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Introduction

Thethreefederal research funding agenciesin Canada— the
Canadian Institutes for Health Research, the Natural
Sciencesand Engineering Research Council, and the Social
Sciences and Humanities Research Council—recently
created the Panel on Research Ethics (announced November
9, 2001). The mandate of thisinter-agency panel is, in part,
to ensure that the Tri-Council Policy Statement (TCPS) on
research involving humans remains a “living” document;
that is, this panel is charged with updating and revising the
TCPS. In this paper, | call attention to the TCPS sections
that apply to research involving children (i.e., individuals
below the legal age of majority). In particular, | argue that
the use of assent and dissent for children’srole in decision-
making about research participation is inadequate. This
inadequacy stems from a failure to fully recognize and
appreciate the developing decision-making skills of
children. Accordingly, | offer an alternative approach to
involving children in decision-making about research
participation. This approach is based on the decisional
capacities of children and links these devel oping capacities
to different levels of involvement in decision-making about
participation in research.

While therelevant TCPS sections for children and research
participation include Articles 2.5-2.7 and 5.3, | am most
interested in the claims made about assent and dissent in
Article 2.7:

Where free and informed consent has been
obtained from an authorized third party, and in

those circumstances where the legally
incompetent individual understands the nature
and consequences of the research, the researcher
shall seek to ascertain the wishes of the
individual concerning participation. The potential
subject’s dissent will preclude his or her
participation.

[Explanation] Many individuals who are not
legally competent are still able to express their

wishes in a meaningful way, even if such
expression may not fulfil the requirements for
free and informed consent. Prospective subjects
may thus be capable of verbally or physically
assenting to, or dissenting from, participation in
research. Those who may be capabl e of assent or
dissentinclude: (a) thosewhose competenceisin
the process of development, such as children
whose capacity for judgement and self-direction
is maturing..."

The TCPS limits the role of children in decision-making
about research participation to being able to assent, verbally
or physically, and dissent. Neither assent nor dissent is
defined; no other, or expanded, rolefor children in decision-
making is considered. The concern for the vulnerability of
children and the need to protect them iscommendable. And
yet, if children are to be treated with respect and dignity, as
the TCPS also states, it seems plausible to argue that an
improved recognition of the developing decisional
capacities of children requires a more nuanced approach to
their role(s) in decision-making about research participation.
This is the focus of the discussion bel ow.

Setting the Stage

Research involving children poses a number of difficulties,
the most perplexing of which concernstherolethat children
should play in decision-making about their research
participation. In the neonatal period, and during early
infancy, this is a non-issue since these children clearly
cannot be involved in any decision-making, let alone
decision-making regarding research participation. Beyond
this early developmental stage, however, the issue is
considerably more complex.

Decision-making is a skill set that is mastered over time. It
includes (but is not limited to) the ability to sift through
emotions, to decipher ambiguous information, to interpret
facial expressions, to decode tones of voice, to weigh
options, and to make value judgments. From a very early
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age, even before children have any significant verbal skills,
they are invited by their parents and others to practice the
most basic of these requisite skills, as when they are
encouraged to choose between two breakfast cereals. With

Children and Research Participation

Children should not be excluded from research of potential

time and practice, a range of decision-making skills is

mastered, and there is a move
from simple and safe decisions
to complex and value-laden
decisions. Typically, different
(and more or less) skills are
required for different types of
decisions and these skills are
often practiced on an as-needed
basis, proceeding by trial and
error. The mastery of these
skills will depend on the
child’s physical, emotional,
and developmental status,
unique personality, life
experience, social and moral

This common practice is unsatisfactory,
however, since it fails to meaningfully
acknowledge and respect the changing
nature of children’s abilities to participate in
discussions about research, and to make
independent decisions about their
participating in research.

