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DIFFERENCES BETWEEN STATE AND FEDERAL DISCLOSURE RULES FOR 

PATIENT SAFETY MATERIALS: TRUST THE FEDS 

 

Introduction 
 
The primary goal of any healthcare provider is to 
provide effective and safe care for every patient.  Yet, 
we do not live in a perfect world with perfect 
healthcare.  Sometimes a medicine does not work.  
Sometimes a surgery has complications.  Sometimes 

accidents occur and mistakes are made.  In most 
other lines of work a poor assumption, missed 
projection, or honest mistake provides an opportunity 
for reflection and improvement.  In medicine, it 
results in human suffering and lawsuits.  As 
healthcare providers burdened with rising malpractice 

insurance premiums and hospitals faced with 
ballooning liability can attest, our legal system does 
not provide incentives for medical providers to admit 
their errors.  Yet, to improve medical care in this 
country, the goal of the medical community and the 
society that depends on it, should be to learn from 
past mistakes. We need to know when and where 

mistakes occur in order to improve medications, 
techniques, and systems for future patients. 
 
This is not a new problem.  For decades both states 
legislatures and Congress have tried to offer medical 
providers protections to incentivize candid review of 
medical treatment.  The first national medical peer 

review committee was created by the American 
College of Surgeons in 1918.1  As physicians became 
uncomfortable with the risk of civil liability, Congress 
passed the Healthcare Quality Improvement Act 
(“HCQIA”) to provide federal peer review immunity.2  
Yet, the HCQIA proved ineffective in allaying the 

concerns of healthcare providers because while it 
provided immunity, courts held it did not provide 
confidentiality, thus affecting reputation and careers.3  
In response, every state and the District of Columbia 
passed a medical peer review statute, but over the 
years, the protections provided by the statutes 
eventually eroded.4   
  

After years of laws with poor results and limited 
protections, Congress finally decided to confront the 
problem with a comprehensive response. 
 

Federal Law Protections 
 

In 2005, Congress passed the “Patient Safety and 
Quality Improvement Act of 2005” (“PSQIA”).5   The 
PSQIA amended Title IX of the Public Health Service 
Act for purposes of improving patient safety and 
reducing the occurrences of adverse events.6   The 
PSQIA “creates a voluntary program for providers to 
share information relating to patient safety events 

with patient safety organizations and imposes 
confidentiality and privilege requirements on such 
reported information to encourage providers to share 
the information without fear of liability.”7  The PSQIA 
 

creates a whole new lexicon of terms meant to 
distinguish what information is protected and what 
entities provide protections.  The PSQIA also borrows 
from the existing legal concepts of privilege and 
confidentiality as well as the regulatory power of the 
Dept. of Health and Human Services to enforce those 
protections. 

 
Patient Safety Work Product 
  
The PSQIA defines patient safety work product 
(“PSWP”) as data, reports, records, memoranda, 
analyses or statements that could improve patient 

safety, health care quality, or health care outcomes.8  
These materials must either:  1) be assembled or 
developed by a provider for the purposes of reporting 
to patient safety organization (“PSO”) and reported to 
a patient safety organization;9 2) or be developed by 
the PSO for the conduct of patient safety activities;10 
3) or identify or constitute deliberations or analysis of, 

or identify the fact or reporting to, a patient safety 
evaluation system.11 PSWP does not include a 
patient’s medical record, billing and discharge 
information, or any other original patient or provider 
record.12 Additionally, PSWP does not include 
information that is collected, maintained, developed or 
existing separately from a PSES.13  Therefore, just 

because information developed outside of a patient 
safety evaluation system is reported to patient safety 
organization does not make it PSWP by virtue of its 
reporting alone.  Lastly, PSWP can be separated into 
two types:  identifiable and non-identifiable.  
Identifiable information is limited to PSWP that 

contains HIPAA-type information14 or that can identify 
a healthcare provider who was the subject of the 
work,15 participated in the activities that are subject of 
the work,16 or an individual who reported or intended 
to report information to a patient safety organization.17 
Non-identifiable PSWP either has direct identifiers 
removed18 or the risk of identification is very small.19 

