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Abstract

We systematically reviewed contemporary literature to create an evidence-informed
framework for research studies involving children and adolescents who can assent to
participate. We searched seven citation indices to locate peer-reviewed research published
in English language journals between 2000 and 2012. After screening 1,231 titles and
abstracts for relevance, we assessed levels of evidence, extracted information, and analysed
content from 87 articles. Most articles narrowly focused on paediatric assent barriers and
facilitators for decision-making about research participation. No articles provided a single,
comprehensive ethical framework to guide the development and review of research assent
protocols. We developed a 6-step framework that provides guidance to: prepare the child
for the assent process; assess the child’s readiness to engage in decision making; discuss
the elements of informed consent to the greatest extent possible; seek an initial assent
decision; monitor and affirm assent; and respect the child’s role as a research participant.
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The PAeDS-MoRe framework also supports the creation of process models that address the
unique, developmental needs of paediatric sub-groups, and guides the operationalization of
jurisdictional requirements for ethical research involving children who are unable to provide
free, informed and ongoing consent.
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A clinical research team based at a children’s rehabilitation hospital plans a 3-year
randomized controlled trial designed to examine the efficacy of an investigational
drug therapy on hyperactivity and aggression in school-age children with autism
spectrum disorders. Eligibility criteria include children who are verbal, between the
ages of 7 and 10 years, and have a confirmed diagnosis of autism. The researchers
propose to randomize 40 children to one of two experimental arms (active drug and
placebo) in a 1:1 fashion. Each child will be asked to stay on the study drug (or
placebo) for 24 weeks. Outcome measures include baseline and follow-up psycho-
logical tests and magnetic resonance imaging scans, and safety measures involving
blood work, electrocardiogram tests and biweekly physical exams. The institutional
research ethics board requires the team to submit a detailed research assent protocol
as part of its initial ethics submission. The lead researcher asks the research ethics
board to provide direction on the elements to include in an assent protocol.

Background

The Tri-Council Policy Statement: Ethical Conduct for Research Involving
Humans — 2010 (TCPS 2: CHIR, 2010) is the joint research ethics policy of the
three main federal funding agencies in Canada — the Canadian Institute of Health
Research, the Natural Sciences and Engineering Research Council of Canada, and
the Social Sciences and Humanities Research Council of Canada. The policy
espouses three core ethical principles to guide the development and review of
research protocols involving human participants: Respect for Persons (a recogni-
tion of the intrinsic value of human beings and the respect and consideration that
they are due); Concern for Welfare (consideration of the impact of research on
factors such as physical, mental and spiritual health and physical, economic and
social circumstances in individuals); and Justice (an obligation to people being
treated fairly and equitably). These three interdependent principles resonate well
with the foundations of the Declaration of Helsinki (World Medical Association,
2008) and other international standards and regulations governing the ethical con-
duct of research involving humans.

Although free, informed and ongoing consent of research participants is the
overarching tenet for the ethical conduct of research involving humans,
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individuals who are incapable of consenting to research participation are more
vulnerable and require additional consideration and protections. Children and
adolescents (hereafter ‘children’) who lack or have an emerging capacity to
consent may not understand and appreciate essential elements of informed
consent — including the goals of research, their involvement in a study, the pos-
sible risks and benefits of participation, issues of privacy and confidentiality,
and alternatives to participation. Because children may appreciate what is
involved in participating in research and at least some elements of informed
consent, researchers must afford them the opportunity to assent to participate
during the consent process (TCPS 2, 2010, Article 3.10). The TCPS 2 calls for
researchers to respect the wishes of children by involving them in decision-
making about research participation to the greatest extent possible.

Assent can be defined as ‘an affirmative agreement to participate in research’,
and ‘mere failure to object should not be construed as assent’ (Beigay, 2007: 55).
Conversely, dissent may be considered an expression or indication of a desire not
to participate in research (TCPS 2, 2010, Article 3.10). It is important for institu-
tional review and research ethics boards (REBs) and researchers to operationalize
assent and dissent indicators because of the emerging competence and unique vul-
nerabilities of children. These vulnerabilities can include varying capacity, devel-
oping autonomy, and an evolving ability to make mature and informed decisions
(Johnston, 2006; Ross, 2003; Simpson, 2003).

