Office of Legal Affairs
Last Revised 06/06/12
RESEARCHER QUESTIONNAIRE TO DETERMINE IF A 

HIPAA AUTHORIZATION IS REQUIRED

If a researcher wishes to use Protected Health Information or “PHI” (as defined in the HIPAA Privacy Rule) for research purposes, the researcher must obtain either (i) a signed Authorization Form from each participant that complies with the Privacy Rule, or (ii) a Waiver of Authorization approved by the Internal Review Board or “IRB.”    

The purpose of this questionnaire is to help researchers determine if they are in fact using PHI in their study and must therefore obtain certain authorizations from their participants before using this information, or obtain an IRB waiver.
   

Do you wish to access a participant’s health information from a covered entity (i.e. medical records)?

The key question a researcher must ask is whether the information he/she wishes to access was created or maintained by a covered entity.  Most hospitals, clinics, and other health care agencies are covered entities under HIPAA.  In addition, certain UWM Covered Departments are covered under HIPAA.
  If the researcher is accessing a patient’s medical records from any covered entity, those records are protected by HIPAA and, as such, that the required HIPAA authorizations must be obtained from the research participants to use this information. 
Are you conducting research in connection or collaboration with an entity covered by HIPAA?

If you are conducting research in connection or collaboration with a covered entity, and in doing so you will use or generate individual health information (including information relating to any past, present, or future physical or mental health of an individual, provision of healthcare to the individual or the payment for healthcare), you must obtain the required HIPAA authorizations.  Again, most hospitals, clinics and other health care agencies are covered by HIPAA, as are certain UWM Covered Department.

Are you using information from a database that was created using health care information obtained by a covered entity?
If you use information obtained from a database that was created using health care information from a covered entity, it is likely that you will need to obtain the required HIPAA authorizations from participants.  Covered entities and researchers may seek authorization from participants to place their protected health information in a database.  However, if the database is kept by a HIPAA covered entity, the HIPAA rules still apply.  As a result, in order to use the information in the database, subsequent researchers would need to obtain the required HIPAA authorizations.  As a practical matter, if you want to use information in a database, it may be easier to try to obtain a limited data set,
 or a waiver from the IRB. 
Are you asking a participant to self-report his medical history?

If you do not wish to see a participant’s medical record, but rather are asking him/her questions, outside of a clinical or hospital setting, about his/her past medical history, you do not need to obtain the required HIPAA authorizations from your participants unless you meet one of the other criteria discussed in this questionnaire.

� For more information on how HIPAA affects researchers, consult UWM’s HIPAA Overview for Researchers” which can be found online at: https://www4.uwm.edu/legal/hipaa/overviews/researchers/index.cfm. The Informed Consent required by the IRB may be combined with the Authorization Form required by HIPAA. However, UWM’s IRB prefers that researchers obtain a separate Authorization Form and Informed Consent from participants.  See the sample Authorization Form for Researchers at � HYPERLINK "https://www4.uwm.edu/legal/hipaa/other_resources/index.cfm" �https://www4.uwm.edu/legal/hipaa/other_resources/index.cfm�. If you are using PHI and wish to include the required HIPAA authorizations in your informed consent you  must seek permission from UWM’s IRB to do so.  See “HIPAA Requirements for Combined Informed Consent Documents” which can be found at https://www4.uwm.edu/legal/hipaa/other_resources/index.cfmfor more information.  


� For a list of UWM’s Covered Departments click here: https://www4.uwm.edu/legal/hipaa/policies/index.cfm#sectionB 


� See UWM’s “Policies and Procedures on the Protection of Patient Health Information:” https://www4.uwm.edu/legal/hipaa/policies/index.cfm


� See “HIPAA Overview for Researchers:” https://www4.uwm.edu/legal/hipaa/overviews/researchers/index.cfm..





