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Continuing Medical Education Information

There was no commercial support for this activity.

The planners and faculty of this activity have no relevant financial relationships
to disclose.

This activity has been planned and implemented in accordance with the

accreditation requirements and policies of the Accreditation Council for 'A‘
Continuing Medical Education (ACCME) through the joint providership of

CME Consultants and Hardenbergh Group. CME Consultants is accredited ACCME
by the ACCME to provide continuing medical education for physicians. ACCREDITED
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Continuing Education Credit

* NAMSS-approved CE Certificate and slide deck will be sent in your “Thank You for
Attending” email following the webinar. Also included will be a link for a short survey —
please provide your feedback to help us continue to provide quality presentations.

* CME Credit questionnaire will be sent via a link in your “Thank You for Attending” email.
The questionnaire must be completed to receive your continuing medical education
credit. Your certificate will be sent within 10 days of completing the questionnaire.

This webinar will be recorded and available to watch on demand for CME credit. The
recording will be posted on the (https://www.hardenberghgroup.com/resources) page in
approximately two weeks.
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Disclosure Slide

* Michael R. Callahan and Ellen Flynn have no conflicts to report.



Y Hardenbergh
Rl Group

A Sentact Company

Disclaimer

* The opinions expressed in this presentation do not reflect the official position of
the Agency for Healthcare Research and Quality (AHRQ) or Preverity PSO LLC.

* This information is not being offered as legal or medical advice.

» Seek competent legal counsel for specific guidance.

* Every organization should review the PSQIA and new guidance, review external
obligations, and determine what is eligible to be PSWP based on your risk
tolerance.

N Hardenbergh Group
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Michael R. Callahan, JD
Senior Consultant

mcallahan@hardenberghgroup.com
312-720-3197

Michael R. Callahan brings an unparalleled level of
healthcare consulting experience. Formerly a healthcare
attorney for over 40 years, he provides consultative services,
educational programs and thought leadership in his role as
Senior Consultant.

His areas of focus include hospital/physician relations,
medical staff bylaws and policies, peer review policies and
Investigations, privileging and credentialing issues, National
Practitioner Data Bank guidelines and reporting standards,
EMTALA standards, accreditation compliance, medical staff
Integration and hospital/medical staff disputes.

In addition, he is recognized as a national expert involving all
aspects of the federal Patient Safety and Quality
Improvement Act of 2005.

Michael is past member of the NAMSS Board of Directors
and in 2019 received the distinguished NAMSS |Icon award.
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Ellen Flynn, RN, MBA, JD
SVP, PSO Services
Preverity PSO

eflynn@sentact.com

Ellen serves as Senior Vice President of the Preverity Patient
Safety Organization (PSO) at The Hardenbergh Group. In this
role, she leads efforts to advance patient safety, healthcare
quality, and clinical outcomes across customer
organizations.

Prior to joining Preverity, Ellen led the Vizient PSO for more
than a decade, where she supported members in
strengthening their cultures of safety through initiatives
focused on Just Culture, High Reliability, Human Factors, and
Safety Culture. She developed one of the first PSOs in the
nation and has a deep understanding of how to help

organizations operationalize patient safety strategies within a
PSO

Earlier in her career, she managed quality, safety, and
regulatory compliance programs within large and complex
health systems, including Rush System for Health, Children’s
Hospital of Wisconsin, and Universal Health Services.
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Objectives

NAMSS CEU Learning Objectives (For Medical Staff Professionals, Risk, and Quality personnel)

By the end of this session, participants will be able to:

1.

Differentiate PSWP from non-PSWP information within credentialing, privileging, and peer review files,
and apply standardized decision criteria to ensure compliance with the Patient Safety and Quality
Improvement Act (PSQIA).

Evaluate their organization’s PSES policy to identify gaps, inconsistencies, and risks, and recommend
MSP-driven revisions that strengthen privilege protections and support survey readiness.

Implement MSP-specific workflow adjustments (e.g., documentation handling, committee preparation,
communication pathways) that preserve PSWP while maintaining complete and compliant credentialing

files.

