Documentation of Assent in Children (to be attached to Consent Document)

Principles Governing Children’s Participation In Research Decisions

1. Investigators should always respect children as persons. In particular, investigators together with parents should honor children’s developing autonomy in decisions about research participation.

2. Investigators should respect parents’ roles in guiding their children’s moral development and assessing their children’s best interests.

3. Policies regarding assent should be sufficiently flexible to accommodate the wide range of medical, psychological and contextual circumstances seen in pediatrics.

Child’s name__________________________________________________________

Child’s age__________  Diagnosis_________________________________________

Was developmentally appropriate information about their treatment and research participation given to the child?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Were age, maturity and psychological and emotional state considered in deciding to what extent the child was capable of providing assent? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Was the child included in the decision-making process about the research? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If  “Yes”, were the child’s views honored?___________________

Were the child’s views solicited in a developmentally, contextually and culturally appropriate fashion? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  

Was assent waived? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
     If  “Yes”, was it: Benefit-based  FORMCHECKBOX 
  Capacity-based FORMCHECKBOX 
.

(NOTE: Benefit-based waiver in never appropriate for a Phase I trial) Explain:_________________________________________________________________________________________________________________________________________

For older adolescents, was the patient given the opportunity to cosign the consent form along with the parents? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
 Did the child sign the form? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Was there disagreement between parents and child about research participation? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If so, how was it resolved (advocate, neutral consent monitor, ethics committee, etc.). _______________________________________________________________________

Summarize in narrative form the assent process.(May attach copy of progress note). 

