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Overview

 Impact of the Supreme Court’s ruling on the ACA

 Developments in ACOs

 Developments in PSOs



Impact of the Supreme 
Court’s Ruling on the ACA
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The Supreme Court Upheld (Most of) the 
ACA 

 In writing for the majority of the Supreme Court, Chief 
Justice Roberts upheld most of the Affordable Care Act.  

 Significantly, the Court upheld the Individual Mandate, 
under the theory that this constitutes a tax. 

 As a result, the Court’s ruling had no Constitutional impact 
on the development of ACOs and PSOs. 

 However, any ACO that would like to negotiate with state 
insurance exchanges must participate in a PSO/have a 
PSES.  
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Medicaid Expansion?

 The Supreme Court’s ruling on the Affordable Care Act (“ACA”) 
allows each state to decide whether it will expand Medicaid 
coverage to nonelderly adults with incomes below 138 percent 
of the federal poverty level (“FPL”).  

 This Supreme Court ruling and state-level decisions regarding 
the expansion of Medicaid will affect 15.1 million uninsured 
adults with incomes below 138 of the FPL who are not currently 
eligible for Medicaid
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Medicaid Expansion? (cont’d)

 If a state chooses not to expand Medicaid, some individuals 
who could have qualified for expanded Medicaid coverage can 
instead receive federal tax credits and other subsidies, but 
premium and cost-sharing requirements would be higher than 
they would have been under Medicaid.  

 Moreover, such federal tax credits and subsidies are only 
available to citizens with incomes between 100 and 400 
percent of the FPL. 

 Therefore, the uninsured below poverty will not receive 
assistance in states that decide not to expand Medicaid. 
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Medicaid Expansion? (cont’d)

 States’ decisions regarding Medicaid expansion will have 
financial and healthcare access implications not only for these 
15.1 million currently uninsured adults, but also for their 
employers and the providers who care for them. 
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Potential Legislative Challenges to ACA

 Regardless of their Constitutionality, if the ACA programs 
are not sufficiently funded, they cannot be implemented.

 Funding decisions are made by a simple majority vote in 
the Senate.

 Accordingly, a Republican-controlled Senate could thwart 
ACA programming. 



Developments in ACOs
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Key Features of an ACO

 An organization of healthcare providers that agrees to be 
accountable for the quality, cost, and overall care of 
Medicare beneficiaries who are enrolled in the traditional 
fee-for-service program who are assigned to it.

 For ACO purposes, “assigned” means those beneficiaries 
for whom the professionals in the ACO provide the bulk of 
primary care services.
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Key Features of an ACO (cont’d)

 Goal of coordinated care:

• Ensure that patients (especially chronically ill) get the right 
care at the right time.

• At the same time, avoid duplication of services and prevent 
medical errors.

 When an ACO successfully delivers high-quality care and 
spends more wisely, it will share in the savings it achieves for
the Medicare program.
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Key Features of an ACO (cont’d)

 Medicare offers several ACO programs:

• Medicare Shared Savings Program:  Provides an option for 
Medicare providers to become an ACO which bases 
reimbursement and the possibility of receiving an additional 
portion of Medicare revenue tied to satisfying required 
quality outcome measures.

• Advance Payment Program:  Supplementary incentive 
program for selected participants in the Shared Savings 
Program. 

• Pioneer ACO Mode:  Designed for early adopters of 
coordinated care. (No longer accepting applications). 
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Value Based Purchasing Program Measures

 CMS adopted final rules effective July 1, 2011 on the use of 
clinical process-of-care measures as well as measures from the 
Hospital Consumer Assessment of Healthcare Providers and 
Systems, (HCAHPS) survey that document patients’
experience of care.

 The program will apply to payments for discharges 
occurring on or after October 1, 2012.  



1414

Value-Based Purchasing Program

 Under the VBP Program, CMS will pay acute care inpatient 
prospective payment system (IPPS) hospitals value-based 
incentive payments for meeting minimum performance 
standards for certain quality measures with respect to a 
performance period designated for each fiscal year.
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Clinical Process of Care Measures

 Acute myocardial infarction

• Primary PCI received within 90 minutes of hospital arrival

 Heart Failure

• Discharge Instructions

 Pneumonia

• Blood cultures performed in ED prior to initial antibiotic 
received in hospital
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Clinical Process of Care Measures (cont’d)

 Healthcare-associated infections

• Prophylactic antibiotic received within one hour prior to 
surgical invasion 

 Surgeries
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Survey Measures

 Communication with Nurses

 Communication with Doctors

 Responsiveness of Hospital Staff

 Pain Management

 Communication About Medicines

 Cleanliness and Quietness of Hospital Environment

 Discharge Information

 Overall Rating of Hospital
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ACOs Currently Participating in Shared 
Savings Initiatives

 As of July 1, there are 153 Accountable Care Organizations 
(ACOs) in 40 States and Washington, D.C. 

