoption of these methods on participant outcomes such as satisfaction, acceptability and perceived appropriateness. 
Evidence is also lacking regarding implementation barriers that may be experienced by research staff/clinicians in producing these formats. Regardless, our review brings together evidence on research and consent processes that prioritize accessible visual and auditory information and, where possible, involving research staff who are fluent in the community’s language and culture.  Avoiding the presumption of what the priority population may need, and avoiding a singular information format is important, as access needs may be diverse, undisclosed or not fully recognized in advance (Rios et al., 2016). Researchers should be prepared for the possibility that potential participants may not fully understand their own access needs in relation to a specific study. Given this uncertainty, the ultimate goal should be routine design and delivery of informed consent materials and processes that are maximally accessible and inclusive of all abilities. 
Our review highlights the importance of preparatory workforce capacity building, budget and resource allocation to support the delivery of accessible and equitable materials and processes. Principle 5 is directed to organizational (inner setting) level factors impacting informed consent practice. Research staff need adequate education and training opportunities to foster their skills in adapting informed consent practice. Few studies included in this review reported the direct impact of researcher education and training to build or strengthen knowledge and understanding of participants’ access needs to then be able to execute a tailored informed consent process (Principle 5). However, several studies implied these areas would be strengthened if research teams engaged with community leaders and organizations to firstly conduct an access needs assessment (studies supporting Principle 1), secondly work together on design and delivery of processes (studies supporting Principle 2) and thirdly have representatives as active members of the project team (studies supporting Principle 3). Within the research sector, more focused informed consent training, emphasizing how to tailor communication practices to meet participant’s needs, has been suggested to build confidence and competency (Anderson et al., 2017; Markman et al., 2023; McWhirter & Eckstein., 2018; O'Sullivan et al., 2021; Wells et al., 2024).  The importance of engaging community members in communication training for consent procedures has also been demonstrated (Markman et al., 2023). 
Principle 6 ensures that early project planning secures adequate funding to cover direct and indirect costs. Other studies have shown that multimedia decision aids can cost over four figure sums, depending on complexity, but the upfront cost is outweighed by increased participant retention (lower withdrawal rate) (Politi et al., 2023; Scalia et al., 2020). Yet with increasing uptake of artificial intelligence or AI assisted production, these costs will reduce. Many issues raised in the included papers due to inaccessible information access are suggested to be redressed with appropriate levels of resourcing to support a comprehensive and dedicated approach to informed consent processes. For example, funds for assistive technology and communication devices and having the right formats offered from the outset to enable independent decision making. Many studies in our review advocated multiple solutions and the avoidance of a ‘one size fits all’ approach. Traditionally, accessibility has been addressed through 'workaround' practices. For example, asking someone to read materials aloud for a person, rather than providing formats that enable independent access to information (Withers & Speight, 2017).
Best practice guidelines often require written informed consent processes for interventional clinical trial participation. However, asking someone to sign a document that they are unable to consume in an accessible format is in opposition to upholding domestic and international law (United Nations Convention on the Rights of Persons with Disabilities/CRPD, 2006). Both Principle 7 and 8 align with human rights law and the importance of ensuring that all individuals are provided with equitable access to information, and an opportunity for autonomy and agency over their decision to participate in research (or health care options). Whilst this review sharpens this focus, the lower confidence ratings for these Principles relating to consent flexibility and recognition of heterogeneity highlight important evidence gaps, particularly regarding the acceptability, implementation, and outcomes of these approaches in practice. Future work is needed to address these gaps as well as to develop a standardized method for measuring participant/patient empowerment during informed consent processes. Currently there are tools available for measuring empowerment in self-management of chronic health conditions but no current tools applicable to the level of agency and autonomy required by informed consent process (Pekonen et al., 2020).
The need for systematic change and adaptive methods for informed consent practices are clear. Research conducted with, and by, people with lived experience in this review was generally well designed, grounded by a theoretical framework, and resulted in reflexivity. Ethical inclusion of lived experience perspectives requires a systematic change in research and consent practices (Krawczyk et al., 2024). To achieve this, there is a need to acknowledge that research involving people from the low vision and blindness community, Deaf or Deafblind communities, have ‘different ways of being, telling and doing’ (Watharow & Wayland, 2024). Cross-cultural research should consider the diversity and heterogeneity of the community in which it hopes to serve. As mentioned, information access in the informed consent process for clinical research is paramount in supporting empowered consent choices (Olkin, 2004; Rios et al., 2016). It requires tailoring information provision and the adoption of strategies to promote accessibility of the information (Jawa et al., 2023). To support the research sector in achieving this objective, implementation frameworks can provide a fundamental structure to these steps. For example, the Expert Recommendations for Implementing Change [ERIC model] provide a leading set of supplementary methods to identify, develop and evaluate implementation strategies (Powell et al., 2015). [See additional CFIR-ERIC matching tool: https://www.nccmt.ca/organizational-change/results/77].  
Tools such as these can help to empower organizations, individuals and communities to work together in promoting universal access for everyone.  
Strengths and Limitations 
This review provides a lens across research spanning over two decades. This provides an opportunity to appreciate the evolving research landscape with particular interest in language and context. For example, the review was able to capture change in research designs from research ‘to and for’ patients/participants to conducting research ‘with’ or ‘by’ them (e.g., consumer and community engagement, patient and public involvement in research, participatory action research, community-engaged research). This highlights the positive system orientated shift towards equitable access to the process, and benefits within clinical care and research.
Developing an optimal search strategy was complex, where search terms such as ‘vision’ and ‘blind’ mean different things depending on the context. Language is also evolving regarding identity and preferences within cultural communities. This meant screening a large number of articles that did not meet eligibility criteria. However, we are confident that our search strategy was a comprehensive search of five electronic databases. Piloting the search strategy assisted us in selecting terms to capture the breadth of key words associated with the senses of vision and hearing.  
We decided to include only empirical research. This led to the exclusion of opinion pieces, systematic and scoping reviews which were focused on informed consent. However, these papers often did not focus on our priority populations and reported more general results. We also excluded research that was focused on other priority populations. For example, noteworthy research conducted exploring informed consent strategies for people with intellectual disability (Morgan et al., 2015; Strickler & Havercamp, 2023; Taua et al., 2014; Wark et al., 2017) [see also systematic review (Dunn et al., 2024)]. However, whilst we did not focus on this specific community, our research adds to the points made regarding capacity and agency in decision making. Proxy consent should be used rarely, and every effort should be made to promote independence and ensure equitable access to information in ways that responds to a person’s needs. 
We excluded research that specifically focused on narrow settings. For example, informed consent procedures undertaken for a specific surgical procedure. The number of papers exploring the impact of videos to supplement informed consent procedures for surgical procedures is high. Yet, whilst these papers were not included, we noted that they supported our review findings regarding the use of audio-visual materials to improve information access. Lastly, we did not include any study that was not available in English. This is somewhat at odds with our intent to explore equity in research participation and our focus on the importance of language translations. With advancing generative AI technology, language translations should become easier, but the challenge will be in verifying the accuracy for this requirement. 
The quality of reporting of methodological detail and effectiveness of interventions and implementation strategies was limited in some included studies. These gaps warrant closer attention in future research.
Authors' conclusions 
[bookmark: bookmark=id.2jxsxqh][bookmark: bookmark=id.z337ya]This review highlights a set of 8 action Principles that support research staff and clinicians in enabling information access with people who have vision and hearing differences, respecting diverse abilities, identity and culture. Critically our review findings reinforce, rather than reduce, social equity. 
We propose a set of steps to support agency in research participation and informed consent practices. These steps:
1. Minimize reliance on diagnostic categories.
2. Shift from deficit-based to person-centered research designs.
3. Acknowledge people's multiple identities.
4. Include self-advocates and diverse communities as research partners.
These steps can be operationalised through practices such as engaging community members as active partners in the consent process and process and providing accessible information formats upfront to support individual choice and control. System changes are necessary to support these recommendations, with future implementation research required to evaluate acceptability, feasibility and sustainability across diverse settings. Partnering with the priority community, avoiding assumptions about a one-size-fits-all format, anticipating unknown or undisclosed access needs, and striving for universal accessibility and inclusion are the recommended best practices highlighted by this review's findings.
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Tables
Table 1 – Characteristics of included studies/articles 
NB: Staff are qualified professionals that have experience working with target population.
	Authors and year 
	Authors/ investigators with lived experience
	Focus
	No. participants (total N)
	Study Aim/s
	Ethnicity
	Country
	Design

