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Abstract

Background: Providing accessible information during informed consent practice helps people make important decisions
about research participation. The aim of this review is to critically appraise the current Australian clinical research guidelines
to assess their guidance on delivering accessible informed consent processes for people with vision impairment.
Methods: An archival search of the Overton database was conducted for policy documents and guidelines pertaining to
informed consent practice in Australia. This was cross checked with the Australian Research Council’s online catalogue of
national codes and guidelines. Content analysis was performed using an implementation science framework to code the
actors, actions, context, target and time (AACTT) elements of informed consent practice. The AACTT framework enables
a detailed specification of the behaviours targeted for championing or change.

Results: Ten policy documents specific to conducting consent procedures for clinical research or healthcare participation
in Australia were identified and included in this review. Five of the 10 guidelines provided sufficient detail for researchers to
know what actions to perform to enable inclusive consent practice and mutual engagement with people with vision
impairment. However, they varied in their content describing how and when to perform them. Two of the key reference
documents for clinical research conduct in Australia entirely lacked recommendations for accessible informed consent
practice.

Conclusions: Australian research policy and practice documents offer some direction in helping researchers to deliver
accessible informed consent practice. However, guidelines produced by peak disability bodies and patient advocacy groups
offer more direction on how to engage people with vision impairment and offer useful templates for producing accessible
print materials.
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Background

Accessible communication and information provision by
researchers is paramount to supporting an equitable ap-
proach to informed consent practice. Informed consent is
achieved through a process of timely communication, dis-
cussion and shared decision making." Informed consent
embodies a person’s voluntary decision to be involved in a
research study/trial based on knowledge and a good un-

derstanding of what is involved.® Traditionally this process .
Corresponding author:

involves research candidates being provided study infor-
mation in a written document that explains the fundamental
elements of the study, including the benefits and risks of
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taking part, and the requirements such as time commitment.
Referred to as a Participant Information and Consent Form
or PICF in Australia (also called a Plain Language Statement
or PLS), this document serves to outline and meet the
Australian code for ethical and responsible conduct for
obtaining informed consent.* The document must be easy to
read and understand, along with meeting the target group’s
health literacy level.

Meeting the target’s group health literacy level when
writing a PICF/PLS is of particular importance given that
44% of Australians have low literacy, equating to 8 years or
less of schooling.”” In recognition, the National Statement
on Ethical Conduct in Human Research mandates that PICF/
PLS documents are “grade 8 level” or literacy level 2 or
below to encourage engagement and understandability.®'°
Having information that is in plain language, and in Easy-
Read and accessible format is also important for information
accessibility. Plain language uses everyday words and clear
active sentences with Easy Read extending accessibility by
presenting short sentences (i.e. under 16 words per sentence)
accompanied by a meaningful picture for each main point.''

In Australia, 1 in 5 people (20%) have a disability and
around 1 in 17 people (6%) have vision impairment.'?
Individuals with vision impairment, encompassing both
low vision and blindness, require printed information in
accessible formats to reduce the challenge and visual de-
mand from trying to read small print. Without due con-
sideration of vision ability, there is the chance that
inaccessible information could contribute to difficulties
reading print, a cause for print disability. Furthermore, if
information providers do not offer accessible information
options, they may potentially be denying a person access to
that information."*"'® In the context of clinical research, this
has implications for determining whether someone is ade-
quately informed and has been given an equitable process
for receiving information and making decisions as appro-
priate. Signing a consent document or agreement may serve
as evidence of consent but may not adequately capture the
process nor capacity of the person responsible for providing
consent. Providing information that is accessible to people
with low vision or blindness means meeting both visual and
print accessibility needs through all communications.

