
June 2009 Association of Healthcare Internal Auditors New Perspectives  25

Legal Insights

By Hope R. Levy-Biehl

Providers Encouraged to 
Report Patient Safety Information 

New regulations issued by the United 
States Department of Health and Human 
Services (HHS) to implement the Patient 
Safety and Quality Improvement Act of 
2005 (Public Law 109-41) (Patient Safety 
Act) became effective January 19, 2009. 
The purpose of the Patient Safety Act 
is to encourage healthcare providers 
to voluntarily undertake efforts to 
identify and reduce patient care risks 
and hazards. To this end, the statute 
enables the establishment of patient 
safety organizations or PSOs, which are 
entities with which providers can work 
to collect and analyze data and obtain 
recommendations regarding patient safety 
issues.  

The Patient Safety Act creates incentives 
for providers to work with PSOs by 
establishing special confi dentiality and 
privilege protections for information and 
data communicated to PSOs. Perhaps 
most notably, information that falls within 
the protections of the Patient Safety Act is 
protected from disclosure in most federal 
or state civil, criminal or administrative 
proceedings. These confi dentiality and 
privilege measures should encourage 
providers to report patient safety 
information without fear of incurring 
additional legal liability. The protections 
afforded by the Patient Safety Act only 
are available for information transmitted 
to PSOs that are offi cially approved and 
listed by HHS.   

These confi dentiality and privilege 
protections in many cases extend beyond 
existing privileges used to protect medical 
staff, peer review organization and 
hospital and other facility confi dential 
quality reviews and data. The new federal 
regulations in this way may provide 

healthcare entities a more complete and 
safe way to collect and evaluate quality-
related fi ndings and data without having 
to worry about potentially discoverable 
sharing of data between internal entities 
such as, for example, a hospital and its 
medical staff.

With these new protections come new 
challenges. To invoke PSO protections 
for the collection of confi dential quality 
data, entities must establish and follow 
a qualifying ‘patient safety evaluation 
system,’ for which there are specifi c 
legal requirements. Also, the Patient 
Safety Act and the new regulations do 
not excuse providers from meeting all 
other health information submission and 
confi dentiality requirements. This can 
lead to potentially confusing confl icts 
between the need to protect information 
under the Patient Safety Act or to keep 
the information out of the patient safety 
evaluation system and preserve it for 
other uses.

Some of the highlights of the fi nal PSO 
regulations are highlighted below:  

The regulations defi ne the providers •	
that are eligible to work with PSOs 
broadly. Virtually all individuals 

and entities that provide health 
care services directly to patients are 
included. HHS clarifi ed that the 
term does not extend to entities that 
manufacture or supply materials 
used in the treatment of patients 
or that provide only fi scal and/
or administrative support to other 
health care providers;

The regulations also clarify how, •	
when, and to what extent information 
becomes protected under the Patient 
Safety Act, principally through 
defi nitions assigned to the terms 
‘patient safety evaluation system’ 
and ‘patient safety work product.’ 
Under the regulation, information 
collected within a patient safety 
evaluation system by a provider shall 
be protected as patient safety work 
product. Notably, after soliciting 
comments regarding whether 
requiring providers to document 
how information enters a patient 
safety evaluation system would be 
feasible or valuable, HHS elected 
not to impose such a requirement. 
However, the agency recommended 
that providers attempt to document 
their patient safety evaluation 
systems, describing documentation 
as a best practice.  

Health care insurers, accrediting •	
bodies, and regulatory agencies with 
oversight authority over healthcare 
providers generally cannot serve as 
PSOs.  

HHS clarifi es in the regulations •	
when, and under what circumstances 
PSOs must make disclosures about 
their relationships with the providers 
with which they contract. HHS has 
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the authority to not list or de-list 
PSOs when the PSO has certain 
financial, contractual or reporting 
relationships with the providers it 
services. 

Finally, the regulations impose •	
an obligation on PSOs to notify 
providers if the patient safety work 
product the provider submits to the 
PSO is inappropriately disclosed or 
its security is breached.  

HHS’ Office of Civil Rights is charged 
with enforcing the confidentiality 
provisions of the PSO regulations, while 
the Agency for Healthcare Research 
and Quality (AHRQ) administers the 

provisions of the regulations concerning 
PSO operations. ARHQ is responsible for 
maintaining the list of PSOs that have 
been approved under the Patient Safety 
Act.

Summary

Taken as a whole, the Patient Safety 
Act and the new PSO regulations 
create an excellent opportunity for 
healthcare providers to explore the 
details of negative outcomes and use 
that information as a learning resource, 
without incurring exposure to additional 
potential liabilities. There will likely 
be many options for providers in 

determining which PSO to choose, along 
with advantages and disadvantages 
for selecting from the different types of 
PSOs (independent health organization, 
trade association, private provider and 
chain provider PSOs, to name a few). 
At present, the list of approved PSOs 
nationwide is relatively short, although 
this will likely increase with demand as 
providers digest the new PSO system 
and understand the process and benefits 
associated with it. 
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