medical benefit for themselves, or of potential medical
benefit for children as a group, simply because they are

children. To exclude them
from research participation
solely on this basis would be
to unfairly deny them the
potential benefits of medical
research including the
potential to ameliorate,
alleviate, or prevent physical
or psychological problems.
The obligation to protect
children from unnecessary
research harm must be
balanced with the recognition
that children, individually and

as a group, can benefit from research participation. Indeed,
along with others, | believethat research involving children
is ethically acceptable,® provided a number of ethical
preconditions are met. Most important among these are the
requirements that the research must have scientific merit,
must be done with legally competent adults first (where
appropriate and feasible), there must be a proportionate
harm-benefit ratio (as contrasted with a minimal risk
threshold),” and finally there must be appropriate
involvement of children in the decision-making process and
a morally valid authorization or consent to research
participation.

maturity, and cognitive capacities. The point, asregards the
issue of children’s decision-making concerning research
participation, isthat different skillsarerequired for different
kinds of research, and some children will have mastered
some of these skills prior to reaching the legal age of
majority.

This fact behooves those of us who support research
involving children (including parents, researchers, and
Research Ethics Board (REB) members) to carefully
consider how best to protect children’sinterests, while at the
same time respecting and nurturing their developing
decision-making capacities. As explained above, current
practiceisto request assent from, and respect the dissent of,
children. This common practice is unsatisfactory, how ever,
since it fails to meaningfully acknowledge and respect the
changing nature of children’s abilities to participate in
discussions about research, and to make independent
decisions about their participation in research. Indeed, the
use of assent and dissent as meaningful moral categories
frequently promotes the goal of protecting children’s
interests (e.g., protecting them from research harm), at the
expense of recognizing and nurturing their decision-making
abilities.

Scientific Merit

Scientific merit includes both scientific validity and
scientific value. A study isscientifically valid provided it is
designedtoyieldreliableinformation, according to accepted
principles of research practice, concerning the hypothesis
being tested. For example, the results of a study whose
sample size is too small, or skewed, or poorly controlled,
cannot be generalized toward confirmation or
disconfirmation of the hypothesis, and the study istherefore
invalid. A second and distinct understanding of the
requirement of scientific merit focuses upon “value” rather
than (mere) “validity.” A study may be well-designed
relative to its hypothesis, and therefore scientifically valid,
but may nonetheless be of no value because the hypothesis
itself is trivial or otherwise uninteresting.® In my view, a
necessary condition of ethically acceptable research
involving childrenisthat theresearch be scientifically valid
and of scientific value.

In this paper, | suggest that there are four, possibly five,
categories of child research participants, and that in each
category thereare unique consultation and decision-making
roles for children, their parents, researchers and REB
members.” Of particular interest is the expanding role for
children in decision-making about research participation,
and how this shiftswhat is ethically required of others. But
first, it is appropriate to review the preconditions for
respectful research involving children.
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The Descending Order of Permissibility

Y ears ago, Hans Jonas argued persuasively that the most
vulnerable among us should be the last to participate in
research and be exposed to research risks.® Consistent with
this view, whenever appropriate and feasible, research
involving legally competent adults should precede
equivalent research involving

condition of ethically acceptable researchinvolving children
is a proportionate (or favourable) benefit-harm ratio.

I do recognize the inherently subjective nature of the
assessment of the benefit-harm ratio and do not assume that
children, parents, researchers, or REB members will
necessarily concur in this assessment. For all research that

has REB approval, the REB

either legally competent or

will have determined, using a

incompetent children. This
will not be possible, however,
for the study of childhood
diseases, especially those
diseases that result in
significant morbidity and
mortality during childhood.

To exclude them from research participation
solely on this basis would be to unfairly
deny them the potential benefits of medical
research including the potential to
ameliorate, alleviate, or prevent physical or
psychological problems.

broad societal understanding
of benefit and harm, that there
is a proportionate (or
favourable) benefit-harm
ratio. It does not follow that
the ratio will be perceived in
this way by the parents and

children invited to consider

This will be possible, and
indeed isrequired, for arange
of other studies where the health concern is not unique to
children. In my view, a necessary condition of ethically
acceptable research involving children is that the research
could not be done, or already has been done, in competent
adults.