The TCPS 2 and other international regulatory standards are consistent in their
requirement that researchers seek child assent and respect dissent to participate in
research (TCPS 2, 2010, Article 3.10; Declaration of Helsinki, 2008, Article 28).
Yet, the standards are silent on the breadth and expected features of child assent
protocols. Best Practices for Ethical Conduct of Research Involving Children and
Adolescents (CGP and MICYRN, 2012) is a recent TCPS 2-informed addendum
that provides helpful guidance for researchers and research ethics boards about
how to involve children in assent decision-making in genetic, pharmaceutical, and
longitudinal research, in particular. However, it falls short in providing a broad,
practical framework to guide the development and review of research assent pro-
tocols involving children. For the purposes of this article, we considered the con-
tinuum for research assent protocols — and the obligations of researchers and REBs
— to extend from preparing a child for an opportunity to participate in a research
investigation to informing the child about study outcomes.

We conducted a systematic review of contemporary peer-reviewed literature to
inform the development of a structure for paediatric assent protocols for research-
ers and REBs. Specifically, our review was designed to answer the research ques-
tion: ‘“What evidence-informed framework can be used to guide the development
and ethical review of proposed research assent protocols involving children who
are unable to consent?’
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Methods
Search strategy

Peer-reviewed articles published in English journals between January 2000 and
June 2012 were identified using seven on-line citation indices: Medline, CINAHL,
Scopus, Cochrane, BIOSIS, EMBASE, and Web of Science. A keyword and data-
base search strategy were selected in consultation with a senior health sciences
librarian who was based at a children’s teaching hospital and had extensive experi-
ence conducting searches for narrative and systematic reviews of biomedical and
allied health research literature. The selected search strategy used the key words
‘assent’ and (‘child*’, ‘paediatric*’, ‘consent’, ‘informed consent by minors’ or
‘disability research’). We chose the latter term because our institutional REB
reviewed submissions involving children and youth with developmental
disabilities.

Study selection

Articles were eligible for inclusion if they were peer-reviewed articles that
described paediatric research assent processes for children under the age of 18
years. We excluded articles that solely considered child assent processes for
clinical rather than research purposes. The lead author screened article titles
and abstracts for relevance. From an initial pool of 1,231 non-duplicate abstracts,
we included 87 full articles that met eligibility criteria for our analysis
(Figure 1).

Data extraction and reporting

Data related to elements of the paediatric assent processes were mined from eligi-
ble articles by the lead author. Extracted information was summarized on a data
collection form developed for the review. The form logged the article source, the
nature, level, and quality of evidence, and the age range or developmental levels
of children addressed. We adopted Guyatt and colleagues’ Users’ Guide for an
Article Reporting the Results of Qualitative Research in Healthcare (Guyatt et al.,
2008) to assess article quality with respect to its credibility and applicability. Table
1 lists 73 research assent articles and Table 2 cites an additional 13 articles catego-
rized as guidance documents for research assent processes.

We identified emergent themes after reviewing the article content and assessing
its quality. Articles that covered relevant aspects of the research assent process
were selected, reviewed and collated. Studies with higher levels of evidence and
document reviews of more recent regulations and policies assumed greater signifi-
cance and priority during the distillation of converging themes.
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1231 non-duplicated abstracts found

q 807 articles excluded:
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Figure |. Screening summary for relevant articles on research assent involving children and
adolescents.

Results

The majority of original research and review articles originated from the US, fol-
lowed by contributions from the UK, the European Union, Canada and Australia
(Table 1). Selected articles included qualitative research designs (including sur-
veys, interviews and focus groups), narrative and systematic reviews, document
reviews of regulations and policies, and practice statements. Only three articles
employed quantitative research methodologies, including two randomized control
trials (O’Lonergan et al., 2011; Tait et al., 2007) and one a retrospective quasi-
experimental study (Kimberly et al., 2006). Application of the quality assessment
guidance resulted in 68 percent of the articles being assigned a low to medium
quality and the remaining articles being assigned a high quality grade.

Thirteen articles provided explicit guidance on child assent processes in research
(Table 2). However, authors focused mainly on specific elements of the assent
discussion with children and lacked a holistic framework to guide the develop-
ment and review of research protocols over the proposed assent continuum.
Although article authors acknowledged obtaining a child’s decision regarding
research participation as a key element in the ethical rigor of an assent protocol,
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Table 1. Eligible articles included in the review by jurisdiction, methodology, and paediatric
context (n=74) (NB: Refer to References for full article citations.).

