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	INVESTIGATIONAL REVIEW BOARD

REQUEST FOR IRB PROTOCOL EVALUATION AND RECOMMENDATION

	
	Date:
	   /    /     


	TO:
	     
	FROM:
	     

	SUBJECT:
	     


	Respect for Persons
	
	

	 FORMCHECKBOX 
 Approval
	 FORMCHECKBOX 
 Pending Approval
	 FORMCHECKBOX 
 Deny

	Respect for Persons requires that protocols (including the informed consent process) be designed to promote personal capacity to consider alternatives, make choices, and act without undue influence or interference of others. The principle is reflected in requirements that legally effective informed consent be obtained, unless specific requirements for waiver of informed consent are met and appropriately documented; and that subjects with diminished capacity and others who are vulnerable to coercion or undue influence receive special protection or consideration.



	REVIEWER’S COMMENTS:      


	Justice

	 FORMCHECKBOX 
 Approval
	 FORMCHECKBOX 
 Pending Approval
	 FORMCHECKBOX 
 Deny

	Justice requires fairness in distribution of burdens and benefits. The principle often is expressed in terms of treating persons of similar circumstances or characteristics similarly. It is reflected in the requirement that selection of subjects is equitable and is representative of the group that is intended to benefit from the research.



	REVIEWER’S COMMENTS:      


	Beneficence
	
	

	 FORMCHECKBOX 
 Approval
	 FORMCHECKBOX 
 Pending Approval
	 FORMCHECKBOX 
 Deny

	Beneficence entails an obligation to protect individuals from harm. The principle can be expressed in two general rules: (1) do no harm; and (2) protect from harm by maximizing possible benefits and minimizing possible risks of harm. It is reflected in a requirement that principal investigators design and IRBs approve protocols only under circumstances where the benefits to the subjects and/or the importance of the knowledge to be gained justify the risks to the subjects sufficiently to warrant a decision to allow the subjects to accept those risks.



	REVIEWER’S COMMENTS:      


	Other Review’s Comments:

	

	     

	Recommendation

	(Please check)
	

	 FORMCHECKBOX 
 Approval as-is
	 FORMCHECKBOX 
 Approval with major modifications

	 FORMCHECKBOX 
 Approval with minor modifications
	 FORMCHECKBOX 
 Return to investigator for major modifications

	 FORMCHECKBOX 
 Approval with moderate modifications
	 FORMCHECKBOX 
 Disapproval


	
	

	Reviewer’s Signature
	Date


