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How to handle Personally Identifiable Information (PII) in a report submitted to the 
IRB or IND/IDE sponsor)?  
 
What is Personally Identifiable Information (PII)? 
 
The Office of Management and Budget (OMB) defines Personally Identifiable Information (PII) as information 
that can be used to distinguish or trace an individual’s identity, either alone or when combined with other 
personal or identifying information that is linked or linkable to a specific individual. The recent HIPPA training 
course talked about this also. PII includes: 
 

Name Medical record number 
Personal/home postal address Bank account information 
Social Security number (SSN) Health information 
Date of birth (DOB) Passport number 
Birthplace Credit card information 
Home or cell telephone number Genetic information 
Mother’s maiden name Personal characteristics 
Relatives’’ name Criminal History 
Personal e-mail address Driver’s license number 

 
So, what does this mean for the various reports documents submitted to the IRB or IND/IDE 
sponsor?  
 

1. When providing a description of a reportable event, DO NOT include the subject’s name (e.g., Mr. 
Smith presented to the ER with severe pain and fever). Instead, use terms such as: patient, subject or 
research participant (e.g., The subject presented to the ER with severe pain and fever).  

2. When including supporting documents (e.g., discharge summary, autopsy report), remove ALL the PII. 
This can easily be done with a black marker. REMEMBER to add the subject’s study number.  
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