	Williams 2002

#1
	Not stated
	Vision impairment
	16
	To identify the accessibility issues experienced, and to consider how they could be addressed to improve information access (for diabetes education materials).
	African American 44%, Caucasian 56%
	United States of America
	Qualitative

	Duckett & Pratt 2010

#2
	Not stated
	Vision impairment
	37
	Capture the attitudes and opinions of people with vision impairment on research conduct and agenda.
	Not stated
	Scotland
	Qualitative

	Singleton et al. 2014

#3
	Yes (all three authors: 2 Deaf and 1 sign language fluent as both parents Deaf).
	Deaf, sign language users
	5
(+ 11 staff)
	To engage three stakeholder groups and identify research experiences and perspectives involving an informed consent process.
	Not stated
	United States of America
	Qualitative

	McCaughey et al. 2016

#4
	Not stated
	Vision loss relating to eye disease 

	147
	To develop and validate a new interactive multimedia method for supplementing information as part of administering an informed consent procedure.
	Not stated
	Australia
	Quantitative

	Spehar et al. 2016

#5
	Not stated
	Hard of Hearing, hearing aid users
	12
(+ 7 staff)
	Determine if real-time captioning improves recall of informed consent discussion points, and determine if physicians found the system useful to aid communication.
	Not stated
	United States of America
	Quantitative

	Young et al. 2016

#6
	Two authors are native sign language users but hearing researchers. Two other authors use sign as second language preference.
	Deaf, Hard of Hearing, sign language users
	19
	Explore trial terminology and key concepts in sign language. Enable signs that are accurate to informed consent. Identify key points for accessible information for sign language users.
	White British (n=16/19, 82%), Asian Indian (2/19, 10%), Jewish (1/19, 5%).
	England
	Qualitative

	Roy et al. 2018

#7
	Not stated
	Deafblindness
	(8 staff)
	Investigate what strategies are needed to enable inclusion in research, policy and practice.
	Not stated
	Australia
	Qualitative

	Tanner et al. 2018


#8
	Not stated
	Severe vision impairment (from age-related eye disease)
	89 (survey; subset 19 interviewed)
	Share learnings from study procedures involving priority group, and present strategies for recruitment, preparation of study materials, obtaining consent and data collection.
	Not stated 
	United States of America
	Mixed Methods

	Skilton et al. 2018

#9
	Second author consumer advocate; lived experience unconfirmed.
	Deafblindess (Usher syndrome)
	5 
(+ 3 staff)
	Gather opinions and experiences shared to inform a list of practical considerations to improve inclusion in research.
	Not stated
	England
	Qualitative

	Sabatello et al. 2019

#10
	Not stated
	Low vision or blindness
	271
	Report on findings from a national survey exploring the views on participation in Personalized Medicine Research, and to identify barriers to participation.
	White 80%, Black or African American 12%, Asian 3%, Mixed race 2%, 3% UNK
	United States of America
	Mixed Methods

