Murray State University

Institutional Review Board (IRB)

Application for Approval of Investigations Involving Human Participants
This form is the official documentation of the formal design or plan of a research activity submitted to the IRB for review.  Failure to provide all required information will result in return of your application for correction prior to review.  It is to be filled out on-line and then the appropriate parts are to be printed for submission.  Do not submit pages that do not apply to your research protocol.

PART A


	I.   Project Title:      

	     Principal Investigator(s):      

	     Department:       
	  Telephone:      

	     Campus Address:      

	     Status:     FORMCHECKBOX 
 Undergraduate Student        FORMCHECKBOX 
  Graduate Student             FORMCHECKBOX 
 Faculty               FORMCHECKBOX 
 Other (Specify:      )

	If  PI is an Undergraduate or Graduate Student, all IRB communications will be sent to the faculty mentor:

	     Faculty Mentor:      
	 Telephone:      

	     Department:      
	Campus Address:      

	Will any other university personnel or students be assisting with this data collection: 
     FORMCHECKBOX 
Yes          FORMCHECKBOX 
 No

 If yes, who are they and what position do they hold at the university?

     


	Please check which is appropriate:
 FORMCHECKBOX 
Class Project
      FORMCHECKBOX 
Research Project      FORMCHECKBOX 
Thesis



	If this research is for a thesis or senior project, who are the faculty members on your thesis or project committee?

     

	Project Period     From:                               To:           

	

	The designated project period must include all project activities involving humans, with the start date no earlier than the date of IRB approval. The IRB can approve a project for a maximum of 12 months. However, the IRB may decide that more frequent review is necessary.  Protocols with project periods longer than 12 months or those that the IRB feels necessitate more frequent review will require a continuing review (use the Project Update and Closure form).

	Is a proposal for funding support being submitted?                  FORMCHECKBOX 
 No         FORMCHECKBOX 
 Yes     


	If yes:

 FORMCHECKBOX 
 Internal            FORMCHECKBOX 
 External



	 Agency or Sponsor:      
      
	Deadline:      


	 Will this protocol require review by another IRB?            FORMCHECKBOX 
 No               FORMCHECKBOX 
 Yes  

            If yes, name of other IRB:      



RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR: Any additions or changes in procedures in the protocol will be submitted to the IRB for written approval prior to these changes being put into practice.  Any problems connected with the use of humans once the project has begun must be brought to the attention of the IRB Coordinator.  The principal investigator and his or her designee are responsible for retaining Informed Consent Documents in a secure location for a period of three years after the completion of the project or until a minor reaches one year past the age of majority, whichever is longer.  Should the faculty investigator or sponsor leave the university before this time, s/he must notify the IRB and provide the exact location for the future storage of these materials.

ASSURANCE STATEMENT: I have read and understand Murray State University’s Procedures and Guidelines for the Protection of Human Subjects and I agree: (1) the information provided herein does strictly apply to the proposed research; (2) to accept responsibility for the scientific and ethical conduct of this study; (3) to obtain IRB approval prior to revising or altering the research protocol or the approved Informed Consent form; and (4) to immediately report to the IRB any serious adverse reactions and/or unanticipated effects on subjects which occur as a result of this study.  I certify that I will conduct my study in an ethical manner that complies with all relevant MSU policies and procedures.
This form is the official documentation of the formal design or plan of a research activity submitted to the IRB for review.  Failure to provide all required information will result in return of your application for correction prior to review.

______________________________



___________________________

Principal Investigator






Date

Statement of Approval by Faculty Mentor (required for all students):

I have read and do confirm the accuracy of this application, and I accept responsibility for the conduct of this activity, the supervision of participants, and the maintenance of informed consent documentation as required by the IRB. I certify that my student(s) will conduct this study in an ethical manner that complies with all relevant MSU policies and procedures.
_________________________________



____________________________

Faculty Mentor







Date

REQUIRED INFORMATION (Applies to all levels of review)
In order for the IRB to evaluate your application, the following required materials must be provided with this application (one original for Level 1 review, one original and two copies for Level 2 review and one original and seven copies for level 3 review).  Protocols will be returned if incomplete or if an insufficient number of copies are submitted.  

