Understanding| consent In
PAEdIatC reseancis
e ethical Issues

Dr. Merle Spriggs
Murdoch Childrenis  Research Institute

Assec Prof Lynn Gillam
University: off Melbourne

Reyal Childrenrs; IHespital

Eunded by the Alfred Felton Beguest




Overview. of presentation

Setting the secene — seme: examples of the
ISSUES

“Understanading; consent IRl paediatiic researchr:
A study addressing these Issues

[DISCUSSION Of SCENarIoSs

Take — heme messages




1. Setting the scene

Scenario 1

You| are appreached te recruit your 14 toe 17
year 0ld CkE patients intera guestiennaire
and internviewsnased study: ofi transitien; te
adulit-care.

AcCcoKding te the: protecol, consent will
sought from the young peeple only; not
thelr parents.




Setting the scene

Scenario 2

Yourare: an investigator on a clinical tral or new
drug regimen for leukaemia. Your own patients
ane involved.

he parents of 10 year old Jake are veny keen for
Aim ter e en the tiral, Pt Jake: appears

URhappy: Withrthelr decision), WRICHI IS made With
Al pPresent.

At first administration; of the trial drtig, Jake Is

UNCO-0perative, anad fiercely: resists'even Being
touched.




Consent In research
Invelving children
Is complex and difficult issue for:

Researchers in the paediatric setting

Paediatricians Whos are: approached te recruit
thelr patients

Reviewers of research




2. The Study:
Understanding consent In paediatric

iesearnch: The ethical Issues
[funded by the Alfred EFelton Beguest]

The outcomes of this project will assist in the facilitation of
vital research in which the public has confidence




Baseline data:

The current aneas
el concern and Uncertalny,

2 ounads of submissions; tor the Natioral
Statement.

Key infermant Internviews Withr researchers
and HREC members




Seme bhackground:

Stanadard ethical and legal
CoONSIiderations

A researchi invelving childrenr ...

Infermedrcensent
Competence
AUtenomy:

Beneficence/nest
Interests of the child

Justice




National Statement on Ethical Conatct
A Research lnvolving. Humans (1999)

Definitiens (Appendix 3)

a Child = Subject te law! i the relevant jurisdiction, a
mineKr Whe lacks the maturity’ to make a decision
WHEThEr or Not te participate I research.

s Young persoen - Subject to the law in the relevant
jurisdiction, a MIRGK WRG may. have the matunity te
make a decision Whether or not ter participate in
researcn.




(1999) Chapter 4: Research invelving
children andlyoung people:
CONSENT

4.2 Consent 1o a child’s or YeUunal PEersen's
participation IR research must e ohtained

from:

(@) thechild or young persen Whenever he or she has
sufificient competence to make this; decision; anad
elther

the panrents/guardianiin: all buitexceptienal
ciFcumstances; ol

any’ erganisation or person required by law.




(1999) Chapter 4' continued:
BEST INTERESTS AND REEUSAILLS

4.3 An HREC must not appreve, and consent
cANROL e gIVER| fieK, research WRICh! IS contrany.
10, the child’s or Yeung| Person’s est Interests

445 Achildi e young persons refusal to
participate In a research project must e
[ESPECTed.




Unclear and contentious iIssues In the
1909 N atioral Statemient

What constitutes maturity?
Who consents?

IHow! do) we measure cCompetence?
What does competence mean In terms ofi consent?
Who ought to be measuring Competence?

What Is; an| ‘exceptionall circumstance:?

How do we' knew what Is 1 a child’s best interests” and who
ASSEsSes that?

Can a parent consent to thelr child’s involvement In nen- therapeutic
[esearch?

What constitutes refusal to participate in reseanch? WWhat
constitutes refusal at adifferent ages?




Revision of the
19909 National Statemernt

Call fer sulkmissiens

359 received

2531 authoers gave Permissien tergo: o) WA,
Over 100’ commented on| children i research

SUBMISSIONS: Mesty researchers; and reviewers
Off research buit alse censumer and communiby,
ased organisations and prvate individuals




Submissions

Prevision: of Information
Dissent — taking| reftisal serieusly/

Competence to consent
Fhereguirement fer parentall consent

A conflation of ISsuUes
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1. Prevision off Information
10 children and yeung people

Importance was given to the provision of ‘comprehensive
iInformation’ for participants ‘whether or not’ they are
‘deemed to have the capacity to consent for themselves or

not’.