 
Patient Safety Organizations 
 
The PSQIA defines a patient safety organization 
(“PSO”) as a public entity (or component thereof) 
listed by the Dept. of Health and Human Services 
(“HHS”) as a PSO.20  In order to be listed as a PSO, 

the entity must initially certify to HHS that it has the 
policies and procedures in place to fulfill eight patient 
safety activities21 as well as additional criteria required 
by the PSQIA.22  The eight patient safety activities 
range from efforts to improve patient safety and the 
quality of health care delivery to the development of 

information regarding best practices and the 
utilization, preparation, and protection of PSWP.23  The 
additional criteria a PSO must comply with include a 
patient safety improvement mission, a qualified staff, 
full disclosure of all financial relationships and controlling 
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interests as well as standardization PSWP collection and 
effective PSWP utilization.24 Further, certain entities, such 

a health insurance issuers and any affiliated divisions 
or entities may not become PSOs.25 
 

The Federal PSO Network 

 
HHS’s program is dependent on patient safety 
evaluation systems, operated by PSOs, which will 
collect, manage, and analyze information for reporting 
to or by a PSO.26  HHS will maintain a network of 
patient safety databases that will serve as an 
interactive, evidence-based management resource and 

will have the capacity to accept aggregate across the 
network.27  The information gathered by the HHS 
network will provide the opportunity to analyze 
regional and national statistics, including trends in 
healthcare errors.28  The HHS will publicly issue these 
analyses as well as make annual quality reports to 
Congress regarding national trends in the quality of 

healthcare provided to the American people.29 
 

Protection of PSWP: Confidentiality and Privilege 
 

Identifiable PSWP is subject to privilege and 
confidentiality requirements.  An evidentiary privilege 
protects against disclosure of information in a legal 
proceeding.  The PSWP privilege would block 
disclosure from the following legal orders and rules:  a 
judicial or administrative court subpoena or order;30 
discovery in connection with a judicial or 

administrative proceeding;31 disclosure under Federal, 
State, or local law;32 admission as evidence in any civil 
criminal or administrative proceeding, including a 
professional disciplinary proceeding.33 The few 
exceptions to the PSWP privilege are:  use in a 
criminal proceeding when the PSWP contains evidence 
of a criminal act;34 use in equitable relief when a 

protective order is used to ensure the confidentiality of 
the PSWP;35 when the identified providers consent in 
writing;36 the information is non-identifiable;37  or use 
in HHS compliance activities.38 PSWP is also 
considered confidential, meaning that possessors of 
the materials may not voluntarily disclose the 

information, except in circumstances where the PSWP 
is non-identifiable39 or where disclosure is required by 
the HHS.40 The HSS also strictly enforces the 
confidentiality requirements.  Anyone who believes the 
confidential PSWP has been disclosed may file a 
complaint with the HHS.41  The HHS has the power to 
conduct compliance reviews42 and in cases where a 

person knowingly or recklessly discloses confidential, 
identifiable PSWP he or she may be subject to civil 
penalty up to $10,000 per violation.43 
 

Judicial Response to the PSQIA 

 
The PSQIA is a relatively new law with extensive 
regulatory requirements that was only adopted in final 
form in 2008.44  Yet, even in the short time since its 
implementation, federal and state courts have already 
begun to afford the PSQIA significant weight.  In KD ex 

rel. Dieffenbach v. U.S., the District of Delaware court 
held that the PSQIA “announces a more general 
approval of the medical peer review process and more 
sweeping evidentiary protections for materials used  

therein.”45  The court then decided to protect National 
Institute of Health records that “clearly perform[ed] the 

same functions Congress intended the PSQIA to 
encourage” from discovery, noting that applying such 
a privilege would “not substantially offend the federal 
policy announced in the PSQIA.”46  Beyond just policy 
impact, the PSQIA’s confidentiality and privilege 
provisions were upheld in Department of Financial and 