Demonstrate how MSP activities integrate with Quality, Risk, and Patient Safety teams by mapping where
credentialing and peer review operations intersect with PSO protections and identifying steps MSPs must
take to avoid unintentional disclosure.

Develop a role-specific action plan outlining how they, in their MSP function, will support accurate PSES
application, minimize discoverability risks, and enhance the organization’s patient safety framework.
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Objectives

CME Learning Objectives (For physicians and healthcare leadership)

By the end of this session, participants will be able to:

1.

Define and distinguish what constitutes Patient Safety Work Product (PSWP) within their
organization and outline strategies to preserve and protect this information under the Patient
Safety and Quality Improvement Act (PSQIA).

Evaluate and expand the categories of PSWP relevant to their clinical and leadership roles,
ensuring these activities are properly included and documented in their Patient Safety
Evaluation System (PSES) policies.

Apply best practices to strengthen privilege protections and promote a culture of safety by
aligning PSES policies, peer review activities, and quality improvement initiatives with PSQIA
standards.

10
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* The Patient Safety Act focuses on creating a voluntary program through which
health care providers can share information relating to patient safety events with
PSOs with the aim of improving patient safety and quality of care nationwide.

* The Statute attaches privileged and confidentiality protections to this
iInformation without fear of liability and creates PSOs to receive this protected

Information and analyze patient safety events.

* These protections will enable all health care systems to share data within a
protected legal environment, both within and across states, without the threat
that the information will be used against the providers.

* Protections apply in all state and federal proceedings.

12



PSQIA Overview .
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Environmental Overview Motivating Participation in PSOs

* Increased Liability Exposure
» HIPAA/Privacy
» COVID Litigation and Regulatory Compliance
» EEOC/OSHA/DOL/EMTALA
» HHS/CMS/Accreditation Compliance
» State Regulators
» Medical Malpractice and Negligent Credentialing
» Discrimination and Employment Claims
» Antitrust/False Claims/Anti-Kickback
» Data Bank Reporting Lawsuits

» Peer Review Disciplinary Lawsuits

14
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Environmental Overview Motivating Participation in PSOs

* Reimbursement Based on the  Government and Industry Quality Reports

Quality Outcomes » Hospital Quality Initiative Quality Reporting

» Value-Based Purchasing > AHRQ National Score Card on Hospital-

> ACOS Required Conditions

> Merit-Based Incentive Payment » State-Sponsored Public Reporting
Systems > HCAHPS

» Hospital Readmission Penalties > Leapfrog Group

» Managed Care Plans > U.S. News & World Report
» Hospital Safety Grade

* |Increased Competition

e CMS Five Domains

15
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Patient Safety and Quality Improvement Act of 2005

Privileged Patient Safety Work Product

» 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
Patient Safety Organization (PSQO), which includes information that is documented as
within a patient safety evaluation system (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.

16
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What is Patient Safety Work Product (PSWP)?

Must be Requirements

created in Key dates
must be
documented

PSES

Data which could improve patient

safety, health care quality, or health
care outcomes

Deliberation Oral and o
e ot Data assembled or developed by a

Analysis Statement provider for reporting to a PSO and
are reported to a PSO

Analysis and deliberations

conducted within a PSES

Memoranda

* Data developed by a PSO to conduct
of patient safety activities

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified
medical personnel. There may be information that does not apply to or may be inappropriate for the situation.
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» 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 is no longer considered PSWP if:

v’ Information has not yet been reported to a PSO; and
v’ Provider documents the act and date of removal of such information from the PSES

» Reports that are the subject of mandatory or federal reporting or which must be collected
and maintained pursuant to state or federal laws should not be treated as PSWP

18
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What Is Not PSWP?