	Anderson et al. 2020

#11
	Yes (six out of eight authors)

	Deaf, Hard of Hearing
	22
(+ 5 staff)
	To improve inclusion and engagement involving the Deaf community to inform researcher training on inclusive consent practices (i.e., on linguistic and cultural awareness, adaptations to process steps).
	White Latino 86%, Asian 5%, 9% Preferred not to state.
	United States of America
	Qualitative

	Jaiswal et al. 2020

#12
	Not stated
	Deafblindness
	16

	To explain the challenges, and strategies to address these challenges, to enhance engagement for qualitative research.
	Ethnicity not stated but 'participants from different regions of India were included’.
	India
	Qualitative

	Unger et al. 2021

# 13
	Not stated
	Deaf, sign language users
	4 (+ 6 researchers)
	To identify barriers and requirements to accessible sign language user research, to inform a set of methods and approaches to ensure accessibility when working with people who sign.
	Not stated
	Germany
	Qualitative 

	Garofalo et al. 2022

#14
	Not stated
	Deaf, Hard of Hearing
	267
	Report of main barriers to participation in personalized medicine research from the perspective of people with Deafness or hearing loss.
	White 58.6%, Black 25%, Asian 1.9%, Mixed race 5.2%
	United States of America
	Mixed Methods

	Watharow & Wayland 2022

#15
	Yes (lead author lived experience researcher).
	Deafblindness
	18
	Through co-design and consultation, identify how to conduct qualitative research involving people who are Deafblind. Specific focus on informed consent.
	Ethnicity not stated but language cultures stated.
	Australia
	Qualitative

	Kim & Sutharson 2022

#16
	Not stated
	Severe vision impairment
	28
	To collate participant perceptions of research and informed consent processes during the COVID-19 pandemic
	African American 36%, White 58%, American Indian 3%, Other 3%
	United States of America
	Qualitative

	Wittich et al. 2023

#17
	Yes, one member of the research team has lived experience of blindness.
	Deafblindness
	184
(+ 14 staff)
	Address 3 questions: 1) procedures to facilitate optimal recruitment, 2) consent adaptations, 3) Training recommended to help prepare researchers to engage with people with deafblindness in research.
	Not stated
	Canada
	Qualitative 

	Kushalnagar et al. 2023

#18
	Yes (PI, CI and facilitators)
	Deaf, sign language users
	120
	To identify the common barriers to deaf people’s inclusion in clinical trials and how researchers can overcome these barriers to ensure equal access for study participation.
	Not stated
	United States of America
	Mixed methods

	McGrath et al. 2025

#19

	Yes (two authors with lived experience of vision impairment)
	Vision loss (blind and partially sighted)
	9
	To identify actions that support participation of adults with vision loss, and to reflect on learnings, challenges and strategies that support inclusion and accessible research participation.
	Not stated
	Canada
	Qualitative 



Footnote: Footnote: Terminology reflects language used included studies. Lowercase “deaf” refers to hearing differences and uppercase “Deaf” to cultural identity; “d/Deaf” acknowledges both. Similarly, “deafblind” refers to sensory differences and “Deafblind” to cultural identity.

Table 2A. Article summary for those pertaining to people who are d/Deaf or hard of hearing (n = 7) (see Footnote regarding language).
	Authors and year 
	Sampling strategy
	Data collection methods (N)
	Accessible informed consent procedure detailed 
	Main findings
	Recommendations

	Singleton et al. 2014

	Convenience through one University institute (Gallaudet University, noted for serving Deaf or hard of hearing students).
	Focus groups with 3 stakeholder groups (5 Deaf young adults, 6 researchers, 5 community experts). 
	Information provided in advance, then at the focus group 10 minutes informed consent video in ASL shown, followed by verbal explanation in ASL with relevant page shown on a large screen (allowing simultaneous viewing of researcher signing, and the PICF section being described). Followed by time to read the PICF and final clarifying Q&A before consent obtained (written, verbal - not clear).
	Main results: Theme 1. Disempowerment: consent forms are often hard to understand; the process can be improved greatly with fluent sign language researcher/interpreter and a video explaining the consent process in sign language (the example for the study) (5/5 students). 
Theme 2. Distrust: inability to run research effectively if the researcher is unable to sign efficiently and/or use inaccessible consent procedures; signifies a lack of cultural competence (11/11 researchers/experts).

	4 Recommendations: 
1. Incorporate cultural and linguistic awareness; consult with experts in the research planning stages. 
2. Researchers must consider whether recruitment, informed consent processes, follow up processes are culturally/ linguistically accessible in both signed and written language; both formats needed across each research stage. 
3. Make individual results and study results in available in accessible formats i.e., summary in sign language. 
4. Reframe Deaf and hearing collaboration models i.e., involve Deaf people as collaborators in the research.

	Spehar et al. 2016

	Convenience through research institute (Washington University) natural history study.
	Survey (12 adults with hearing loss/hearing aid users, 7 professional staff)
	Not described (just written informed consent to participate is stated).
	1. Captioning aids recognition of information but not recall. 
2. Captioning needs to be used effectively by researcher for it to be useful by participants. 
3. Caption transcript useful to both consultant and participant as reference/record of consent discussion.
	Conclusion: real-time captioning of consent discussion may support communications during informed consent processes between researcher and participant; broader application to situations where there are hearing or language needs.

