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	Supplement

Involvement of Children in Research

Form 4.16D
ver. 1003.01


To involve children in a study there are additional considerations.  The IRB must be able to understand and evaluate their involvement, and the risk and benefit to the child and others.  Although this may be covered in the protocol, we ask that this form be completed.  

The IRB reviews studies ranging from pediatric oncology to surveys of adolescents in schools, to research targeting children on the web.  Consider these questions as they relate to your study.

	A. Investigator

	Name:
	     

	Company / Business:
	     

	

	Project Title:
	     

	Funding Source:
	     

	Assigned Number:
	     


	B   Why Children?

	1
	What is the justification for involving children in this study?  (background, what is known, what is unknown)
	     

	2
	Is there sufficient prior work to be reasonably certain of the risk and benefit evaluation?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No   or explanation:      


	C   What Children?

	1
	If not clear in the study, what are the eligibility criteria?  If clear, cite the page or section.
	     

	2
	Describe the most eligible child sought in terms of age, maturation, decisional capacity, dependence and any physical or social elements
	     

	3
	What age children are involved?

 FORMCHECKBOX 
  
birth – 2
 FORMCHECKBOX 
  
3- 5

 FORMCHECKBOX 
  
6 – 10 

 FORMCHECKBOX 
  
11-15
 FORMCHECKBOX 
  
16-majority


	As grade level may not equate to age, what grade levels are involved?

 FORMCHECKBOX 
  
Infant - Pre-verbal

 FORMCHECKBOX 
  
Toddler - preschool

 FORMCHECKBOX 
  
Elementary grades

 FORMCHECKBOX 
  
Middle School

 FORMCHECKBOX 
  
High School

	4
	What is their capacity for deliberate decision making? 
	 FORMCHECKBOX 
  Normal for age or explain:      

	5
	Will any subjects be wards of the state or in the juvenile justice system? 
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  Explanation:      

	6
	Describe the recruitment process beginning with the identification of potential subjects and ending at enrollment.  Is there any prior relationship?  Include any institutional permission needed.
	     



	D   Procedures, Risks and Benefits particular to children

	1
	What research procedures are involved?  How does participation alter the child’s 

experience?  

In this question it is critical to separate baseline procedures (clinically indicated tests, participation in an after-school program) from the study procedures (additional tests or evaluation).
	     

	2
	What harm is possible as a result of participating?  Include physical, social, emotional, familial, legal, or financial harms as appropriate.
	     

	3
	What alternatives or choices are reasonably available to the child?
	 FORMCHECKBOX 
 None   FORMCHECKBOX 
  Leave the room, doodle on test, etc 

or Explanation:      


	E   Regulatory Risk/Benefit Category

	The federal regulations provide four categories of research.  Which category do you believe applies to your study?

	 FORMCHECKBOX 

	Research not involving greater than minimal risk 
	46.404  50.51

	 FORMCHECKBOX 
 
	Research involving greater than minimal risk

but presenting the prospect of direct benefit to the individual subject 
	46.405  50.52

	 FORMCHECKBOX 
 
	Research involving greater than minimal risk … 

     and no prospect of direct benefit to individual subjects, 

     but likely to yield generalizable knowledge about the subject’s disorder or condition.
	46.406  50.52

	 FORMCHECKBOX 
 
	Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.  RESEARCH PROPOSED IN THIS CATEGORY WILL REQUIRE IRC TO SEEK BOTH MEDICAL AND REGULATORY EXPERTISE AND WILL REQUIRE EITHER OHRP OR FDA APPROVAL BEFORE INITIATION.
	46.407  50.54

	Minimal risk means the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.


	F   Informed Consent Process

	1
	In what state(s) will this study take place?  What is the age of majority in that state?  If there is any issue of emancipation, cite the relevant requirements for that state.
	     

	2
	In what setting will the consent process occur?  (e.g., hospital, home, school, mall?)
	     

	3
	Describe the recruitment process beginning with how potential subjects are identified and ending at enrollment.  Is there any prior relationship?  Include any institutional permission needed.
	     

	4
	Who is to interact with the children?  What is the training of that person?
	     

	5
	SUBJECT (ASSENT):  Will the minor be asked to give his or her own assent?  To what extent will the minor be involved in decision-making?  To what extent might the child comprehend?  

If older children, what will be done if the minor reaches age of majority during the study?

If assent is to be waived for reasons other than age, use IRC for 4.25 for a waiver of consent.
	     


	6
	ADULT (PERMISSION):  What adult will grant permission to enroll the minor?  If other than a parent(s) or legal guardian, what are the state rules about who can serve as a legally authorized representative?  Are there any circumstances that would diminish the adults’ ability to make this decision voluntarily? (e.g., lack of resources or recent diagnosis?)
	     



	G   Informed Consent Form

	1
	The forms can be separate or can be combined on one form.   (A teen and parent might co-sign as a sign of good faith which a elementary student might have a separate form.)


	 FORMCHECKBOX 
  Child signs a separate Assent form   

 FORMCHECKBOX 
  Parent signs a separate Permission form  

 FORMCHECKBOX 
  Dual signature form (adolescent only & not FDA)

 FORMCHECKBOX 
  Other

	2
	If either assent or permission will not be used, is there any alternative form of documentation.  If a waiver of consent form is requested, use IRC form 4.25)
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No   or explanation:      



	  Signatures
	Principal Investigator
	Person who prepared this form

	Signature


	

	


	Printed name
	     
	     

	Title
	     
	     

	Phone 
	     
	     

	e-mail
	     
	     

	Date
	     
	     


