Saint Mary's College

Institutional Review Board

Protocol Review Checklist
TITLE:
______________________________________________________________________________

PRINCIPAL INVESTIGATOR:
__________________________________________________________
FACULTY SUPERVISOR (if applicable):__________________________________________________

1. DOES THE PROJECT DESCRIPTION ADEQUATELY DESCRIBE:

	___Yes
	___No
	___N/A
	a. the purpose of the study

	___Yes
	___No
	___N/A
	b. explanation of benefit of study to participants and/or research community

	___Yes
	___No
	___N/A
	c. methodology

	___Yes
	___No
	___N/A
	d. approximate number of participants

	___Yes
	___No
	___N/A
	e. participant selection (why these particular participants are selected)

	___Yes
	___No
	___N/A
	f. duration of participant participation

	___Yes
	___No
	___N/A
	g. potential risk with anticipated likelihood and severity

	___Yes
	___No
	___N/A
	h. measures to minimize risk

	___Yes
	___No
	___N/A
	i. process of gaining informed consent

	___Yes
	___No
	___N/A
	j. measures to maintain confidentiality of participants and records


2. ASSESSMENT OF RISK:

	Physical:
	___High
	___Moderate
	___Low          ___N/A

	Psychological:
	___High
	___Moderate
	___Low

	Legal:
	___High
	___Moderate
	___Low

	Participants are:
	___Minors
	___Disabled (Physically/mentally)
	___Other


COMMENTS:________________________________________________________________________

____________________________________________________________________________________

3. DOES THE CONSENT FORM INCLUDE:

	___Yes
	___No
	___N/A
	a. explanation of the purpose of the study

	___Yes
	___No
	___N/A
	b. expected length of time of participant’s participation

	___Yes
	___No
	___N/A
	c. description of confidentiality of records including identification of individuals who will have access to records

	___Yes
	___No
	___N/A
	d. reason for participant’s selection

	___Yes
	___No
	___N/A
	e. description of procedures

	___Yes
	___No
	___N/A
	f. identification of any experimental procedure

	___Yes
	___No
	___N/A
	g. description of foreseeable risks/discomforts

	___Yes
	___No
	___N/A
	h. description of expected benefits to participants/research community

	___Yes
	___No
	___N/A
	i. anticipated circumstances under which participant’s participation may be terminated

	___Yes
	___No
	___N/A
	j. statement that participation is voluntary; refusal results in no penalty

	___Yes
	___No
	___N/A
	k. offer to answer any questions

	___Yes
	___No
	___N/A
	l. identification of contact person with phone number for questions about study

	___Yes
	___No
	___N/A
	m. statement that copy of consent form will be given


COMMENTS:

____________________________________________________________________________________

____________________________________________________________________________________

ADDITIONAL INFORMATION NEEDED:

____________________________________________________________________________________

____________________________________________________________________________________

4. RECOMMENDED ACTION:

	___Approve
	

	___Approve with conditions
	

	___Do not approve
	SIGNATURE:____________________________ DATE:_______


