Contact the IRB if the use of archived protected health data falls under the definition of "research".

"Research" is defined in the Code of Federal Regulations ( 45 CFR 46.116) as "a systematic investigation that contributes to generalizable knowledge".

In other words, for the most part, an investigator will:

· be "engaged in research” and

· proposes or intends to explore a particular topic that is "about" a living person who then

· interacts with that living person and

· plans to “generalize “ the information by either publishing (e.g., in a journal) or presenting at a conference

In the course of conducting research, researchers may obtain, create, use, and/or disclose individually identifiable personal health information (PHI).  This information “about” individuals may come directly from individuals or from archives or sources which are available on a restricted basis but have certain conditions for use and possession.  These restrictions are based on federal laws, such as the Confidential Information Protection and Statistical Efficiency Act of 2002 (CIPSEA), the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule and/or the Family Educational Rights and Privacy Act (FERPA). Each of these obligates “data users” to protect the privacy and confidentiality of PHI that they possess and to obtain permission, when warranted, from individuals to disclose information. Researchers who follow procedures under the Privacy Rule are permitted to use and disclose protected health information for research provided an individual gives written authorization to use or disclose PHI unless such authorization is waived or excepted by an IRB. 
Federal regulations require written informed consent, one that is approved by the IRB and signed by the participant or the participant's legal representative and the principal investigator (or his/her delegate). This consent documents an individual’s understanding about participating in a study and providing information about themselves. The Privacy Rule protects the privacy of individually identifiable health information, while at the same time setting conditions for researchers to have access to information when necessary to conduct research.  As with informed consent, individuals must be informed about the use of their data and be provided the opportunity to give written authorization to disclose this information.

In other words, researchers must make good faith effort to tell individuals how PHI will be used & disclosed and will not share a patient’s PHI without their express permission (authorization). The Privacy Rule does not replace or modify the human research protection regulations found in 45 CFR 46.  The Privacy Rule exceeds privacy provisions found in 45 CFR 46 as it extends to decedents, applies to all research, regardless of funding or activity and extends the definition of “identifiable information”.

In cases of using archival data, although specific “individuals” are not being contacted to obtain information, it’s important to remember that according to Federal Regulations, no investigator may involve a human being as a subject in research unless the investigator has obtained the legally effective (most of the time written) informed consent of the subject or the subject's legally authorized representative.  
Process and forms
Investigators who wish to use this data from these sources will be required to submit for approval a research proposal, a data protection plan and a signed agreement for use of restricted data to the organizations that will provide the data. Provisions for confidentiality must be specified as well as a description of procedures for protecting privacy, including specific information regarding how data will be stored to ensure security and confidentiality.

IRB review is performed via the Expedited or Full Board review process. This requires the submission of an Application for Approval of Use of Human Participants that will include a copy of the research proposal, consent documents, a HIPAA Authorization Form to use and/or disclose PHI,  a data protection plan and the agreement for use of restricted data. If using archival data, the IRB may waive the requirement that research subjects sign a consent document and a HIPAA Authorization Form. A waiver of authorization does not mean research is exempt from HIPAA’s privacy regulations; it only means a researcher does not need signed authorization from each research subject. The Privacy Rule requires researcher performing archival research to have both an IRB approved Waiver or Modification of Informed Consent Form and a HIPAA Waiver of Authorization justifying their use. The IRB will take into consideration the risks and potential harms involved in these requests to approve.
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