Decision Tree for HIPAA in Research

Does your research use any type of
individually identifiable health
information that can be linked in any
manner to the identity of a subject ?

No

A

Does your study meet the following
criteria?

- The use or disclosure involves no
more than minimal risk because of an
adequate plan/assurance to protect
PHI from improper use or disclosure,
to destroy identifieers at earliest
opportunity, and that PHI will not be
inappropriately resued or disclosed

- The research could not practicably
be conducted without a Request for
Waiver of Informed Consent and
Authorization

- The research could not practicably
be conducted without access to and
use of PHI

45 CFR 164.512(i)

The health information has been stripped
of all identifiers in accordance with HIPAA
standards and is not considered to be
PHI, is not subject to HIPAA; this is
considered de-identified PHI.

Yes

No

A

Please submit an informed consent
with HIPAA Authorization language
included. The Informed Consent
template can be found at http://
www.bronsonhealth.com/Research/
BronsoniRB/page3899.html.ntml

Definitions:

PHI - Protected Health Information is any individaully identifiable health information that is created or maintained by a

Covered Entity

Please submit a Request for Waiver of
Informed Consent and Authorization to
Use and Disclose Protected Health

Information. The form can be found at

httE://WWW.bronsonheaIth.com/Research/
BronsonlRB/page3899.html.html

Covered Entity - Hospital; health care provider (physician, community clinic, social services agency, practitioner in
psychology/psychotherapy/social work); health insurer, HMO, health paln; and/or health care clearinghouse.
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