• This total includes:  

 32 ACOs participating in the testing of the Pioneer ACO 
Model by the Center for Medicare and Medicaid 
Innovation (Innovation Center) announced last 
December, and 

 6 Physician Group Practice Transition Demonstration 
organizations that started in January 2011.

 Providers participating in Medicare shared savings initiatives 
care for more than 2.4 million beneficiaries. 
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ACOs Currently Participating in Shared 
Savings Initiatives (cont’d)

 The selected ACOs are quite diverse:

• They operate in a variety of areas across the country.

• Almost half are physician-driven organizations serving fewer 
than 10,000 beneficiaries (small organizations).

• Models for coordinating care and improving quality respond 
to the unique needs of the beneficiaries in the service area.
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ACOs Currently Participating in Shared 
Savings Initiatives (cont’d)

 For 2012, CMS has established 33 quality measures relating to:

• Care coordination and patient safety,

• Appropriate use of preventive health services,

• Improved care for at-risk populations, and 

• Patient and caregiver experience of care.
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ACOs Currently Participating in Shared 
Savings Initiatives (cont’d)

 Beginning this year, new ACO applications will be accepted annually. 
 The Shared Savings Program application period for January 2013 

participation is August 1 through September 6, 2012. 
 Current ACOs include:

• Advocate Physician Partners Accountable Care Inc.
• Asian American Accountable Care Organization
• Coastal Medical
• Indiana University Health ACO, Inc. 
• John Muir Physician Network
• Mt. Sinai Care, LLC
• Texoma ACO, LLC

• Full list of current ACOs:  http://www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/sharedsavingsprogram/News.html
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So Now What?

 Compliance with ACO quality performance standards will be 
mandated in order to remain eligible for the Shared Savings 
Program and will affect the percentage of savings that can be 
shared among ACO participants.

 Physicians will likely be required to produce their own 
quality/utilization report card at time of 
appointment/reappointment.

 Physicians/AHPs likely will be denied membership if not 
performing up to standard.
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So Now What? (cont’d)

 Standards need to be developed that track the ACO measures 
and the VBP measures, and ensure that they are 
communicated to providers and then monitored for compliance.

 Providers need to receive periodic reports regarding their 
individual and comparative performances.

 Performance results should be taken into consideration at the 
time of appointment, reappointment and contract renewal, and 
some internal administrative process/fair hearing for 
participants who are excluded should be provided.
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So Now What? (cont’d)

 Compliance plans need to be updated or prepared which reflect 
the provider’s commitment to improving quality as per the areas 
identified by the OIG

 Even if not seeking ACO certification at this time, hospital 
should review the ACO final rules as a future standard on which 
private and public reimbursement and standards of care will be 
based
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So Now What? (cont’d)

 A failure to comply with ACO, VBP and other developing 
standards, including a pattern of HACs and Never Events, may 
also have a direct or indirect impact on provider responsibilities:

• Accreditation standards

• Doctrine of corporate negligence and related civil liability 
theories

• DOJ/OIG expectations on board responsibility for delivering 
quality health care services which could trigger False Claims 
Act exposure (Azmat case)
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So Now What? (cont’d)

 Is or can an ACO be a health care entity for HCQIA query, reporting 
and immunity purposes?

 Under what circumstances can an ACO be considered a “provider”
under the Patient Safety Act for purposes of participating in a patient 
safety organization?

 Is an ACO eligible for or what criteria must be met in order to qualify 
for state confidentiality/immunity protections?

 Can an ACO attempt to quality as a Patients Safety Organization 
(“PSO”)?

 What risks, if any, are there if different credentialing/privileging/peer 
review standards are developed for ACOs versus hospitals?
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So Now What? (cont’d)

 Can an ACO be held liable under negligent 
credentialing/corporate negligence/apparent agency or related 
liability principles?

 How does an ACO best incorporate/implement ACO quality 
metrics, value based purchasing and similar quality standards 
as part of its credentialing/privileging/ peer review procedures?

 Does the sharing of peer review, credentialing or otherwise 
protected information by and between a hospital/ACO and 
other providers in the ACO adversely affect confidentiality 
protections?  What are ways to structure information sharing 
arrangements in order to maximize confidentiality protections?
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So Now What? (cont’d)

 How will an ACO balance the requirement to provide quality 
and utilization data to payers against the need or preference to
keep certain information confidential?

 Should hearing procedures be the same for ACOs and 
hospitals or should and can they be more streamlined?  Can 
they be modified and still maintain HCQIA and other immunity 
protections?
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So Now What? (cont’d)

 Will or should the standards for remedial/corrective action be 
different, i.e., should overutilization or failure to satisfy quality 
metric standards, which is turn can reduce shared savings or 
other forms of reimbursement, serve as a basis for action, 
including termination?

