IRB # ________

	
	
	FOR IRB OFFICE USE ONLY

	THIS FORM MUST BE TYPED
	
	IRB#


University of Tennessee Graduate School of Medicine Institutional Review Board

UT GSM IRB-05

Form 8 - Application for Waiver of HIPAA Authorization and or Consent

NOTE: For Retrospective Data Collection Studies Use IRB Form 1b
1. 
Project Title

	


2.
Principal Investigator Information

	First Name: 
	Middle Initial: 
	Last Name:

	Degree(s):
M.D.
D.O.
Ph.D.
PharmD.
R.N.
Other, specify:

	UT Human Subjects Training Completed?
Yes
No
	Email :  

	Job Title: 
	Affiliation: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip: 
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 


3.
Faculty Advisor (required if PI is a student, resident or fellow)

___  NA
	Faculty Advisor’s Name: 
	Title: 

	UT Human Subjects Training Completed?
Yes
No
	Email: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip :
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 


4.
Study Contact Information (complete if primary contact is different than PI) ___ NA
	First Name: 
	Middle Initial: 
	Last Name: 

	Degree(s):
M.D.
D.O.
Ph.D.
PharmD.
R.N.
Other, specify: 

	UT Human Subjects Training Completed?
Yes
No
	Email: 

	Job Title: 
	Affiliation: 

	Department: 
	School: 

	Division: 
	College: 

	Campus Address: 
	Zip
	Fax:

	Campus Phone: 
	Pager: 
	Cell Phone: 


5.
Request for Waiver of Consent
N/A ______
	
	Check one

	
	YES
	NO

	1.
This research involves no more than minimal risk to the subjects.
	
	

	2.
Waiver of informed consent will not adversely affect the rights and welfare of the subjects.


Explain:
	
	

	3.
This research could not practicably be conducted unless a waiver of informed consent is granted.


Explain:
	
	

	4.
When appropriate, subjects will be provided with additional pertinent information after participation.


Explain whether this applies:


	
	


6.
Application for Waiver of HIPAA Authorization
N/A ______
Complete Section A and either Section B, C, D, E, or F as directed in Section A

Section A: General information about the Request
	1.
Check the regulatory category under which the request is being made to use PHI without subject authorization:
	Check Box

	1. IRB waiver or alteration of authorization is being requested

(Complete only sections A and B of this form)
	

	2. PHI to be used in the study is a “limited data set”

(Complete only sections A and D of this form)
	

	3. The health information to be used involves “de-identified data”

(Complete only sections A and E of this form)
	

	4. The PHI will be used for a review preparatory to research

(Complete only sections A and F of this form.)
	


	2.
Briefly describe the PHI to be accessed in the research activity (e.g. Medical Records held by UHS)




	3.
If PHI will be disclosed to the investigator by another covered entity or entities, briefly describe these entities




	4.
Briefly explain who will access the PHI




	5.
Will PHI be recorded in any manner by the investigator?  IF yes, please explain:




	6.
Describe where and how the PHI will be stored: 




Section B: Request for WAIVER or ALTERATION of Subject Authorization
	1.
Check the activity for which the waiver or alteration of subject authorization is being requested
	Check Box

	A. Use of PHI for the conduct of the study itself 
	

	B. Use of PHI to identify potential subjects for recruitment 
	

	C. Use of PHI to contact potential subjects regarding study participation
	


	2.
If an alteration of authorization is being requested, briefly describe the proposed alteration of the authorization and attach a copy of the altered authorization section of the consent form.  

· If a waiver is being requested, skip to (3)




	3.
Explain how there is no more than minimal risk to the privacy interests of subjects whose PHI will be used by addressing each of the following points: 


A.
Briefly describe the plan to protect the identifiers from improper use and disclosure.

B.
Briefly describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research. 

· If there is a health or research justification for retaining the identifiers or such retention is otherwise required by law, this should be explained



	C.
Will the PHI be reused or disclosed to any other person or entity (other than as required by law, or for authorized oversight of the research study, or for other research for which the use or disclosure of the PHI is approved by the IRB)? 

· If yes, explain:

	Yes


	No




	4.
Briefly explain why the research activity could not practicably be conducted without the waiver or alteration of the authorization requirements.  




	5.
Briefly explain why the research activity could not practicably be conducted without the access to and use of protected health information.  