Rationale

The literature around information accessibility practices
taken during informed consent procedures involving people
with vision impairment is sparse.'> A small number of
studies have reported the perceived benefits of having
printed materials in larger font within select health care'®
and research settings.'” Few studies also report the issues
faced if printed materials are not accessible for people with
vision impairment such as incorrect medication
adherence.'®'” These studies do not include investigation of
informed consent processes, in either medical or research

settings, involving researchers (those conducting or facili-
tating informed consent procedures i.e., investigators and
study coordinators) and prospective research participants.
However, a recent study has indicated that people with
vision impairment find accessing information about research
in video and audio formats helpful.®® This study helps to
build an understanding of the information needs of people
with vision impairment for research participation. Broadly,
presenting information in audio-visual and digital formats
has been shown to aid understanding and decision making
during the informed consent process.”'** Yet despite this
evidence, there remains limited implementation and routine
adoption of alternative information formats, fueling a re-
newed call to increase inclusive informed consent strategies,
particularly for people with disability including those with
low vision or blindness.”* >°

The benefits of increasing access, equity and inclusion in
health research are clear, with diversity encouraging ap-
plicability of results across all of society and having positive
health and economic impacts for society over time.”’~®
Given the paucity of evidence in the literature around
what inclusive communication and consent practices are
being used by researchers to support information accessi-
bility for people with vision impairment, an investigation is
warranted.”? Furthermore, the strategies and interventions
being used by researchers to support communication
practices within clinical research practices are largely under-
reported in countries including Australia®® and the United
Kingdom.*® It is likely that researchers are tailoring their
informed consent practices to meet participant needs, but the
question arises, do they have the knowledge, skills and tools
to be able to confidently tailor their practice? Are there
sufficient guidelines, policies and resources available to
assist researchers with adapting their practice as required?

Objectives

To address this evidence gap, it is important to firstly un-
derstand if researchers know what actions to take, how to
take them and in what circumstances. This review will
answer these questions and use an implementation science
approach to demonstrate any knowledge and practice gaps
in Australia. The action, actor, context, target and time
(AACTT) implementation framework offers a systematic
approach for clarifying “who” should be doing “what” with
“whom” in “what” setting and “when”.*' The AACTT
framework has been reported as an effective method to
review practice standards in the Australian healthcare
setting.*>** Globally, it has also been used widely in
evaluating staff behaviours in hospital, research and com-
munity health settings.>*>® Previous studies using the
AACTT framework have suggested that it is particularly
useful in interrogating clinical practice guidelines to ensure
there is enough clarity about what behaviours should be
championed or highlighted for change.’’ "
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In Australia, Good Clinical Practice certification involves
training across government endorsed guidelines and rec-
ommendations for ethical and professional research con-
duct. It is imperative that these documents adequately
educate staff on how to deliver an optimal informed consent
procedure to suit the information and communication needs
of prospective participants. There is a need to identify how
the current national guidelines for ethical conduct in Aus-
tralia educate and inform researchers on inclusive consent
practices. Therefore, this scoping review aimed to critically
appraise the current Australian clinical research guidelines
to assess their guidance for delivering accessible informed
consent processes for people with vision impairment. The
AACTT framework will be used to explore and appraise
what researchers (actors) are recommended to do (actions)
to support accessible communication practices with people
who have vision impairment (target) during the informed
consent process (context, time).

Methods
Design

This scoping review is the first phase of an implementation
development project (Open Science Framework (OSF)
registration identifier: DOI 10.17605/0SF.I0/B4ZWA) that
aims to identify methods to enhance information access
during the informed consent process for clinical research.
The review employed a quantitative policy record audit and
documentary analysis (Part 1) followed by a deductive
content analysis and appraisal of included documents using
the AACTT framework (Part 2). The research team con-
ducting this review consisted of three authors (FOH, MK
and LA) who are clinician researchers that engage with
people with various levels of vision impairment and those
with dual vision-hearing loss. One author (DF) is an access
and inclusion specialist, one author (CO) works in health
professional training and library services, and the two re-
maining authors are researchers with special interest in
implementation, evaluation and participant engagement
(TS, CP). Two authors have lived experience of disability,
involving vision or hearing. Reporting of this scoping re-
view has been guided by the PRISMA extension for scoping
reviews (PRISMA-ScR) checklist.*