A Proportionate Benefit-Harm Ratio

With all research involving humans, all measures should be
taken to minimize the risk of harm and to maximize the
potential for benefit. Further, with all research involving
humans there should be aproportionate (if not afavourable)
benefit-harm ratio. On this last point, there is considerable
disagreement in the literature. For example, many argue that
children should not be involved in research that exposes
them to more than minimal risk.” This view is inconsistent,
however, with the view that children should not be denied
the potential benefits of research participation. Consider, for
example, the plight of children afflicted with lethal
conditions where the research risks may be high (certainly
more than minimal), but so too are the potential research
benefits. What matters, | contend, is that the potential for
benefit be at least equivalent to, if not better than, the
potential for research harm. The requirement of a
proportionate (and if possible a favourable) benefit-harm
ratio does not set a threshold limit on the allowable level of
risk for research involving children; rather, it attendsto the
relationship between the potential benefits and the potential
harms. As the importance and/or likelihood of potential
benefit from theresearch increases, aproportionate increase
in the significance and/or likelihood of potential harms is
tolerated.® Accordingly, | do not align myself with those
who restrict the participation of children in both research
and the related decision-making based on the level of risk
associated with the research. In my view, a necessary

research participation. They
will need to make their own assessment of the benefit-harm
ratio and the interpretation of a legitimate decision-maker
(parent or child) will be authoritative as regards research
participation.

Respectful Involvement of Children and
Morally Valid Consent

Respectful involvement of children in decision-making
regarding research participation requires a process that is
both interactive and iterative. M eaningful interaction with
children requires of those providing them with information
that they listen and respond to the concerns identified by
children. Inthisway, researchers and parents can develop a
fuller understanding of the issuesrelevant to the children as
potential research participants, and this will allow them to
better assess and effectively promote a particular child’s
developing capacity for independent decision-making.

Asachild’ sdecision-making abilitiesincreaseand improve,
the child’s role in determining whether, when, and how to
participate in research increases. In direct proportion to this
change, the role of the parents and researchers shifts. As
such, | submit that a necessary condition of ethically
acceptable research involving children is that there be
appropriate involvement of children in discussions and
decisions regarding research participation.

Who Makes What Decision?

While it may be generally accepted that children’s wishes
about participating in research should be respected, the
involvement of childrenin such decisions“isneither routine
nor standardized.”® My aim here is to help conceptualise
different decision-making roles for children with different
decisional capacities. In so doing, | hope to minimize the
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harm done to children by excluding them from decision-
making processes that they are capable of participating in,
and also to provide a framework in which to nurture and
develop children’s decision-making capacities.

Five broad categoriesof children can be described based on
their developing abilities. These are: children with no
language comprehension and no decisional capacity (e.g.,
neonates and early infants); children with some language
comprehension but limited decisional capacity; children
with good language comprehension and developing
decisional capacity; children with good language
comprehensionand sufficient/substantial decisional capacity
who are mature but not emancipated minors; and, children
with good language comprehension and
sufficient/substantial decisional capacity who are both
mature and emancipated minors. “Emancipated” refers to
those minors who: (i) have a court-ordered emancipation
(e.g., teenagers living apart from their parents who petition
the court to be treated as though they have reached legal
majority); (ii) are statutorily emancipated (e.g., married
minors or minors who are parents); or (iii) have medical
emancipation (e.g., minors seeking treatment for a specific
medical condition such as a sexually transmitted disease).
No age limits are given for any of these categories. | assume
that the decision-making abilities of particular children
develop at different rates, and so parents and researchers, in
good faith, will have to assess the child’s abilities and
proceed according to the requirements for the appropriate
category. | also presume that parents and researchers are
well-intentioned, willing and ableto fairly assessthe child’'s
abilities and to support the child in developing decision-
making capacities.

In the following, | will discuss each category of children
with respect to decision-making about research
participation, noting what roles will be played by the
children, parents, researchers, and REBs. Figure 1 captures
these points for the purposes of comparison and summary.