	Young et al. 2016
	Purposive (through Deaf community networks)
	Focus Groups (19 Deaf or HoH adults that use sign language, across 5 group meeting times. One focus group per person)
	Participant Information Sheets made available in advance and were in British sign language as well as plain English. Supplement information also provided in sign language, face to face, and provided opportunity for Q&A before focus group.
	1. Acceptance of accessible, printed materials (18 point font, one font type, no italics or caps, 1.5 line spacing, logo in header only, no other graphics, off white and low glare paper).
2. Telephone interviews of survey questions preferred over self-administered survey i.e., trusted support. 3. Adapted communication approach with frequent progress reminders/check ins. 
4. Verify proxy consent i.e., allow individual consent and not proxy from family member.
	6 conditions for developing signed participant information sheets recommended so that they are acceptable, accessible and transmitted accurately and understood as intended. 
Short summary: 1. Community involvement. 2. Consistent verb directionality. 3. Consider bilingual influences on comprehension. 4. Orientation axis. 5. Understand barriers to information access. 6. Avoid jargon.

	Anderson et al. 2020

	Phase 1/2: purposive through community support organizations; Phase 3: convenience across university institute.
	Deaf community members (identified as Deaf or HoH) participated in Phase 1, 3 x Deaf community forums (22 adults); Phase 2, 4 x focus groups (18 adults); Phase 3, 1 x pilot test (5 students, mixed methods data).

	Study fact sheet presented in English and sign language; time given with research staff fluent in sign language to explain study requirements and ask clarifying questions. Written informed consent waivered. Verbal consent provided.
	Phase 1: 4 themes: communication access not provided, mistrust, lack of feedback from study results, lack of direct benefit. Phase 2: 5 themes: need for system change, information for researchers, improvements to informed consent form, information for interpreter training, deaf-focused research). Phase 3: Feasibility outcomes included recruitment, retention, engagement, satisfaction, intervention fidelity, feasibility of assessment procedures.
	1. Improve consent forms; with simple written language and in sign language (two formats).
2. Consider new consent strategies, and consent options. 
3. Use communication aides i.e., 'cultural brokers', accurate translation of PICF into sign language. 
4. Use of qualified interpreters fluent in sign and translating medical terminology.

	Unger et al. 2021
	Convenience 
	Focus group (x 3 groups of 3-4 Deaf sign language users, N = 10)
	All documents were made available to the participants (i.e., email messages, consent forms, questionnaires, and video conference instructions) were prepared beforehand both in written German and as recorded German sign language videos.
	1. Researchers need to acquire sign language knowledge before research begins. 2. Researchers need to be able to communicate with people in their preferred language i.e., a member of the research team that is a native sign language user. 3. Accessible information needs to go beyond the consent form, and include emails and questionnaires. 4. Attentional capabilities of signers should be considered noting increased visual demand to receive & exchange information in sign language (i.e., time limits on interactions). 5. Define transcription and translation strategies early, ensure budget and adequate time allowances.
	1. All communication materials and contacts in sign language; person's respective first language. 2. Future research to develop validated tools to be able to display sign language i.e., videos. 3. Shift in the mindset of researchers to understand, accept and support integration of sign language into research processes; normalize integration of language accessibility into practice.

	Garofalo et al. 2022

	Purposive
	Survey, mainly closed-items (N = 267 Deaf/HoH adults)
	Study invitation materials shared via national disability support centres; participants were referred to online survey and answered two questions to confirm understanding before starting the survey, thus implied consent. No description of whether information and consent materials were in accessible formats.
	1. 41.2% (110/237) agreed that information about medical research is not accessible to them (based on past experiences).
2. 51.3% (144/237) agreed they would be more likely to participate in research if information was communicated in more 'understandable ways'.
3. 51.3% (137/237) reported that communication with staff/professionals is difficult. 
4. 85% (202/237) agree that participants with lived experience should be research partners.
	1. Study materials need to be provided in disability-accessible formats i.e., plain and simple language, and translated into sign language video. 
2. Need for sign language interpreters to be present, or use of remote interpretation services (e.g. VRI) and other apps if not available.
3. Collaborate with community leaders in design and delivery of consent materials and processes to reduce barriers.


	Kushalnagar et al. 2023
	Convenience
	Mixed methods research:
Survey, open and closed items (120  Deaf sign language users/adults),
Focus group x 1 (subset = 20)
	Not described.
	1. Clinical trial information that is not provided in sign language increases the likelihood that deaf people will miss opportunities to learn about clinical trial participation.
2. Participant preference that the informed consent process be delivered directly by a deaf person fluent in sign language.
3. Repeat check ins of consent and willingness to participate needed; provision of multiple opportunities to provide and withdraw consent.

	1. Develop an adequate budget to support hiring deaf co-investigators in addition to interpreters or obtaining other access accommodations throughout the various stages of the clinical trial.
2. Identify local interpreting agencies for hiring interpreters.
3. Train team members on how to effectively and respectfully interact with deaf people, both in person and via telephone relay services.
4. Build flexibility into the research protocol to allow for the successful implementation of accommodations (e.g. lengthening the duration of the informed consent session to allow sufficient time for research staff to elaborate on each section of the informed consent form, to use the teach back method, and to permit interpreter clarifications).


Footnote: ASL, American Sign Language; HoH, hard of hearing; PICF, participant information and consent form; Q&A, question and answer. Terminology reflects that used in included studies. Lowercase “deaf” refers to hearing differences and uppercase “Deaf” to cultural identity; “d/Deaf” acknowledges both.