Part |I: Review of informed consent policies
and guidelines

Database search

The first step involved conducting a database and online
catalogue search using archival research methods.*'*** This
meant applying methods to facilitate the investigation of
policy documents and records specific to an informed
consent procedure. The Overton database, hosted by the

University of Melbourne, was used to conduct the database
search. We selected the Overton database as it is the largest
searchable grey literature and policy document database. It
covers diverse regions and coverage of relevant document
types including guidelines, white papers, and publications
from government, non-government organizations and think
tanks. There is a growing body of evidence to support the
utilization of the Overton database to identify relevant
policy documents and grey literature.*>*® The search
strategy was developed by two authors (FOH, CO) with key
search terms and Boolean operators being “informed con-
sent” or “research” and “Australian policy” and “disability”
(see Supplement 1 for database search strategy).

Other information sources

Grey literature was searched from Australian Government
websites. Peak professional bodies known to produce na-
tional clinical research guidelines in Australia were searched
for recommendations regarding informed consent practice
and/or responsible research conduct. This was cross checked
with reference to the Australian Research Council’s online
catalogue of national codes and guidelines in Australia.*’
These were the National Health and Medical Research
Council’s National Statement on the Ethical Conduct in
Human Research,®'® The Australian Code for Responsible
Conduct of Research” and the Australian Health Practitioner
Regulation Agency (Ahpra) codes of conduct for both
doctors and health professionals.**** Additionally, the
National Safety and Quality Health Service (NSQHS)
Standards®® report and the related Australian Charter of
Health Care Rights®' were reviewed for content specific to
informed consent practices. The Australian Commission on
Safety and Quality in Health Care online website was also
searched for ancestral resources and guides.*”

Eligibility criteria

Documents were included for review and analysis if they
provided information pertaining to conducting an informed
consent process in research and/or healthcare settings in
Australia. Documents were excluded if they were aimed at
isolated targets such as hospital staff working at specific
hospitals, or members of a State-based medical profession.
In other words, they needed to be national guidelines and
recommendations applicable across clinical research set-
tings and professions.

Part 2: Critical appraisal framework

Appraisal of individual sources of evidence

The review used the AACTT framework to explore local
polices and clinical guidelines. The AACTT coding
framework was developed by author FOH and reviewed by
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all authors (see Figure 1 and Supplement File 2).>' The
coding framework was based on its use in a previous study
exploring oral health policies and implementation of
practices to support oral hygiene care.*” In the context of the
informed consent process, the actor is the individual/s
performing the consent procedure, and the actions or be-
haviours are the strategies used by these individual/s to
ensure that information presented is accessible. Context may
include settings such as online, face to face or over the phone
and may also include physical settings such as within a
research clinic. Target is the individual/s for whom the actor
performs the action, and includes all parties involved. Time
is the period or point in the informed consent process where
the actions are performed.

To assist the appraisal of included documents, a data
extraction template form, in Microsoft excel format, was
developed by one reviewer (FOH) and included document
title, year of publication, selected text, text reference details
such as recommendation number and page number, and
AACTT ratings. Two authors (FOH and DF) independently
performed data extraction and each document was then rated
using a three-tier rating scale (0, 1, 2) for each of the five
elements of the AACTT framework.®' Discrepancies were
discussed with the involvement of a third author (MK) until
an agreement was reached. As an example, for actions, a
score of 2 was obtained if a list of actions were stated that
referred to providing accessible information to participants.
The actions needed to describe not just what to provide, but
how to present accessible information to participants
(i.e., what researchers need to do to ensure that their consent
practice aligns with the behaviours that support an equitable
and inclusive practice).

Deductive content analysis was conducted to identify
principles to guide clear behaviours that supported adapting
communications and information provision with people that
have vision impairment. The purpose of this step of the

review was to identify instructional guidance that helped
inform researchers on planning and preparing accessible
communications and information to support their informed
consent practice.

The behaviours that support an inclusive process during
the informed consent process for people with vision im-
pairment were deemed as follows:

® Assessment of capacity to see and be able to read
written information.

® Assessment of information needs specific to vision
and individual preferences for communication.