 What should be the inter-relationship between ACO and 
medical staff/AHP membership and ACO membership?  
Should removal from one result in removal from the other?



Developments in PSOs
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The Changing Healthcare Landscape

 Increased enforcement

• 2012 OIG Work Plan

Reliability of hospital-reported quality measures data

Hospital admissions with conditions coded as “present-
on-admission” and accuracy of “present on admissions”
indicators

Review of Medicaid payments for HACs and never events

 Acute-care inpatient transfers to inpatient hospice care

 Safety and quality of surgeries and procedures in 
surgicenters and hospital outpatient departments
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The Changing Healthcare Landscape (cont’d)

Quality of care and safety of residents and quality of 
post-acute care for nursing homes

Hospital reporting of adverse events

Hospital same-day readmissions

Hospitalizations and re-hospitalization of nursing home 
residents

Review effectiveness of PSO programs
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The Changing Healthcare Landscape (cont’d)

• January, 2012 OIG Report: “Hospital Incident Reporting 
Systems Do Not Capture Most Patient Harm”

 All hospitals have incident reporting systems to capture 
events and are heavily relied on to identify problems

 These systems provide incomplete information about how 
events occur

Of the events experienced by Medicare beneficiaries, 
hospital incident reporting systems only captured an 
estimated 14% due to events that staff did not perceive 
as reportable or were simply not reported

 Accrediting bodies only review incident reports and 
outcomes but not the methods used to track errors and 
adverse events
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Patient Safety and Quality Improvement Act 
(PSQIA) Purpose

To encourage the expansion of voluntary, provider-driven initiatives to 
improve the quality and safety of health care; to promote rapid 
learning about the underlying causes of risks and harms in the 
delivery of health care; and to share those findings widely, thus 
speeding the pace of improvement. 

• Strategy to Accomplish its Purpose

 Encourage the development of PSOs

 Establish strong Federal and greater confidentiality and 
privilege protections 

 Facilitate the aggregation of a sufficient number of events in a
protected legal environment.



3535

Who or What Does the Act Cover?

 Provides uniform protections against certain disciplinary actions 
for all healthcare workers and medical staff members

 Protects Patient Safety Work Product (PSWP) submitted by 
Providers either directly or through their Patient Safety 
Evaluation System (PSES) to Patient Safety Organizations 
(PSOs)

 Protects PSWP collected on behalf of providers by PSOs, e.g., 
Root Cause Analysis, Proactive Risk Assessment
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PSO Approach & Expected Results
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Essential Terms of the Patient Safety Act

 Patient Safety Evaluation System (PSES)

 Patient Safety Work Product (PSWP)

 Patient Safety Organization (PSO)
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Patient Safety Evaluation System
(PSES)

PSES Definition

Body that manages the collection, management, or analysis of 
information for reporting to or by a PSO (CFR Part 3.20 (b)(2))

• Determines which data collected for the PSO is actually sent 
to the PSO and becomes Patient Safety Work Product (PSWP)

• PSES analysis to determine which data is sent to the PSO is 
protected from discovery as PSWP
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Patient Safety Work Product
(PSWP)

PSWP Definition

Any data, reports, records, memoranda, analyses (such as Root 
Cause Analyses (RCA)), or written or oral statements (or copies of 
any of this material) which could improve patient safety, health care 
quality, or health care outcomes; 

And that:

• Are assembled or developed by a provider for reporting to a PSO
and are reported to a PSO, which includes information that is 
documented as within a PSES for reporting to a PSO, and such 
documentation includes the date the information entered the 
PSES; or

• Are developed by a PSO for the conduct of patient safety 
activities; or

• Which identify or constitute the deliberations or analysis of, or 
identify the fact of reporting pursuant to, a PSES
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What is NOT PSWP?

 Patient's medical record, billing and discharge information, or any 
other original patient or provider information

 Information that is collected, maintained, or developed separately, or 
exists separately, from a PSES. Such separate information or a copy 
thereof reported to a PSO shall not by reason of its reporting be 
considered PSWP

 PSWP assembled or developed by a provider for reporting to a PSO
but removed from a PSES and no longer considered PSWP if:

• Information has not yet been reported to a PSO; and

• Provider documents the act and date of removal of such 
information from the PSES
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What is Required?
Establish and Implement a Patient Safety Evaluation System (PSES), 
that:

• Collects data to improve patient safety, healthcare quality and 
healthcare outcomes

• Reviews data and takes action when needed to mitigate harm or 
improve care

• Analyzes data and makes recommendations to continuously 
improve patient safety, healthcare quality and healthcare 
outcomes

• Conducts RCAs, Proactive Risk Assessments, in-depth reviews, 
and aggregate RCAs

• Determines which data will/will not be reported to the PSO

• Reports to PSO(s)
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PSO REPORTING
Identification of

Patient Safety, Risk Management
or Quality event/concern

Identification of
Patient Safety, Risk Management

or Quality event/concern

PSES
Receipt and Response to Event/Concern,

Investigation & Data Collection

PSES
Receipt and Response to Event/Concern,

Investigation & Data Collection

Needed for
other uses?
Needed for
other uses?