Table 2B.  Article summary for those pertaining to people who have vision difference/impairment (n = 7)
	Authors and year 
	Sampling strategy
	Data collection methods (N)
	Accessible informed consent procedure detailed 
	Main findings
	Recommendations

	Williams 2002

	Purposive, Convenience
	Focus group x 1
(16 adults with vision impairment)
	Each participant received an audiotaped narration of the project, contact details of the PI and an informed consent statement. Required written consent on consent form statement after listening to audiotape and before participating in focus group.
	Ranked list of issues concerning accessibility: lack of current diabetes information in accessible format (23 points); lack of health professionals understanding around meeting communication and information needs (22 points); lack of reasonable accommodation across print information and getting to sites (11 points); stigma experienced (7 points); lack of understanding around the grief of vision impairment (6 points).
	1. All information must be available to people who are vision impaired and blind. 
2. Staff need comprehensive training and orientation around working appropriately with people who have vision impairment & blindness (i.e., courtesies and interaction principles) 3. Access to a full range of adaptive & assistive technology at the visit. 
4. Provide opportunities to meet other people in the program (e.g., research participants meeting others in the trial to share experiences and build social connection). 
5. Access to resources to assist travel to the site. 
6. Individual counselling offered as part of the program/research study. 
7. All materials to be accessible across all forms of communication. 
8. Provision of accurate up to date information over time. 
9. Staff to work with community agencies to foster referral system.

	Ducket & Pratt 2010

	Purposive, Key informant
	Suspended structure interviews (37 adults with varying levels of vision impairment)
	Invitation materials in large print. Recruitment through trusted organisations that have connection to community.

	Themes: 1. Need to find ways to facilitate accessible exchange of information (e.g., audio 'talking book'). 
2. Need for open and transparent communication. 3. Researchers need to develop strategies to enable access of underrepresented group (i.e. those that don't disclose they have vision impacts, 'hidden' disability). 
4. Researchers need to consider the implications of the research on a person's identity and  psychological impacts. 
5. Materials need to be written in plain language. 
6. Findings of research should be made available to community and in multiple formats e.g., audio, braille. 
7. Reduce power imbalance in research settings is required.
8. Research needs to be practical and meaningful to the needs of people with vision impairment.
	1. Make use of alternative formats to exchange and share information (e.g., large print, audio and braille). 
2. Adopt accessible recruitment methods with community support groups. 
3. Engage with trusted supporters in processes including informed consent. 
4. Respect individuality, understand diversity within the community.
5. Enable empowerment and ensure research has practical focus. 


	McCaughey et al. 2016

	Purposive
	Survey with closed items (147 adults with varied eye diseases)
	Group 1: standard written information sheet + verbal. Group 2: standard + animation video. Group 3: standard + video + interactive quiz.
	Understanding of 5 out of 14 concepts of research was greater in Group 3, compared to those in Groups 1 and 2 (all P <0.001). No difference in groups for the remaining 9 items. Videos can help participants understand the more complex parts of the research.
	Interactive consent approaches involving a video and interactive quiz, improve patient understanding of complex concepts (i.e., stem cell research), therefore could be considered to improve the informed consent process and help participants understand and be sufficiently informed.

	Trujillo Tanner et al. 2018

	Convenience

NB: Only people with one eye condition included in this case study, other eye conditions excluded.
	Mixed methods: survey items administered by structured interview, both open and closed items (89 adults with severe vision impairment from age-related macular degeneration) followed by subset (n = 15) semi-structured interviews.
	Consent materials in 18 point font, one font type, no italics or caps, 1.5 line spacing, logo in header only, no other graphics, off white and low glare paper.
	1. Acceptance of accessible, printed materials. 
2. Telephone interviews of survey questions preferred over self-administered survey i.e., trusted support. 
3. Adapted communication approach with frequent progress reminders/check ins. 4. Verify proxy consent i.e., allow individual consent and not proxy from family member.
	1. Institute letterhead on written materials including invitation letters. 
2. Adopt best practice guidelines for accessible written materials. 
3. Provide verbal timestamps to participants during phone surveys. 
4. Care with proxy consent, always try and obtain consent directly.

	Sabatello et al. 2019

	Purposive
	Online survey, open and closed items (271 adults with low vision or blindness).
	Study invitation materials shared via national disability support centres; participants were referred to online survey and answered two questions to confirm understanding before proceeding to the survey, thus implied consent. 
Survey content, format and programming was tested to ensure accessible to screen readers.
No description on whether study information and consent materials were in accessible formats.
	Communication/participation barriers: 
1. 117 (44%) reported information not accessible.
2. 47 (17%) communication with researchers is difficult.
3. 80 (30%) feel that researchers lack knowledge of their needs.
4. 166 (63%) would be more willing to participate in future research if people with lived experiences helped plan and run the research.
5. Open responses conveyed that a facilitator would be if electronic communication and online platforms could work with screen reader technology.
	Specific to addressing barriers to inaccessible information: 
1. Access to a tablet with screen reader software 
2. Provide audio haptic cues and earphones for privacy. 
3. Accessible text-based layout without graphics, that can be read by screen readers. 
4. Website information platforms conform to World Wide Web Consortium (WWWC) guidelines.

	Kim & Sutharson 2020
	Convenience 
(unclear how many sites or site name/s)
	Interviews, mixed methods data collected from items (28 adults with severe vision impairment and blindness)
	Not described
	Quantitative: 68% would like to receive PICF in advance; 54% would like to involve trusted support/family in process; alternative formats for information supported; preferred format - paper 43%, electronic 43%, verbal 4%, no preference 11%; Regular reminders about consent options is needed 64%. Qualitative: 7 themes/10 subthemes including preference for in-person contact as well as information upfront; alternative formats for PICF; more complex information requires more time to review before initial contact (at least 7 days); reliance on proxy consent from family members if unable to read documents due to vision; communication barriers if no access to computing devices and internet (emails, electronic documents); researchers to learn about culture through vision support agencies (i.e. attend meetings and learn about how to best meet needs); reconfirm consent at regular intervals; person first language and describe environment (verbal clues and cues), explain what you are doing when.
	1. Initial contact, need to establish credibility (in view of email scams etc.). 
2. Recruitment through community networks will assist with legitimacy. 
3. Researchers need to consider an individual’s preference for accessing information, use of assistive technology & technology literacy. 
4. Liaise with community support orgs to understand the needs of the community. (other recommendations cited but not relevant).

