Pursuant to 45 CFR 46

Villanova University Application for Review of Human Subjects Research

Please submit a hard copy to the Office of Research and Sponsored Projects (Departmental Reviewer if appropriate)

Principal Investigator(s):    I acknowledge that this represents an accurate and complete description of my research.


_________________________    _______________________________
__________________

Name of Primary PI (typed)
      Signature of PI



Date

Additional Researchers’ Names:  ___________________________________________________

Mailing Address:  ____________________________      ________________________________

                              ____________________________      





Telephone Number:  _______________________
        Email address:  ___________________

Adviser (complete if PI is a student):  I agree to provide the proper surveillance of this project to ensure that the rights and welfare of the human subjects are properly protected.  

___________________________
_____________________________
__________________

Name of Adviser (typed)

Signature of Adviser

            Date

__________________________        _____________________________
_________________

Adviser’s Address                              Email address  

Telephone


Title of Project: _______________________________________________________________

_____________________________________________________________________________


Is the Project externally funded?   ___Yes    ___No


If yes, complete the following:
  ___Private   ___State    ___Federal

Name of Agency                                               Grant Index Number (Internal/VU)                              
PLEASE NOTE: Please type information onto this downloadable form.  It is acceptable to import relevant sections of an existing research proposal directly onto the form to answer specific questions.  It is not acceptable to simply attach the entire protocol.  
Summary of Purpose and Objectives

Item 1   Describe the purpose of the research. (Research Question/Hypothesis) 

             Provide summary in space below.

Item 2  Describe the subjects of this study, including: 1) sampling procedures, 2) sampling 

population, 3) number of subjects expected to participate, 4) selection criteria, 5) how long the subjects will be involved, and 6) any follow-up procedures planned.  If soliciting subjects, other than through an official departmental subject pool, then attach a copy of the script or other mechanisms to be used to solicit subjects.

Summary of Methodology and Procedures

Item 3  Describe each proposed condition, intervention, or manipulation of human subjects or 


their environments.  Attach a copy of any questionnaires, tests, or other written instruments, instructions, scripts, etc., to be used.  

Risks, Costs and Benefits

Item 4  What risks to subjects are most likely to be encountered (physical or psychological, etc.)?

Item 5  Will the subjects encounter the possibility of stress or psychological, social, physical, or 


legal risks that are greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?

[  ]   Yes     [  ]   No       
If Yes, please explain below.

Item 6  Will medical clearance be necessary for subjects to participate because of tissue or 


blood sampling, administration of substances such as food or drugs, or physical exercise conditioning?

[  ]   Yes     [  ]   No           
If Yes, please explain how the clearance will be obtained.

Item 7  Will the subjects be deceived or misled in any way?

[  ]   Yes     [  ]   No                 
If Yes, please explain below.

Item 8  Will information be requested that subjects might consider to be personal or sensitive?

[  ]   Yes     [  ]   No               
If Yes, please explain below.

Item 9  Will the subjects be presented with materials that might be considered to be offensive, 



threatening, or degrading?

[  ]   Yes     [  ]   No       
If Yes, please explain below, including measures planned for intervention 
if problems occur.

Item 10  What approach will you use to minimize risks?

Item 11  What are the costs to the subjects (monetary, time, etc.)?

Item 12  Will any inducements be offered to the subjects for their participation?

[  ]   Yes     [  ]   No       
If Yes, please explain below.

Item 13  Describe the benefits that might accrue to either the subjects or society.  Note that 45 

CFR 46, Section 46.111(a)(2) requires that the risks to subjects be reasonable in relation to the anticipated benefits.  The investigator should specifically state the importance of the knowledge that reasonably may be expected to result from this research.

Consenting Process

Item 14  Where will the research study be conducted (school, hospital, etc.)?

Item 15  How will the research study be explained to the subjects?

Item 16  What type of consent will be used?  ____Oral  ____Written

Please attach the consent/assent forms or format for oral consent.  A suggested format and checklist for the consent form http://www.vahealth.org/documents/2011/pdf/Informed-Consent-Checklists.pdf
 may be useful as a guide.  Elements of informed consent can be found in 45 CFR 46, Section 116.
Item 17  How will the consent form be explained to the subjects? (Consider all barriers 


  including culture and language.)

       
If there are any possible language barriers involved, state in detail how these will be addressed.

Item 18  How will you make it clear to the subjects that their participation is voluntary and they 


  may withdraw from the study at any time they wish to discontinue participation?
Data Collection
Item 19  Who will have access to the gathered data?  (investigator, staff, sponsor, VU IRB, FDA, 


  etc.)?

Item 20  Will the data be a part of a record that can be identified with the subject?

[  ]   Yes     [  ]   No         
If Yes, please explain below.

Item 21  How will the data be recorded?

Item 22  Describe the steps you are taking to protect the confidentiality of the subjects.

Item 23  What are the plans for retention of data?

Item 24  What are the plans for future use of data as part of the study or use beyond the study?

Item 25  Discuss plans for retention, storage, and/or destruction of data.

Item 26  If tissue samples or specimens are collected, when will they be destroyed?  Will they be 


  used for research other than what is described in the consent?

Item 27  Will the subject’s participation in a specific experiment or study be made a part of any 



  record available to his or her supervisor, teacher, or employer?

[  ]   Yes     [  ]   No          
If Yes, please describe below.

Item 28  Concurrence (Required for any applications not eligible for Departmental Review):

______________________________________   ______________________________________

Department Chair (typed name)

       Department

______________________________________    ______________________________________

Signature




        Date

THE IRB MUST APPROVE THE RESEARCH PROJECT BEFORE THE RESEARCHER(S) MAKE(S) ANY CONTACT WITH SUBJECTS.

Checklist for application submission:
· 
IRB application (include grant proposal if funded project)

· 
Informed consent/assent forms printed on letterhead
· 
Outline or script to be provided prior to subjects’ agreement to participate

· 
Instrument(s) (copy of questionnaire, survey, testing)
· 
Administration (department/college/center) signatures

IF RESEARCH CONDUCTED IN THE COLLEGE OF NURSING, OR THE DEPARTMENTS OF PSYCHOLOGY OR COMMUNICATIONS, THE APPLICATION SHOULD BE SUBMITTED TO THE DEPARTMENTAL REVIEWER.  ALL OTHER APPLICATIONS SHOULD BE SUBMITTED DIRECTLY TO THE OFFICE OF RESEARCH AND SPONSORED PROJECTS.

NOTE:

ANY CHANGES IN THE PROJECT AFTER APPROVAL BY THE IRB MUST BE RESUBMITTED AS A MODIFICATION FOR REVIEW BY THE IRB BEFORE APPROVAL IS GRANTED.  MODIFICATIONS DO NOT CHANGE THE PERIOD OF INITIAL APPROVAL.

APPROVAL IS GRANTED FOR ONE-YEAR MAXIMUM AND MAY BE SUBJECT TO REVIEW AT ANY TIME THROUGHOUT THIS PERIOD.  ANNUAL REQUESTS MUST BE MADE TO THE IRB FOR CONTINUATION, AS LONG AS THE RESEARCH CONTINUES.  

CLICK THIS LINK FOR REFERENCES TO 45CFR46 (Code of Federal Regulations).

http://www.access.gpo.gov/nara/cfr/waisidx_00/45cfr46_00.html









PAGE  
1
Last updated: 8/13/10