To decrease the time needed for the approval process, an additional copy of these items must be submitted with the protocol via e-mail to  irb@murraystate.edu.

YES FORMCHECKBOX 
    NA FORMCHECKBOX 

A copy of all interview or survey questions, evaluation instruments (including 



standardized questionnaires), 
and data collection forms to be used (If copyright 



agreements forbid photocopying of a standardized instrument, include an original 



with a note requesting that it be returned to the investigator.) 
YES  FORMCHECKBOX 
   NA FORMCHECKBOX 

Informed consent document(s), either a consent form or cover letter, or 



parental/guardian permission and minor assent document(s), if necessary
YES  FORMCHECKBOX 
   NA FORMCHECKBOX 

Letter of approval from cooperating institutions (includes gathering data at a site)
YES  FORMCHECKBOX 
   NA FORMCHECKBOX 

Scripts of statements or questions to be read to subjects which should include the 
following information: participant time commitment, course credit procedures to be used, voluntary nature of the study and that subjects are free to discontinue participation at any time without prejudice from the investigator, how data 
will be handled - anonymous or confidential.
YES FORMCHECKBOX 
    NA FORMCHECKBOX 

A copy of any advertisement, recruitment letter, sign-up folder, etc. that will be
used to obtain participants
YES FORMCHECKBOX 
    ON FORMCHECKBOX 

A copy of the required training certification (the IRB will not review any protocol 
  FILE
until all principal investigators, faculty mentors, university personnel and others who will be assisting with the data collection have completed the required training and submitted a certificate or score to the IRB Coordinator) 

This form is the official documentation of the formal design or plan of a research activity submitted to the IRB for review.  Failure to provide all required information will result in return of your application for correction prior to review.


LEVEL OF REVIEW

Activities involving no more than minimal risk to participants and in which the only involvement of humans will be in one or more of the categories defined in Section 6.1 and 6.2 of the Procedures and Guidelines as Level 1 or Level 2 research will be reviewed by the IRB as a Level 1 or 2 application. “Minimal risk” means the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves from those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tests (45 CFR 46.102 (I)).  These categories do not apply to research involving prisoners, fetuses, pregnant women, or human in vitro fertilization.  Activities involving those populations and/or more than minimal risk will be reviewed as a a Level 3 application. The investigator is responsible for initially identifying the category he/she feels is appropriate. 

For continuing activities, investigators should use the Project Update and Closure form.  

After reading Section 6 of the MSU Procedures and Guidelines, state the category that you feel best

 applies to your research project: (Level 1, 2, or 3)        
Note: The final determination of the appropriate level of review will be made by the IRB Coordinator.

PART B
1.  Does this study involve deception (i.e., withholding from or giving false

     or misleading information to subjects)?




 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
2. Will procedures cause any degree of physical or emotional discomfort, 

risk of physical injury, invasion of  privacy, threat to dignity, 


harassment, or otherwise present potential harm to subjects?

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

3.   Other than on consent forms, will the subjects be identified (i.e., names, 

case identifiers, audio or video recordings, photographs, or other 

information gathered on people or institutions that would allow 

subjects to be identified) and could their participation in this research

lead to personal harm to themselves or their reputation?    

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
4.  Are subjects from any of the categories listed below?

a.  Minors (less than 18 years of age)




 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

b.  Prisoners or persons who are under criminal sanctions

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

c.  Persons with diminished mental capacity (e.g., mental


     retardation, neurological, psychiatric, or related disability)
 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

d. Persons in a residential program (e.g., hospital, developmental

    center, group home, etc.)





 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

e.  Clients of a human service program (e.g., counseling center,
     clinic, etc.)







 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

f.  Pregnant women






 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

g. Traumatized, terminally ill or comatose patients


 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

If your research falls into one of the categories listed under Level 1 review and if you answered NO to all parts of questions 1-4, complete Part C for Level 1 review.
If your research does not fall into one of the categories listed under Level 1 or you answered YES to any part of questions 1-4, complete Part D for Level 2 or 3 review.
Part C

Level 1 Review

I.  PROJECT SIGNIFICANCE: As part of its risk-benefit analysis, the IRB must have information on the purpose of the research, why the research is necessary, what outcomes are expected from it (both general and specific), and in what way those outcomes will add to or benefit generalizeable knowledge. 
     
