HIPAA INSTRUCTIONS TO RESEARCHERS
The Health Insurance Portability and Accountability Act (HIPAA) focuses on the privacy, security, and confidentiality of protected health information (PHI) whether in oral, written, or electronic format. When health information is the source of research data from a “covered entity,” one aspect of IRB review is to ensure HIPAA compliance such that the subject’s protected health information remains confidential.  In addition, the covered entities want assurances that the PHI will be used in accordance with HIPAA standards.  Covered entities are defined as health care providers, such as hospitals, doctors’ offices, health departments, and many others who transmit patient health information electronically.  In addition to health care providers, covered entities can include insurance companies, human resource offices, health care billing companies, and others.  If you are unsure if your research study involves a covered entity or protected health information, please contact Dr. Joan M. Kiel, University Compliance Officer: HIPAA prior to submitting to the IRB.  All HIPAA-related proposals are reviewed by Duquesne’s HIPAA Compliance Officer, along with the ordinary IRB reviewers, before approval is finalized.  The study cannot be started prior to receiving both approvals.
The government provides five forms and requires that all be reviewed by researchers, and therefore Duquesne requires that all are submitted with IRB proposals.  Even if a particular form seems tangential to a study, researchers are asked to complete as much as they can to demonstrate that they have inspected all five forms for relevance.  If a form is not at all relevant for the study, such as the Limited Data Set, the researcher must initial and date it only, and then submit it to the IRB.  The five forms are listed below, and then described in more detail.
1.
Read the Authorization Policy and complete the Duties for the Researcher section.  

This general authorization form asks for the most complete account of the 
research.  
2.
Complete questions 3, 4, 5 of the Authorization to Release Patient Health 
Information; the other questions are for the provider of the PHI.
3.
Complete a statement addressing the use of protected health information and 
submit it to the IRB with your proposal.   The statement will follow the Research 
HIPAA Permission form Policy.
4.
Work with the provider of the patient health information (such as hospitals, 
doctors’ offices, patients themselves, and many others), to account for the 
disclosures.  Please see the Accounting of Disclosures Form.
5.
Read the Limited Data Set Policy and determine if you are using a limited data 
set.  If so, you must adhere to the Policy.
FORM #1 - AUTHORIZATION FORM and HIPAA POLICY.   The first item, under “Introduction,” then again under “Duties for the Researcher,” concerns the “position” of the authorization.  At Duquesne we utilize the most usual position among universities, and that is #2, the “Combined” category.  That means that the HIPAA permission is combined with the IRB approval letter instead of standing alone.  The first “duty for the researcher” asks the researcher to explain the request for alteration or waivers of usual authorization. “Alteration” and “waiver” are briefly explained in the “positions” outlined at the beginning, and they are more fully explored in the Research HIPAA Permission Form.  The second duty is to explain the kinds of data, how they will be collected and how they will be used.  These explanations are given in questions “a” through “f.”   The form asks researchers to attach a separate sheet addressing each issue.
FORM#2 - AUTHORIZATION TO RELEASE HEALTH INFORMATION.   It is important to remember that HIPAA applies whether the information is collected in writing, electronically, or orally from subjects themselves.  “The Authorization to Release PHI” form gives permission to the researcher to use subject’s PHI for the intended purpose of their research study as approved by the IRB.  The form is “to be completed by the researcher in conjunction with the provider of the patient health information”.  Please note that the provider can be the research subject or a representative from the covered entity.  The form must be signed by a provider or subjects or their legal proxies and also by a witness.
The researcher will complete questions 3, 4, and 5 as follows:

a)
Question 3:  Circle what types of PHI you are requesting and the dates, such as 
2000 – present.

b)
Question 4:  Please indicate from the list, by circling what PHI you are requesting, 
who will see it, and for what purpose.

c)
Question 5:  Please list the complete date as to when the authorization can expire 
if it is earlier than the end of the research study.

The covered entity will complete the remainder of the form.
FORM#3 - HIPAA PERMISSION FORM.   This is the form that is used if for any reason a stand-alone authorization were requested.  Even though we generally do not issue stand alone authorizations, researchers are asked to complete question 3 in case the form is needed.  The rest is completed by the IRB.

FORM #4 - ACCOUNTING OF DISCLOSURES.   This form is completed by the researcher (Section A) and presented to an institution (“covered entity”) providing the PHI (who will complete Section B), as the entity’s official record.  The form mostly asks for factual information about the study.  One form is for research involving “less than 50 records,” the other, “50 or more.” 

FORM #5 - LIMITED DATA SET.   The limited data set form is completed by the researcher, then signed by an institutional entity holding the data (the “covered entity”).  Stipulations regarding identifiers that may not be included in data are specifically spelled out (“a” through “p”).  Limited data sets are more or less equivalent to non-HIPAA data approved as exempt by the IRB under the category, extraction of data without identifiers from already existing data.  Even if the study receives exempt IRB approval under that category, this form must be reviewed for HIPAA purposes.  It is a two page form, although the second page has its own heading, as if separate.

Questions should be directed to Duquesne’s HIPAA Compliance Officer, Dr. Joan Kiel, at 412-396-6326.
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