Are needed
reviews

finished?

Are needed
reviews

finished?

Is it flagged
“Do Not Report”?

Is it flagged
“Do Not Report”?

Do not send
to PSO

Do not send
to PSO

Wait until
completed
Wait until
completed

Produce
report for PSO

Produce
report for PSO

Submit to the
Alliance PSO

Submit to the
Alliance PSO

Do not put is PSES
(yet) or consider

removing from PSES

Do not put is PSES
(yet) or consider

removing from PSES

Information not
protected as PSWP

even if subsequently
reported to PSO

Information not
protected as PSWP

even if subsequently
reported to PSO

NO NO

YES

YES

NO

YES

Justify Adverse Action
– Peer Review
– Personnel Review

Reporting to State, TJC 

Evidence in court case 



4343

Designing Your PSES

 Events or Processes to be Reported

• Adverse events, sentinel events, never events, near misses, 
HAC, unsafe conditions, RCA, etc

 Committee Reports/Minutes Regarding Events

• PI/Quality committee, Patient safety committee, Risk 
Management committee, MEC, BOD

 Structures to Support PSES

• PI plan, safety plan, RM plan, event reporting and 
investigation policies, procedures and practices, grievance 
policies and procedures
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Event/Incident Reporting Policy

 Modify existing policies as needed to reflect the purpose of  internal 
event reporting is to …

• Improve patient safety, healthcare quality and patient outcomes

• Provide learning opportunity through reporting to a PSO

 Include a process (through the PSES) for the removal of incidents 
from PSES or separate system for …

• Disciplinary action

• Just culture

• Mandatory state reporting

• Independent/separate peer review
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Questions To Answer 
When Developing  PSES Policy

Who or What Committee(s)

• Collects data that will be reported to a PSO?

 Single source or multiple sites?

 Single department or organization wide event reporting?

• Analyzes data that will be reported to a PSO?

• Removes data from PSES prior to reporting to a PSO?

• Submits the data from the PSES to the PSO(s)?

 Committee or individual authorized submission?



4646

Questions To Answer 
When Developing  PSES Policy

What data should be …

 Collected to report to a PSO?

• Patient safety data, healthcare quality and outcomes data

* Data cannot be used for adverse disciplinary, versus remedial, 
employment action, mandated state reporting

 Removed from PSES prior to reporting to a PSO?

• Criteria based or subjective case-by-case decision making

• Peer review information that could lead to disciplinary action

 When is data …

• Reported to PSES?

• Removed from PSES?

• Reported to PSO?

* Each date must be documented
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How Does a Provider Determine Which Data 
Should Be Reported To A PSO?

Criteria-based Prioritization

Suggested criteria

 Promotes culture of safety/improves care

 Impressions/subjective data that is not available in the medical
record

 Information that could be damaging during litigation

 Not required to report elsewhere

 Required to report elsewhere, but data for reporting could be 
obtained from medical record

 Data will not be used to make adverse employment decisions 
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Types of Data PSES May 
Collect and Report To The PSO

 Medical Error, FMEA or Proactive Risk Assessments, Root 
Cause Analysis

 Risk Management – incident reports, investigation notes, 
interview notes, RCA notes, notes rec’d phone calls or hallway 
conversations, notes from PS rounds

 Outcome/Quality—may be practitioner specific, sedation, 
complications, blood utilization etc.

 Peer Review

 Committee minutes–Safety, Quality, Quality and Safety 
Committee of the Board, Medication, Blood, Physician Peer 
Review
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PA Patient Safety Authority: 
Reports Identify Trends

• Hidden sources of Latex in 
Healthcare Products

• Use of X-Rays for Incorrect Needle 
Counts

• Patient Identification Issues
• Falls Associated with Wheelchairs
• Electrosurgical Units and the Risk 

of Surgical Fires
• A Rare but Potentially Fatal 

Complication of Colonoscopy
• Fetal Lacerations Associated with 

Cesarean Section
• Medication Errors Linked to Name 

Confusion
• When Patients Speak-

Collaboration in Patient Safety
• Anesthesia Awareness

• Problems Related to Informed 
Consent 

• Dangerous Abbreviations in 
Surgery

• Focus on High Alert Medications
• Bed Exit Alarms to Reduce Falls
• Confusion between Insulin and 

Tuberculin Syringes 
(Supplementary)

