How to Fill Out a HIPAA Waiver Request: Tips from the IRB Chair

The HIPAA Waiver Request form can be confusing so here are a few tips to help anyone seeking a HIPAA Waiver for research purposes.  Please note, whenever you use PHI without a signed authorization by the person to whom the PHI belongs, you must have a waiver in place.  This is true even when you provide health care services to the potential participant and routinely access the person’s medical record for clinical purposes or if you have their PHI in a database when they have authorized its use for different research study.  You do not need a HIPAA Waiver for any PHI for which the individual has given you authorization.  We have a HIPAA Authorization embedded in our consent form, therefore, when you correctly consent a participant, you have collected their authorization to use their PHI.
Instructions for the HIPAA Waiver Form:
1) Page 1: check all boxes that apply to PHI that you wish to use either before or without the individual’s authorization.  For example, in many studies, the only truly efficient mode of recruitment is to access medical records to identify prospective participants.  You must have a HIPAA waiver in place to recruit this way.  In a retrospective chart review, you are collecting patient identifies and information from their electronic medical record.

2) On Page 2, first item, “The identifiable information will be used or disclosed only by members of the research team and to the following persons;” Identify any colleagues outside the local research team that must have identifiable data.  In many cases, no PHI is transferred.  If that is the case mark this item as either “none” or “n.a.”

3) “The proposed study poses minimal risk to the privacy of subjects because”

1. Section a:  Please fill in where the information is stored in such a way that those not on the research team cannot access the information (for example on VA drives with password protected electronic files or in locked cabinets, in a locked room #).

2. Section b: Please include a statement “Identifiers will be destroyed in accordance with the Records Control Schedule.”

3. Section c: your signature on the bottom of the form attests to your acknowledgement of this statement.

4) “The proposed study cannot be practicably conducted without a waiver of authorizations because”:  Your response should explain why you could not complete the study without a waiver.  For example, if the waiver is for recruitment, most studies would not be able to enroll sufficient participants in a timely manner without targeting recruitment efforts to the appropriate population.  If the waiver is for a retrospective chart review, many of the patients would be unavailable or deceased.  These are just two examples; please provide any other reasons why your study could not be completed without the waiver.

5) “The proposed study cannot be done without the specified identifiable information because:” Please list each item checked on the first page and state why it is used (to access the patient record, to correctly identify the target population for recruitment, to evaluate the study question, etc.).  Each item checked on the front page should be listed.  Examples: “Patient name and SSN are needed to access the medical records.”  “Postal addresses are needed to send out recruitment letters.”  
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