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Discussion Points 

•  Reports/models describing the unique aspects 
of children’s participation in research   

•  Context (e.g. parents’ experiences) of child 
participation  

•  Definition of and factors that influence assent 
•  Actual practices  
•  Recommendations in literature on assent 
•  Practices/recommendations related to assent to 

engage the voice of children in research 



Why should we include children in 
research? 

 
•  Adult models of 

behavior do not fit 
•  Treatment, 

medications, devices, 
interventions do not fit 
children 

•  They deserve to have 
interventions tailored to 
their needs 



IOM Report-2004 
(Nuffield Council on Bioethics, 2015) 

•  Well designed, well executed clinical research…
essential to health of children and future adults 

•  Robust system for protecting human research 
participants…necessary foundation for protecting 
child...participants in particular 

•  Effective implementation of policies to protect…
requires appropriate expertise in child health at all 
stages in design, review and conduct of research 

•  Young Persons’ Advisory Groups should be paid for 
by industry to gain input to facilitate involvement and 
input 



Voices of Participants 

“My daughter will be 9 years old and she needs some kind of 
input about what is going on with her….She’s presently in a 
study and I need for her to be able to understand what she’s 
getting herself into…She’s at the point where she asks a lot of 
questions..and that is good”  Andrell Vaughn, parent. 

 
“ You know…I think I should be asked what I think…I am the one 

puking my guts up and it would be nice to have some say…I 
want to do what my parents think is good….but the doctors 
should listen to me some too”.. Marissa, 10 year old oncology 
patient . 



Research is a burden . . . (2015) 

“Extra visits to a hospital or having to do 
diary notes because I think I have a lot 
going on and I just wouldn’t find the time 
for that as well. Things like blood tests 
and needles…. I’m not scared of them or 
anything…they just make me 
uncomfortable. I just wouldn’t want 
these.”   



Seven vulnerabilities of children 
(Kipness, 2003)  

•  commonly lack the capacity to make mature decisions 
•  are subject to the authority of others  
•  they (and their parents) may be deferential in ways that 

can mask underlying dissent 
•  their rights and interests may be socially undervalued  
•  may have acute medical conditions requiring immediate 

decisions not consistent with informed consent 
•  may have serious medical conditions that cannot be 

effectively treated 
•  they (and their parents) may lack important socially 

distributed goods (ie. education, literacy, support)  



    Developmental     
        Status 

       Health                         
       Status 

       Research      
      Experience 

 

         Investigator’s Beliefs and  Practices 

        Institutional Research Context  

    Factors influencing children’s and family 
decisions related to involvement in research 

(Broome, 1999; 2004; 2012) 



Parental Consent (Permission)  

•  Proxy consent for 
child - permission of 
parent to access child 

•  Mandated with 
exceptions for 
adolescents 

•  Legally binding 
•  Never just about 

signing a form 
 



Parents providing ‘consent’ 

•  Sometimes asked to make decisions for 
clinical trials under high stress conditions  
(time pressure; confusion) 

•  Express variable degrees of choice  
•  Do not verbalize clear distinctions between 

research and treatment 
•  Understanding clinical trials vary 
•  When they and their child/teen disagree 

(want to know why; jointly make decision) 
(Levi, et al., 2000; Broome, et al., 2000, 2004; Pletsch & Stevens, et al., 

2001; IOM, 2004; Unger, IOM, 2004; Joffe & Kodish, 2006; Unguru et 
al, 2010; NB, 2015 ) 



Assent 
•  Affirmative agreement to 

participate (NIH, 2009). 
•  Limited guidance for 

implementation (Unger, 
Joffe and Kodish, 2006; 
Unguru, et al, 2010) 

•  IRB: whether/how 
assent is obtained-
usually not HOW and 
WHEN 

•  www.cancer.gov/clinical 
trials/education/
childrensassent0101) 

 

•  “An interactive process 
between investigator 
and child to provide a 
limited understanding; 
and to determine 
preference for 
participation” (Broome 
& Stieglitz, 1992; NCI, 
2010; ) 



“Assent does not need to be 
obtained if..” 

•  The child is not capable of understanding. (In whose 
judgment?  The 8 page consent form?) 

•  The clinical trial offers a treatment or procedure that 
is thought to be better than those currently available/
only option. (Isn’t that what research is all about? 
How often is that the case?) 

•  We don’t know anything about this topic/practice-we 
need to KNOW more and now. (Will they tell us 
more if we aren’t transparent?) 

•  Assent is largely about ‘respect for persons’. 
 