	McGrath et al. 2025

	Convenience (older adults with vision loss, community leaders and service providers from one city).
	Appreciative inquiry: monthly focus group meetings across 12 months (9 stakeholders including 3 people with vision loss).
	All study documents were made available in large print, braille, and/or as audio recordings. In addition, all meeting materials circulated in both Word and PDF to enable the use of screen reading software. As needed, during the consent process, information was read out to participant. Verbal or written consent permitted, for the latter, with the aid of signature guide.
	1. Ensure compliance with digital accessibility standards and check digital formats for screen reader accessibility; avoid tables, correctly formatted headings. 
2. All materials available in large print, braille and/or audio recordings. Both Word and PDF digital formats. 
3. Option to have all information read to participants as needed. 
4. Flexible consent options, verbal and written, with a signature guide to assist written consent. 5. Option for research participant to choose location for discussion (when/where); and staff to be trained in sighted guide.

	1. Build opportunities for choice, autonomy, control and flexibility across all research stages. 
2. Information i.e., consent forms, in multiple formats including large print, braille and audio formats. 
3. Consent forms to be 'less wordy'. Avoid long and unreadable documents. 
4. Consumer input into the design and content of consent forms - specifically working with the b/Blind and partially sighted community, to ensure any online tools as well as documents produced are accessible in print form, and with screen reading software.


Footnote: Terminology reflects what is used in included studies, with predominance for “vision impairment.” In the main text, we use “people with vision differences.”


Table 2C.  Article summary for those pertaining to people who are Deafblind (n = 5)
	Authors and year 
	Sampling strategy
	Data collection methods (N)
	Accessible informed consent procedure detailed 
	Main findings
	Recommendations

	Roy et al. 2018
	Purposive (through community support services incl. Able Australia)
	Semi-structured interviews; themes inductively coded (8 community experts/ professionals)
	Not described
	1. Deafblind people are not exposed to the same information as wider community; Deafblind people are frequently unable to access information. These two results described as "communication deprivation". 
2. Researchers need to build trusting relationship & create safe respectful environment. 
3. Researchers need specialist skills to connect. 
4. Researchers need to dampen power imbalance. 
5. Researchers need to recognize Deafblind cultural diversity and spectrum of experiences. 
6. Design research that allows and captures the heterogeneity of the community.
	1. Deafblind people should be central to co-design and co-production of research. 
2. Consult with sign and language interpreters to aid cultural and linguistic sensitivity. 
3. Researchers should engage with people with expert knowledge as part of early planning. 
4. Researchers need to spend time with community, developing relationships and preparing people for the research experience (i.e., workshop, community briefing, accessible information shared).

	Skilton et al. 2018

	Purposive (through Moorfield’s hospital EMR and through Sense, community support centre).
	Focus Group (5 adults with Usher Syndrome, 3 staff).
	Not described
	Researchers to prepare for accessibility: consider room layout, lighting, positioning, provision of qualified sign language interpreters, and interpreter breaks, communication support needs such as printed document requirements, use of assistive technology, access to Wi-Fi and devices to add communication (i.e. text to speech or speech to text), access to counselling during research.
	From main table: Guide to help researchers: inclusion of DB people: 
1. Quiet space; no glare in room; fitted with audio induction loop. 
2. Printed documents in large print (font size 18 or above), sans serif fonts, high contrast (i.e. black text on yellow background), Braille format as required. 
3. Qualified and high quality interpreters. 
4. Support to use assistive technology of choice (i.e. captioner, tablets, e-reader). 
5. Skilled, trained and 'sensitive' researcher.

	Jaiswal et al. 2020

	Purposive through two leading organizations that support people with disability (Sense International India & Deafblind Ontario Services).
	Appreciative Inquiry, retrospective case study, observational/ ethnography, semi-structured interviews (16 adults with acquired or congenital deafblindness)
	Participants were asked their preferred mode of communication and information formats; docs provided 2 weeks before interview in preferred accessible format; involvement of trusted supports in consent process; investing sufficient time for discussion and questions.
	People with deafblindness use a range of communication modes, often in combination (Table 1 & 2 results). Strategies that were deemed successful and effective included: speaking clearly and slowly; ensuring the researchers is positioned in participants visual field; give examples that relate to their daily living to help explain concepts (relatedness); having family members and trusted supports present; well-lit, quiet space; use of a variety of communication methods to aid questions/answers.
Strategies extrapolated: Early process: 
1. Training in different communication modes. 2. Engagement of leading community organizations to help with planning, recruitment and understanding needs. 
3. Send all materials early i.e., 2 weeks to review. 
4. Ask preference for engagement e.g., in-person, online, tactile or language interpreter needed. 
During process: 
1. Build rapport and use effective interpersonal communication skills. 
2. Tailor language (i.e., simple, accessible). 
3. Use of their preferred online platform. 
4. Allow sufficient time for responses & process.
	Recommendations for informed consent: 
1. Ask participants beforehand about their preferred format/s to receive detailed information. 
2. Provision of accessible documents ahead of contact i.e., 2 weeks prior. 
3. Communicate using preferred communication modes e.g., large print, signing. 
4. Flexibility in providing consent i.e., choice of written or verbal. 
5. Researchers needs to be flexible during the process. 
6. Making participants feel valued and treating them as knowledgeable is important for conducting inclusive research.