The ‘all or none approach to children’s and young people’s
role in research decisions’ in which they are ‘either
considered capable of consenting or they are given no
formal role’ was perceived as problematic in the sense
that it fails to demonstrate respect.

‘Children do not need to understand the background or
aims of a study to express an opinion’ on whether they
want to take part in a research study ‘that is not for their
personal benefit’.




2. Dissent — taking refusal seriously.

‘Like any’ ether potential reseanch participant’, the: child’s
fght to refiuse shoeuld e respected.

A submission| frem the Cancer Council NSWW' refers| to
fesearch that 1S purely: researchi as oppesed o) research
that icludes treatment. It makes the claimi that in the
first Instance: a competent; chilars decision Whether to
participate or not shoeuld Be considered final” Whereas
‘the parent’s; decision becomes: more iImpoKtant 1 the
Ssecond Instance.

DOESs a temper tantrum 1N a one year old mean that the
childi sheuld be excluded or withdrawn?




5. Competence tor consent

Uniess there s guidance on now: competence tor consent
IS 10, be determined a child of five may well e judged
capaller off giving consent::

‘Capacity te consent’ should be explained as; not tusually,
peIng true for children under 10-12 years of age’.

ine attempt tor ascertain Whnether a person lacks/has
capacity ter consent: could ve more murusive (anafhave
MOEre SEreuUs CONSEqUERNCES) tham the researchiItselr

‘Ini cases where children: or yeung people will previde
consent without the invelvement of thelr parents or
guardians’, respoensibility fier determining capacity. to
consent seems to be with individual researchers.




4, Reguirement fior
parental consent

Consent fiemi beth parents
a Confilicting Views.

Research to which enly: the: child or yeung

PEISON CORSEents
s It ‘could create risks for the minor and nvalidate: the

researchr.
x Children who are separated or estranged: frem thelr
parents should e regarded as ‘particularly:

vulnerable’.




5. A common conflation of issues

Anrentanglement o 10eas::

competence to consent, ‘mature minors’, emancipated
MINGKS, estranged/separated Voung people nomeless Kids,
decisional authority, assent and avtenomy.

he things being confiated are:

m [he basis ofi censent and assent
a [Hemelessness Is being confiated withr competence.

= Estrangement or conflict Withr parents Is;alsor being
conflated with competence.




Lriek Nelbepjzlf Szlie e
o) 2ifiezll Corleltiet Ir) LIzl
RESCHIG
2007

Chapter 4.2: Children and young
PEGple

(guidelines; specific te censent)




LLevels ofi maturiity. and
Implications el consent:
(2007 Chi 4.2 Intre)

Infants, Wherare unable to take' part In discussion; abeut the
researchiand Itss effects

Yoeunarchildren, Whno: are: able to understand some relevant
Infiermation; andl take: part 1 limited discussien aloui research,
PUL WGSE CORSENt IS AOL required.

Young people of developing maturty, Whe are able to
understand the: relevant infermation’ Ut Whoese!: relative
Immaturty’ means that they: remain vuineranie. The consent of
these young peeple Is required, but IS not sufificient te
authorise research; and

Yound people Wiho are mature enoughni to understand and
consent, and are not vulnerable through immaturity in Ways
that warrant additionall consent firom a parent or guardian




(2007) Research merit and inteqrity

4.2.2 Inithe research design researchers should:

SPECIiy hew they Wil judge: the child's vulreranility and
capacity to Censent te) participation in research;

Describe the fierm| off proposed diScussiens Wiih
children; albeut the research and Its effects, at their
level ol comprenension; and

Demonstrate that the requirements ofi this chapter will
be satisfied




(2007) Respect

4.2.6

Researchers should be attentive to the
developmental level of children and young
people when engaging them in understanding
the nature and likely outcomes of research, and
when judging their capacity to consent to the

research.




(2007) Respect cont...

4.2.7 Except in the circumstances described In
paragraphs 4.2.10 and 4.2.11, specific consent to a
child’s or young person’s participation in each research
project should be obtained from:

(a) the child or young person whenever he or she has the

capacity to make this decision;
and

(b) either

() one parent, except when, in the opinion of the review
body, the risks involved in a child’s participation require
the consent of both parents, or where applicable

(1I) the guardian or other primary care giver, or any
organisation or person required by law.