Author Year Jurisdiction Article Type Population
Albersheim 2008 Canada Position Statement General Child
Alderson 2007 UK Document Review General Child
Ashcroft et al 2003 UK Interview General Child
Avard et al 2009 Canada Interview General Child
Barfield & Church 2005 USA Document Review General Child
Beigay 2007 USA Document Review General Child
Blackmer 2003 Canada Document Review General Child
Blake et al 2011 USA Focus Group Ages 15-17
Boss 2010 USA Document Review General Child
Bray 2007 USA Document Review Ages 10-16
Brody et al 2003 USA Questionnaire General Child
Broome & Richards 2003 USA Interview Ages 8-22
Broome et al 2001 USA Interview Ages 8-22
Carter 2009 UK Document Review General Child
Chappuy et al 2008 European Union  Interview Ages 9-18
Cocks 2006 UK Document Review General Child
Cohen & Shaul 2008 Canada Document Review General Child
Conroy & Harcourt 2009 AUS Document Review General Child
Coyne 2010 UK Document Review General Child
Davidson & O’Brien 2009 AUS Document Review General Child
De Lourdes et al 2003 European Union  Document Review General Child
Diekema 2006 USA Document Review General Child
Dockett et al 2009 AUS Document Review General Child
Drotar 2008 USA Document Review General Child
Erb et al 2002 USA Document Review General Child
Fernandez 2003 Canada Commentary General Child
Fusaro & Harris 2008 USA Observational Age 4

study
Gibson et al 2011 Canada Interview General Child
Harris & Holm 2003 European Union  Document Review General Child
Helgesson 2005 European Union  Document Review General Child
Helseth & Slettebo 2004 European Union  Interview Ages 7-12
Hunfeld & Passchier 2012 European Union  Systematic review General Child
Hurley & Underwood 2002 USA Interview and ques-  General Child

tionnaire
Joffe 2003 USA Commentary General Child
Johnson & Nelson 2000 USA Document Review General Child
Johnston 2006 USA Document Review General Child
Kelly & Mackay-Lyons 2010 Canada Document Review General Child
Kimberly et al 2006 USA Retrospective study  General Child
Knox & Burkhart 2007 USA Document Review General Child
Kon 2006 USA Document Review General Child
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Table I. (Continued)

Author Year Jurisdiction Article Type Population
Lambert & Glacken 201 | UK Ethnographic General Child
Review
Levine 2008 USA Document Review General Child
Lind et al 2003 Canada Document Review General Child
Masty & Fisher 2008 USA Document Review General Child
Mattison et al 2002 USA Document Review Female, Teens
McCarthy et al 2001 USA Interview Ages 8-14
Mclntosh 2004 UK Document Review General Child
Miller & Nelson 2006 USA Document Review General Child
Miller et al 2008 USA Observational Ages 4-15
study
Miracle 2010 USA Document Review General Child
Mishna et al 2004 Canada Literature Review General Child
Murray 2000 USA Document Review General Child
Neill 2005 UK Document Review General Child
Nelson 2004 USA Document Review General Child
O’Lonergan & Forster- 2011 USA Randomized Con- Ages | |-14
Harwood trol Trial
O’Lonergan & Zodrow 2006 USA Document Review General Child
Piercy & Hargate 2004 UK Document Review Ages 0-16
Ross 2004 UK Document Review General Child
Ross 2003 USA Document Review General Child
Rossi et al 2003 European Union  Document Review General Child
Roth-Cline et al 2011 USA Guidance Docu- General Child
ment
Sammons & Starkey 2012 UK Document Review General Child
Sterling & Walco 2003 USA Document Review General Child
Swartling et al 2011 European Union  Focus group General Child
Swartling et al 2009 European Union  Focus group Ages 10-12
Tait et al 2007 USA Randomized Con- Ages 7-17
trol Trial
Unguru et al 2010 USA Interview Ages 7-18
Unguru et al 2008 USA Document Review Children
Vitiello 2003 USA Document Review General Child
Vitiello 2008 USA Document Review General Child
Wendler 2006 USA Document Review General Child
Wendler & Shah 2003 USA Document Review General Child
Whittle et al 2004 USA Interview General Child
Wolthers 2006 European Union  Questionnaire Ages 6-16

they consistently identified challenges in operationalizing the entire child assent
process in the context of international regulations and ethical principles.
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Analysis
PAeDS-MoRe assent framework

We reviewed, consolidated and synthesized research assent evidence, reviews and
recommended practice into a process framework intended to guide research assent
protocols involving children. We conceived the PAeDS-MoRe mnemonic (‘peeds
more’) to aid recall of the six action steps within the proposed research assent
protocol framework: Prepare for Assent, Assess Readiness, Discuss the Study,
Seek Decision, Monitor Decision and Respect Role.

