St. Norbert College IRB Application Evaluation Form
To be completed by IRB members
Study title:        
Date:       
Principal Investigator(s):        
IRB member:        
	Response alternatives:    Yes, No, Uncertain, Not Applicable

	1. Risks to subjects are minimized. (III.D)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	a. The research poses minimal or less than minimal risks to subjects
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. The research poses more than minimal risk to subjects.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	2. Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may reasonably be expected to result. (III.D)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	a. The purpose and significance of the study is clearly described (III.A)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. The study design is appropriate to test the hypothesis or answer the research question. (III.C)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	3. Selection of subjects is equitable. (III.B)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	a. The criteria for including subjects are appropriate
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. The criteria for excluding subjects are appropriate
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	c. The methods of recruiting subjects are legal, ethical, and free of from coercion.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	4. Informed consent will be sought from each prospective subject or the subject’s legal representative and will be appropriately documented, in accordance with, and to the extent required by federal regulations. In clear and non-technical language which is appropriate to the subjects, subjects are informed of: (III.E)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	a. The fact that the study is research.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. The purposes of the research.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	c. The expected duration of the subject's participation.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	d. The procedures to be followed.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	e. Any reasonably foreseeable risks or discomforts.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	f. Any benefits to the subject or to others that may reasonably be expected from the research.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	g. Appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	h. The extent, if any, to which confidentiality of data and privacy of subjects will be maintained
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	i. For research involving more than minimal risk, whether any compensation or medical treatments are available if injury occurs.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	j. Who to contact for answers to pertinent questions about the research, subjects' rights, and research-related injury to the subject.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	k. The fact that participation is voluntary and that the subject may withdraw his or her consent at any time without penalty or loss of benefits.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	
Additionally:
	

	l. The consent document is understandable to subjects.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	m. Consent for audio and/or video recording will be obtained
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	n. Children’s assent will be obtained.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	o. The IRB is requested to waive or alter an informed consent requirement.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	p. The IRB is requested to permit the investigator to mislead or deceive subjects.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	5. Adequate safeguards are implemented to insure the safety of the subjects during the data collection. (III.C)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	6. Sensitive private information (such as illegal activities, violations of organization policy, medical or mental health history or status) that could place the participant at risk of criminal or civil liability or damage their financial standing, employability, or reputation will be collected.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	7. Subjects’ right to privacy and confidentiality is protected. (III.D)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	8. Members of vulnerable groups (such as children, prisoners, pregnant women, mentally disabled persons or economical or educationally disadvantaged persons, etc.) will be asked to participate in this study.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	9. Where some or all of the subjects are likely to be vulnerable to special risks or susceptible to coercion or undue influence (such as children, prisoners, pregnant women, mentally disabled persons or economical or educationally disadvantaged persons) appropriate additional safeguards have been included in the study to protect the rights and welfare of these subjects. (III.B & E)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	10. If the project is to be conducted in a cooperating institution or organization:
	

	a. A letter of acceptance from the sponsoring individual or body of that institution or organization is provided. (IV.C)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. Appropriate subject protection assurances or other assurances are provided by the institution or organization. (IV.C)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	11. The application is complete
	

	a. Copies of all data collection instruments (written questionnaires, interview questions, instructions to participants, observational coding sheets, data sheets, etc) are included (IV.A)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	b. Copies of all consent documents are included (IV.B)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	c. Copies of all other applicable documents are included. (IV.C)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA

	d. Human subject protection training is documented and current.
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
Unc  FORMCHECKBOX 
NA


Recommended action:
 FORMCHECKBOX 

Approve study

 FORMCHECKBOX 

Approve study conditionally pending the following revisions.  Revisions are to be confirmed by the Chair or a designee.


Requested revisions:       
 FORMCHECKBOX 

Return application to principal investigator.  Invite resubmission after the following issues of concern are addressed


Issues of concern:       
 FORMCHECKBOX 

Reject application for the following reasons.


Reasons for rejection:       