® Interventions that support adapting the way infor-
mation is provided or received i.e. provision of in-
formation in multiple accessible formats such as
enlarged font version of printed materials.

® Interventions that support research staff training and
education in communication practices and/or consent
practices.

® Interventions that support shared decision making,
agency, engagement and/or empowerment in the in-
formed consent process.

The scope of the informed consent behaviours was
agreed on by all authors who collectively have a research
focus on equity and inclusion in the informed consent
procedure for diverse populations.

Results

Characteristics and results of individual sources
of evidence
A total of 10 primary documents were identified that meet

the eligibility criteria. (see Table 1 for overview of document
details). All 10 documents are reviewed against the AACTT

Time

When the actions
should occur,
frequency & timing.

Target

Who are the
actions
targeting.

Actor

Who is delivering
the actions.

Actions

The strategies
being employed.

Context

Where should
the actions be
occurring.

Figure I. The Actor, Actions, Context, Target and Time (AACTT) framework.®'
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framework, and the analysis results are presented in Table 2.
Fourteen documents, including the Australian Clinical
Trials Handbook (2021)°* were reviewed in full but were
excluded as they did not contain information regarding
conducting a consent procedure for clinical research or
healthcare in Australia.

From highest to lowest rated documents, the Research
Development Impact Network, “Research for All: Making
Development Research Inclusive for People with Dis-
abilities” report (referred to as ‘Research for All report’
herein) was the highest scoring and obtained a rating of “2”
across all categories.”® This was followed by the Joint
Commission report on Informed Consent Safety Actions
(2022) which obtained a rating “2” on four of the five
AACTT framework categories (excluding the category
actor, rated ‘1°).°> The third leading document to score a
“2” across two AACTT categories (for context and target)
was the National Statement on Ethical Conduct in Human
Research (2023) (referred to as the ‘National Statement’
herein).’® The AACTT framework category that had the
highest frequency of rating “2” across the included doc-
uments was the “actions” category, namely four out of
10 included documents. Conversely, the “context” cate-
gory had the lowest ratings overall with five documents
scoring “0” for this element, namely five out of 10 included
documents. Refer to Supplemental file 2 for full description
of the AACTT framework for each category for each in-
cluded document.

Specific mention of adapting the informed consent
procedure for people with vision impairment was noted
in five out of 10 documents for the actions category, and
four of these scored a “2” whilst one document, the
National Statement, scored a “1” as it omitted how to
perform recommended actions. The five reference guides
that specifically mention how to tailor information to suit
the needs of participants with vision impairment are the
National Statement (2023 update), the Joint Commis-
sion’s safety action 2022 report, the Blind Citizens
Health Policy (2020),”7 Australia’s Disability Strategy
(2023)°® and the RDI Network “Research for All”
2021 report.’* Table 3 highlights examples of the doc-
uments scoring a “2” across the AACTT framework
categories.

Discussion
Summary of key findings

This review performed a critical appraisal of Australian
policy and research practice guidelines using an im-
plementation science framework. The AACTT framework
was applied in this review to help define what professional
behaviours are needed to deliver an inclusive informed
consent process with people who have vision impairment.
This review included 10 primary documents that pertain to

national policy and practice for conducting an informed
consent process. Five reference guides (half) specifically
mentioned how to tailor information and ‘provide infor-
mation in ways that meet the needs’ of participants with
vision impairment. Overall, there was a lack of specificity,
particularly in relation to who should be delivering the
informed consent process, at what time and in what context
within the included documents.

Referring to the AACTT framework can help identify
the gaps in understanding and inform areas for more fo-
cused education and support.”’® We found that there needs
to be greater specificity around the ‘actions’ that the ‘ac-
tors’ need to take to enhance accessibility during informed
consent practices for people with vision impairment. There
is under-representation of information specific to people
with vision impairment across the documents included in
this review. However, there is a trend toward greater
breadth and focus of information around accessibility
principles in the more recently published documents. For
example, the National Statement 2025 update has an entire
chapter that describes engaging with people with disability
(Chapter 5). This observation is in parallel with the leading
international guideline, ICH-GCP, adopted in January this
year. Specific to all prospective participants in research, the
ICH-GCP guideline states that “varied approaches such as
images, videos and interactive methods may be used in the
informed consent process” (Rec 2.8.1). The international
guideline is more specific than Australia’s National
Statement for outlining accessible actions for consent
practice. Currently, researchers would need to look outside
the Australian Code, National Charter for Healthcare
Rights and Australia’s professional best practice guides
(Aphra guides) for information specific to ‘how’ to adapt
communications and information provision for people with
vision impairment.

