
HIPAA Requirements for Research

Proposed project
or activity No

HIPAA Privacy
requriments do not

apply
Is data identifiable?

PHI
used or disclosed
only in a limited

data set?

Yes

Obtain signed
Data Use

Agreement

No Authorization
required for use or
disclosure of PHI*

No

Use or
disclosure solely
for research on

decedents'
PHI?

Disclosure
solely for purposes

preparatory to
research?

No

Researcher must
provide representation

that access is
necessary and proof of
death is available upon

request

Yes

No

Yes

Will
access be provided

only to Allina
employees?

Yes

Facility may
provide data to

researcher; data
must not be

removed from
facility

No Authorization
required for use or
disclosure of PHI*

No

IRB must waive or
alter Authorization

requirement

Will IRB
waive Authorization

requirement?

Yes

No Authorization
required for use or
disclosure of PHI*

No

Research subject
must sign Facility

Authorization

Researcher must
provide

appropriate
documentation to

facility

Informed Consent
document must

contain
appropriate
language

Will IRB
alter Authorization

requirement?

No

All unaltered
Authorization
requirements

apply

Yes

Yes

* Minnesota statute
144.335 still

applies

See 45 CFR 164.514(b)
for de-identification

requirements
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