Instructions for using the Review Preparatory to Research Form

Section 512 (i)(1)(ii) also permits the use or disclosure of PHI for “reviews preparatory to research”.

(ii) Reviews preparatory to research. The covered entity obtains from the researcher representations that:
(A) Use or disclosure is sought solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research;

(B) No protected health information is to be removed from the covered entity by the

researcher in the course of the review; and

(C) The protected health information for which use or access is sought is necessary for

the research purposes.
II.
Process

· The researcher completes a form requesting access to PHI.

· The access is to determine if there are sufficient subjects to conduct the proposed research.  

· The researcher may not remove the PHI from WCMC.

· The researcher asserts that the PHI is necessary to conduct the research.

III.
Advantages

· No IRB or Privacy Board approval required.

· Subjects may be contacted about participation if the researcher is an employee of WCMC.

IV.
Disadvantages

· PHI may not be removed from WCMC or shared with anyone outside WCMC.

