
CRITERIA REQUIRED BY FOR IRB APPROVAL OF A HUMAN RESEARCH STUDY
45 CFR 46.111 and 21 CFR 56.111

	(a)
	The study can be approved only if the IRB determines the study meets ALL the required criteria.
	Yes
	Yes if
	No

	1
	Risks to subjects are minimized
· Procedures are consistent with sound research design and do not unnecessarily expose subjects to risk.

· Study utilizes procedures already performed for diagnosis/treatment -- when appropriate.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2
	risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may reasonably be expected to result

· No consideration of long term effects of applying new knowledge.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3
	Selection of subjects is equitable

· Inclusion/exclusion criteria are adequate

· Research purpose and setting are appropriate

· Recruitment process is fair

· Special Requirements for vulnerable populations are addressed
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4
	informed consent will be sought or waived 

· See checklist for waiver of consent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5
	informed consent will be documented or documentation waived 


See checklist for waiver of consent documentation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6
	Provisions for monitoring collected data are adequate to ensure the safety of subjects –when appropriate.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7
	Provisions to protect privacy of subjects are adequate – when appropriate.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8
	Provisions to maintain confidentiality of data are adequate – when appropriate.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(b)
	Vulnerable/Special populations are adequately protected by additional safeguards.

· Consider vulnerability to undue influence, impaired decision-making, and economically or educationally disadvantaged

· Checklists were used for regulated populations:  children, prisoners, pregnant women, fetuses, and neonates. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Outcome – Full Board
	 FORMCHECKBOX 
 Approve
	 FORMCHECKBOX 
 Approv(able) with Required Revisions(1)
    (stipulations cleared by: ____________
	 FORMCHECKBOX 
 Return to committee(2) (Defer or Table)

 FORMCHECKBOX 
 Disapprove with reasons cited

	
	Continuing review Period
	 FORMCHECKBOX 
 12 Months 
	 FORMCHECKBOX 
 Shorter? (period:____________)
	 FORMCHECKBOX 
 Minimal risk-(CR by expedited)

	
	Outcome – Expedited
	 FORMCHECKBOX 
 Approve
	 FORMCHECKBOX 
 Ask questions
	 FORMCHECKBOX 
 Send to full board

	
	Frequency of Review
	 FORMCHECKBOX 
 12 Months 
	 FORMCHECKBOX 
 None  (periodic reminders only)  or 
	 FORMCHECKBOX 
 Other (period:____________)

	
	
	If under Common Rule and CR is requested, a reason is required: ________________________________


Important Notes:

1. If the determinations will be met only if once specific stipulations are accepted, it is approved as of the date of the meeting.  Stipulations can be cleared by anyone designated at the meeting.
2. If substantive clarifications or modifications are needed before a determination is satisfied, the outcome must be to defer until response is reviewed by the Full Committee. 
Study #  	_____________              Reviewer	_____________
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