How do researchers tailor their practice to meet the
needs of people with vision impairment?

This review has identified other guides from the disability
sector that provide explicit direction for researchers on how
to produce accessible information. Specifically, the Good
Clinical Practice Guide for engaging with people with
disability and the RDI Network ‘Research for All’ report
both provide consent form templates, digital and print
templates and tips for engaging with people with vision
impairment (see resources and templates throughout refer-
ence 58 and 54 such as Appendixes 4-6). Additionally, the
Blind Citizens Health Healthcare Policy also provides
specific guidance on creating accessible information and
communication for people who are vision impaired, as well
as recommendations for how to tailor and ensure the en-
vironment also meets the needs of people.’” These docu-
ments highlight inclusive practices that involve adopting
multimedia approaches, including using audio formats,
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Table I. Overview of the document details included in the review.

Title Type Intended audience

Brief description

Researchers, ethics
committees, research
governance staff, research
participants

National statement on ethical conduct in National
human research (2023, 2025). standards,
guidelines.

Australia’s disability strategy 2021-2031: Guidelines,
Good practice guidelines for engaging strategies
with people with disability (2023).

People working in varied
sectors including research
and service provision

The joint commission — Informed consent Guidelines,
safety actions (2022). strategies

Healthcare organizations &
providers

Australian health and practitioner Policy, code of  Clinicians, registered

regulation agency code of conduct conduct practitioners working in
principles (allied health 2022, doctors Australia
2022).

RDI Network report: Research for all:  Guidelines, Practitioners, researchers
Making research inclusive of people strategies and policy makers
with disabilities (2021).

National standard operating procedures National Organizations conducting
for clinical trials, including teletrials, in standards, clinical trials, research
Australia (2020, published 202)* guidelines staff, investigators

Blind citizens Australia healthcare policy Policy, strategies Healthcare providers,
(2020). people who are vision
impaired

A guide that helps inform the design, ethics

review and conduct of research that is
funded by the NHMRC or ARC in
Australia. In addition, provides national
standards for intended audiences to
participate in ethically sound research.
Sections 2.2, 3.1, 4.2, 44 and

5.3 specifically refer to communication
with participants and consent practice
guidelines. The most recent 2025 update
also includes a section on ‘inclusiveness
in research’ (4.0, page 68).

Best practice guide for engaging with people
with vision impairment in activities
including research, and that involve
shared decision making. Specific
reference is made to informed consent
processes across all five principles.

Guide for those working in the healthcare
industry undertaking informed consent
procedures; strategies to improve the
informed consent process for patients.

Standards for professional conduct in allied
health or medical fields. For medical
doctors standards 3.2, 3.3, 4.2, 4.3,

4.4 and 5.2 support communication and
providing information with patients, and
4.5 is specific to informed consent. For
allied health professionals, the standards
1.2, 3.2, 4.1 and 4.2 on informed consent
apply. Standard |1 relates to ethical
research conduct.

Tools and resources for intended audience

for any form of research or evaluation
with participants to ensure best practice.
Outlines inclusive principles and
strategies for accessible information and
communication with specific reference
to engaging with people with vision
impairment.

National standard operating procedures
including one specifically for conducting
informed consent with research
participants, SOP 09.

The policy covers central tenets for

providing a healthcare service with
people who are vision impaired, with a
focus on delivering an inclusive and
accessible practice. Principles specifically
related to access 2.0 and information
5.0 related to decision supporting
informed consent.