II.  PARTICIPANT SELECTION:

a) Does this research involve the use of existing data, documents, records,


pathological or diagnostic specimens?
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO

b)
Will participants be less than 18 years of age?
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
NA
c)
Will participants be students at Murray State University?
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
NA
d)
Will any participants be unable to speak, read or understand English?
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
NA
e)
Will you be specifically recruiting members of any minority population?
 FORMCHECKBOX 
YES
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
NA


If yes, specify the population(s):      
Describe how participants will be selected, enlisted or recruited. You must attach a copy of any recruitment materials used in this study including a copy of a script that will be used to invite people to be part of the study.  One additional copy of these items must be submitted with the protocol via e-mail to irb@murraystate.edu.
     
III.  PROCEDURES/METHODS:  

Answer the following questions to provide an explanation of why this research needs to be conducted using the specific methodology, participants, and procedures proposed in this protocol: 

a.  What is your research question or hypothesis?

     

b.  Describe the specific procedures and methodology that will be used in the study, including the 
frequency, duration and location of each procedure and the materials that support that 
methodology.

     

c.  Describe any compensation that participants will receive in return for their participation. 

     
IV.  INFORMED CONSENT PROCESS:  Describe the informed consent process and attach a copy of all consent and/or assent documents.  The informed consent document is NOT the process.  It is the evidence that shows that your subjects have been given the information that they need to make an informed decision about whether or not to participate in your research project.  You must be explicit.  You must give a step-by-step description of how you intend to inform your subjects of the details of their involvement in your research activity.  It is the principal investigator’s responsibility to insure that the consent and/or assent documents are written at a level that can be easily understood by the subject population. One additional copy of these items must be submitted with the protocol via e-mail to irb@murraystate.edu.
     


V. CONFIDENTIALITY AND ANONYMITY: Describe how participants’ privacy will be maintained and confidentiality be guaranteed [including how long confidential documents and information will be retained after the end of the study and the specific building address where they will be retained and what will be done with the materials at the end of the retention time.  (Federal regulations require that these materials be retained for at least three years after the study is closed.)  If this study involves using a sign-up folder for recruitment of participants, explain how this document will be handled when the recruitment is finished (will it be kept with the confidential study materials, shredded, etc.).

     
VI.  CONFLICTS OF INTEREST and/or PROBLEMS OF UNDUE INFLUENCE:
Describe any possible issues about which the IRB should be aware concerning these matters. 
a.    During the project period, will any of your subjects include students enrolled in classes taught by you 
       or your faculty mentor?




   


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
  If “Yes,” please answer the following questions.  If “No,” please go to section ‘b.’
1. During the project period, is participation in research a course requirement for any courses 
taught by you or your faculty mentor? 




 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
1a. 
If yes, is there an equitable alternative available for students to complete the requirement other 
than by participating in research studies? 



 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If the answer to question 1a above is no (i.e., there is no equitable alternative to complete the course requirement), then this research cannot use any of the students in any of your or your faculty mentor’s classes that have a research participation requirement.  Explain how you will ensure that students in those classes do not participate in this research:
     
If the answer to question 1a is yes (i.e., there is an equitable alternative to complete the course requirement), describe the equitable alternative:

     
2. During the project period, will you or the faculty mentor offer extra credit to any of the students in
 your or your faculty mentor’s classes in exchange for participation in this research study?
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
2a.
If yes, is there an equitable alternative available to get extra credit for students who choose not 
to participate in the study?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If the answer to 2a is no (i.e., there is no equitable alternative to get extra credit), then the research cannot use as subjects any of the students in your or your faculty mentor’s classes where extra credit is offered for research participation.  Explain how you will ensure that students in those classes do not participate in this research:


     
If the answer to 2a is yes, (i.e., there is an equitable alternative available to receive extra credit) describe the equitable alternative: 


     
b.   Are you using people with whom you otherwise interact in a work environment?

              FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No 
c.   If you plan to conduct research at an off-campus site, are you also employed at that site?