Category One: No language
comprehension, no decisional capacity

There is no role in discussion about research participation
for a child with no language comprehension and no
decisional capacity (e.g., aneonate, early infant, or severely
compromised older child). To state the obvious, no useful
purpose is served in explaining any proposed research to a
child who cannot understand even the simplest of
explanations.'® Full decision-making authority restswith the
parentswho may authorize or refuse research participation
for their child.

In making the decision about their child’'s participation in
research, parentstypically will consider anumber of factors
including the nature and objectives of the proposed research,
aswell asthe potential medical benefits and harms that may
result from research participation. As well, a number of
context specific factors will be considered including the
child’s general state of health and well-being, the risk of
overexposure to research (as sometimes happens with
chronically ill children or children with rare disorders), and
the nature of any ongoing relationship with the investigator
(assometimes happenswith cancer care, for example, where
the researcher is also the specialist clinician responsible for
the child’ songoing care). Taken together, an evaluation of
such factorswill lead the parentsto concludethat thereis, or
isnot, an appropriate balancing of the potentia benefitsand
harms of research participation. If they determine that there
is a proportionate benefit-harm ratio (i.e., the potentia
harms are believed to be in proportion to the potential
benefits), they may authorize research participation.

When parents authorize research involving their children
who lack language comprehension and decisional authority,
they should be present or available when the research is
conducted. One reason for this is that during the course of
the research, new information may become available that
may require a reassessment of the benefit-harm ratio. For
example, known possible side-effects or harms may be
experienced, new unanticipated side-effects or harms may
occur, or the child may protest.** This protest, whether vocal
or behavioural, would constitute a harm and require some
kind of response. Depending upon the situation, the parents
may want to withdraw the child from research or may want
to authorize the use of restraints. The use of restraints could
reduce or increase the harms of research. For example, the
use of physical restraints may frighten the child, while the
use of chemical restraints may have a calming effect.

With this category of research participant, the researcher’s
responsibilities are: to ensure full disclosure to the parents
about the nature, objectives, benefits and harms of research;
to check for substantial understanding of the information
provided; and to be satisfied that the parents are well-
intentioned in their decision-making. Aswell, if certain side
effects or harms are experienced during the course of the
research, or if the child protests, the researcher should
ensure that the parents have thisinformation and are able to
factor thisinto their continuing analysis of the benefit-harm
ratio. If there is any doubt about the parents’ intentions and
the researcher believes the benefit-harm ratio is
unfavourable, she may have an obligation to withdraw the
child from the research. At times, this obligation may
override the parents' decision regarding their child’'s
continued participation in research.
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Category Two: Some language
comprehension, and limited decisional
capacity

A child with some language comprehension and limited
decisional capacity should have some role in the decision-
making process regarding her research participation. This
role might properly be described as “receptive”, in contrast
with “decisional”. The child should be told what will be
done to her and why, and she should be invited to ask and
answer questions related to the proposed research. The
information should be provided not for the purpose of
having her make adecision about research participation, but
rather to prevent any harm she may experience from having
something done to her without knowing why, and to
promote her developing autonomy as she learns decision-
making skills.

With this second category of child research participants,
decision-making authority continuesto rest with the parents
who may authorize or refuseresearch participation on behal f
of their child. This authority, as noted previously, comes
with responsibilities. In this particular instance, the parents
have two additional obligations: to make sure that relevant
information about the proposed researchis shared with their
child; and to heed any verbal (or other) protest from their
child. The latter obligation requires parents to stop and
reassess the situation when their child protests with
particular attention paid to: (i) any harm anticipated or
experienced by the child; and (ii) any harm that may arise
from a parental decision to override their child'sprotest. An
important point hereis that achild’s protest isnot sufficient
to preclude or discontinueresearch participation. Parentsare
primarily responsible for making decisions about research
involving children in this category; their child’'s protest is
relevant to their assessment of the harm-benefit ratio of
research participation, but is not authoritative.