 
 



Understanding Ethical Issues of Research Participation 
from the Perspective of Participating Children and 
Adolescents A Systematic Review  
Crane & Broome, 2015 (in press)  
 

•  In the sample of 23 articles (2003-2015) from 5 
different countries 

•  7 indicated assent was obtained from the 
participating children/adolescents, although the 
method was not discussed 

•  7 obtained assent using a written form 
•  3 obtained assent verbally 
•  2 articles took the completion of written survey 

instruments as an indication of implied consent 
•  the remaining 7 articles did not discuss assent 

procedures at all 

  
  
  



Recommendations 
•  Use age appropriate 

materials  
•  Obtain separate, 

written assent from 
child (parent and 
provider/researcher) 

•  Children want to know 
purpose of study and 
what they must do 

•  If pain or invasive 
procedure expect 
dissent 

 

•  Assure confidentiality 
of data (from parents, 
friends, hcp) 

•  Give children specific 
strategies for 
withdrawal 

•  Tell the child what you 
plan to do with data 

•  Signature or some 
written sign of the 
child’s affirmation gives 
voice and respect to 
the child 

 
 



Signature requirement (Unger, Joffe  
& Kodish, 2006) 

•  Investigator should make a note in the chart/research  
record about the child’s maturity/developmental ability, 
level of understanding 

•  What will they do? 
•  Will it hurt? 
•  Do I have to? 
•  Statement about coercion (absence of) and 

understanding 
•  No need to insist on signature 



Crane & Broome (2015) 

•  Specific suggestions from children and adolescents (outside of health 
care) on improving assent processes included:  
– for researchers to speak directly to children about research participation – 
not simply through their parents,  
– ensure written materials are written in a way that is appealing and 
understandable,  
– provide written information instead of using e-mails or websites (Brawner, 
Volpe, Stewart, & Gomes, 2013; Burke et al., 2005; Swartling et al., 2011; 
Swartling et al., 2014; Unguru et al., 2010).  

 
•  Specific tools that were demonstrated to enhance children’s and 

adolescents’ comprehension of research included an assent quiz, and 
a specific lesson on research rights (Bruzzese & Fisher, 2003; Chu, 
DePrince, & Weinzierl, 2008).  



INCENTIVES (Rice & Broome, 2004;  
Kimberly, et al, 2006; Crane & Broome, 2015) 

•  ‘That which influences or 
encourages to action; motive; 
spur; stimulus.’ (McKechnie, 1976) 

•  Important to differentiate between 
reimbursement for expenses and 
inducement 

•  Kids say: 1) ‘justice’, 2) was the 
best part of the study, 3) as 
compensation for time spent, 4) 
discomfort experienced and 5) 
effort expended.  

•  ‘disproportionately large amounts 
of cash could be coercive for 
homeless youth 30, could 
potentially undermine altruistic 
motivations or even tempt youth 
into providing false information 20.  



Guidance 

•  Currently little 
guidance in terms of 
amounts, schedule, 
type 

•  Cash, gift 
certificates, T-shirts, 
medical supplies, 
CDs, movie passes 

•  Must minimize 
undue influence 

•  Reimburse for actual 
expenses 

•  Be age appropriate 
•  Should NOT 

compensate for 
higher risk 

 



Kids say: Positive aspects of research 
participation (NB, 2015; Crane & Broome, 2015) 

1)  learned something new 
2)  helped others 
3)  helped other people 

learn something new 
4)  felt ‘empowered’ 
5)  liked talking about 

themselves to someone 
else  

  
 



Positive benefits of participation continued . . . 

6)  enjoyed the procedures 
7)  thought filling out forms 

was ‘fun’ 
8)  trusted in researchers 
9)  thought they experienced 

‘clinical improvement’ 
10) would be willing to 

participate in another 
study 

 
 
 
 

(Bruzzese & Fisher, 2003; Chu et 
al., 2008; Ensign, 2006; Fernandez 
et al., 2009; Reynolds & Nelson, 
2007; Swartling et al., 2014; 
Wagner et al., 2006). 



Differentiating Research and Treatment 
(“therapeutic misconception”) 

•  Diagnosis sets context for understanding (ie. 
diabetes vs. cancer) 

•  Recognition that in pediatrics clinical trial 
infrastructure can be a critical influence on 
confusion and ‘choice’ (e.g. sites randomized 
to experimental condition) 

•  Previous experience with research (or family 
members) can markedly influence 
perceptions, both positively and negatively 



Implication of therapeutic misconception 

•  One size does not fit all 
•  Involved (as opposed to informed) consent requires a 

contextualized approach based on age, health status, time 
since diagnosis and type of protocol. 

•  Urgency of decision-making needs to be re-examined 
especially in therapeutic trials, “phased” consent one model  

•  More clarity needed about treatment/research dichotomy 
•  More research about assent procedures and their 

effectiveness in ALL settings 
•  Clear guidelines about use of incentives (competitive 

model) 
•  More study of experiences of children/adolescents/parents  

in Phase I trials 
 
 