(continued)
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Table I. (continued)

Title Type Intended audience Brief description

Australian code for responsible conduct Code of conduct, Researchers and research  Code of research practice that outlines the
of research (2018). national institutions expectations for conduct of research in
standards Australia. It provides an overarching
framework that is supplemented by
other guides including the National

Statement.
National safety and health service National Clinicians Eight standards for standard of care from
standards — Australian commission standards healthcare service providers covering
(2017). communication with patients to support

effective interactions and decisions.
Specific reference to informed consent is
made in actions 2.3-2.10.

Integrated addendum to ICH E6 (R1): Guidelines, Researchers, research Good clinical practice guidelines for
Guideline for good clinical practice E6  practice institutions, ethics conducting research with participants.
(R2) (TGA annotated version for standards committees, trial Specific reference to informed consent
Australia) 2016.%* sponsors procedures is made in standard 4.8 for

NB: ICH-GCP Eé6 (R3) guide researchers.

2025 available but currently not
annotated by TGA in Australia.

National Health and Medical Research Council, NHMRC; Australian Research Council, ARC; Research Development Impact, RDI; International Con-
ference on Harmonisation’s Good Clinical Practice guidelines, ICH-GCP; Therapeutic Goods Association of Australia, TGA.

which is a key method that have been shown to be positively — progression in generative artificial intelligence which has
viewed by people with vision impairment undergoing an the potential to assist both the researcher and the participant
informed consent procedure.’**! A range of tools are now  with readability of information and methods for commu-
readily available, and the number is increasing with nication.®” Starting with a well written accessible print

Table 2. Analysis of adaptive and accessible practices for engaging people with vision impairment during an informed consent process
using the AACTT framework (listed in publication order by year).

Document Actors Actions Context Target Time

National statement on ethical conduct in human research (2025). | | 2 2 I

Australia’s disability strategy 2021-2031: Good practice guidelines for engaging with people | 2 I | I
with disability (2023).

The joint commission—Informed consent safety actions (2022). | 2 2 2 2

Australian health and practitioner regulation agency code of conduct principles (Allied health 2 | 0 | I
2022, doctors 2022).

RDI Network report: Research for all: Making research inclusive of people with disabilities 2 2 2 2 2
(2021).

National standard operating procedures for clinical trials, including teletrials, in Australia 2 0 0 | 0
(2020, published 2021)*

Blind citizens Australia healthcare policy (2020). | 2 I | I

Australian code for responsible conduct of research (2018). | 0 0 | 0

National safety and health service standards—Australian commission (2017). | | 0 | 0

Integrated addendum to ICH Eé6 (RI): Guideline for good clinical practice E6 (R2) (TGA | | 0 0 0

annotated version for Australia) 2016.%*

*The Australian Clinical Trials Handbook (2021) is a related document but not specifically included in this table as it does not mention informed consent
practice (and was therefore excluded). Similarly, 14 other full texts were reviewed but excluded as they did not meet the eligibility criteria, namely did not
mention informed consent processes.

**¥|CH, International Council for Harmonisation of technical Requirements for pharmaceuticals for human use. TGA, Therapeutic Goods Association.
Footnote: To ensure that Australia meets international guidelines, the Therapeutic Goods Association (TGA) annotated the Guideline for Good Clinical
Practice to ensure it reflected Australia’s specific regulatory and governance requirements.28 Whilst not developed for Australia, the International Council
for Harmonization of technical requirements for pharmaceuticals for human use (ICH) Good Clinical Practice’ guide was included in this review. Rather
than having a separate document, the TGA annotated step version 4, published in 2016 and this has been referred to as the E6 (R2) TGA annotated version.
A more recent version of the ICH-GCP guide was identified in the search and was published on 06 January 2025, referred to as E6 R3’ However, the TGA
had not annotated this latest amendment at the time of this review (both R2 and R3 are included and appraised in Supplemental File 2).
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Table 3. Key examples of top rated AACTT framework components across policy and guideline documents.

AACTT
component

Description of highest score (author
definition of rating 2’)

Recommendation

Reference text (example/s)

Actors

Actions

Context

States investigator and site staff conducing ICH-GCP E6 (R3) 2025. (NB. Not Informed consent of trial participants by

the informed consent process with a
participant, legal representative and
family members.