Section C:  Request to Use PHI from DECEDENTS in Research
	1.
Are all subjects whose PHI will be used in the study deceased?  
	Yes


	No



	2.
Does adequate documentation exist that all subjects are deceased?

· If no, please clarify 


	Yes


	No



	3.
Briefly explain why the PHI being sought is necessary for the research study.




Section D:  Request to Use a LIMITED DATA SET in Research
	1.
Will the PHI used in the research study exclude the 17 categories of direct identifiers necessary for the creation of a limited data set? 
	Yes


	No



	2.
Has a data use agreement been reached with the covered entity for the use of the PHI in the research study? 
	Yes


	No



	3.
If a data use agreement has been completed, attach a copy.  If not, it must be submitted prior to final IRB approval of the Form 8 request


Section E:  Request to Use DE-IDENTIFIED or CODED DATA in Research
	1.
Check the basis on which the health information to be used has been determined to be de-identified?

· An appropriate expert has made the determination


(Attach a copy of this determination) 

· The health information excludes all 18 categories of direct identifier
	Check One

	
	

	
	

	2.
Will the entity that maintains the health information utilize a code or other means to re-identify the records? 

· If “yes”, then answer questions #3 and #4
	Yes


	No



	3.
Is it true that the code or other means used to re-identify the records is not derived from or related to the individuals, or otherwise capable of being translated to identify the individual subjects?
	Yes


	No



	4.
Is it true that the entity maintaining the records will not disclose the means for re-identifying the records?
	Yes


	No




Section F:  Request to Use PHI PREPARATORY to RESEARCH
	1.
Is the use or disclosure being sought solely to review PHI as necessary to prepare a research protocol or for similar purposes preparatory to research? 
	Yes


	No



	2.
Is it true that no PHI will be copied or removed from the entity maintaining the PHI by the investigator in the course of the review? 
	Yes


	No



	3.
Briefly explain why the use of the PHI is necessary for purposes preparatory to research.





PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I certify that the information provided in this application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the protection of the rights and welfare of human participants, strict compliance with the protocol and IRB policies and procedures.

I understand that it is my responsibility to ensure that the human participants' involvement as described in the funding proposal(s), if any exists, is consistent in principle, to this application. I will submit modifications and/or changes to the IRB as necessary, as amendments.

I have reviewed the contracts, agreements and/or grants which provide funding for this study (if any) and I have determined that adequate funding exists to complete this study.  I certify that the terms of those funding agreements are consistent with information in the informed consent document, including but not limited to: confidentiality of study data, compensation to subjects for research injuries and study participation and conflicts of interest.

I agree to comply with all UTGSM IRB policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human participants in research, including, but not limited to:

· Ensuring all investigators and key study personnel have completed the required human subjects training;
· Ensuring the project is conducted by qualified personnel;
· Implementing no changes in the approved IRB application, study protocol, or informed consent document without prior IRB approval (except in an emergency, if necessary to safeguard the well-being of a human participant, and will report to the IRB within 5 days of such change);
· Obtaining the legally effective informed consent from human participants or their legally responsible representative, using only the appropriate informed consent documents;
·  Promptly report to the IRB, Data Safety and Monitoring Boards, sponsors and appropriate federal agencies any adverse experiences and all unanticipated problems involving risks to human subjects or others that occur in the course of the research as required by GSM IRB policies.
· If unavailable to conduct this research personally, as when on sabbatical leave or vacation, I will arrange for another investigator to assume direct responsibility for the study.  Either this person will be named as another investigator in this application (or amendment to that effect)
· Promptly providing the IRB with any information requested relative to the project; 
· Promptly and completely complying with an IRB decision to suspend or withdraw approval; 
· Obtaining Continuing Review approval prior to the date the approval for the study expires.  I understand that approval for the study will automatically expire without timely renewal, and all study activity must cease until IRB approval is granted;
· Maintain accurate and complete research records, including, but not limited to, all informed consent documents for 3 years from the date of study completion;
· Maintain any authorization documents to use or disclose PHI for 6 years from the authorization date; and
· Fully informing the UTGSM IRB of all locations in which human participants will be recruited.
· In the event that I am unable to complete this protocol due to change in employment or other circumstances, I will cooperate with appropriate department heads and other officials to insure that the transfer of responsibility for this research is adequate to insure the protection of the subjects, the integrity of the study data and the confidentiality of all study-related information.
Principal Investigator’s Signature
Date

By my signature, I certify that I have evaluated this research application for soundness of research design and scientific merit in accordance with departmental policy and the adequacy of facilities and resources.

Department Chair’s Signature*
Date

*Required
_____________________________________

Printed Name of Department Chair (Required)
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