The researcher dealing with children in this category has
similar additional responsibilities. She, like the parents,
must help ensure that the child understands the relevant
information about the proposed research and, in the event
that the child protests and the protests appear to go unheard
by the parents, she must be prepared to advocate for the
child. If the child objects to being enrolled in research, and
these objections are ignored by the parents, this may mean
not acting on the parents’ authorization. If the child protests
during the course of the research, this may mean overriding
the parents' decision and withdrawing the child from the
research. The researcher’s decision to override the parents’
decision would have to be well-grounded in her own
subj ective assessment of the harm-benefit ratio in which she
has thoroughly weighed in the possible harm to the child as
aresult of having her protests ignored.

Category Three: Good language
comprehension, developing decisional
capacity

As a child’s language comprehension and decisional
capacity improve, her role in the decision-making process
moves along a continuum. The major differences between
categories two and three is that, in category three, full
decisional authority no longer rests with the parents. The
child’'s agreement and protest both carry more weight. This
is due to the child’s developing decision-making skills and
the responsibility others have to acknowledge this
burgeoning autonomy. In effect, a shift from protecting the
child’s interests to promoting the child’s developing
autonomy beginsin category three.

Significantly, children in this category are to be provided
with information about the proposed research not only for
informational purposes, but also for decision-making
purposes. Thisis not to suggest that these children have all
the relevant skillsand abilities to make important decisions
about research participation. Thereareimportant differences
between the ability to understand information intheabstract,
the ability to anticipate and appreciate the possible/probable
consequencesof certain actionsor choices, and the ability to
weighthisinformationintermsof one’slife goalsand plans,
particularly when these are in the process of being shaped.
To be sure, these abilities are limited in children with
developing decisional capacity, and for this reason their
decision-making authority is limited in important ways.
Their agreement to participate in research is necessary, but
not sufficient, for research to proceed. On the other hand,
their protest usually will beindependently authoritative; that
is, sufficient to preclude their participation in research. The
only exception would be for cases in which the parents
could persuade all but their children that they were mistaken
in their assessment of the relevant facts and values, and that
the potential benefits of research participation outweighed
both the potential harms of research participation and the
additional harm of overriding their children’ s preference(s).
A uniquerole for researchersin dealing with childrenin this
transitional category is in supporting the parents in their
efforts to help their child practice her decision-making
abilities. Researchers will need to listen carefully and
closely to children in order to discern what they want to
know and the level of their abilities to understand more or
less complex information. Research suggests that what
children want to know may be quite different from the sort
of information typically sought by parents and provided by
researchers.” Researchers will also need to attend to the
familial and social context in which the child is situated to
better understand the ways in which the child may be
accustomed to participating (or not) in decision-making.
This will be necessary to ascertain what may be appropriate
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involvement for the child.”® In addition to facilitating
meaningful involvementfor the childinthe decision-making
process, the researcher may have a pivotal role to play in
those few instances where the parents contest the authority
of their child’ s decision not to participatein, or to withdraw
from, research.

Category Four: Good language
comprehension, sufficient decisional
capacity — mature but not emancipated
minors

The mature, but not emancipated, child (minor) has
significant decision-making authority: (i) the child’srefusal
is always authoritative; and, (ii) the child’s consent will be
necessary in order for the research to proceed and is
sometimes sufficient. Limiting conditions on (ii) do exist
since for some research interventions, the child’s consent
will not be sufficient for the research to proceed — parental
agreement will also be necessary. The child’s consent is not
sufficient when: (i) parental authorization is legally
required; (ii) research participation places positive
obligations on the parents (e.g., parents need to give the
child a ride to the research site); and (iii) the research
involves more than minimal risk. There may be harmful
consequencesto research participation that could affect the
parentsas well asthe child (e.g., increased disability for the
child and increased caregiving responsibility for the
parents). If these conditionshold (see Comment below), this
means that parents have limited decision-making authority.
Parental agreement will sometimesbe necessary for research
to proceed, but it is never sufficient; the child must also
consent.