Each step of the PAeDS-MoRe assent framework is elucidated below through a

referenced narrative and checkpoint that summarizes its key action elements as
informed by source literature and confirmed in relevant chapters and articles of the
TCPS 2.
Step 1: Prepare for Assent. Researchers should include a process to understand the
needs of the prospective participants and familiarize children and parents, caregiv-
ers, or other legally authorized representatives (hereafter ‘parents’) with the pur-
pose of research and the meaning of free, informed and ongoing consent and
assent. Preparing the child for the assent discussion in a research context is differ-
ent from readying and seeking assent from the child in a clinical or therapeutic
service setting. Although the latter is promoted in current child- and family-
centred care literature, the former is intended to encourage voluntary, unforced
participation, and an awareness of the uncertainty of research to the greatest extent
possible (Blackmer, 2003; Bray, 2007; Johnson and Nelson, 2000; TCPS 2, 2010,
Article 3.1). To avoid therapeutic misconception, researchers should make clear
the distinction between clinical services that are provided to benefit the child and
research investigations where a therapeutic benefit may not be realized and the
main objective is to produce knowledge (TCPS 2, 2010, Chap. 11). Child assent
protocols that include provisions to inform the child about how research is differ-
ent from clinical services is particularly important when familiar health care pro-
viders participate in research, and research activities are conducted within a
hospital or other clinical setting (Diekema, 2006; John et al., 2008).

Parents and researchers should partner to reinforce this distinction by reassuring
the child that participation is voluntary and no one will mind or be upset if he
refuses to take part in the study at any time (TCPS 2, 2010, Article 3.1). In prepar-
ing the child for the study-specific information sharing and initial discussion about
participation, researchers should consider prospective threats to free decision-
making by consulting with parents to understand personal factors, cultural influ-
ences, and family relationships and preferences (Johnson and Nelson, 2000;
Lambert and Glacken, 2011).

Researchers and REBs must consider the appropriateness and influence of the
magnitude, timing, recipient, and type of compensation in assent and consent
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decision-making (TCPS 2, 2010, Articles 3.1 and 4.7). Compensation may take
the form of either payments to defray participant expenses associated with travel,
time and inconvenience, or payments intended to motivate participation (Kimberly
et al., 2006). The latter is a controversial and less defensible form of payment in
children who may otherwise not participate in a research study (Diekema, 2006).
Regardless, researchers should share REB-approved compensation details with
the child and parent before seeking a decision about study participation (Kimberly
et al., 2006).
Checkpoint I:

e Reinforce the distinction between clinical treatment and research interven-
tion to avoid therapeutic misconception
Seek parent awareness, advice and support for the assent discussion
Consider and plan to mitigate threats to free and informed decision-making
of both child and parent

e Share approved compensation details before seeking an assent decision.

Step 2: Assess Readiness. A child’s evolving capacity to consent to research par-
ticipation may depend upon cognitive functioning levels, previous experiences or
exposure to healthcare services and research studies, as well as a child’s personal
preferences (Murray, 2000; John, 2008). Because researchers are required to
involve children to the greatest extent possible in the decision-making process
(TCPS 2, 2010, Article 3.9), they should assess a child’s readiness to take part in
the assent discussion.

Researchers should ready the child for the discussion and decision about partici-
pation by introducing the child and family to the research team, facility, and the
general scope of the study in a child-friendly manner. Following initial
child—parent—researcher interactions, the researcher can reflect on the child’s
receptiveness to the research discussion and environment, and assess the child’s
cognitive ability, emotional maturity, and physical readiness to engage in discus-
sion about research participation (Blackmer, 2003; Lambert and Glacken, 2011;
Masty and Fisher, 2008).

Assessing a child’s readiness for participation may be challenging in special
paediatric populations. For example, prospective participants may have expres-
sive language disorders and use augmentative or alternative systems for commu-
nication. Special accommodations such as mediation by a communication
specialist and support from a familiar communication partner may need to be
arranged to allow the child to participate meaningfully in the decision-making
process (Blackmer, 2003).