Data
removed
from PSES

Information collected, maintained, or

developed separately, or exists separately,
from a patient safety evaluation system

Medical
record

Discharge
information

* Dataremoved from a patient safety
evaluation system

Data Data collected for another reason

collected for
another
reason

Other original
record

Mandated reports

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified
medical personnel. There may be information that does not apply to or may be inappropriate for the situation.
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Provider Entities That Are Covered Under the Act

* All entities or individuals licensed under
state law to provide health care services or
which the state otherwise permits to provide |

such services, I.e., hospitals, SNFs, A A Q
physicians, physician groups, labs, \ y,\ b
pharmacies, home health agencies, etc. N\ s

* Anon-licensed corporate entity that owns, _~ '«'{SY
controls, manages or has veto authority over T.on é
a licensed provider is considered a provider. e

20
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Patient Safety Activities

* Patient safety activities mean the following activities carried out by or on behalf of a PSO or a
provider:

» Efforts to improve patient safety and the quality of health care delivery.
» The collection and analysis of patient safety work product.

» The development and dissemination of information with respect to improving patient safety, such as
recommendations, protocols, or information regarding best practices.

» The utilization of patient safety work product for the purposes of encouraging a culture of safety and
of providing feedback and assistance to effectively minimize patient risk.

» The maintenance of procedures to preserve confidentiality with respect to patient safety work
product.

21
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Patient Safety Activities

* The provision of appropriate security measures with respect to patient
safety work product.

* The utilization of quality staff.

* Activities related to the
operation of a patient safety
evaluation system and to the
provision of feedback to
participants in a patient
safety evaluation system.

22
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Parent Organization

* Parent organization means an entity that:

» Owns a controlling interest or a majority interest in a component organization.

» Has the authority to control or manage agenda setting, project management, or
day-to-day operations.

» Has the authority to review
and override decisions of a
component organization.
The component organization
may be a provider.

23



¥ Hardenbergh

a) Group A Sentact Company

Affiliated Provider

o Affiliated provider, with respect to a provider,
means:

» A legally separate provider that is the parent
organization of the provider.

» |s under common ownership, management, or
control with the provider.

» Oris owned, managed or controlled by the
provider.

24
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Use

* The use and distribution or sharing of PSWP within a single entity or a
health care provider holding privileges with the entity holding the PSWP
for any legitimate business or other purpose.

25
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Disclosure

* Disclosure means the release, transfer, provision of access to or divulging in any
other manner of patient safety work product by:

- An entity or natural person holding the PSWP to another legally separate entity or
natural person, other than a work force member of, or a health care provider holding
privileges, with the entity holding PSWP or

- Acomponent PSO to another entity or natural person outside the component PSO
and within the legal entity of which the component PSO is a part.

26
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Patient Safety Evaluation System (PSES)

The collection, management, or

analysis of information for reporting
to or by a PSO.

A provider's PSES is an important
determinant of what can, and Virtual

cannot, become patient safety work Space
product.

Staff

Physical Policies
Space and
Procedures

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.

Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified
medical personnel. There may be information that does not apply to or may be inappropriate for the situation.
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PSES Operations

Establish and Implement a PSES to:

Inventory all reports, analyses, committees, etc., involved in any and all patient safety activities as a
PSES starting point.

Collect data to improve patient safety, healthcare quality and health care outcomes — must
document date of collection.

Review data and take action when needed to mitigate harm or improve care.

Analyze data and make recommendations to continuously improve patient safety, healthcare quality
and healthcare outcomes.

Conduct proactive risk assessments, in-depth reviews, and aggregate medication errors.

Determine which data will/will not be reported to the PSO and what will be treated as deliberations
or analysis.

Report to PSO — must document date of report.

Conduct auditing procedures, adopt security measurements and enforce confidentiality policies.

28
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Create a Data inventory of External Obligations and
Voluntary Safety Activities

* High = subjective or judgmental information, contributing factors, recommendations for improvement

* Medium = additional facts that clarify understanding about the event

* Low = basic facts that may be available in the medical record (original not PSWP)

External Original or Report to
Main purpose obligation Pathway Priority Copy PSO

Preverity PSO — Th Hardenberg Gro p2025 Allri ght ved. Do not distribute outside of your institution without permission fr mTh Hardenberg Gro
Dis l imer: For informational purposes only an dd t t elf, constitute medical or legal a d e. This information do snot replace careful medical ju dgm nts by qualified medical 29
personnel. There may be informatio th atdoesnota pplyt r may be inappropriate
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Prioritizing PSO submission activities

This graph displays one way to prioritize those activities that will be reported to a PSO. This grid should be created based upon results of data inventory. The x axis
shows data that may be problem prone, the y axis displays the probability this data would be discoverable without the PSO privilege and confidentiality protections
and eligible for protections. The color identifies the primary purpose and the size of the bubble identifies the frequency of the activity.