• The Role of Empowerment in 
Patient Safety

• Risk of Unnecessary Gallbladder 
Surgery

• Changing Catheters Over a Wire 
(Supplementary)

• Abbreviations: A Shortcut to 
Medication Errors

• Lost Surgical Specimens
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Steps to PSO Reporting

 Inventory Data Currently Collected

• Patient safety, quality of care, healthcare outcomes

 Prioritize Data that will be submitted to a PSO and become PSWP;
what data will do the most to support improving the culture of safety

 Establish a system for data collection and review

• Standardized data collection will both enhance benchmarking 
comparisons and ultimately comply with AHRQ’s mandate for 
PSOs to collect standardized data; AHRQ’s “Common Formats” or 
another common format 

• Agree to the processes that the PSES will follow to determine 
PSWP

 Create appropriate policies: Event Reporting; PSES, PSO Reporting
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PSO Reporting Process
Professional Standards

Committee
Professional Standards

Committee

Medical Executive
Committee

Medical Executive
Committee

Medical Staff Quality
Management Committee

Medical Staff Quality
Management Committee

Administrative 
Quality Management 

Committee

Administrative 
Quality Management 
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Department/Committee ChmDepartment/Committee Chm
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Interdisciplinary Department 

Quality Committees

Medical Staff 
Interdisciplinary Department 

Quality Committees

Functional (Interdisciplinary)
Quality Committees

Functional (Interdisciplinary)
Quality Committees

Senior Management 
and Directors

Senior Management 
and Directors

Inter-
Disciplinary and
Departmental
Quality Committees

Inter-
Disciplinary and
Departmental
Quality Committees

CNE Coordinating
Council

Practice Comm
Education Comm
Informatics Comm
Quality and Patient
Safety

CNE Coordinating
Council

Practice Comm
Education Comm
Informatics Comm
Quality and Patient
Safety

Clinical
Care

Evaluation
Committee

Clinical
Care

Evaluation
Committee

Patient
Safety

Committee

Patient
Safety

Committee

PSOPSO

Shared members,
communications

PSESPSES
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Patient Safety Work Product

In order to optimize protection under the Act:

 Understand the protections afforded by the Act

 Inventory data from all sources to determine what can be 
protected

 Internally define your PSES

 Complete appropriate policies on collection, analysis and 
reporting 

 Develop component PSO and/or select listed PSO
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Patient Safety Work Product Privilege

PSWP is privileged and shall not be: 

• Subject to a federal, state, local, Tribal, civil, criminal, or 
administrative subpoena or order, including a civil or 
administrative proceeding against a provider 

• Subject to discovery 

• Subject to FOIA or other similar law 

• Admitted as evidence in any federal, state, local or Tribal 
governmental civil or criminal proceeding, administrative 
adjudicatory proceeding, including a proceeding against a provider 

• Admitted in a professional disciplinary proceeding of a 
professional disciplinary body established or specifically 
authorized under State law 
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Patient Safety Work Product

Exceptions:

• Disclosure of relevant PSWP for use in a criminal proceeding if a 
court determines, after an in camera inspection, that PSWP 

 Contains evidence of a criminal act 

 Is material to the proceeding

 Not reasonably available from any other source

• Disclosure through a valid authorization if obtained from each 
provider prior to disclosure in writing, sufficiently in detail to fairly 
inform provider of nature and scope of disclosure
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Patient Safety Work Product Confidentiality

Confidentiality:

PSWP is confidential and not subject to disclosure 

Exceptions:

• Disclosure of relevant PSWP for use in a criminal proceeding if a 
court determines after an in camera inspection that PSWP 

 Contains evidence of a criminal act 

 Is material to the proceeding

 Not reasonably available from any other source

• Disclosure through a valid authorization if obtained from each 
provider prior to disclosure in writing, sufficiently in detail to fairly 
inform provider of nature and scope of disclosure



5656

Patient Safety Work Product Confidentiality

Exceptions (cont’d): 

• Disclosure to a PSO for patent safety activities

• Disclosure to a contractor of a PSO or provider

• Disclosure among affiliated providers

• Disclosure to another PSO or provider if certain direct identifiers 
are removed

• Disclosure of non-identifiable PSWP

• Disclosure for research if by a HIPAA covered entity and contains 
PHI under some HIPAA exceptions

• Disclosure to FDA by provider or entity required to report to the 
FDA regarding quality, safety or effectiveness of a FDA-regulated 
product or activity or contractor acting on behalf of FDA
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Patient Safety Work Product Confidentiality

Exceptions (cont’d): 

• Voluntary disclosure to accrediting body by a provider of PSWP 
but if about a provider who is not making the disclosure provider 
agrees identifiers are removed

 Accrediting body may nor further disclose

 May not take any accrediting action against provider nor can it 
require provider to reveal PSO communications