The researcher must ensure full disclosure to the child about
theresearch. Further, the researcher must determinewhether
the child’s consent is sufficient, or if parental agreement is
also required (as in the above-identified situations). When
the parents are involved, they will also be fully informed
about theresearch. Thechild’ sresearch participation should
only be disclosed to parents when parental agreement is
required, and/or when parents are responsible for making
other decisions for which information about the research
protocol is needed. The researcher should discuss
withdrawal with the child if she believes that the
benefit/harm ratio has become unfavourable. Withdrawal is
not automatic; the child’s decision to take a risk must be
respected (exceptin those cases whereparenta involvement
isrequired and parental agreement iswithheld). The REBS’
role is to ensure the research meets the specified
preconditions; full disclosureto the child (and to the parents,
when appropriate) will be required. Documentation of the

child's consent and, when necessary, parental agreement
will be expected.

Comment: While there may be a moral difference between
this category and category five, it is unclear what potential
significance thisdifference may indicate. Suggestions have
been made above to provide guidance in determining which
situationswould require parental agreement and which ones
would not. However, the question remains that if the child
is deemed to be mature and capable of making her own
decisions: isit right to deny her this choice in some cases?

To emancipate means to free from restraint, control, or the
power of another. The child who is mature, but not
emancipated, is still in a parent-child relationship or
guardianship context. This context raises serious questions
about parental responsibility and accountability, and seems
to providejustification for arguing that parental agreement
to their child’s participation in research is appropriate (in
some cases). But isit clear what these situationsare? There
may, for example, be disagreement about condition (iii). On
the one hand, although the child may be as intellectually
competent as many adults, she is not responsible for her
decisions in the same way as an adult because of limits on
her ability to estimate long-term consequences for herself
relative to personal life goals and objectives. Thus, parental
agreement is needed. On the other hand, mature minors may
well have the same decisional capacities as adults and,
therefore, exceptions for risky research cannot be justified;
whether these minors are emancipated or not is irrelevant.

In effect, category four raises the question of whether to err
on the side of autonomy, recognizing the mature child’'s
decision-making abilities, or to err on the side of protecting
the child from harm. It may be that erring on the side of
autonomy is more important than protecting these children
from the harms that may result from their research
participation. Put another way, the harm of overriding or
ignoring themature child’ sdecision-making abilities may be
greater than the possible harms of the research. If thisisthe
case, then the above-described situations where parental
agreement would be required will need to be re-evaluated
and/or discarded. This could imply, for example, that
categories four and five should collapse together with the
description of the decision-making roles for category five
holdingfor all mature minors (whether they are emancipated
or not).

However, some will want to argue that, while the mature
child still lives at home and is not yet emancipated, parental
involvement in the decision-making process can be
beneficial for the child. By asking the parents to agree, this
could initiate dialogue between the parents and the child in
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which the child’'s reasoning, awareness of the possible
harms, and, understanding of the potential effects of
research participation on the other family memberscould be
explored. The child could gain further practice in decision-
making without having to bear the full responsibility of her
choice. As Lainie Freedman Ross contends, “Granting
autonomy to competent children too early may be
autonomy-restrictingover alifetimebecauseit abandonsthe
child to his own decision making without providing a
protected period in which he can develop the capacities
needed to flourish.” **

Category Five: Good language
comprehension, sufficient decisional
capacity — mature emancipated minors

Full decision-making authority restswith the child who may
consent to, or refuse, research participation. There is no
obligation to share information about research participation
with the parents, and there is no obligation to heed the
parent’s objections. The childis believed to be as competent
as an autonomous adult and is treated as such, i.e., her
consent/refusal is binding. The underlying assumption is
that the child is fully responsible and accountable for her
decision. The parents have no decision-making authority.
The researcher and the REB have the same obligations as
for any legally competent adult research participant or any
research involving legally competent adults.