Example

High
93‘/_’« Investigations Each organization should
within ‘st . n

e RULHERR S System Peer revise and select items to

Incident Review

report within PSES report to the PSO based on
their risk tolerance.

KEY

High risk data (Likely PSWP
eligible)

Low risk data (Likely PSWP
eligible)

High risk data (most likely not

CMS Incident .
report PSWP eligible)

_ow risk data (most likely not

RCA PSWP eligible)
Regulatory

©
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Q
o
@)
-
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Low Level of risk of data (problem prone) High

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical
personnel. There may be information that does not apply to or may be inappropriate
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PSES Policy Development

* Develop Both a Specific and Broadly Worded PSES policy

» One of the fundamental documents for internal educational purposes as well as to be
Introduced to a court in demonstrating that the materials in dispute are indeed PSWP is a
provider’s PSES policy.

» The courts are not going to simply accept the word of the hospital or other provider that
iInformation qualifies as PSWP.

» The provider should conduct an inventory of activities, its performance improvement, quality
assurance, peer review and other related patient activities as well as the various
committees, reports and other analyses being conducted within the organization.

» This is the starting point when determining the scope of activities you wish to include within
the PSES and therefore claim as privileged PSWP.

» The details of these activities and the information to be protected should be reflected within
the PSES.

31
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PSES Policy Development

» When seeking to claim privilege protections over an incident report, committee minutes or
other internal analysis, a provider can then cite to the specific reference within the PSES as
evidence of the hospital’s intent to treat this information as PSWP.

» The provider should also include the phrase “including but not limited to” a “catch all” to
account for other privileged patient safety activities in the PSES policy.

» PSES Policy needs to be updated annually.

» May want to cross-reference to related policies.

 Carefully Describe Your PSWP Pathway

» As reflected in the Appellate Court’s decision in Daley, a provider can create PSWP via actual
reporting, function reporting or through deliberations or analysis.

» |tis critical that your PSES policy distinguish which forms of information, incident reports,
etc., are being actually reported to the PSO or scanned and downloaded and reported and
what forms of information are being treated as deliberations or analysis.

32
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PSES Policy Development

» As a practical matter, most patient safety activities can be characterized as deliberations
or analysis.

» Information that is deliberations or analysis automatically becomes PSWP when
collected within the PSES and does not need to be reported to the PSO although reporting
Is certainly an option.

» Most of the PSO appellate court decisions, including the Daley decision, involved actual
reporting and not deliberations or analysis.

» Rumsey v. Guthrie Clinic is the first “deliberations or analysis” decision.

» Keep in mind too, that information which is being treated as deliberations or analysis
cannot be “dropped out” and used for other purposes but can be shared if you meet one
or more of the disclosure exceptions. These include disclosing to consultants, your
attorney, and independent contractors that are assisting the hospital in patient safety
activities and other disclosures permitted under the PSA.

33
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Medical record data —not PSWP

Potential PSWP

Event Basics

« Patient safety event category, subcategory

 Was the event related to a handover/handoff?

* Was health information technology (HIT) implicated in this event?

Start

 Who was affected by the event?