	Watharow & Wayland 2022

	Not described
	Appreciative injury, retrospective case study/ observational/ethnography. Data also synthesized from conducting 18 interviews with Deafblind adults.
	A number of strategies employed including multiple formats given for the information sheet; communication supports provided; safe space; information exchanged using communication preferences and allowing for multiple modes.
	3 themes, each with three subthemes. 
1. Preparations: barrier removal, willingness to use multiple forms of accessibility, understanding authentic collaboration. 
2. Preparations: conducting accessible research requires embedding choice and control, interpreters, and accessible & safe environment. 
3. Accessible research requires prioritizing person-centred approaches and reflexivity i.e., touch centricity and allowing visual and vibrotactile elements, assistive devices, story telling aids, multiple modes  to collect meaningful data (and record consent).
	1. Provide full accessibility across all communications. 
2. Lived experience researchers should be included in all projects. 
3. Early immersion in the community (i.e. first step) is needed to understand needs and requirements. 
4. Collaborate with people with lived experience across project i.e. to understand and address barriers to participating. 
5. Allow adequate (more time).

	Wittich et al. 2023

	Purposive, convenience
(varied across individual cases)
 

	Appreciative inquiry, retrospective case study/ethnography with observation; textual narrative synthesis; semi-structured focus group discussions; stakeholder input.
(184 participants with deafblindness, 12 researchers, 2 community support groups)
	The process involved invitation through disability support group (community research partner). Not applicable as no participants directly recruited for this study. However, they describe their usual practice which includes Table 2 actions.
1. Research team provides accessible info to community partner. 
2. Community partner identified eligible candidates. 
3. Initial contact made by community partners. 4. Shared decision around interest with candidate to have their details shared. 
5. Shared contact details with research team. 
6. trained research member contacts candidate. 
7. Decision to undergo informed consent process - leading into outcomes in Table 2. Adaptions to consent process: procedural adaptations i.e., more time allowed, information across multiple timepoints (6 options), preparations for making the consent form accessible (9 options) and adapted informed consent options (8).
	Pooled data across 3 methods: 6 process steps for engaging with persons with deafblindess for research participation, with decisions made at each step (*). The process requires collaboration among the members of the research team, staff of community partners and support agencies, persons with deafblindness, trusted supporters and interpreters. These processes lead into the informed consent process, fostering opportunities to prepare the participant, preparations for making the informed consent form accessible, and adapting consent format options.
	Based on practical experience of the research group: 8 recruitment and invitation steps, 6 preparations and procedural adaptions, 9 preparations for making the consent form content accessible, and 8 adapted consent format options are proposed. 4 areas to cover in researcher training also recommended.


Footnote: Terminology reflects what is used in included studies. Lowercase “deafblind” refers to diverse vision and hearing differences and uppercase “Deafblind” to cultural identity (“d/Deafblind” acknowledges both which is used in main text).

Table 3. Main findings from the systematic review: 8 Principles with level of confidence and studies contributing.
	Main Finding
	GRADE CERQual Assessment of Confidence in the evidence (overall rating)
	Explanation of GRADE CERQual Assessment
	Studies contributing to the finding

	Principle 1: Foster inclusion through a comprehensive audit and delivery of access needs

	High
	Total 9 studies: 7 had high methodological ratings across all criteria; 2 studies had minor reporting concerns and ‘partial’ clarity around sampling strategy and analysis. Data relevance and adequacy was high, and coherence moderate. 
	Ducket & Pratt 2010
Young et al. 2016
Roy et al. 2018
Anderson et al. 2020
Jaiswal et al. 2020
Unger et al. 2021
Watharow & Wayland 2022
Wittich et al. 2023
McGrath et al. 2025


	Principle 2: Engage support and advocacy organizations for cultural competency and connection
	High
	Total 11 studies: 8 had high methodological ratings across all criteria, 3 studies had minor reporting concerns mainly with respect to sampling strategy. Data relevance, and coherence rated high, and data adequacy was moderate.
	Williams 2002
Ducket & Pratt 2010
Singleton et al. 2014
Young et al. 2016
Roy et al. 2018
Skilton et al. 2018
Sabatello et al. 2019
Jaiswal et al. 2020
Garofalo et al. 2022
Kim & Sutharson 2022
Wittich et al. 2023

	Principle 3: Develop trust and safety through having people with lived experience as part of the project team.

	High
	Total 11 studies: 8 rated high for methodological criteria; 3 studies had minor reporting concerns and ‘partial’ clarity across multiple design elements. Data relevance, adequacy and coherence rated high.
	Ducket & Pratt 2010
Singleton et al. 2014
Roy et al. 2018
Sabatello et al. 2019
Anderson et al. 2020
Jaiswal et al. 2020
Unger et al. 2021
Garofalo et al. 2022
Watharow & Wayland 2022
Kushalnagar et al. 2023
McGrath et al. 2025

	Principle 4: Prioritise choice and control over preferred information formats (i.e., be able to offer a range of accessible formats).

	High
	Total 18 studies: 11 rated high for methodological criteria; 4 studies had minor reporting concerns and 3 studies major reporting omissions. Data relevance, adequacy and coherence rated high (thus, quality and depth of data present outweighed reporting omissions).
	All except Speher et al. 2016


	Principle 5: Ensure research staff have the opportunity to develop knowledge and skills, and be able to execute, a tailored process to meet the access needs (i.e., education, training as needed)
	Moderate 
	Total 6 studies: 3 rated high for methodological criteria; 2 studies had minor reporting concerns and 1 study major limits in reporting. Moderate ratings for data relevance and coherence, and low adequacy.
	Williams 2002
Skilton et al. 2018
Anderson et al. 2020
Jaiswal et al. 2020
Kim & Sutharson 2022
Wittich et al. 2023


	Principle 6: Ensure requisite resourcing to support the delivery of an accessible and equitable process to meet access needs (i.e., time, space, experienced interpreters, assistive technology, dedicated funds)

	Moderate 
	Total 11 studies: 4 rated high across methodological criteria; 3 studies had minor reporting concerns, and 4 studies had major reporting concerns across multiple criteria. High rating for data relevance and coherence and low rating for data adequacy in select studies.
	Williams 2002
Spehar et al. 2016
Garofalo et al. 2022
Skilton et al. 2018
Sabatello et al. 2019
Jaiswal et al. 2020
Unger et al. 2021
Watharow & Wayland 2022
Kim & Sutharson 2022
Wittich et al. 2023
Kushalnagar et al. 2023

	Principle 7: Enable agency and flexibility in consent options (i.e., offer tailored and different methods to record consent).