• Disclosure for business operations to attorney, accountants and 
other professionals who cannot re-disclose

• Disclosure to law enforcement relating to an event that constitutes 
the commission of a crime or if disclosing person reasonably 
suspects constitutes commission of a crime and is necessary for 
criminal enforcement purposes 
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Enforcement

• Confidentiality

 Office of Civil Rights

 Compliance reviews will occur and penalties of up to 
$10,000 per incident may apply

• Privilege

 Adjudicated in the courts
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So Now What? (cont’d)

 It is important that provider evaluate its processes and 
procedures, reports, analyses, etc., so as to maximize available
confidentiality and immunity protections under state and federal
law (e.g., participation in a Patient Safety Organization under 
Patient Safety and Quality Improvement Act of 2005).
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Examples of Currently Listed PSOs

 Currently listed PSOs include:

• American College of Physicians Patient Safety Organization

• Clarity PSO

• Academic Medical Center (AMC) PSO

• California Hospital Patient Safety Organization (CHPSO)

• Mednax PSO, LLC

• Child Health Patient Safety Organization, Inc. (Child Health PSO)

• Universal Safety Solution PSO

• Full list of currently listed PSOs:  
http://www.pso.ahrq.gov/listing/psolist.htm



PSOs in the Courts
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Walgreens Trial Court Decision

Illinois Department of Financial and Professional Regulation v. 
Walgreens (Illinois, 4/7/11)

 On July 1, 2010, Walgreens was served with separate subpoenas 
requesting “all incident reports of medication errors” from 10/31/07 
through 7/1/10, involving three of its pharmacists who apparently were 
under investigation by the Illinois Department of Professional 
Regulation (“IDFPR”) and the Pharmacy Board.

 Walgreens, which had created The Patient Safety Research 
Foundation, Inc. (“PSRF”), a component PSO that was certified by 
AHRQ on January 9, 2009, only retained such reports for a single
year.  What reports it had were collected as part of its PSES and 
reported to PSRF.
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Walgreens Trial Court Decision

 Consequently, Walgreens declined to produce the reports arguing 
they were PSWP and therefore not subject to discovery under the 
PSQIA.

 The IDFPR sued Walgreens which responded by filing a Motion to 
Dismiss.

 Although the IDFPR acknowledged that the PSQIA preempts 
conflicting state law, it essentially argued that Walgreens had not met 
its burden of establishing that:

• That the incident report was actually or functionally reported to a 
PSO; and

• That the reports were also not maintained separately from a PSES
thereby waiving the privilege.
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Walgreens Trial Court Decision

 Walgreens submitted affidavits to contend that the responsive 
documents were collected as part of its Strategic Reporting and 
Analytical Reporting System (“STARS”) that are reported to PSRF 
and further, that it did not create, maintain or otherwise have in its 
possession any other incident reports other than the STARS reports.

 IDFPR had submitted its own affidavits which attempted to show that 
in defense of an age discrimination case brought by one of its 
pharmacy managers, Walgreens had introduced case inquiry and 
other reports similar to STARS to establish that the manager was
terminated for cause.
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Walgreens Trial Court Decision (cont’d)

 IDFPR argued that this served as evidence that reports, other than 
STARS reports existed and, further, that such reports were used for 
different purposes, in this case, to support the manager’s termination.

• It should be noted that these reports were prepared in 2006 
and 2007.

 Trial court ruled in favor of Walgreens Motion to Dismiss finding that: 
“Walgreens STARS reports are incident reports of medication errors 
sought by the Department in its subpoenas and are patient safety
work product and are confidential, privileged and protected from
discovery under The Federal Patient Safety and Quality Improvement 
Act (citation), which preempts contrary state laws purporting to permit 
the Department to obtain such reports. . . .”
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Walgreens Appellate Court Decision 

 The IDFPR appealed and oral argument before the 2nd District  
Illinois Appellate Court took place on March 6, 2012.

 Two amicus curiae briefs were submitted in support of 
Walgreens by numerous PSOs from around the country and 
the AMA.

 On May 29, 2012, the Appellate Court affirmed that the trial 
court’s decision to dismiss the IDFPR lawsuit.
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Walgreens Appellate Court Decision (cont’d)

“The Patient Safety Act ‘announces a more general approval of the 
medical peer review process and more sweeping evidentiary 
protections for materials used therein’ KD ex rel. Dieffenbach v. 
United States, 715 F. Supp. 2d 587, 595 (D. Del. 2010).  According to 
Senate Report No. 108-196 (2003), the purpose of the Patient Safety 
Act is to encourage a ‘culture of’ Safety ‘and quality in the United 
States health care system by ‘providing for broad confidentiality and 
legal protections of information collected and reported voluntarily for 
the purposes of improving the quality of legal protections of 
information collected and reported voluntarily for the purposes of 
improving the quality of medical care and patient safety.’ S. Rep. No. 
108-196, at 3 (2003).  
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Walgreens Appellate Court Decision (cont’d)