« Date of admission or ambulatory encounter
People affected by the event

 Type
o |V|y|sN * How did you learn about the event?
Event Detall
* Subtype Sescribe th | ;
- Last, first name, middle initial escribe the event in your own words
« Date of birth « Describe any factors contributing to the event, lessons learned, and/or

recommendations to prevent recurrence
« Extent of harm and harm score
 How long after the incident was harm assessed?
 Was any intervention attempted to prevent, reverse, or halt the
progression of harm?
Miscellaneous Information
* Who was notified? (consider if this should be labeled “not PSWP?)
 Was anybody else involved in the event?
Reporter Information
* Reporter role, name, contact phone number, email address
Event Specific Detail Questions
Manager Reviews

« Gender

Event Location

« Site, primary location/service name

» Site, other location/service name

* Clinical service

Patient Safety Event Basics

« Patient safety event type

« Patient safety event discovery/occurrence date/time

Providers should consult with their Legal Counsel in
determining which fields should or should not be labeled

PSWP, taking into consideration State Reporting and CMS
requirements.

If deliberations and analysis, they must be created in PSES to be protected.

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by 34
qualified medical personnel. There may be information that does not apply to or may be inappropriate
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Centralized PSES model

e Deliberations
* Analysis

Pharmacy and
Therapeutics
Committee

Security
EOC
Committee

Grievance
Committee

PSES - PSWP

e Recommendations
e Additional data
collection

Patient Safety
Committee

Medical
Infection Executive
Control Committee
Committee OPPE
FPPE

QA PI Safety

Committee

Preverity PSO - The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does not apply to or may be

inappropriate

Regulatory

Committees

(not PSWP)

e Completed actions

 Review of factual data

e Review of state, CMS
and TJC required data
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Decentralized PSES model

Security
EOC

e Deliberations and
analysis

Preverity PSO - The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.

Infection
Control

PSES

Medical
Executive

PSES

Patient

Regulatory

Committees

(not PSWP)

* Meet accreditation,
local, state and
federal requirements

Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does not apply to or may be

inappropriate
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Example Health System PSES

What Comprises the System’s Patient Safety Evaluation System (PSES)?

* A Patient Safety Evaluation System (PSES) is a structured process within a
healthcare organization that is designed to collect, manage, and analyze
Information about patient safety events, incidents, near misses, and
medical errors.

* The purpose of a PSES is to facilitate the collection of Patient Safety Work
Product (PSWP) and to set guidelines for the management and analysis of
iInformation reported to or by a PSO.

38
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Key Components of a PSES:

* Collection of Data: This data can be gathered from various sources, such as incident
reports or safety audits within the hospital.

* Management of Patient Safety Work Product (PSWP): Information collected through
the PSES becomes PSWP if it is created for the purpose of improving patient safety.

» PSWP includes data, reports, records, and analyses related to patient safety
activities.

* Internal Deliberation and Analysis: Under the PSES, healthcare providers discuss and
review events, identify root causes, and assess the effectiveness of existing safety
protocols. These internal processes are protected from legal discovery under PSQIA.

* Reporting to a PSO: By reporting to a PSO, healthcare providers contribute to a broader
effort to improve patient safety at a system-wide level.

39
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What is PSWP?

* Any data, reports, records, memoranda, analyses, communications in any form
(including emails and text messages), or written or recorded statements created
for the purpose of improving patient safety, quality, and clinical outcomes

» Copies of the above material are also PSWP

* Any deliberation or analysis conducted for the purpose of improving safety,
quality, and clinical outcomes

40
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Example Health System PSES
What is Not PSWP:

* Medical Records
* Discharge Information
* Billing

 Patient Complaints and Grievances
» Communication to Customer Service by the patient
» Communication by Customer Service to the patient

» Customer Service events unrelated to quality and patient safety concerns

* [Information collected to comply with external obligations, such as:
» State incident reporting requirements
» Adverse drug event information reporting to the Food and Drug Administration (FDA)
» Certification or licensing records for compliance with health oversight agency requirements

» Reporting to the National Practitioner Data Bank of physician disciplinary actions

41
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Example Health System PSES
Patient Safety Activities

* Patient Safety Activities may be conducted by any individual, committee or body that has
assigned responsibility for any such activities. This includes faculty, staff, trainees, volunteers,

and contractors who perform work under the direct control of the health system.

