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	IRB#


University of Tennessee Graduate School of Medicine Institutional Review Board

UT GSM IRB-05 
Form 1b - Application for Retrospective Review of Medical Records or Repositories for Research Including Waiver of HIPAA Authorization

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.
Other Key Study Personnel 
NA _____


Note:  Key study personnel include all individuals responsible for the design or conduct of the study.

	Name (First M Last)/Degree

and Signature
	Depart. / Division

or

Affiliation
	Role

In 

Project
	UT Human Subjects Training

Completed

	
	
	
	___Yes  ___ No

	
	
	
	___Yes  ___ No


5.
Study Type Information

All applications must include a written protocol or project description that includes the purpose of the research, a description of the criteria used to select subjects and the information that will be collected from the medical record by the investigator.

A.
Date or version number of the protocol or project description being submitted?   
	


B.
Is this proposal associated with any other IRB-approved studies?  No ____
Yes ____   If “Yes”, please list IRB #(s):

	


6.
Location of Research


A.
Is this a multi-center trial?  No  ____
Yes ___

B.
Is this a multi-center trial in which this site will function as the coordinating center?  No  ____
Yes ___ 

(A multi-center study is one where different PIs at different institutions are conducting the same study).

C.
Indicate who holds the medical records to be reviewed:
	Check all that apply
	Name of Performance Site

(list all participating sites below)
	Check all that apply
	Name of Performance Site

(list all participating sites below)

	
	University Health Systems 
	
	Genetics Center (GSM)

	
	University Family Physicians
	
	Trauma Registry

	
	OB / GYN Clinic (GSM)
	
	Tumor Registry

	
	Internal Medicine Clinic (GSM)
	
	Main Campus (Specify Dept.)

	
	Other (please list)
	
	Other (please list)


7.
Purpose of the Study

Describe the specific scientific objectives of the proposed research.
	


8.
Subject Population(s)

A.
List type of individuals whose records will be reviewed for the study 
	



B.
Expected Age range of participants.
	



C.
Give the time frame for records review (i.e. date range of records searched)  

NOTE: To be a retrospective study, the ‘end’ date must be in the past at the time of submission.  

Example: To review records of patients admitted between January 1, 2006 and December 31, 2009, the protocol should not be submitted until January of 2010.

	



D.
Total number of records to be studied at all sites (regardless of PI)
	


9.
Does this study target one gender or specific social/ethnic group(s)?

No ___
Yes ___ if yes, explain 
	


10.
Subject Consent and HIPAA Authorization

Choose one of the following:

____
I will obtain informed consent and HIPAA authorization for the disclosure of protected health information from the individual whose record will be reviewed prior to beginning the research.  (Attach a copy of the proposed consent to this application.)

____
I am asking the IRB to waive the requirements for informed consent and HIPAA authorization for this study.  (If this box is checked, pages 5-8 of this form must be completed.
11.
Participant Identification, Inclusion/Exclusion Criteria, and Recruitment

A. Describe the specific steps to be used to identify needed records.  (If applicable, also describe how you have access to lists of potential participants.) 

	


B. If informed consent will be sought, describe the specific steps for obtaining informed consent (e.g., by whom, his/her credentials, where, when, etc.) 
NA _____
	


C. Does the person obtaining consent have an existing relationship with the participant(s)?
No _____
Yes _____
NA _____

If “Yes”, indicate describe the relationship(s) and how you will protect against undue influence.

	


D. Define the criteria for determining which records will be reviewed. 
	


12.
Methods and Procedures Applied to Human Participants (check all that apply)

 FORMCHECKBOX 
A.
Document Collection
  No ____
Yes ____ (If yes describe below.) 

	List documents (procedure reports, ECG, X-ray etc.) to be collected:
1. 


 FORMCHECKBOX 
B.
Data Collection, Storage of Data/Specimens and/or Issues of Confidentiality  
i. Describe the tools that will be utilized in the collection and storage of research information including data (hard copies and electronic databases, specimens, audio/videotapes, etc.).  Indicate who will have access to the research information and describe the final disposition of research information when the study is concluded (e.g., will information be destroyed or will the PI maintain the information).

