FOR IRB USE ONLY

IRB #:  _________________

Date Submitted: _________

Date Approved:  _________

FORM H:  RESEARCH INVOLVING PROTECTED HEALTH INFORMATION

 All forms should be submitted by email to instrb@utc.edu.
	Title of Research:
	     

	IRB #:
	     


	
	
	Dept.
	Mail Code
	Email

	Principal Investigator
	     
	     
	
	

	Other Investigator
	
	     
	     
	     

	Other Investigator
	
	     
	     
	     


1.  Does the proposed research involve medical records?  
 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes
(If no, you do not need to complete this form.)
1b:  If yes:  Does the proposed research involve protected health information? 
 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes
(If no, you do not need to complete this form.)
2.  Will you secure authorization from subject to use their protected health information? 

 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes
(If no, skip to question 4.)
3.  If you are securing authorization to use protected health information, you must provide a copy of your informed consent form to the IRB. Does it include:
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	The specific language required in the HIPAA Authorization Template?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A description of the information to be used or disclosed that identifies the information in a specific and meaningful manner?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	The name of the covered entity or person(s) authorized to make the requested use or disclosure?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	An expiration date and a signature and date?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	An authorization written in plain language?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	If the authorization is executed by a legal representative authorized to act for the individual, a description of his/her authority to act for the individual specified as well as the relationship to the individual?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A statement that the individual acknowledges that he/she has the right to revoke the authorization except to the extent that information has already been disclosed under the authorization?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A statement that the individual acknowledges that information used or disclosed to any entity other than a health plan or health care provider may no longer be protected by the federal privacy law?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A statement that the individual may inspect or copy the protected health information to be used or disclosed?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A description of the purpose(s) of the requested use or disclosure?

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	A statement that the individual may refuse to sign the authorization?


4.  Are you securing a waiver or alteration of subject authorization for the use and disclosure of protected health information?

 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes    

If yes:  Complete Form G
5.  Are you attempting to review protected health information in order to prepare a research project or protocol?

 FORMCHECKBOX 
No 
 FORMCHECKBOX 
Yes    

If yes:  Complete Form I
6.  Are you reviewing protected health information about deceased individuals?

 FORMCHECKBOX 
No 
  FORMCHECKBOX 
Yes    


If yes:  Complete Form J
7.  Are you using a limited or de-identified data set?


 FORMCHECKBOX 
No  
 FORMCHECKBOX 
Yes    If yes:  Complete Form K
Signatures:

	
	
	     

	Principal Investigator or Student
	
	Date

	
	
	

	     
	
	     

	Faculty Advisor (for student apps)
	
	Date


IRB Approved:

	     
	
	     

	IRB Chair or Designee
	
	Date
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