Professional Regulation v. Walgreen Co.47  There, an 
Illinois appellate court upheld a lower court’s decision 
to dismiss a motion to medication records because the 
court deemed them privileged PSWP that had been 
reported to a PSO.48   While it is still early, it seems 
that courts have received Congress’s message loud 
and clear:  the PSQIA “is to encourage a ‘culture of 

safety’ and quality in the U.S. health care system.”49   
 

State Law Protections 
 
As mentioned above, state law has focused on the 
improving the quality of health care by protection of 
peer review codified in statutes.  All fifty states and 

the District of Columbia have enacted some form of 
peer review protection.50 Generally, the protections 
afforded by peer review statutes focus on three legal 
concepts:  immunity, privilege, and confidentiality.51  
The concepts of privilege and confidentiality were 
discussed above, but it is worth noting that the 
concept of immunity extinguishes any liability a 

physician might incur from participating in the peer 
review process.52  To be clear, the immunity is not 
granted to the underlying act, only the process of the 
peer review.  State court reactions to peer review 
statutes have been mixed.  Some states, like Ohio and 
Rhode Island, have struck down or severely limited the 

protections afforded by their statutes.53  Recent court 
cases in Maine,54 Massachusetts,55 and New York56 
have shown a trend in cases limiting or distinguishing 
the protections afforded by peer review statutes. 

 
The New York case, Lamacchia v. Schwartz, warrants 
further explanation.  The Appellate Division for the 
Second Department reversed the Supreme Court’s 

denial of a motion to compel the hospitals peer review 
proceedings.57  The court cited an exception in N.Y.’s 
peer review protection scheme, which requires 
disclosure of statements in a peer review meeting 
made by a party to a lawsuit when the subject matter 
of the peer review meeting is the same as the subject 
matter of the lawsuit.58  The Supreme Court judge was 

ordered to do in camera review of the peer review 
documentation, and disclose the defendant’s 
statements.59  The Appellate Division’s holding, and 
the exception within the statute itself, demonstrate the 
inconsistent protection afforded medical providers in 
state peer review statutes. 

 
While some state peer review statutes appear to be in 

trouble, other states have taken the next step and 

have created their own Patient Safety Acts, similar to 
the PSQIA.60  The New Jersey PSA was recently 

challenged, but was upheld by a NJ appellate court.61  

The court held that the PSA extends absolute 
confidential protection to all documents, materials, and 

information developed exclusively by a health care  
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facility through the PSA process.62 Yet, the court was  
clear in its holding that the absolute privilege applies 
only if a healthcare facility follows the “specified 
procedures of the PSA and the related regulations.”63 
If the documents at issue were generated outside of 
the PSA’s process, the privilege would not apply and 
other principles of law would determine the disclosure 

of the materials.64 
 
Ultimately, state law protections for patient safety and 
quality improvement are dependent on a number of 
factors, including the extent of the projection granted 
by statute in a given state, the case law governing the 
application of the statutes, and the processes that 

medical providers establish to comply with these 
statutes.  The variation, inconsistency, and 
unpredictability of state law protections likely do not 
provide much comfort for medical providers balancing 
their desires for improved medical care and protection 
from liability.  Yet, passage of PSAs similar to the 
PSQIA is probably a step in the right direction. 
 

Conclusion 

 
The PSQIA offers more protection and clearer 
standards than the vast majority of its state 
counterparts.  Peer review statutes and the privileges, 
immunity, and confidentiality they provide vary from 
state to state.  Additionally, courts have shown an 
increased proclivity to find ways around such 

protections either by invoking exceptions or limiting 
the availability of the statutes.  While individual state 
PSAs are certainly a step in the right direction, the 
federal PSQIA is already in place and ready for 
utilization by medical providers.  Medical providers 
who have not done so already should look into joining 

a PSO for the privilege and confidentiality protections 
it offers.  Regardless, what the PSQIA and similar 
statutes clearly demonstrate, is that legislatures and 
Congress are coming around to the view that 
improvements in patient safety and the quality of 
medical care should not have to come at the cost of 
heightened exposure to liability or threats to the 

reputations of doctors and hospitals. 
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