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DIRECTIONS:  All research involving data collection or other investigations using human subjects must be reviewed and approved by the University’s Institutional Review Board for the Protection of Human Subjects (IRB), prior to beginning any such research.  
For submission, forward application to irbforms@memphis.edu.  Students must forward to advisor first for review and have advisor forward to IRB. Submit the form and all attachments in a single WORD document with a table of contents, page numbers, and line numbers.

Please allow up to four weeks for a response from the IRB.
Principal Investigator (PI) / Student Investigator (SI) Name:  __________________________________________
UID# of Primary Investigator:  U_________________________
PI/SI E-mail:  ______________________________@memphis.edu (all official IRB correspondence will go to this address)
Department:  ________________________________


Co- Investigator(s):  ____________________________________________________________________
Faculty Advisor Name (if student):  _________________________________________________________

Faculty Advisor E-mail:  ____________________________@memphis.edu
Project Title _____________________________________________________________________

Proposed Start Date ______________________ Do not begin research or recruitment prior to IRB approval.
Sponsoring agency ______________________________________________________________
If project is being submitted for external funding, attach any proposal that has been or will be submitted to sponsor.
	Please submit the following materials below as a single WORD document with title pages to separate sections:
	Check Box if Included:
	For IRB use only
Reviewer Comments:

	This Request for Protocol Approval form (all pages)

Required 
	
	

	Copy of consent document, cover letter, or script, if applicable
Required - unless you are using existing data**
	
	

	Copies of any survey, questionnaire, or interview instruments
Required - unless you are using existing data**
	
	

	Copies of any recruitment advertisements

Required - unless you are using existing data**
	
	

	Website addresses where data collection instruments will be posted, if applicable
	
	

	Misc. Attachments:______________________________________
	
	


· **if you are using data that is already publicly available or has already been collected, please use the “Secondary Analysis of Existing data form”
PROJECT DESCRIPTION:  Describe your project in terms of the following items.  Each item must be titled as described below and addressed succinctly in the listed sequence.  If any item is not applicable this should be so stated.  Attachment of applicable sections of the research protocol and/or grant application is not acceptable as a substitute for completion of each item.  Please include sufficient information to facilitate an efficient IRB review.  Divide each of the sections (numbered items) below by a title page.
1. PURPOSE OF THE STUDY.  Provide a description of the project that includes a statement, grounded in the pertinent body of research literature, that describes the purpose and importance of the proposed research project. 
2. METHODS AND PROCEDURES.  Describe the study design (e.g., randomized, blinded, placebo controlled, etc.) and all procedures, step by step, to be applied to subjects.  Clearly indicate which procedures and treatments are research and those which are not. (Be sure to define any terms of art or jargon)
3. HUMAN SUBJECTS


Anticipated number of subjects   _________ 

a. Characteristics.  Describe the characteristics of the subject population. Include the anticipated number of subjects to be studied, age range(s), gender, ethnicity, health status, any physical, mental, cognitive or emotional limitations, and any other relevant variables. Also indicate if subjects are to include students, prisoners, pregnant women or any other class of subjects that might be especially vulnerable and require special consideration.  If subjects are students, describe the relationship between students and researcher.  If using vulnerable populations, provide rationale for doing so.  

b. Recruitment.  Describe how subjects will be identified and recruited.  Attach all materials to be used in recruitment (advertisements, posters, scripts for radio/TV, other electronic ads, etc.) It should be clear in all recruitment materials that you are conducting research. (See Sample Recruitment flyer on IRB website)
c. Selection.  Describe criteria for inclusion and exclusion of subjects in the study. Provide a justification for criteria.
d. Compensation or Incentives.  Describe any economic or other incentives for participation.  Payments must be pro-rated over the course of the study.  Raffles, lotteries, and other similar types of compensation are discouraged.  List alternative ways for subjects to earn credit if participation is part of a school course.
4. POTENTIAL RISKS.  Describe all potential risks:  physical, psychological, social, legal or other associated with each procedure.  Assess the probability, severity, potential duration and reversibility of each risk.  Identify those risks which are minimal and those which are more than minimal.  Describe the procedures used to minimize any potential risks.  If there are no identifiable risks this should be so stated. NOTE: it is the exception that a project will have no identifiable risk.

5. POTENTIAL BENEFITS.  Describe the potential benefits that may accrue directly to the subject. If there are none this should be so stated.  Describe the potential societal benefits of the study in terms of human health/welfare, the advancement of knowledge or the good of society. Note: Compensation is not considered a benefit.  
6. ASSESSMENT.  Justify the research study based on your evaluation of the risk/benefit assessment.  

