Middle Tennessee State University Institutional Review Board

Reviewer’s Comment Form

Reviewer’s Name:  _______________________________ 
Date: ____________________________

Principal Investigator: ____________________________
IRB #: ___________________________

Level of Risk: □ Minimal  
□ Greater than Minimal

Recommended Interval for Continuing Review: 
□ 6 months
□ 12 months
   □ Other _____________

	The following questions must be answered to grant approval:

	1.
	Describe how the risks to subjects are minimized. 

Are the procedures consistent with sound research design and do not unnecessarily expose subjects to risk? 

Are procedures already being performed for diagnostic or treatment purposes? 45CFR46.111(a)(1) 



	2.
	Describe how the risks to subjects are reasonable in relation to anticipated benefits? 45CFR46.111(a)(2)



	3. 
	Is the selection of subjects equitable in relation to the research purposes and setting? 45CFR46.111(a)(3)



	4.
	Describe the Investigator’s choice of process for consent and documentation of consent (e.g., written, oral, waived) and indicate whether it is appropriate for this study? 45CFR46.111(a)(4 and 5)

□ The Investigator has chosen written informed consent, which is appropriate for this study.  

□ The Investigator has requested a waiver or alteration of informed consent as follows (describe): 



	5.
	Describe, if any, the provisions for safety monitoring? 45CFR46.111(a)(6)



	6.
	Indicate how appropriate protections are incorporated to ensure the privacy of subjects and confidentiality of data? 45CFR46.111(a)(7)



	7.


	If vulnerable populations are included, describe the appropriate safeguards in place to protect the rights and welfare of this population? 45CFR46.111(b)


For expedited and exempt: □ Expedited: Category _________
□ Exempt: Category __________

Recommendation: 

□ Approve     □ Approve pending modifications     □ Refer to full committee     □ Defer

Reviewer’s Proposed Changes

MINOR Concerns (typographical errors, grammar, pagination, headers/footers, template language)

MAJOR Concerns (risk/benefit, ethical concerns, cognitive ability, waiver of consent, etc.)

	(Circle one in each column)
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_________________________________________________________
____________________________________

(Reviewer’s Signature)






(Date)
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