 Patient Safety Committees * Quality Improvement Committees
» Center for Performance Improvement » Medication Safety Committees
» Medical Executive Committees * Bioethics Committees
« Serious Safety Event (SSE) / Never * Network Performance Group
Event (NE) Committees - Patient Experience Steering
- Peer Review Board Committees
* Other committees with jurisdiction
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* Quality Reviews
e Peerreview activities and documents

* |Incident/adverse event reports

e RCAs

* |nvestigation, notes, communication, emails, distributed materials, etc. surrounding review of RCA triggering
event are PSWP

* RCA document submitted to DOH is not PSWP
* Focused/Ongoing Professional Practice Evaluations (FPPE and OPPE)
* Risk Management activities not related to claims and litigation

« Communication (written, oral, or digital) and/or information developed or captured directly or in minutes by
Individuals or quality and/or patient safety committees

* |ncluding emails and text messages

* |nvestigation around customer complaints and/or grievances related to quality and patient safety events

43
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PSES allows for a safe learning space to make healthcare

better
Licensed provider organization creates

Licensed provider organization meet safe space for learning with voluntary
regulatory requirements OPPE

Provider1 Provider2 Provider3

* OPPE -required for

reappointment otum©OoR 270 15% 2%

. Readmission 0 0 0)
e FPPE - required for 10% 15% 10%
reappointment Wound 1% 12% 1%

verity PSO - Th Hardenberg Gro p 2025 Allri ght ved. Do not distribute outside of your institution without permission from The Hardenberg Group.
r: For informatio
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What is Peer Review? .
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What is Peer Review?

* The process of improving quality and safety in healthcare organizations

* Privileging and credentialing

* Performance of a medical or quality assurance review function

* Utilization review

* Concurrent and retrospective review of medical cases and adverse events

* Root cause analysis

+ FPPE and OPPE
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What is Peer Review? (cont’d)

* Collegial intervention

* Monitoring, proctoring, consultation requirements and similar remedial measures
* Medical research

* Efforts to improve patient care and reduce morbidity or mortality

* Tracking, investigating and managing unacceptable behavior identified in Code of Conduct -

Disruptive Behavior Policies

* Physician wellness evaluations and activities
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What is Peer Review? (cont’d)

* Evaluating healthcare providers regarding performance, skill, technique, competence,
utilization and compliance with hospital and medical staff bylaws, rules, regulations and

policies
* Review and establishment of standards of care
* Analyses undertaken for the purpose of reducing the risk of harm
* Peerreview investigations and hearings

* Allthe discussions, analyses and work product produced by these patient safety activities



Use of PSWP In: .

Peer Review & Disciplinary Matters
Human Resources & Risk Management
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Use of PSWP in Peer Review and Disciplinary Matters

 Under a “just culture” approach, the goal is to move away from the “blame
game” and instead use other remedial measures to help the physician,
advanced practice nurse and other healthcare providers to “get back on
track” to improve the future delivery of patient care services.

* Examples include use of an FPPE plan, concurrent/retrospective review of cases,
collegial intervention, monitoring, proctoring and reeducation
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Use of PSWP in Peer Review and Disciplinary Matters

* At some point, if all these efforts fail, the hospital and medical staff may
have no other alternative but to consider the use of disciplinary action
which, if approved by the Board of Directors, may result or require a report
to the National Practitioner Data Bank or to the state.

* But can peer review PSWP be used for disciplinary actions?

* The short answer is Yes. The Preamble to the Patient Safety Act specifically points out
that PSWP can be used for this purpose.
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Use of PSWP in Peer Review and Disciplinary Matters

But

e |sthis “use” consistent with Just Culture?

* |f anticipating that the healthcare provider will sue if the recommended disciplinary
action is upheld, you must keep in mind that PSWP cannot be introduced into any
state or federal proceedings in order to defend the hospital’s actions.

* The inability to introduce PSWP can both benefit the hospital, in the sense that the
provider cannot discover or introduce PSWP into evidence to prove up a breach of
contract, malicious interference, defamation or a discrimination action, but neither
can the hospital introduce this privileged information—double-edged sword.
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Use of PSWP in Peer Review and Disciplinary Matters

 Butif notusing PSWP in a disciplinary hearing, how does the hospital make a
sufficient “evidentiary” record to support the disciplinary action? What are the
options?

