HIPAA Authorization for Stored Tissues/Samples/Specimens/PHI for Use in Future Research

Under the HIPAA Privacy Rule, authorizations for the use or disclosure of PHI must include a description of each purpose of the requested use or disclosure and the authorization must be study specific.   The Department of Health and Human Services (HHS) stated that authorizations for “unspecified future research” are considered overly broad and invalid.  In other words, HHS regards all future uses of PHI as inherently nonspecific, and the HIPAA Privacy Rule does not permit an individual to grant authorization to nonspecific research.  
If a covered entity plans to collect and store PHI for future research in conjunction with an interventional clinical trial, HHS has stated that the HIPAA authorization for future use of stored tissues/samples/specimens/PHI must be separate from the HIPAA authorization for uses and disclosures of PHI associated with participation in the treatment portion of the clinical trial.  Further, researchers cannot condition participation in the treatment portion of the clinical trial on the study subject signing authorization for use of PHI collected and stored for future research (as would be required for the treatment portion of the trial).  Therefore, a second HIPAA Authorization is required for collection and storage of banked tissues/samples/specimens/PHI for future research.   This authorization must provide a “meaningful and specific” description of the types or categories of research that may be conducted with the stored PHI.
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UMCIRB HIPAA Privacy Authorization 

East Carolina University (ECU)/Vidant Health (VH):  Research Participant Authorization to Use and Disclose Protected Health Information for Storing Tissues/Samples/Specimens for Future Research
For use only with the research consent form for:  UMCIRB#:                                                            
Principal Investigator:      
Study Title:      
When taking part in research, protected health information (PHI) is collected, used, and shared with others who are involved in the research.  Federal laws require that researchers and health care providers protect your PHI. Also, federal laws require that we get your permission to use collected PHI for the research. This permission is called authorization. 

In order to complete the secondary research project in which you have decided to take part, we need to collect and use some of your PHI as described below.  

What types of protected health information (PHI) about me will be used or disclosed?
(Select all that apply.)
ECU Health Care Component:                          
Vidant Health Entity:
[] ECU Physicians                                                 
[] Entire Vidant Health system
[] School of Dental Medicine                                
[] Vidant Medical Center 
[] Speech, Language, and Hearing Clinic              [] Other Vidant Health Entity (please list):                                                                

[] Human Performance Lab



                                                  
[] Physical Therapy                                                

[] Student Health          


   
[] Other ECU Health Entity

(please list):     
Type of ECU Records:

Type of Vidant Records:
[] Medical/clinic records

[] Medical/clinic records
[] Billing records                                               
[] Billing records                                               

[] Lab, Pathology and/or Radiology results          
[] Lab, Pathology and/or Radiology results
[] Mental Health records             


[] Mental Health records
[] PHI previously collected for research    
[] PHI previously collected for research
[] Samples/tissue/specimens collected 

[] Samples/tissue/specimens collected as part of

as part of the main study
 
the main study
[] Records generated during this study

[] Records generated during this study
[] Other:                                        

[] Other:                                        
Who will use or disclose my PHI?
[]Principal Investigator

[]Other members of the research team 
[]Other providers involved in your care during research procedures, outpatient/inpatient stays during which research is being performed, or physician office visits during which research is being performed.

Location where research will be conducted

The members of the research team will conduct the research study at:

 East Carolina University (ECU)   VMC  ECU & VMC  Other        

Who will receive my PHI? 

[]   Sponsor or other funding source to provide oversight for entire research project

[]   Research investigators to conduct and oversee the research project         

[]   Research team members to participate in the various research activities 

[]   FDA or other regulatory agencies to provide regulatory oversight       

[]   UMCIRB to provide continuing review of the research project

[]   Institutional officials in connection with duties for monitoring research activity

[]   Researchers at other sites—List sites:       

[]   Data and Safety Monitoring Board and its staff

[]   Contract Research Organization and its staff

[]   Other      
We will share only the PHI listed above with the individuals/agencies listed above.  If we need to share other PHI or if we need to send PHI to other individuals/agencies not listed above, we will ask for your permission in writing again

How my PHI may be released to others:

ECU and VH are required under law to protect your PHI.  However, those individuals or agencies who receive your PHI may not be required by the Federal privacy laws to protect it and may share your PHI with others without your permission, if permitted by the laws governing them.  
What if I do not sign this form?
Your tissue/samples/specimens will not be stored for future research.  You can still participate in the main part of the study without agreeing to this use of your tissues/samples/specimens without penalty.   
How may I revoke (take back or withdraw) my authorization?

You have the right to stop sharing your PHI.   To revoke (or take back) your authorization, you must give the investigator your request to revoke (or take back) your authorization in writing. If you want us to stop collecting your PHI for future research, your samples/tissue/specimens will be removed from storage.  This will not affect your ability to receive standard medical care or any other benefits for which you are entitled to receive.  PHI used for future research prior to revoking (or taking back) your Authorization will continue to be used for the purposes of that research study.  Also, the FDA (if involved with your study) can look at your PHI related to the study even if you withdraw this authorization.
Restrictions on access to my PHI:

You will not be able to see your PHI in your medical record related to this study until the study is complete.  If it is necessary for your care, your PHI will be provided to you or your physician.

How long may the PHI about me be used or disclosed for this study?

Research information continues to be looked at after the study is finished so it is difficult to say when use of your PHI will stop.  There is not an expiration date for this authorization to use and disclose your PHI for this study.

If you have questions about the sharing of PHI related to this research study, call the principal investigator,       at phone number      . Also, you may telephone the University and Medical Center Institutional Review Board at 252-744-2914.  In addition, if you have concerns about confidentiality and privacy rights, you may phone the Privacy Officer at Vidant Health at 252-847-6545 or VH_Privacy@vidanthealth.com or the Privacy Officer at East Carolina University at 252-744-5200.

Authorization

To authorize the use and disclosure of your PHI for future research in the way that has been described in this form, please sign below and date when you signed this form.  A signed copy of this Authorization will be given to you for your records.

Name of Participant or Authorized Representative (print)       Signature           Date 

If an Authorized Representative has signed on behalf of a Participant please print on the line above the authority of the Legal Representative to do so (such as parent, court-appointed guardian, or power of attorney). 

Person Obtaining Authorization (print)                     Signature                       Date 

� “Authorization of Future Research,” http://www.ncbi.nlm.nih.gov/books/NBK9573/#a20016f79ddd00109
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