The researcher should also have or seek the support of others who have the
skills to assist children and parents in shared decision-making. REBs should
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consider the following: the researcher’s ability to assess the child’s readiness to

take part in discussions about the potential consequences of and alternatives to

participation; the training and experience to respond to questions in a child-friendly

manner; and awareness of factors that may influence decision-making, including

child development level, family dynamics, emotional state and the context-

specific ability to make a reasoned choice (Lambert and Glacken, 2011).
Checkpoint 2:

Introduce self and research team members
Discuss purpose and uncertainty of research with both child and parent

e Assess child’s cognitive, emotional and physical readiness to engage in a
discussion about research participation

e Identify and implement appropriate accommodations to support the discus-
sion and decision-making process

o Consider the ability of the researcher to share study information in a suitable
way and assist the child in making a reasoned decision about participation.

Step 3: Discuss Study. Once confident that the child is ready to engage in the dis-
cussion about the key aspects of the study, the researcher should present the
research opportunity in a developmentally appropriate manner and in a familiar
environment to promote optimal child receptiveness (Johnston, 2006; O’Lonergan
and Forster-Harwood, 2006). Ideally, the assent and consent discussion should be
done with the parent present (Mattison et al., 2002). In this way, the researcher can
discuss key elements of the informed consent form with both the parent and child,
and the parent can help translate complex aspects of the study. This serves a dual
purpose of helping both child and parent to understand and appreciate elements of
informed consent to the greatest extent possible (Gibson et al., 2011; TCPS 2,
2010, Article 3.9).

Researchers should provide written consent and assent information in advance
of the assent discussion to allow time for the child and parent to consider and dis-
cuss the research opportunity. Written assent information in large font using short
sentences or bullets that engage the child using one main idea at a time is recom-
mended to improve understanding (Gibson et al., 2007; Kumpunen et al., 2012;
Vitiello, 2003).

The researcher should share key information with the child, including: the study
purpose, how the child is involved, who the researchers are, the possible benefits,
possible harmful effects, voluntary participation, free withdrawal at any time, and
confidentiality of the study (Gibson and Twycross, 2007). These topics resonate
with information generally required for informed consent involving prospective
participants who have the capacity to understand and appreciate these elements
(TCPS, 2010, Article 3.2). Of note, the literature suggests that children may have
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difficulty understanding concepts such as research goals and confidentiality, so
researchers should take additional care in describing these concepts in terms that
the child can understand, but avoid overly simplistic explanations (Hurley and
Underwood, 2002; Unguru et al., 2010).

Employing multimedia information sharing strategies (videos) rather than text-
based approaches have been shown to enhance family comprehension during the
assent process (O’Lonergan and Forster-Harwood, 2011). Furthermore, research-
ers should be receptive to cues from the child that could indicate boredom, distrac-
tion, feelings of fear, and/or signs of poor understanding, and reformulate or adjust
the delivery of key study messages to improve comprehension and avoid misun-
derstandings (Blackmer, 2003; Bray, 2007).

Checkpoint 3:

Be clear, concise, and use developmentally appropriate language

Be conscious of non-verbal communication

Focus on the child’s unique needs

Provide sufficient time to explain the key information, particularly the
research goals and confidentiality

Involve the child in the consent discussion with the parent

Encourage questions and provide honest and clear answers

Reformulate and adjust the delivery of the message if the child is distracted,
bored, scared, or does not understand.

Step 4: Seek Decision. The researcher should be confident in the child’s general
understanding of the purpose of the research being conducted, her role as a research
participant, the associated risks and benefits, as well as the voluntary nature of her
participation, before seeking a decision about participation. The REB and
researcher should reflect on possible sources of coercion, adverse parental influ-
ence, and monetary compensation effects on both assent and consent decisions.
Partial compensation for partial participation should be disclosed so that obliga-
tions to participate are not tied to full payment (TCPS 2, 2010, Article 3.1). The
researcher may ask if the child assents to participate after mitigating undue influ-
ence and ensuring that appropriate conditions are met (Fusaro and Harris, 2008).

Documenting assent via the signature of the child is generally recommended
where possible (Mattison et al., 2002). Inviting a child to sign or print his name
to indicate assent is empowering and may serve to reinforce autonomy and the
voluntary nature of participation (Helseth and Slettebo, 2004). Because the
absence of dissent does not infer assent, researchers are encouraged to identify
child dissent indicators (both verbal and non-verbal) within their research assent
protocols — particularly when inviting children to take part in research where no
prospect of direct therapeutic benefit exists (Gross, 2010; John et al., 2008;
Roth-Cline et al., 2011).
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Checkpoint 4:

e Help child to understand and appreciate research purpose, voluntariness,
risks, benefits and confidentiality

e Promote parental involvement but mitigate undue influence

e Decide how child dissent will be assessed before seeking a decision about
research participation
Identify possible verbal and non-verbal dissent indicators
Seek assent or dissent decision and document this appropriately
Confirm verbal assent by inviting child to print or sign assent form where
possible.