The Patient Safety Act provides that ‘patient safety work product shall 
be privileged and shall not be ***subject to discovery in connection 
with a Federal, State, or local civil, criminal, or administrative 
proceeding.’ 42 U.S.C. § 299b-22(a)(2006).  Patient safety work 
product includes any data, reports, records, memoranda, analyses, or 
written or oral statements that are assembled or developed by a 
provider for reporting to a patient safety organization and are reported 
to a patient safety organization.  42 U.S.C. §299b-21(7) (2006).  
Excluded as patient safety work product is ‘information that is 
collected, maintained, or developed separately, or exists separately, 
from a patient safety evaluation system [PSO]’.  42 U.S.C. § 299b-
21(7)(B)(ii) (2006).”
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Walgreens Appellate Court Decision (cont’d)

 The court rejected the IDFPR’s arguments that the STARS reports 
could have been used for a purpose other than reporting to a PSO or 
that other incident reports were prepared by Walgreens which were 
responsive to the subpoenas because both claims were sufficiently 
rebutted by the two affidavits submitted b Walgreens.

 Although the age discrimination suit (See Lindsey v. Walgreen Co.
(2009 WL 4730953 (N.D. Ill. Dec. 8, 2009, aff’d 615 F. 3d 873 (7th Cir. 
2010)) (per curium)) did identify documents used by Walgreens to
terminate the employee.
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Walgreens Appellate Court Decision (cont’d)

 The court determined that these were “about policy violations, i.e., 
giving out medications for free and failing to follow directions from 
supervisors.”

 Because none of these documents were considered “incident reports 
of medication error,” which were the sole materials requested by the 
IDFPR, the court found them immaterial and affirmed the trial court’s 
decision to grant Walgreens’ motion to dismiss because no genuine 
issue of materials fact existed.
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Recent PSO Trial Court Decisions

Morgan v. Community Medical Center Healthcare System
(Pennsylvania, 6/15/2011)

 Case involves a malpractice suit filed against a hospital claiming that 
it negligently discharged the plaintiff from the emergency room who 
had sustained injuries as a result of a motorcycle injury.

 Plaintiff contends that he received IV morphine while in the ED but did 
not receive any evaluation of his condition prior to discharge contrary 
to hospital policy.  He subsequently walked out of the ED but fell, 
struck his head on concrete and was readmitted with a subdural 
hematoma.

 Plaintiff sought and obtained a trial court order for the hospital to 
produce an incident report regarding the event.  The hospital 
appealed.
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Recent PSO Trial Court Decisions (cont’d)

 Hospital argued that the incident report was privileged and not subject 
to discovery under both its state confidentiality statute and the PSQIA.

 With respect to the state statute, as is true in many states, the 
protection only applies if the hospital meets its burden of establishing 
that the report was solely prepared for the purpose of complying with 
the Pennsylvania Safety Act.

 Plaintiff argued, and the court agreed, that the report could have been 
prepared principally for other purposes such as for insurance, police 
reports, risk management, etc. and therefore the report was subject to 
discovery even if later submitted to a patient safety committee on the 
board of directors.
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Recent PSO Trial Court Decisions (cont’d)

 With respect to the PSQIA, the court applied a similar analysis – was 
the incident report collected, maintained or developed separately or 
does it exist separately from a PSES.  If so, even if reported to a PSO, 
it is not protected.

 As with the state statute, court determined that hospital had not met 
its burden of establishing that the report “was prepared solely for 
reporting to a patient safety organization and not also for another 
purpose.”
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Recent PSO Trial Court Decisions (cont’d)

Francher v. Shields (Kentucky, 8/16/11)

 Case involved a medical malpractice action in which plaintiff sought 
to compel discovery of documents including sentinel event record
and a root cause analysis prepared by defendant hospital.

 Hospital asserted attorney-client communications, work product and 
PSQIA protections.



7575

Recent PSO Trial Court Decisions (cont’d)

• Keep in mind that the Kentucky Supreme Court has struck down 
three legislative attempts to provide confidentiality protection for 
peer review activity in malpractice cases.

 Because the requested documents were prepared for the “purpose of 
complying [with] [T]he Joint Commission’s requirements and for the 
purpose of providing information to its patient safety organization”, it 
was not intended for or prepared solely for the purpose rendering 
legal services and therefore, documents were not protected under any 
of the attorney-client privileges.
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Recent PSO Trial Court Decisions (cont’d)

 In noting that no Kentucky court had addressed either the issue 
of PSQIA protections or the issue of pre-emption, i.e., “a state 
law that conflicts with federal law is without effect”, court cited 
favorably to K.D. ex rel Dieffebach v. U.S. (715 F Supp 2d 587) 
(D. Del. 2010).