 
  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Not applicable
d.   Do any members of the subject population work for you or any member of your family?


  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
 e.  Do you have any financial interest in the outcome of this research?  

 
  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
 If you answered yes to b, c, d or e or if you have another conflict of interest or problem of undue influence, you must describe how you will handle the situation so that the rights of the subject population will be protected.  

     

· Copy only the pages of the forms that apply to your research (i.e., Parts A, B, C for Level 1). 

· For Level 1, submit the signed original along with all additional materials (cover letter, consent form, surveys, recruitment fliers, etc.) to the IRB office for processing. Submit electronic copies of all materials to the IRB.

Part D
Level 2 or 3 Review
In the spaces below, provide complete answers to the following questions.  In order to evaluate and estimate possible risks and conduct an accurate risk-benefit analysis, the IRB must have sufficient information in non-technical language about why the research is needed and what will happen to participants.  Assurance from the investigator, no matter how strong, will not substitute for a description of the transactions between investigator and participant. 

I.   PROJECT INTRODUCTION/LITERATURE REVIEW:  In non-technical language, provide a summary of the purpose of the proposed research including a brief review of the relevant literature (This should include appropriate citations and references).  This summary/literature review should be no more than two pages.

     
II.  PROJECT SIGNIFICANCE: As part of its risk-benefit analysis, the IRB must have information on why the research is necessary, what outcomes are expected from it (both general and specific), and in what way those outcomes will add to or benefit generalizeable knowledge. 

     
III.  PARTICIPANT SELECTION:

Will participants be less than 18 years of age?



 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
Age range of participants:
From:      
 To:      
(NOTE:  if there is no required upper limit, simply state NO UPPER LIMIT.)
Will participants be students at Murray State University?


 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
Minimum number of participants needed:      
Gender:        FORMCHECKBOX 
 Male     FORMCHECKBOX 
 Female      FORMCHECKBOX 
 Both 
If only male or only female, provide justification:      
Will any participants be unable to speak, read or understand English?
 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO
Will you be specifically recruiting members of any minority population?
 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO


If yes, specify the population(s):      
Are you specifically recruiting members of a vulnerable population in this research?












 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO


If yes, to which vulnerable population(s) do they belong? (check all that apply)




 FORMCHECKBOX 
cognitively impaired persons
   FORMCHECKBOX 
elderly/aged persons


 FORMCHECKBOX 
minor children
 
               FORMCHECKBOX 
pregnant women



 FORMCHECKBOX 
prisoners



   FORMCHECKBOX 
 terminally ill patients 






 FORMCHECKBOX 
traumatized or comatose patients 
   FORMCHECKBOX 
other (specify):     
Describe how participants will be selected, enlisted or recruited. You must attach a copy of any recruitment materials used in this study including a copy of a script that will be used to invite people to be part of the study.  One additional copy of these items must be submitted with the protocol via e-mail to irb@murraystate.edu.

     
IV.  PROCEDURES/METHODS:  

Provide an explanation of why this research needs to be conducted using the specific methodology, participants, and procedures proposed in this protocol: 

a.  What is your research question or hypothesis?

      

b. Describe the specific procedures and methodology that will be used in the study, including the 
frequency, duration and location of each procedure and the materials that support that 

methodology.

      

c.  Describe the materials that will be used in this study and justify why you are using these
particular materials including why these materials are appropriate for this methodology and this 
project. 

     
d.  Describe the reason for the choice of participants, including why the sample population 

      
and sample size are appropriate for this study. 

     
e.  Describe any compensation that participants will receive in return for their participation. 

     
f.  Provide information on where and for how long you will retain the data collected in the study
(Generally, data that support the results of the study must be retained for at least three years after 
the end date of the study.) 
     
g.  Describe how the information obtained in the study will be evaluated, including the specific 
statistical and/or analytical procedures that will be used to evaluate the data. 

     
V.
INVESTIGATOR QUALIFICATIONS:  Provide a description of the particular capabilities of 


the investigator(s) and (if applicable), the faculty mentor(s) as they apply to this specific research.

