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 Expedited Review Checklist     
Attachment 1 – Children
[ To be completed by IRB Reviewer ]

Under the regulations, children are persons who have not attained the legal age for consent to treatments or procedures involved in the research under the applicable jurisdiction in which the research will be conducted.
	Category 1 – 45 CFR 46.404 – Research not involving greater than minimal risk

	1.  The research is not greater than minimal risk
COMMENTS:


	 FORMCHECKBOX 
  True 
 FORMCHECKBOX 
  False – Full
      Board Review 
      Required

	2.  Permission of at least one parent or guardian will be solicited
COMMENTS:


	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Waived 

(see section 4a)

	3.  Permission of at least one parent or guardian will be documented
COMMENTS:


	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Waived 

(see section 5a)

	4.  Child assent procedures

Assent means a child’s affirmative agreement to participate in research. Mere failure to object

should not, absent affirmative agreement, be construed to be assent. 

If it is determined that subjects are capable of  assenting, the assent requirement may be

waived under the same conditions for which informed consent may be waived – See Form I

and section 4a. 

Please recommend whether and how assent should be obtained:
Age Range (if applicable) 
______          FORMCHECKBOX 
    No Assent Necessary

                             Some or all children are not able to be consulted, taking into 

                             account the ages, maturity, and psychological state

______          FORMCHECKBOX 
    Assent not documented, but obtained orally

______          FORMCHECKBOX 
    Assent documented using an assent form

______          FORMCHECKBOX 
    Assent documented using signature block on parent permission form

COMMENTS:

	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Waived 

(see section 4a)
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