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Existing Data are in existence at the time the research is proposed.  The data may be in the form of data sets, but may also be in the form of interview notes or audio- or video-recordings.
This form is to be used when identifiable data about human subjects will be obtained by an investigator for secondary analysis.  Data are identifiable if they include direct or indirect identifiers.  
Submit this form and any attachments as a single Word file with a table of contents, page numbers, and line numbers to irbforms@memphis.edu  for pre-review by the IRB staff.  Students must forward to advisor first for review and have advisor forward to IRBforms@memphis.edu.


This form is to be used for all types of review.  The IRB Staff will determine which type of review:
   For IRB Staff Only:

Screening for Exemption: ___ 	Expedited Review: ___ 	Full Review: ___






There are(3) three required parts to this request:
   
A. Investigator and Project Information
B. Instructions for Preparing the Research Description
C. Investigator and Advisor Assurances


A. Investigator and Project Information 

Project Title:  ____________________________________________________________

Investigator(s):  __________________________________________________________

UID# of Primary Investigator:  U_________________________

Status:  [  ] Faculty   [  ] Graduate Student   [  ] Undergraduate   [  ] Other:  ____________

Department/School: _________________________________  

E-mail:_____________________@memphis.edu    (all official IRB correspondence will go to this address)	

Co-investigaros(s):________________________________________________________________

Faculty Advisor for Graduate and Undergraduate Students:  _________________________________________

E-mail:____________________@memphis.edu	 	Phone: _________________ 
Sponsor/Source of Funding: _______________________________________________________
(Required: If externally funded, submit a copy of the application or the award. If  the research is University funded or unfunded please specify here as well)

B. Project Description

Please prepare a narrative that addresses the following topics:
1. The purpose of the research.
2. A detailed description of the data.
3. The source of the data.
4. Requirements of the data supplier and how access to the data will be granted or obtained.  If the access to the data is governed by a data use agreement, provide the most recent, signed copy of the agreement.
5. A description of confidentiality procedures, which will be used to protect data that are identifiable, either directly or indirectly.  






















This section applies if identifiers are being supplied i.e. individual level demographic Information. If informed consent must be secured, for example for the use of video-recordings, then please identify the subject populations, describe the consent process, and attach the proposed Informed Consent form.  

Required Elements of Consent (from the Federal Regulations for Protecting Research Subjects)


Basic Elements – Items 1-13 must be included in your consent document in for the UM IRB to approve your consent document. 
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? 

· 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.
· ( A good rule of thumb is consent documents should be written at 8th grade level or below depending on your potential subjects)


C. Assurances
(Signatures or UID#s are required for final approval.)

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.

3. I understand that this application will take at least 30days to be processed from submission to review/approval.

___________________________________    	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: ___


IRB ID#:  __________________________________ 
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