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The Six Core Elements and Required Statements

For a Valid HIPAA Research Authorization

Six Core Elements:

1.
A specific and meaningful description of the information to be used or disclosed.

2.
The name or other specific identification of the person(s), or class of persons, authorized to make the requested use or disclosure.

3.
The name or other specific identification of the persons(s), or class of persons, to whom the covered entity may make the requested use or disclosure (i.e., the intended recipients).

4.
Description of each purpose of the requested use or disclosure.  (A brief introduction of the clinical research study should work).

5.
Must contain an expiration date or an expiration event that is related to the individual or the purpose of the use or disclosure.  (For research purposes, statements such as ‘end of research study’ or ‘no expiration date’ will satisfy this requirement).

6.
The signature of the individual and the date.  (If the Authorization is signed by a personal representative of the individual, a description of such representative’s authority to act for the individual must be provided).

Required Statements:

1.
Individual’s right to revoke the Authorization in writing (subject to the reliance exception).

2.
Clarification that the covered entity is not permitted to condition the provision of treatment on the execution of a valid Authorization.  However, for Authorizations granted for research purposes, covered entities are permitted by the Privacy Rule to condition the provision of research related treatment on the execution of a valid Authorization.
3.
An explanation that there is a potential that the information may be re-disclosed by the recipient of the information and that the recipient may not be required to comply with the Privacy Rule.
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