Release of Human Subject Identifiers for Research Purposes
Content Applies To
Mayo Clinic Rochester, Florida, and Arizona.
Purpose

To define Mayo Clinic's policy on releasing human subject identifiers for research purposes.
Scope

This policy applies to Investigators, Research Study staff, the Office of Human Research Subjects Protection Institutional Review Board (IRB), and any employee asked to provide information to a third party for research purposes.
Key Terms
Human Subject Identifier - is any word, number, symbol, or combination of words, numbers, or symbols that can be used by a third party to uniquely identify an individual such as name, social security number, address or patient registration number that is provided for use in a research protocol. 

Third Party - a person not employed by or under contract to provide services to a Mayo Clinic entity or an entity that is not an affiliate of Mayo Clinic.
Policy
Human subject identifiers may not be released to a third party, except with the approval of the Mayo Clinic Institutional Review Board and the consent and authorization of the research subject. 
Human subject identifiers that will be shared with a third party must be described in the research protocol, IRBe application, and in the written informed consent document.
For human subject research studies where the third party is a commercial entity or an affiliate of the commercial entity, the legal contract must include provisions for:
· Maintaining the privacy and confidentiality of the human subject identifiers, 

· Destroying the human subject identifiers when they are no longer necessary to accomplish the stated purpose, 
· Prohibiting the sharing of human subject identifiers with another third party without approval of the Mayo Clinic IRB, and
· Prohibiting the use of human subject identifiers for marketing, solicitation, or other commercial purposes.
Responsibilities
The Investigator is responsible for: 
· Providing a description of the human subject identifiers that will be released to third parties in the research protocol, IRBe application, and the written informed consent document,
· Withholding the human subject identifiers until the Mayo Clinic IRB has reviewed and approved the release,
· Obtaining and documenting the informed consent and authorization of the research subject as required by the IRB, and
· Ensuring the legal contract includes the policy provisions listed above.
The IRB is responsible for:
· Determining whether the human subject identifiers may be released for research purposes as appropriate for the proposed research activity,

· Reviewing the consent document to assure it contains the same information in the research protocol and IRBe application which will be necessary to convey to the potential research subject.
Related Documents

Health Insurance Portability and Accountability Act (HIPAA) Policy IRB 15039
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