 Although it did not apply the PSQIA in the context of a request 
to discover an NIH cardiac study, the Fancher Court, citing to 
K.D., stated:
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Recent PSO Trial Court Decisions (Cont’d)

“The Court then went on to discuss the Patent Safety Quality 
improvement Act of 2005.  The Court noted that the Act, 
‘announces a more general approval of the medical peer 
review process and more sweeping evidentiary protections for 
materials used therein’, and then concluded that, since the 
same type of peer review system was in place at the National 
Institutes of Health, the privilege should apply to protect data
from discovery.”
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Recent PSO Trial Court Decisions (cont’d)

 Regarding the issue of pre-emption, the Court identified the 
Senate’s intent under the PSQIA to move beyond blame and 
punishment relating to health care errors and instead to 
encourage a “culture of safety” by providing broad 
confidentiality and privilege protections.
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Recent PSO Trial Court Decisions (cont’d)

 “Thus, there is a clear statement of a Congressional intent that 
such communications be protected in order to foster openness 
in the interest of improved patient safety.  The court therefore
finds that the area has been preempted by federal law.”

 In addressing Section 3.20, Subsection 2(B)(iii)(A), which 
defines “patient safety work product,” and would seem to allow 
for the discovery of PSWP in a “criminal, civil or administrative 
proceeding”, the court determined that such discovery “could 
have a chilling effect on accurate reporting of such events.”

• Court fails to note that this section only applies to 
information that is not PSWP.



8080

Recent PSO Trial Court Decisions (cont’d)

 Court further noted that the underlying facts, (such as a medical 
record) are not protected and can be given to an expert for 
analysis.

 That this information is submitted to other entities, such as the 
Joint Commission was “not dispositive.”

 Court granted a protective order “as to the sentinel event and 
root cause analysis materials reported to its patient safety 
organization as well as its policies and procedures.”
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Reasons for Moving Forward with 
Participation in a PSO

 The Patient Safety Act applies to all state licensed providers, including 
hospitals, physicians, nursing homes, home health agencies, nurses, 
hospice providers and others.

 The protections offered under the Patient Safety Act to patient safety 
activities and providers are much broader than those provided, if at 
all, under the state law.

 The confidentiality and privileging protections can be immediately 
implemented with a simple board resolution in advance of actually 
establishing a provider’s patient safety evaluation system or 
contracting with or establishing its own component PSO.  
Documentation of this decision and all patient safety activities is 
extremely important in order to successfully defend against discovery 
requests such as in the Walgreens case.
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Reasons for Moving Forward with 
Participation in a PSO (cont’d)

 As a practical matter, a provider’s PSES can start with its existing 
peer review, quality management and risk management policies and
procedures.

 The PSO protections can coexist with current state confidentiality and 
privilege laws.

 A CMS certified Accountable Care Organization (ACO) must 
participate in a PSO in order to negotiate with the yet-to-be 
established state insurance exchanges.

 Providers can create their own PSO.
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Reasons for Moving Forward with 
Participation in a PSO (cont’d)

 Providers can contract with any of the nearly 80 certified PSOs 
around the country, even if not established in their own state.

 For the first time, licensed providers can now take advantage of a 
statute that offers protections in both the state and federal courts and 
administrative proceedings.

 Providers participating in PSOs can both obtain independent analysis 
and studies provided by the PSO in terms of peer benchmarking, 
identification of best practices, comparative and internal quality 
evaluations, etc.
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Reasons for Moving Forward with 
Participation in a PSO (cont’d)

 Most plaintiffs/agencies will make the following types of arguments in 
seeking access to claimed patient safety work product:

• Did the provider or PSO establish a PSES?

• Was the subpoenaed information identified by the provider/PSO 
as part of its PSES?

• Was it actually collected and either actually or functionally reported 
to the PSO?  Is there evidence/documentation of this report?

 Plaintiff will seek to discover your PSES and documentation 
policies.
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Reasons for Moving Forward with 
Participation in a PSO (cont’d)

 If not yet reported to the PSO, what is the justification for not 
doing so?  How long has information been held?  Does your 
PSES policy reflect this practice or standard for retention?

 Has information been dropped out and used for a different 
purpose?

 Is the information even eligible for protection?

 Was the information subject to mandatory federal or state 
reporting requirements?
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Reasons for Moving Forward with 
Participation in a PSO (cont’d)

 What was the date information was collected as compared to 
the date on which the provider evidenced intent to participate in 
a PSO, and how was it documented?

 Is the provider/PSO attempting to use information that was 
reported or that cannot be dropped out, e.g., an analysis, for 
another purpose, such as to defend itself in a lawsuit or a 
government investigation?


