CHECKLIST FOR INFORMED CONSENT/PROTOCOL REVIEW


	ITEMS (as applicable)
	OK
	N/A
	COMMENTS

	1.  Title of study given.
	
	
	

	2.  Purpose/benefits of the study stated and can be weighed against the risks.
	
	
	

	3.  How the study relates to the student=s program of study stated
	
	
	

	4.  Statement indicating why and how the participant was selected/sampling plan.
	
	
	

	5.  Procedure explained (time, frequency, nature of information, questions asked).
	
	
	

	6.  Issues related to data collection forms/instruments
	
	
	

	7.  Addresses possible discomforts and inconveniences participant might expect.
	
	
	

	8.  Describes risks (if any) to participant and precautions taken for adverse effects.
	
	
	

	9.  Benefits to the participants are identified (if any).
	
	
	

	10.  If the project requires withholding a standard treatment, is this clear? If alternative treatments are available are they described?
	
	
	

	11.  Any compensation and/or costs to participant are identified.
	
	
	

	12.  Participant's right to confidentiality or anonymity is explained? Use of tapes and other materials (e.g., audio or video tapes, photos, use of data for other purposes) is explained and the disposition of such materials is clear.
	
	
	 

	13.  Under what conditions will you need to break confidentiality and how will this be handled.
	
	
	

	14.  Statement indicating participant's right to choose to participate or not.
	
	
	

	15.  Specific statement that the participant can withdraw from study at any time. Procedures are indicated for orderly withdrawal from the study, including after completion of the study? Are procedures described for terminating a participant from the study?
	
	
	

	16.  A statement that a person=s decision to participate/refuse to participate in the study will not affect him/her in any way, e.g., will not affect usual services or relationships with those outside of the study.
	
	
	

	17.  How participant can contact the investigator to have questions answered? If a student is the investigator is the supervising professor also identified and a phone number given?
	
	
	

	18.  Statement that the participant is entitled to a written copy of the consent form.
	
	
	

	19.  Statement that the participant=s signature or completion of survey indicates a willingness to participate in the study.
	
	
	

	20.  Spaces for the participant=s signature, investigator=s signature, parent=s/guardian=s signature (if required), and dates.
	
	
	

	21.  Is provision for child assent (generally for children 7-18 years old) made?
	
	
	

	22.  Approvals obtained from relevant off-campus IRB/administrators.
	
	
	

	23.  If applicable, vulnerable status of participant addressed.
	
	
	


METHOD/STUDY PROTOCOL

____ APPROVED
____ RETURNED FOR REVISIONS; NEEDS AS NOTED ABOVE

INTRODUCTION/INFORMATIONAL LETTER
      ____ Need to include      ____ Not Necessary
____ APPROVED
____ RETURNED FOR REVISIONS; NEEDS AS NOTED ABOVE

INFORMED CONSENT FORM(S) 
____ Need to include     ____ Not Necessary
____ APPROVED
____ RETURNED FOR REVISIONS; NEEDS AS NOTED ABOVE

COMMENTS:

