
	CHILD RESEARCH ASSESSMENT FORM
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      



	Complete this form for all studies enrolling minor subjects (17 years of age or younger). Select the appropriate child research assessment category and justify the selection.

For more information about child research protections and considerations, visit the Office for Human Research Protections (OHRP) websites for Special Protections for Children as Research Subjects: http://www.hhs.gov/ohrp/children/ and Child Research FAQs: http://www.hhs.gov/ohrp/researchfaq.html. 




	ASSENT

Will assent be obtained from each child (7-17 years of age)?  FORMDROPDOWN 
(

If NO, under what circumstances will assent not be obtained from some children  FORMCHECKBOX 
 or all children  FORMCHECKBOX 
?
 FORMCHECKBOX 
 Unable to assent because of maturity

 FORMCHECKBOX 
 Unable to assent because of cognitive impairment

 FORMCHECKBOX 
 Other. Explain:      
Without assent, explain how the child’s/children’s autonomy will be protected: 

     


	CHILD RESEARCH ASSESSMENT CATEGORIES

 FORMCHECKBOX 

§45 CFR 46.404 and §21 CFR 50.51: Research involving minimal risk. 

The IRB must find and document: 
Adequate provisions are made for soliciting the assent of the children and the permission of their parent(s) or guardian(s). (Consent from one parent/guardian will suffice.)


Explain why this research is minimal risk and how assent (if applicable) will be obtained.

     
 FORMCHECKBOX 

§45 CFR 46.405 and §21 CFR 50.52: Research involving greater-than-minimal risk but presenting the prospect of direct benefit to the individual subjects.

The IRB must find and document:

a)
The risk is justified by the anticipated benefit to the subjects;

b)
The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; and

c) Adequate provisions are made for soliciting the assent of the children (when applicable) and permission of their parent(s) or guardian(s). (Consent from one parent/guardian will suffice.)


Provide justification in the space below.

     
 FORMCHECKBOX 

§45 CFR 46.406 and §21 CFR 50.53: 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.

The IRB must find and document:

a)
The risk represents a minor increase over minimal risk;

b)
The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental (?), psychological, social, or educational situations; 

c) The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition; and


d) Adequate provisions are made for soliciting assent of the children, (when applicable) and permission of their parents or guardians. (Consent from both parents is required. Contact the IRB for exceptions.)


Provide justification in the space below.

     


	DECLARATION: I attest that I have carefully reviewed this Child Research Assessment Form.


Principal Investigator’s Signature





Date


	IRB Office Action:

( Meets criteria for §45 CFR 46.404 and/or §21 CFR 50.51

( Meets criteria for §45 CFR 46.405 and/or §21 CFR 50.52

( Meets criteria for §45 CFR 46.406 and/or §21 CFR 50.53

Comments:

Experienced IRB member signature: _________________________________
Date: _____________________
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