Conclusion

| have argued that children must beincluded in the decision-
making process about research participation. Further, as the
decision-making abilities of children improve and increase,
therolethat children should play in this process must reflect
their growing autonomy. Five different categories of
children have been identified and details regarding the
respective decision-making roles and responsibilities for
children, parents, researchers, and REBshave been outlined.
These categories do much to further our understanding of
how children can be involved respectfully in the decision-
making process; and yet there is more work to do. Some
difficult issues such as the moral and practical import of
di stinguishing between mature children who are and are not
emancipated still require further attention. Meanwhile,
changes in current practice are needed so that we can both
protect children’ sinterests and demonstrate respect for their
devel oping decision-making abilities.

At a minimum, the above-described categories call for a
reassessment of the current role of children in decision-
making about research participation. Specific
recommendationsfor the Panel on Research Ethicsinclude:

(1) expanding therole of children in decision-making about
research participation based on their decisional capacitiesto
accord with the four, potentially five, categories outlined;
(2) developing a position statement on the fourth and fifth
categories that would help further the debate about the
significance of emancipation with respect to the ability of
minors to consent to research participation; (3) defining and
clarifying the language used to describe what decision-
making role children have; and (4) outlining the roles of the
parents, researchers, and REBs in the TCPS to better
indicate what (shared) responsibilities each has as to
including children more appropriately in decision-making
about research participation.
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Figure 1: Decison-making Roles with respect to Children and Resear ch Participation

not necessarily
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-should withdraw
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not preclude benefit/harm ratio becomes unfavourable preconditions
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-parental agreement is
alwaysrequired; in
some instances, a
child’'s protest is
authoritative
-obligation to share
information with child
about research
participation and
address questions
-must give child an

Ensure Turt arscrosure
to parents about
research participation
-ensure relevant
disclosure to child
about research
participation and
address child’'s
questions

-ensure child is given
opportunity to express
her wishes

-should ensure parents

Frotect Chnirarer s
interests by only
approving research
that meets the
specified
preconditions
-require full
disclosure to
parents and their
agreement
-recognize
developing
decision-making
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precludes
research
participation
except when
parentsjudge
that potential
benefit of
research
participation
outweighs
potential harm
of research
participation and
additional harm
of overriding
child’'s
preference(s)

opportunity to express
her wishes and take
these wishes into
account in assessing
benefit/harm ratio
-should be present or
available during
research or delegate
responsibilities to
another

-should withdraw
child if benefit/harm
ratio becomes
unfavourable

are taking child’'s
wishes into account-
should withdraw the
child if benefit/harm
ratio becomes
unfavourable

-can override parental
decision re: issue of
withdrawal

skills by requiring
relevant
information be
shared with child
and child’s
agreement

-require
documentation of
agreement by
parents and child
-respect and defend
that child’s protest
can be authoritative
in some cases

Good language
comprehension
and sufficient/
substantial
decisional
capacity:
Mature but not
emancipated
minors

Significant
decision-making
authority
-child’s consent
to participate is
necessary and
sometimes
sufficient
(parental
agreement is
sometimes
necessary)
-child’ s refusal
is always

Limited decision-
making authority
-parental agreement is
sometimes necessary
for child’ sresearch
participation (e.g.,
when legally required,
participation has
consequences for
parents, and, possibly,
for more than

minimal risk
research), but it is
never sufficient

Ensure full disclosure
to child about research
participation

-must determine if
child’s consent is
sufficient or if parental
agreement is also
required

-ensure relevant
disclosure to parents
about research
participation when they
are legitimately
involved in decision-
making

Recognize
children’ s decision-
making ability
-approve research
that meets the
specified
preconditions
-ensure full
disclosure to the
child and, when
necessary, to the
parents

-require
documentation of
consent of child

authoritative (no -should discuss and, when
exceptions) withdrawal with child necessary, parental
if benefit/harm ratio agreement
becomes unfavourable
Good language Full decision- No decision-making Same obligations as for | Same obligations
comprehension, | making authority any legally competent as for research
and sufficient/ authority adult research involving legally
substantial (consent/refusal) participant competent adults
decisional -no obligation to
capacity: share
M ature information with
emancipated parentsre:
minors research
participation
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