     
VI.  
INFORMED CONSENT PROCESS:  Describe the informed consent process and attach a copy of all consent and/or assent documents.  The informed consent document is NOT the process.  It is the evidence that shows that your subjects have been given the information that they need to make an informed decision about whether or not to participate in your research project.  You must be explicit.  You must give a step-by-step description of how you intend to inform your subjects of the details of their involvement in your research activity.  It is the principal investigator’s responsibility to insure that the consent and/or assent documents are written at a level that can be easily understood by the subject population. One additional copy of these items must be submitted with the protocol via e-mail to irb@murraystate.edu.
     


VII.
CONFIDENTIALITY AND ANONYMITY: Describe how participants’ privacy will be maintained and confidentiality be guaranteed [including how long confidential documents and information will be retained after the end of the study and the specific building address where they will be retained and what will be done with the materials at the end of the retention time.  (Federal regulations require that these materials be retained for at least three years after the study is closed.)]  If this study involves using a sign-up folder for recruitment of participants, explain how this document will be handled when the recruitment is finished (will it be kept with the confidential study materials, shredded, etc.).

     
VIII.
RISKS:  Describe all known and anticipated risks and discomforts to the participants including side effects, psychological or emotional risks, academic risks, social risks, economic risks, etc. If there is any outcome of the choice to participate or to continue to participate in the research that could affect a student’s academic success in a class, then the IRB must be aware of this. 

     
IX.    BENEFITS:  Describe any direct anticipated benefits to participants. If there are no direct benefits, describe any general benefits to be gained from the conduct of this research.  Also describe the overall importance of the knowledge that may reasonably be expected to result from this research.  
     
X.
CONFLICTS OF INTEREST and/or PROBLEMS OF UNDUE INFLUENCE: 
Describe any  possible issues about which the IRB should be aware concerning these matters. 
a.    During the project period, will any of your subjects include students enrolled in classes taught by you 

       or your faculty mentor?




   


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
  If “Yes,” please answer the following questions.  If “No,” please go to section ‘b.’
1. During the project period, is participation in research a course requirement for any courses 

taught by you or your faculty mentor? 




 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
1a. 
If yes, is there an equitable alternative available for students to complete the requirement other 
than by participating in research studies? 



 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If the answer to question 1a above is no (i.e., there is no equitable alternative to complete the course requirement), then this research cannot use any of the students in any of your or your faculty mentor’s classes that have a research participation requirement.  Explain how you will ensure that students in those classes do not participate in this research:

     
If the answer to question 1a is yes (i.e., there is an equitable alternative to complete the course requirement), describe the equitable alternative:

     
2. During the project period, will you or the faculty mentor offer extra credit to any of the students in

 your or your faculty mentor’s classes in exchange for participation in this research study?

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
2a.
If yes, is there an equitable alternative available to get extra credit for students who choose not 
to participate in the study?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If the answer to 2a is no (i.e., there is no equitable alternative to get extra credit), then the research cannot use as subjects any of the students in your or your faculty mentor’s classes where extra credit is offered for research participation.  Explain how you will ensure that students in those classes do not participate in this research:


     
If the answer to 2a is yes, (i.e., there is an equitable alternative available to receive extra credit) describe the equitable alternative: 


     
b.   Are you using people with whom you otherwise interact in a work environment?

              FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No 
c.   If you plan to conduct research at an off-campus site, are you also employed at that site?

 
  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Not applicable
d.   Do any members of the subject population work for you or any member of your family?


  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
 e.  Do you have any financial interest in the outcome of this research?  
 
  FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No
If you answered yes to b, c, d or e or if you have another conflict of interest or problem of undue influence, you must describe how you will handle the situation so that the rights of the subject population will be protected.  
     

· Copy only the pages of the forms that apply to your research (i.e., Parts A, B, D for Levels 2 and 3). 

· For Level 2 review, submit the signed original plus 2 copies of those pages along with an original and 2 copies of all additional materials (cover letter, consent form, surveys, recruitment fliers, etc.) to the IRB office for processing. Submit electronic copies of all materials to the IRB.
· For Level 3 review, submit the signed original plus 7 copies of those pages along with an original and 7 copies of all additional materials (cover letter, consent form, surveys, recruitment fliers, etc.) to the IRB office for processing. Submit electronic copies of all materials to the IRB.
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