
Page	1	of	2	

            Reviewer Comments 

Name	of	Reviewer:		

Name	of	Principal	Investigator(s):	

Project	Title:		

Did	the	Informed Consent Form contain ALL TWELVE (12)	required elements (see OVER for list)?	         Yes 	          No 	
If	No,	indicate	which	element(s)	were	missing and provide instruction in the comments below:	

1	 2	 3	 4	 5	 6	 7	 8	 9	 10	 	11	 	12	

Do	you	recommend	that	this	application	(select	one):	

Be	approved	WITHOUT	any	modifications	

Be	approved	as long as the following modifications are addressed (IRB Chair will incorporate revisions.)	

NOT	be	approved	(See	COMMENTS	below.)	

COMMENTS:	

________________________________________________________________	 ________________________	
Signature	of	IRB	Committee	Member	 					Date	

 
 
_______________________________________________________________                         ________________________
                             Signature of IRB Committee Member                                                                                       Date 
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Informed Consent Checklist 

U.S. Department of Health & Human Services 
http://www.hhs.gov/ohrp/policy/consentckls.html 

1. A	statement	that	the	study	involves	research

2. An	explanation	of	the	purposes	of	the	research

3. The	expected	duration	of	the	subject’s	participation

4. A	description	of	the	procedures	to	be	followed

5. Identification	of	any	procedures	which	are	experimental

6. A	description	of	any	reasonably	foreseeable	risks	or	discomforts	to	the	subject

7. A	description	of	any	benefits	to	the	subject	or	to	others	which	may	reasonably	be	expected	from	the	research

8. A	disclosure	of	appropriate	alternative	procedures	or	courses	of	treatment,	if	any,	that	might	be	advantageous
to	the	subject

9. A	statement	describing	the	extent,	if	any,	to	which	confidentiality	of	records	identifying	the	subject	will	be
maintained

10. For	research	involving	more	than	minimal	risk,	an	explanation	as	to	whether	any	compensation,	and	an
explanation	as	to	whether	any	medical	treatments	are	available,	if	injury	occurs	and,	if	so,	what	they	consist	of,
or	where	further	information	may	be	obtained

11. Research,	Rights	or	Injury:	An	explanation	of	whom	to	contact	for	answers	to	pertinent	questions	about	the
research	and	research	subjects’	rights,	and	whom	to	contact	in	the	event	of	a	research-related	injury	to	the
subject

12. A	statement	that	participation	is	voluntary,	refusal	to	participate	will	involve	no	penalty	or	loss	of	benefits	to
which	the	subject	is	otherwise	entitled,	and	the	subject	may	discontinue	participation	at	any	time	without
penalty	or	loss	of	benefits,	to	which	the	subject	is	otherwise	entitled
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