Step 5: Monitor Decision. Researchers should regularly monitor a child’s decision
and capacity to consent during the research study, and reconfirm the child’s desire
to continue participation at appropriate stages. This ongoing monitoring process is
important in longitudinal research, in particular, and respects the child’s evolving
autonomy and decision-making abilities (Barfield and Church, 2005; European
Commission, 2008; Helgesson, 2005; Miller and Nelson, 2006). In addition, chil-
dren may not be able to predict how they will like or dislike research participation
until they experience it, so seeking the ongoing assent during the research study is
an important step in respecting their rights (Mishna et al., 2004; Wendler, 2006).
This recommendation is consistent with the requirement to acknowledge and
maintain consent throughout a research project (TCPS 2, 2010, Article 3.3).
Similarly, researchers should be prepared to share new information (such as risks
and benefits) that may be relevant to the child’s decision to continue to participate
in or withdraw from the study.
Checkpoint 5:

e Confirm child’s desire to continue to participate at key points in the research
process

e Assess evolving capacity and autonomy

e Share new information that may be relevant to the child’s ongoing assent and
parent’s ongoing consent.

Step 6: Respect Role. Researchers should respect a child’s role as a research par-
ticipant and contribution to scientific advancement (Gross, 2010; Johnson and
Nelson, 2000; Masty and Fisher, 2008). This can take the form of an end-of-study
meeting with the child and letter of thanks that includes a study summary written
at a developmentally appropriate level. Dissemination of findings should be in an
accessible manner and reiterate the research goals, what the child did in the study,
what the researcher learned, and how the child helped others and advanced sci-
ence. Respecting the role of a young participant will reinforce the researcher’s
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commitment to conducting research in an ethical manner and help to strengthen a
trust relationship with the child, promote confidence in the research community,
and ensure accountability (TCPS 2, 2012, Articles 1.1 and 11.12).

Checkpoint 6:

e Share study results with child and parent in an accessible way to reaffirm
child’s role, reinforce the trust relationship and promote confidence in
research

Discussion

The proposed PAeDS-MoRe framework operationalizes research assent protocols
involving children who are unable or do not have the capacity to consent. We
encourage researchers and REBs to consider the needs of special paediatric popu-
lations they engage when employing the framework.

Because the core principles of the TCPS 2 are consistent with international
standards for research ethics involving children, the proposed framework also pro-
vides a universal, evidenced-informed structure that can underpin the conceptual
development of specific models for child assent protocols involving vulnerable or
marginalized sub-populations engaged in different types of research. Children
with complex communication needs, mental health illnesses, different develop-
mental needs and/or behavioural problems may require researchers to use the pro-
posed conceptual framework to develop tailored assent models for unique needs to
ensure greater utility and relevance for the intended application. Further, the
research community must consider child development levels and ensure compli-
ance with local legal and regulatory requirements when applying the PAeDS-
MoRe framework to guide assent protocol development and review.

Article selection and quality assessment were conducted by the lead author
and restricted to English language publications, so this may have added bias to
our findings. However, the search strategy, article abstraction process, data col-
lation and interpretation, and framework development were conducted collabo-
ratively among all members of the investigative team. We encourage further
empirical studies that yield higher levels of evidence to inform and improve
research assent protocols as our review demonstrated a paucity of high quality
empirical evidence.

Future research goals associated with the PAeDS-MoRe framework include
assessing the validity and utility of the framework for the development of research
assent protocols and review of research ethics submissions that propose involving
children who are unable or do not have the capacity to consent. These quality
improvement activities will continue to advance the ethical conduct of research for
children and other vulnerable populations who rely on others to consent to research
participation.
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Conclusion

The PAeDS-MoRe framework provides a general structure for paediatric assent
protocols informed by peer-reviewed literature and framed by the fundamental
ethical principles of the TCPS 2 and other international standard and regulations.
It provides a broad conceptual process that supports the application of relevant
policies and regulations within local, federal and international jurisdictions.
Importantly, the framework consolidates contemporary thinking about assent pro-
cesses that optimize decision-making, respect human rights, and promote fairness
and equity in research endeavours involving children and adolescents who are
unable to provide free, informed and ongoing consent.

Appendix | provides a sample research assent protocol that the lead researcher
could include in an REB submission for the proposed clinical trial involving chil-
dren with autism.
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