	Low
	Total 9 studies: 5 rated high across methodological criteria; 1 study had minor reporting  concern and 3 studies had major reporting omissions across multiple criteria. Data relevance and coherence was high yet data adequacy low. 
	Young et al. 2016
Tanner et al. 2018
Anderson et al. 2020
Jaiswal et al. 2020
Watharow & Wayland 2022
Kim & Sutharson 2022
Wittich et al. 2023
Kushalnagar et al. 2023
McGrath et al. 2025

	Principle 8: Recognise and respond to the heterogeneity within the community/cohort.

	Low
	Total 5 studies: 4 rated high across methodological criteria; 1 study with minor concern and ‘partial’ clarity in select methodological criteria. Data relevance and coherence was high but fewer studies contributed to this finding therefore data adequacy was lacking.
	Duckett & Pratt 2010
Roy et al. 2018
Jaiswal et al. 2020
Watharow & Wayland 2022
Wittich et al. 2023



Footnote: GRADE CERQual, Grading of Recommendations, Assessment, Development and Evaluation - Confidence in the Evidence from Reviews of Qualitative Research method.
Appendices 
Supplementary Data – Implementation Research Logic Model specific to informed consent practices.

	Determinants
	Implementation Strategies
	Mechanisms
	Predicted Outcomes

	Innovation elements:
· Adaptable, flexibility.
· Low cost production.
· Relative advantage to previous standard.
Inner Setting: Organisation level:
· Provision of quiet spaces.
· Consider room layout, lighting.
· Access to qualified interpreters and communication support workers.
· Dedicated budget for accessibility and communication supports. 
· Access to assistive technology, devices and Wifi.
· Establish pathway to provide information in Braille i.e. establish collaboration with service provider.
Outer Setting: Sector level:
· Ensure compliance with digital accessibility standards.
· Mandate informed consent training.
· Communication standards for staff.
· Deaf people have a right to an interpreter for all interactions.
Individuals: Researchers:
· Investment of time to prepare and conduct process.
· Upskilling to develop skills and knowledge in adaptable practice.
· Explain what you are doing and when (verbal clues and cues) helpful for people with vision impairment. 
· Planning (see under implementation strategies).
Process:
· Ensure multiple ways to express, receive and record data.
· Design research that captures heterogeneity of population.
· Design process with consumers so that its usable, practical and accessible.


	Tailoring strategies:
· Offer to read aloud PICF.
· Alternative print formats for PICF i.e. Easy-Read, large font, simplified summary (supplement to main document). 
· Materials written in plain language.
· Allow extra time.
· Provide in accessible electronic formats i.e., docx, html, rtf.
· Provide in audio and video formats; video in sign language.
· Captioning during consent discussion.
· Provision of transcript in accessible format after consent discussion. 
Engaging others:
· Early engagement with community services for researcher to understand population needs.
· Involve communications facilitator in consent discussion.
· Researcher works with collaborative community partners throughout  process.
· Use of qualified, high quality (fluent) sign language interpreters.
Assessing Needs of Participants:
· Early ask of individual preferences.
· Frequent check ins.
· Avoid proxy consent; prioritise independence and verify if used. 
· Communication preference interfaces i.e., WhatsApp, Facebook messenger (familiarity and usability).
Training & education for Researchers:
· Learn about culture through disability support organisations (i.e. attend their meetings); early immersion in community.
· Know how to create accessible print documents.
· How to be a sighted guide.
· How to effectively use captioning.
Cycles of change:
· Provide multiple opportunities to confirm and withdraw consent; reconfirm re consent at regular intervals.
· More complex information requires more time; thus smaller amounts of information across multiple timepoints.
· Offer accurate up to date information over time.
· Early ask of individual preferences.
· Two signers to attend consent discussion (to allow for breaks).
· Consideration toward number of people present and power imbalance.
· Print materials i.e. PICF provided in advance of appointment (2 weeks); these in preferred formats such as editable electronic version in uniform contrast and colour.
· Ensure in-person engagement part of the process. 
· Check printed documents are compatible with screen reader or voice over capability.
· Early immersion in community; spend time understanding effective engagement strategies.
Contextual factors:
· Researcher attitudes.
· Site infrastructure.
· Leadership engagement.
	· Increase knowledge and skills: researcher training and education.
· Modifying attitudes and beliefs: regular performance feedback; stakeholder engagement.
· Enhance organisational capacity: build partnerships; resource allocation; policy and procedure development.

	Implementation:
· Increased acceptability.
· Increased adoption.
· Increased appropriateness.
· Feasibility.
· Penetration.
Service:
· Participant-centredness.
· More diversity in research.
· Participant Retention.
· Increased adherence to practice guidelines.
· Equity.
Researcher:
· Build capability.
· Increased knowledge.
· Confidence in tailoring communications for consent practices.
· Increased satisfaction.
Research Participant:
· Empowerment and agency.
· Trust in process and people.
· Understanding.
· Greater willingness to participate in research.
· Increased satisfaction.



Footnote: PICF, Participant Information and Consent Form. The logic model follows a sequence from determinants to implementation strategies, mechanisms, and outcomes. Outcomes are described as predicted, as they represent expected effects of the implementation strategies and mechanisms based on synthesis of findings across studies, rather than outcomes directly measured in individual studies.
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