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The Context: To Err is Human 

Preventable medical errors 

• 44,000 to 98,000 Americans die  

each year  

• Eighth leading cause of death in the 

United States 

• Annual cost as much as $29 billion 

annually 

 



The Science of Safety 
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The Response:  Doing What Counts 

• Federal Response -> QuIC 

• “The QuIC supports the extension of 

peer review protections to facilitate 

reporting of errors in a blame-free 

environment…” 

• The same document also led to the 

creation of the Serious Reportable 

Events list, Safe Practices and a $165 

Million research program 



Making It Real:  The Patient Safety Act of ?2001 

Aims to improve safety by addressing: 

– Healthcare workers’ fear of disclosure 

– Fear of malpractice litigation 

– Inadequate protection by state laws 

– Inability to aggregate data on a large scale 

That sounded pretty easy… 



The Patient Safety and Quality 

Improvement Act of 2005 

• Creates “Patient Safety 

Organizations” (PSOs) 

• Establishes “Network of  

Patient Safety Databases” 

• Authorizes establishment of 

“Common Formats” for  

reporting patient safety events 

• Requires reporting of findings 

annually in AHRQ’s National Health 

Quality/Disparities Reports 



Addressing the Tower of Babel:   

Common Formats 

• Patient Safety and Quality Improvement Act of 2005 contains a 

provision authorizing the Secretary of HHS to promulgate common 

definitions and reporting formats (Common Formats) to support 

uniform reporting of quality and safety performance 

• Such Common Formats allow PSOs (and other interested parties) to 

collect information on quality and safety that is “interoperable” and 

can be aggregated locally, regionally, and nationally for accelerated 

learning 

• There is no “final” version of the Formats, which are clinical 

instruments; AHRQ publishes iterative versions which are updated 

periodically 
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• Enables healthcare providers to voluntarily share 

information related to safety and quality under a federal 

grant of confidentiality and privilege (i.e. creates 

federal peer review protection) 

• Unprecedented federal protection 

… for sharing across organizations 

… for collective analysis = “data hubs” 

• Rather than a patchwork of state-by-state 

protections, there will now be national uniform 

protections 

 

• Allows greater understanding as to how quality and 

safety are being improved nationally 

Patient Safety Organizations – The Real Value 



What does a PSO really do? 

• Keeps data safe and secure 

– Provides a fully protected legal framework: federal protection for 
data entered into the PSO that is a part of your patient safety 
evaluation system (PSES) 

• Reviews data and analyzes data in order to identify risks 
and ways to improve patient care 

• Provides opportunities for shared learning and 
collaboration 

• Complies with the AHRQ common formats or provides 
alternative that is reasonable 

• Submits de-identified data to National Patient Safety 
Data Base  



Why bother? 

• Thallidomide – banned 1961 

 

 

 

• Fen-Phen – banned 1997 

 

 

 

• Vioxx – banned 2005 



Getting Below The Tip of the Iceberg… 
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PSO Vision:   

Linking the Data Sets (aka “the mining”) 
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Responsible Service 
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Clinical Service 
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Note: The same event can be mapped to several categories or to multiple values of the 
same category 



Real Value Add: Expert Exchange Under  

Peer-Review Protection 

Colloquium CRICO PSO 

Webinar 



Convening Value:   

It’s the meeting not the mining 

• Do people show up? 

• Is something done differently as a result? 

• Is there an actuarial base? 

 

It is like democracy… Summit 



Lessons Learned 

• Even with a common language 

combining data sources is difficult 

• Discovering rare events (“big data”) is 

an unproven value (just potential) 

• Protecting conversations that should 

have happened years ago is the real 

promise 

• “What happened at your neighboring 

healthcare facility yesterday that is 

going to hurt someone in yours 

tomorrow?” 


