
RESEARCH

Observational Clinical Studies and IRB



How to Perform 

an Observational Clinical Study



Retrospective Chart Review

• Scott the CA-2

• A case of hand transplantation 

• Five hand transplants at UPMC  



Question

Is any IRB approval required?



YES
because a retrospective chart 

review is research



Institutional Review Board

• University of Pittsburgh Institutional 
Review Board (IRB) reviews UPMC and 
Pitt research

 Unless industry-sponsored

• http://www.irb.pitt.edu/
• Click PittPRO and login
• submit your IRB

http://www.irb.pitt.edu/
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Question

What research module does Scott 

have to pass to submit his IRB?



Research Modules Necessary to Access 
OSIRIS

CITI - http://www.citi.pitt.edu 

Refer to the CITI Instruction Sheet for how to navigate -  
http://www.irb.pitt.edu/corpus/files/citi/CITI%20Instruction%20Sheet.pdf



Scott’s research mentor has provided 
him with the list of the patients. 

Question

Where should Scott store the data 

with patients’ identifiers?



HIPAA

http://www.ihealthbeat.org/articles/2013/8/26/advocate-medical-group-reports-biggest-hipaa-breach-in-hhs-history

The Health Insurance Portability and Accountability Act 
(HIPPA) of 1996 

HIPAA Breach

Data Breach Results in $4.8 Million HIPAA 
Settlements

 New York and Presbyterian Hospital - $3.3 Million
 Columbia University - $1.5 Million 

NYP/CU impermissibly disclosed the ePHI of 6,800 
patients to Google and other Internet search 
engines.



HIPAA Breach Prevention

• Keep data on UPMC network

• If flash drive must be used, data must be de-
identified or encrypted.



Lang RS, et al. Anesth Analg. 2012 Sep;115(3):678-88.
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