Actions stated with adequate detail to
replicate e.g. The researcher/s
conducting the informed consent
procedure with participants should
adapt the procedure to suit the needs
of people including those with vision
impairment. They should do this in a
specified number of ways (noting
instructions on how to do this is best).

Context stated with adequate detail to
replicate e.g. Researcher/s should
provide tailored and accessible
information to participants during the
informed consent procedure.
Reference is made to stages involving
consultation with shared decision
making in and across the process;
information should be shared and
discussed by both parties

the TGA annotated version).

The joint commission 2022

RDI Network report: Research

for all: Making research
inclusive of people with
disabilities 2020.

Joint commission 2022

the investigator. Other points under
recommendation 2.8 include reference
to legal representative and family
members in all communications as
needed and confirmed by the individual.

Ensure patient is “truly informed” by

adopting strategies: Communications
using simplified language (Actions 4 &
I'1), simplified content and length
(Action 4); consider needs of people
with specific needs including vision
impairment (Action 5), communication
tools and translations for cultural and
language needs (Actions 6 and 12),
medical interpreters (Action |3), make
use of decision aids including interactive
media and graphical tools (Action 10).

Recommendation that clinicians

(researchers) should undertake
effective communication and shared
decision-making training (Action 3),
researchers to be provided with
communication tools and models to
evaluate patient (participant)
understanding (Actions 7, 8 and 15) and
organizations to support staff with clear
policies covering informed consent
principles and competencies (Action 2).

All communication related to research

should be provided in accessible
formats; and in a variety of formats such
as plain language in preferred language,
pictorial format using visual cues, large
print, braille, audio. Formats to suit
individual preferences. All digital
downloadable material to be screen
reader accessible. Alternative text used
for all images (Section 2, Appendix 4).

Health or medical care context where

informed consent procedures are
undertaken involving patients/
participants, family members or support
persons, and health professionals. The
document states that communication is
a process that is ‘patient-centred’,
involves ‘shared decision-making’ and
must take note of participant health
literacy level, any cultural sensitivity,
preferred language and patient needs.
Policy and interventions need to
consider people with specific needs
including vision and hearing impairment.

(continued)



O’Hare et al.

Table 3. (continued)

AACTT Description of highest score (author

component  definition of rating ‘2°) Recommendation Reference text (example/s)

Target Target stated with adequate detail to National statement 2025 Research participants are noted in all
replicate e.g. includes reference to points and there is specific reference to
actors and includes specific mention of people with vision impairment (5.3.6 f).
meeting information access or
communication needs of research
participants including those with vision
impairment (or sensory losses).

Time Time stated with adequate detail to ICH-GCP E6 (R3) 2025 Varied approaches (e.g., text, images,

replicate e.g. adaptions and/or tailoring
of information provision should be
given throughout the informed consent
process; consultation with participants
about their information and
communication needs should occur at
at/near first contact.

RDI Network report: Research
for all: Making research
inclusive of people with
disabilities 2020.

videos and other interactive methods)
may be used in the informed consent
process including for providing
information to the participant (2.8.1c).
Obtaining consent remotely may be
considered where appropriate. Timely
communication with communication
time and methods documented (2.8.2).

Providing accessible materials based on
individual preferences and asked in
advance of the informed consent
procedure. Consultation with the
participant about their needs should
occur throughout the process including
early/planning stages and “overt
inclusion in the planning process”.
Partner with individuals and their
nominated trusted supporters. Adopt
cooperative practice with a ‘check-in’ at
regular intervals about needs and
accommodations.

document, such as the PICF, can help prepare the script for
an audio narration. However, implementing audio formats,
and any multimedia information consent supplements, re-
quires additional resources, infrastructure and time.*' This
necessitates early planning, budget and identification of
people who have the necessary skills and experience to
assist with producing these formats.

