INSTRUCTIONS FOR REQUESTING A WAIVER OF 

 RESEARCH HIPAA AUTHORIZATION 


All research studies enrolling patients or collecting protected health information (PHI) must abide by the Health Insurance Portability & Accountability Act (HIPAA) enacted April 14, 2003.  This regulation, also known as the “Privacy Rule”, establishes conditions under which researchers/investigators may have access or use and disclose an individual’s PHI for research purposes.  Clinical HIPAA Authorization DOES NOT cover access, use or disclosure of PHI for research purposes.  Separate authorization must be obtained in writing for access, or use and disclosure of PHI for research purposes or a waiver of authorization must be granted on the basis outlined below. 

Protected Health Information (PHI) is individually identifiable information that is:
1. created or received by a health care provider, health plan, public health authority, employer, life insurer, school /university, or health care clearing house; AND

2. that relates to past, present or future physical or mental health or condition of the individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual;  AND

3. that identifies the individual or where there is a reasonable basis to believe the information can be used to identify the individual; AND

4. is transmitted or maintained in any form or medium  

(see 45 CFR 160.103 for additional information)

Is written HIPAA Authorization for research always necessary? 

Generally, an investigator may not use or disclose PHI for research purposes without obtaining written authorization from the individual, unless:

A) The activity is considered “Preparatory to Research”. Under the Privacy Rule, researchers are allowed to review PHI in medical records or elsewhere to prepare a research protocol, or for similar purposes preparatory to research, for example to determine whether a sufficient number or type of records exists to conduct the research. However this PHI may not be removed (e.g., recorded from the medical chart and taken back for review and analysis). In order for the researcher to review PHI under this provision the researcher must submit information regarding the following: 
· The use or disclosure is sought solely to review PHI as necessary to prepare the research protocol or other similar preparatory purposes;

· No PHI will be removed from the Covered Entity during the review; and

· The PHI that the researcher seeks to use or disclose is necessary for research purposes.

B)  The Research Privacy Board (RPB) grants either a FULL waiver of Authorization or a PARTIAL Waiver of Authorization as detailed below:
· Request for a FULL waiver of requirement to obtain HIPAA Authorization:  A principal investigator may seek a complete (full) waiver of the authorization requirements under 45 CFR 164.512(i) when it is not feasible to obtain written authorization from the study subjects (e.g., when contact information of study subjects is unknown).  Generally, if a research protocol qualifies for a waiver of informed consent from the IRB, the research protocol is potentially also eligible for a waiver of authorization under the HIPAA Privacy Rule.  Researchers are accountable and have responsibility for any PHI released under a waiver of authorization.   
To request a PARTIAL waiver, researchers must provide sufficient justification in the research protocol, in a section entitled “REQUEST FOR PARTIAL WAIVER OF HIPAA AUTHORIZATION REQUIREMENT”.  This is to document that activities that occur meet all the criteria as outlined in the Federal regulations.  The research protocol must clearly indicate what and how PHI will be used and disclosed prior to obtaining authorization.  The protocol should also state when Authorization will be obtained (e.g., after eligibility is determined) and PHI collected will be destroyed if Authorization is not obtained.  Once the RPB determines that the request meets the Federal requirements, a Partial waiver will be issued.  [SEE BELOW FOR EXAMPLE LANGUAGE TO INCLUDE IN THE RESEARCH PROTOCOL]

· Request for a PARTIAL waiver of requirement to obtain HIPAA Authorization:  A principal investigator may seek a partial waiver of authorization under 45 CFR 164.512(i) for the sole purpose of recruiting potential subjects, for example, to conduct telephone screening.  A partial waiver of authorization is not required for investigators who contact subjects from his/her own medical practice for recruitment purposes.  Once subjects have been recruited, they will sign authorization for a particular clinical study.  

To request a PARTIAL waiver, researchers must provide sufficient justification in the research protocol, in a section entitled “REQUEST FOR PARTIAL WAIVER OF HIPAA AUTHORIZATION REQUIREMENT”.  This is to document that activities that occur meet all the criteria as outlined in the Federal regulations.  The research protocol must clearly indicate what and how PHI will be used and disclosed prior to obtaining authorization.  The protocol should also state when Authorization will be obtained (e.g., after eligibility is determined) and PHI collected will be destroyed if Authorization is not obtained.  Once the RPB determines that the request meets the Federal requirements, a Partial waiver will be issued.  [SEE BELOW FOR EXAMPLE LANGUAGE TO INCLUDE IN THE RESEARCH PROTOCOL]
C) Use of decedents’ PHI for research purposes:  While Federal regulations pertaining to human subject protections do not consider research involving deceased (non-living) individuals as “human subjects research” under 45 CFR 46.102 (f), requirements for the use and disclosure of PHI under the Privacy Rule must still be addressed.  An investigator does not need to not need to obtain written Authorization from the personal representative or next of kin, nor does the investigator need to request a Waiver of Authorization.  To use or disclose PHI of the deceased for research, the investigator must attest to, or provide for, the following in the text of the research protocol: 
· that the use and disclosure is sought solely for research on the PHI of decedents;

· that the PHI for which use and disclosure is sought is necessary for the research purposes; and

· documentation, at the request of the covered entity, of the death of the individual(s) whose PHI is sought by the researchers.

Regulatory Citation:

45 CFR 164.512(i)(2)(ii)

UHHS Policy & Procedure Manual:

1. Policy R-7, Research Privacy Board

2. Policy PH-20, Uses and Disclosure of PHI for Which an Authorization or Opportunity to Agree or Object by Patient is Not Required

3. Policy R-3, Uses and Disclosures of PHI for Research

4. Policy R-5, Use and Disclosure of Deceased Persons’ PHI for Research

(Sample language to be included in the research protocol to request a waiver or partial waiver of HIPAA Authorization.  Please include this in a section titled as below as part of the research protocol )
REQUEST FOR WAIVER OF HIPAA AUTHORIZATION REQUIREMENT
This is a request to use identifiable information in the conduct of this research study under a waiver of authorization.  The identifiable information being requested is: [Insert here a description of the data to be used, “in a specific and meaningful fashion.” The description should be understandable; not a mere recitation of data elements understandable only to the research team.  The description should be specific and the request should be limited to that information necessary to the research protocol.  Examples of specific and meaningful descriptions include "Lab tests," "clinic visit data," "X-ray readings," etc.]
The identifiable information will be used or disclosed only by members of the research team and the following persons [identify with specificity and justify the need to disclose the information to any one outside UH].
The proposed study poses minimal risk to the privacy of the subjects because:

a. The identifiable information will be protected from improper use or disclosure by: [detail how this will be accomplished including limitations of physical or electronic access to the information and other protections]
b. The identifiers will be destroyed at the earliest opportunity consistent with the research [discuss the timeframe or the reasons the identifiers must be retained, including health or research justifications or any legal requirement to retain them]
c. The identifiable information will not be reused or disclosed to any other person or entity outside UHC other than those identified in the protocol, except as required by law, for authorized oversight of this research study, or as specifically approved for use in another study by an IRB.

The proposed study cannot be practicably conducted without a waiver of authorization because: [discuss reasons why it would not be possible to obtain authorization from individual subjects]
The proposed study cannot be done without the specified identifiable information because: [discuss reasons why it would not be possible to conduct the research without the identifiable information being requested]
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