7. CONFIDENTIALITY.  Describe how confidentiality of data and privacy of subjects’ participation will be maintained.  If project involves drugs or medical devices, records must be open to FDA inspection, and the subjects must be informed of this provision.  Confidentiality can only be maintained within the limits allowed by law and should be stated as such.  Do not promise strict confidentiality unless participation is anonymous.
8. INFORMED CONSENT.  Informed consent to participate in the research project is required of all research involving human subjects and must include the elements listed below.  Such consent must be given by the subject and/or parent/guardian if the subject is under 18 (Note: See consent and assent templates on the IRB website).  Informed consent is usually obtained using a written consent form but other presentation methods may be utilized depending on the nature of the research and/or the characteristics of the subjects.  If a written, signed consent form will not be obtained, explain why not and attach the with a description of how informed consent will be obtained and documented.
9. Collaboration & Engagement – Describe any collaborative relationships necessary to complete your research i.e. any schools systems, non-profit organizations, or hospitals you will be working with in order to collect your data. Include letters of support from the collaborator(s). This letter must come from a person with director-level authority within the collaborating institution.  When the collaborator has their Institutional Review Board, please include a copy of the IRB application sent to collaborating institution. Be aware that protocol approval will be contingent upon these documents being on file with the U of M IRB. Be sure to indicate in your protocol when U of M IRB approval must be issued before the collaborator will sign onto the project.
Required Elements of Consent (from the Federal Regulations for Protecting Research Subjects)

Basic Elements
1. A statement that the study involves research.

2. An explanation of the purpose of the research.

3. A description of the procedures to be followed.

4. The expected duration of the study.

5. Identification of any procedures that are experimental, rather than providing standard treatment.

6. A description of any foreseeable risks or discomforts.

7. A description of the benefits to the subjects or others that may result from the research.

8. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.

9. An explanation that participation is voluntary and that the subject may discontinue at any time.

10. An explanation of whom to contact with questions about the research i.e. the PI/SI and faculty advisor if applicable. 

11. An explanation of whom to contact for questions about subjects' rights. The following information can be listed to satisfy this requirement: Jacqueline Y. Reid, Administrator for the Institutional Review Board for the Protection of Human Subjects should be contacted at 678-2533.

12. A description of any compensation that will be offered to each subject and of the conditions under which they will receive partial or no payment.  If there is no compensation, there is no need to mention it. (Note: Raffles of any kind are discouraged.)
13. A statement must be included that The University of Memphis does not have any funds budgeted for compensation for injury, damages, or other expenses.
Additional Points to Consider

· Is the consent form or script written at the appropriate reading level and does it use vocabulary and concepts that potential subjects will understand? ( A good rule of thumb is consent documents should be written at 8th grade level or below depending on your potential subjects)
· Is the language culturally appropriate?

· Are there social or cultural issues limiting free choice to participate in research and, if so, how will you address them?

Templates are available on the IRB website for Informed Consent, Parental Consent, and Children’s Assent forms.

Investigator Assurances

(UID#’s are required for final approval unless original signatures are submitted.)
Investigator(s) Assurance: 

I affirm the following:

1. The research will not be initiated until written approval is secured from the IRB.  (Note:  Effective 10/31/11, approval will not be provided unless CITI certification to conduct research with human subjects is current for the investigator(s))
2. I will conduct this study as described in the approved protocol.  If any changes are anticipated, I will contact the IRB staff prior to implementing the changes and request the appropriate form or procedure.  I will not implement the changes until I receive approval from the IRB or its staff.  I will contact the IRB staff immediately if any of the following events occur: unanticipated problems involving risks to subjects, protocol deviations, and findings during the study that would affect the risks or benefits of participation.

___________________________________    
U____________________

________________
   Investigator Signature

    OR

   UID#


             Date

(Add more signature lines if needed.)







Faculty Advisor Assurance (Required for Graduate or Undergraduate Student Research):

I affirm that I have reviewed and approved the research plan of the student(s).  I assume responsibility for (1) ensuring that the student(s) conducting research are aware of their responsibilities as researchers, and (2) that the IRB will be immediately informed in the event of unanticipated problems involving risks to subjects, protocol deviations, or findings during the study that would affect the risks or benefits of participation. 

___________________________________    
U____________________

________________
      Advisor Signature

    OR

   UID#


             Date


(Add more signature lines if needed.)


======================================================================================================
For IRB use only
Approved as:  Screening for Exemption: ___     Expedited Review: ___     Full Review: ___

APPROVAL: __________________________________________       Date:  ______________

          IRB Member or Human Subjects Program Director
Expiration Date:____________________
IRB ID#:  ____________________________
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