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https://www.une.edu/research/integrity/responsible-conduct




What is the 

HIPAA Privacy Rule?
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What is protected 

health information (PHI)?
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What’s the difference 

between PHI & research health 

information (RHI)?
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Access to medical records: 

clinical vs. research purposes – Are 

they the same? 
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What avenues permit 

PHI to be accessed for 

research purposes?



Note: Avenues 2 through 6 do NOT require 

authorization from the individual



Avenue #1:

HIPAA Authorization



•

•

•
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See the ‘HIPAA Authorization Template for 

Research Purposes’ available on the UNE 

IRB website

https://www.une.edu/research/integrity/irb


Avenue #2:

Waiver of HIPAA Authorization



❑

•

❑

•

See the ‘Request for a Waiver of HIPAA 

Authorization for Research Purposes’ form 

available on the UNE IRB website

Example: A researcher needs to view patient medical 

records in order to determine who meets study inclusion 

criteria and can be approached for participation after IRB 

approval is granted

https://www.une.edu/research/integrity/irb
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Note: ‘Practicably’ means possible, 

NOT convenient



Avenue #3:

Creating a De-Identified 

Data Set
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A covered entity is able to de-identify PHI 

without the patient’s authorization because 

de-identification is considered part of routine 

‘healthcare operations’ under HIPAA 

This scenario would likely require exempt review 

(exemption category #4). See the ‘Application for 

Exempt Research Projects’ available on the UNE 

IRB website. 

https://www.une.edu/research/integrity/irb


Avenue #4:

Review of PHI Preparatory 

to Research



•
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•
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See the ‘Review of PHI Preparatory to 

Research Notification Form’ available on 

the UNE IRB website

https://www.une.edu/research/integrity/irb
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Avenue #5:

Decedent Research
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Note: A retrospective chart review project that 

only involves the incidental collection of PHI on 

deceased individuals would NOT be considered 

decedent research

See the ‘Research Involving PHI of Deceased 

Individuals Attestation Form’ available on the 

UNE IRB website

https://www.une.edu/research/integrity/irb
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Note: Decedent research involving subjects 

who have been deceased for > 50 years is 

not subject to the HIPAA Privacy Rule



Avenue #6:

Limited Data Set with 

Data Use Agreement
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These are deemed indirect identifiers
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See the ‘Application for Exempt Research 

Projects’ available on the UNE IRB website

https://www.une.edu/research/integrity/irb
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