(2007) Respect cont...

4.2.8

An ethical review body may approve research to
which only the young person consents if it Is
satisfied that he or she Is mature enough to
unaderstand and consent, and not vulnerable
through immaturity in ways that would warrant
additional consent from a parent or guardian.




(2007) Respect cont...

4.2.9 A review body may also approve research to which
only the young person consents if it is satisfied that:

he or she is mature enough to understand the relevant information
and to give consent, although vulnerable because of relative
Immaturity in other respects;

the research involves no more than low risk (see paragraph 2.1.6,
page 18);

the research aims to benefit the category of children or young
people to which this participant belongs;

nd

either




.. And, either:

(1) the young person is estranged or separated from
parents or guardian, and provision is made to protect
the young person’s safety, security and wellbeing in the

conduct of the research (see paragraph 4.2.5).

(In this case, although the child’s circumstances may mean
he or she is at some risk, for example because of being
homeless, the research itself must still be low risk);

Or ...




..0r

(i) 1t would be contrary to the best interests of the young
person to seek consent from the parents, and provision

IS made to protect the young person’s safety, security
and wellbeing in the conduct of the research (see
paragraph 4.2.5).




(2007) Best interests of the child

4.2.14

A child or young person’s refusalto participate in
research sfhould be respected wherever he or

she has the capacity to give consent to that
same research

(see levels of maturity (c¢) and (d) In the
Introduction to this chapter).

Where a child or young person /acks this capacity,
NiS or her refusal may be overridden by the
parents’ judgement as to what is /2 the child’s
best interest.




DOES, the new: National Statement:
address the ethical concerns

IN the submissions?

Provision of information = Y&

Dissent — taking refusal seriously’ X

Competence: to' consent
m [I/es o

The requirement for parentall censent
n [/1Es 10 aaaress PUL i a Very. convolutea way




(2007) Additienallunclear and
contentious ISSUES

Winat s, capacity te: consent'? How' do)wermeasure: it
andiwhat does It mean In terms of CONSent to researcn?

What constitutes vulneranility: and What Constitutes
Immaturty?

IHeW! Ao We measuie vulnerapnin andimmatuibicy?

Whe sheuldinmeasurne capacity’ te: consent, VullReranility,
andiimmaturty?

[i- parents’ judgment canl overrde a child’s reftsal
(4.2.14)), can an unwilling childibe ceerced or forced Inte
participating?







YoU are appreached torrecruit your 14:ter 1.7 yvear
eld CE patients inte;a guestionnaire and

Internview= laaseaistudy/ ol tiransitien (e adult
care.

According te the pretocol, consent will seughnt

firon the young people enly;, net thellr parents.

- Woelldyou e prepaned tere nvoelved initis
project?

- \Whatimerewould you need terknew: abeul the
project?

. Would you want any’ changes te: the protocel?




You are an investigator. on a clinical trial of: new drug
regimen for leukaemia. Your own patients are
involved.

The parents of 10 year old Jake are very keen for him
te be on the tral, but Jake appears unhappy: with their
decision, which is made with him present.

At first administration of the trial drug, Jake is unco-
operative, and fiercely resists even being touched.

Would you decide not to include Jake in
the triallat that point?

What would you say to Jake?
What would you say to his parents?




Crically’ evallate appreaches te he invelved
I & studyz

x Dol | think this researchiis; belng conducted
appreprately?

s Dol think It IS approprate for my. patients te
pe invelved?




Apart frem
G0e0d Study design
Apprepriater balance off fisks anal pessikle enefits

Are the consent processes appropriate?

Shoeuld the child be invelved nfthe deciSion?
At all
EUlly;
Parents not needed

Can the childl refuse?

IS sultable infermation being given te child?




Preject outcomes

Your input, comments, suggestions invited

Educationall resource

a [Handboeek for researnchers and HRECS containing important ethical
concepts and key guestions Which should track anractual ethics
application.

Website — supported by the handheok
s annotated select bikliography
m Cases

Coplizlei
Merle Spriggs
Lynn Gillam