	Describe:  


ii. Describe how the confidentiality of participants will be assured. Include a description of any issues specific to the study that might increase the risk of breach of confidentiality. For example, video/audiotapes, discovering information about the participant that could be harmful if released such as mental illness, genetic information, sexual preference, drug abuse, etc.  Describe how codes will be generated if codes are used to protect identities, and who will have access to such codes. If a certificate of confidentiality will be provided, include the name of the person holding the certificate.
	Describe: 


C.
Disclosure of Protected Health Information  
PHI is individually identifiable health information that is or has been collected or maintained by UT Medical Center, including information that is collected for research purposes only, and can be linked back to the individual participant.  Sharing this information with anyone not listed on the research project or involved in its oversight would be considered disclosure. )
Does this research disclose Protected Health Information (PHI)? 

Disclose: No ___
Yes ___ If information will be disclosed, please describe what information will be disclosed and to whom:  
	Describe:


13.
Funding Information
___  NA
A.
Internal Funding (check all that apply):

___  Departmental Funds
___  Personal Funds
___  Various Donors/Gifts

	Additional Information: 


B.
___  UT Account # for this study: __________________

(All UT studies are associated with an account number.  For example:  R-199-999-22).  

 

Or  

___  This is not a UT study 

C.
External Funding (list all that apply; insert additional rows if needed):

	Agency/Sponsor
	Funding Mechanism

	
	___  Grant
___  Contract



D.
Is this study Industry-Supported?


___ No   ___ Yes    (If yes, IRB Fee must be submitted with the application.  See Fee Schedule on IRB website)



NOTE: A budget must be submitted for all funded studies.

14.
Potential Conflict of Interest

A. Is there a potential conflict of interest for the Principal Investigator or key research personnel? 
Assessment should include anyone listed as Principal Investigator, or other research personnel on pages 1 & 2 of this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $10,000 or 5% worth of equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

 FORMCHECKBOX 
No ___
Yes ___ 
B. If “Yes”, check all that apply and explain below::

 FORMCHECKBOX 
___
Investigator receives a compensation whose value could be affected by the study outcome.
 FORMCHECKBOX 
___
A proprietary interest in the tested product included but not limited to, a patent, trademark, copyright or licensing agreement, or the right to receive royalties from product commercialization.

 FORMCHECKBOX 
___
The Investigator holds any equity interest in the sponsor or product whose value cannot be readily determined through reference to public prices (e.g., ownership interest or stock options).
 FORMCHECKBOX 
___
The Investigator holds any equity interest in the sponsor or product that exceeds $10,000 or 5%. 

 FORMCHECKBOX 
___
Significant payments or other sorts with a cumulative value of $10,000 made directly by the sponsor to any of the investigators listed on page 1 of this application as an unrestricted research or educational grant, equipment, consultation or honoraria. 

	Explain: 


15.
Request for Waiver of Consent

Note: The IRB does not routinely waive consent for studies expected to involve less than 25 medical records.  In these smaller studies the researcher must mail a brief pre-approved consent to the prospective subject requesting permission to review the record.  The request should contain a pre-addressed, stamped envelope for returning the consent.  
	
	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:  

	
	


16.
Application for Waiver of HIPAA Authorization
SECTION A: 
General Information about the Request to use PHI for research with Waiver of HIPAA Authorization
	1.
Briefly describe the PHI to be accessed in the research activity (e.g. Medical Records held by UHS)



	2.
If PHI will be disclosed to the investigator by another covered entity or entities, briefly describe them



	3.
Briefly explain who will access the PHI




	4.
Will PHI be recorded in any manner by the investigator?  IF yes, please explain:



	5.
Describe where and how the PHI will be stored: 




SECTION B: 
Request for Waiver or Alteration of Subject Authorization Where PHI Will Be Used For the Conduct of the Study Itself
	1.
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 (2)


	2.
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.



	c.
Will the PHI will 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




	3.
Briefly explain why the research activity could not practicably be conducted without the waiver or alteration of the authorization requirements.  




	4.
Briefly explain why the research activity could not practicably be conducted without the access to and use of protected health information.  




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

*Requires one signature other than PI
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