Remaining practice gaps and areas for future
progress

For researchers to know how to provide information in
varied accessible formats, there needs to be support for
skills, knowledge and capacity building. Implementation
strategies that could assist with this include, but are not
limited to, dedicated funding for accessibility actions,
creating a learning collaborative, recruiting and cultivating
relationships with partners in the implementation effort
(i.e., digital accessibility experts, consumers), develop and
share educational materials, build and share high-quality
multimedia information templates across networks, and
mandate practice change.®’ Knowing what supports are
available, and how to access and offer them, is a vital part of

the responsible research conduct framework that is currently
missing. Given the reliance on researchers to augment their
consent practice, there is a need to describe the actions
(behaviours) as clearly as possible. This review highlights
the need to clarify the roles and responsibilities of the people
involved, the organization and the professional sector.

If researchers were adequately prepared with the tools
and templates to deliver an equitable and inclusive informed
consent process, research participants would be in a better
position to access the information they need to make an
informed choice about participating. This has been shown in
studies adapting the informed consent process for people
who are Deaf or Hard of Hearing®*®® and for those with
Deafblindness.®* Wittach et al (2023) present a list of ways
to tailor the informed consent process when engaging
persons with Deafblindness.®> These include preparations
and procedural adaptations (i.e., provision of accessible
information ahead of first contact), preparations for making
the consent form content more accessible (i.e., simplified
language; have Braille, large print and video recorded sign-
language versions available) and adapted consent format
options (i.e., verbal audio recorded consent). This study
reports suggestions that would be applicable to enhance
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inclusion and access for people with vision impairment,
particularly useful given the limited number of empirical
studies and evidence-base in this area. During the document
search, other noteworthy resources were also found pro-
duced by peak disability organizations and patient advocacy
groups including Vision Australia, Able Australia, Round
Table and Blind Citizens Australia. Additionally, the rec-
ommendations highlighted in Australia’s Disability Strategy
(2021-2031) also bridge knowledge gaps and advise on how
to meet information needs. Collectively these documents
also raise the importance of providing, as well as asking,
individuals their information preferences early. There is
merit in all informed consent interactions being based on
meaningful, two-way, information exchange that foster
shared decision and empowered consent.®®¢”

Strengths and limitations

The limitations of this review include having a specific focus
on engaging with people with vision impairment. It is
recognized that information access challenges can be ex-
perienced by people with other communication and infor-
mation needs including those with cultural, linguistic and
cognitive considerations therefore recommendations and
guides need to address diversity. It is therefore recognized
that national policy and practice guides do need to be broad
to a certain degree, but specific enough that they refer re-
searchers to quality resources for more information to be
able to effectively tailor their informed consent approach.
The review may spark concern that current guidelines are
just simply ‘guidance’ and need not be so prescriptive to
allow flexibility in informed consent practice. This review
may be criticized for advocating more specificity around
actions researchers should take for improving information
access. However, some documents fall very short and are
now outdated in terms of alignment with inclusive best
practice. Another limitation is that the search for included
documents was contained to one policy database, Overton,
and Government websites. It is noted that institutions may
have policies that relate to the conduct of informed consent
procedures, but these may not be publicly available or
available on the Overton database. A future search in this
area could also use the Analysis, Policy and Observatory®®
database that searches policy documents in Australia, along
with Policy Commons,”” to include global policy
documents.

Despite these limitations, this review helped to identify
the evidence for policy-based knowledge gaps. In doing so it
highlighted a list of resourceful documents that have specific
information and tools that may assist researchers in finding
information to assist in adopting accessibility practices. This
work is important to identify the specific actions that support
inclusive informed consent practice, ultimately to facilitate
uptake of accessibility practices in the future.

Conclusions

Future updates to Australian policy, guidelines and codes of
conduct are warranted and would benefit from including
how the informed consent process should be adapted to
include people with vision-related information access needs.
If these suggestions are not incorporated, key policy and
practice documents should direct researchers to reliable
participant-centred resources, tools and templates to find this
information. There is hope that providing clear, timely and
multiple accessible communications and information be-
comes the foundation for good clinical practice, and em-
powered informed consent practice, in Australia in the
future.
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