Principal Investigator:  

Version Date:  

Study Title:  


Middle Tennessee State University Institutional Review Board
Request for Waiver or Alteration of Consent, Authorization, and/or Documentation of Consent 

Please check the appropriate category and answer the corresponding questions.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver of Documentation of Informed Consent and/or Authorization*. 
(Examples: primary risk is consent form linking participants to research; research requires subjects are unaware)
The IRB may waive the requirement to obtain a signed informed consent document for some or all of the participants if the study meets one of the following conditions:

1. The only record linking the participant to the research is the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Under this condition, each participant must be asked whether he/she wants to sign a consent document.  The IRB must review and approve the consent document.

Does this study involve procedures that would be minimal risk except for the linking of the consent document to private information?    FORMCHECKBOX 


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 


 FORMCHECKBOX 
 No
If “Yes”, describe the potential harm to the subject that could result from a breach of confidentiality? 
     
2. The research is minimal risk and involves no procedures for which written consent is normally required outside of the research context. 
Does this study involve procedures that, outside of the research context, would require written consent?  

 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 


 FORMCHECKBOX 
 No

If “Yes”, waiver of documentation is not appropriate.
 FORMCHECKBOX 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Request for Waiver or Alteration of the Informed Consent Process and/or Authorization. 
The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or may waive the requirements to obtain informed consent provided that the following conditions are met:

1. Check which is appropriate:


 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Waiver of the Informed Consent Process (i.e. not obtaining signatures to reduce burden to participants) Provide justification for the waiver of informed consent process 
       
 FORMCHECKBOX 


 FORMCHECKBOX 
  Requesting Alteration of the Informed Consent (i.e., changing specific elements of consent)
If requesting alteration, which elements of consent will be altered, or omitted, and provide justification for the alteration.
       
2. Describe how the waiver or alteration of consent and/or authorization involves no more than minimal risk and will not adversely affect the rights and the welfare of the individual (Also, discuss how the waiver will not adversely affect the privacy rights of an individual).
      
3. Explain why the research could not practicably be conducted without the waiver or alteration.
      
4. Define the plan, where appropriate, to provide individuals with additional pertinent information after participation. 
     
 FORMCHECKBOX 


 FORMCHECKBOX 
Request for Waiver of Authorization, Protected Health Information (PHI) will be collected. 

The IRB may approve a waiver or alteration in the Authorization procedure provided that the following conditions are met:

1. Explain why the research could not practicably be conducted without access to the protected health information.      
2. Describe how the privacy risks to individuals whose protected health information is to be used are reasonable in relation to the anticipated benefits (if any) and the importance of the knowledge expected from the research.      
3. Describe the plan to protect the identifiers from improper use and disclosure.      
4. Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.      
5. Verify that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research.      
Please answer for all requests:

Will Protected Health Information (PHI)1 be accessed (**used within the covered entity) in the course of preparing for this research?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If “No”, stop, you are finished.
STATEMENT OF AFFIRMATION

If Protected Health Information (PHI) 1 is accessed (used) in the course of preparing for this research the following 3 conditions must be met:

1. The use or disclosure of the PHI is sought solely for the purpose of preparing this research protocol.  

2. The PHI will not be removed from the covered entity.  

3. This PHI is necessary for the purpose of this research study.

The above 3 conditions must be met to allow for the access (use) of PHI as “preparatory to research.” 

Will a de-identified data set be created (all 18 HIPAA identifiers must be removed, see list attached)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

Will a limited data set be created?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes  (If "Yes", complete the  “Intra-MTSU Data Use Agreement” below.)

*The Intra-MTSU Data Use Agreement  below sets forth the terms and conditions under which the Covered Entity will allow the use and disclosure of a limited data set 2 to the Data Recipient (Principal Investigator). The limited data set must have direct identifiers removed, but may include town, city, and/or 5-digit ZIP codes as well as date elements (e.g., dates of birth, admission, discharge, etc.).

*A Data Use Agreement is required to disclose the limited data set to an Individual or an Institution outside of MTSU.  A template is available at: http://www.mtsu.edu/~irb.  Please submit this agreement to the Office of Compliance.
INTRA-MTSU DATA USE AGREEMENT 



 FORMCHECKBOX 
 NOT APPLICABLE


In my capacity as the Principal Investigator for the research project that is the subject of this Application as it may be amended or supplemented from time-to-time (the “Research Project”), I hereby agree that the limited data set will be used only for purposes of preparing for and conducting the Research Project.

 The names of all individuals who will be accessing and using the limited data set in addition to myself are listed below:

	Name
	Title

	
	

	
	

	
	

	
	

	
	

	
	


 (Please list the individuals and their titles – names should be printed to be easily read.)

I agree to be responsible for taking appropriate measures so that the limited data set is not used or disclosed by me or any of the individuals listed above  for any purpose other than the research project or as required by law.

I will maintain appropriate safeguards to prevent use or disclosure of the limited data set other than as provided for by this Agreement.

I will report to the Office of Compliance at 494-8918 any use or disclosure of the limited data set not provided for by this agreement, of which I become aware, including without limitation, any disclosure of PHI to an unauthorized subcontractor. 

I understand and agree that I am responsible for requiring that any agent, including a subcontractor, to whom I provide the limited data set, agrees in advance and in writing to the same restrictions and conditions on use and disclosure of the limited data set that apply through this agreement to me.

I agree not to identify the information contained in the limited data set or contact any individual.
________________________________________________________   ____________________

Principal Investigator’s Signature





Date

_________________________________________________________   ___________________

Faculty Advisor (if PI is non-faculty)





Date

Please refer to IRB Policy XXV for further guidance. Please be aware, if a protocol is granted a “Waiver of Consent and/or Authorization” by the MTSU IRB, and the study involves the use of PHI, the PI is responsible for accounting of disclosures.  Please contact the Office of Compliance at: 494-8918.

The following information must be obtained for any PHI disclosed:

1. The date of the disclosure;

2. The name, title, and contact number of the MTSU employee making the disclosure;
3. The name of the entity or person who received the protected information, and, if known, the address of such entity or person; 

4. A brief description of the protected patient information disclosed; and 

5. A brief statement of the purpose of the disclosure that reasonably describes the basis for the disclosure.

This mandate is pursuant to 45 CFR 164.528, which states that an individual has the right to request and receive an accounting from the covered entity of all possible disclosures of his/her protected health information that was permitted without the individual's authorization.
**“Covered entity” is defined by the function in which an individual accesses, uses or discloses individually identifiable health information. This includes any health information generated for treatment purposes.  If the information is generated for research purposes only (involving no standard of care treatment), the information is research health information and is not under the covered entity.  
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