* Repeat the internal, external reviews and other PSWP on which the disciplinary action was
based outside of the PSES.

* Rely onthe “facts” and medical record and non-privileged information to support the adverse
decision.

* Ifthe information supporting the disciplinary action utilized the reporting method of creating
PSWP, hold onto the information and drop it out for use in disciplinary hearings and possible
litigation.

* Keep in mind that a state peer review privilege may apply which has the same consequences
concerning non-discovery or non-admissibility into evidence.
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Use of PSWP for HR and Risk Management Purposes

e Remember the distinction between a “use” and a “disclosure.”

* PSWP can be used/shared for all internal purposes consistent with PSES and
confidentiality requirements

* An example of a permitted use is sharing PSWP with attorneys and accountants

« PSWP, however, also can be used “outside of the PSES” but you should be able to
document why such use is necessary in order to fulfill a business or related purpose
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Use of PSWP for HR and Risk Management Purposes

 A“disclosure” is sharing PSWP to an unrelated third party which meets one of the
permissible disclosure exceptions, I.e.:

* |Independent contractors

* Accrediting bodies

o Affiliated entities

* From one PSO to another PSO

* PSWP which is disclosed under one or more of the permissible disclosure exceptions
remains PSWP—the privilege is not waived

 Sharing PSWP with HR and risk management is considered a use and not a disclosure
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Use of PSWP for HR and Risk Management Purposes

* Important considerations:

* Must be able to establish that any PSWP which is shared with HR and/or risk
management was developed for the purpose of improving patient care and not for
employment or claims and litigation management purposes

* Do HR and risk management really need access to PSWP whether identifiable or non-
identifiable?

* PSWP should not be placed in the employees HR File because

* Employees are legally entitled to access all file materials
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Use of PSWP for HR and Risk Management Purposes

* PSWP is not subject to discovery or admissibility into evidence by any party.
At some point therefore, hospitals cannot disclose PSWP when defending
against a state (breach of contract) or federal (discrimination) claim.

* HR needs to create its own non-privileged investigation record, notes,

Interviews, etc., which are then placed in the HR file and can be used in the
event of litigation.
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Use of PSWP for HR and Risk Management Purposes

* Risk management also can access PSWP but like HR, must create its own
forms, reports, etc., for claims and litigation management which generally are
discoverable.

* For this other information, other privileges which could be available include
attorney-client work product and communications, and the insured/insurer
privilege.
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PSWP Questions and Answers

e What should be included or referenced in minutes/documentation to access the
privilege?

A Sentact Company

» Make sure the committees or activities producing the minutes are reflected in the PSES

» Determine whether the minutes/reports are going to be actually reported to the PSO and
are reported with the date on which they are reported or are being treated as deliberations
or analysis — clarify which method is being utilized for the information in the PSES

» The language “Privileged and Confidential under the Patient Safety and Quality
Improvement Act of 2005 [and the Act]” for those portions of the minutes you are

treating as privileged

» Some hospitals have an email system which includes this or similar language of privileged
emails

» Remember, it is not fatal if this language is not inserted. It is more important that the
minutes be identified in the PSES
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PSWP Questions and Answers

 Who can review PWSP minutes/documentation?

» Workforce members who have been identified by the provider —these are the individuals
who prepare or need to access PSWP as part of their job responsibilities

* What PSWP can be shared from the Peer Review process and who can see it?
» Workforce members

» Hospital identifiable PSWP can be shared with affiliated entities, including the parent
corporation and their workforce members, who are members of the PSO and are in a
single system PSES

» PSWP can be shared/disclosed if utilizing a permissible disclosure exception, May
attorneys, accountants, business associates, accreditation bodies, etc. (See Section
3.206 of the Final Rule)
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PSWP Questions and Answers

* |s any report, analysis, study, etc., prepared by a PSO considered PSWP?
> Yes
 |If CMS or other government agency demands PSWP, must it be turned over to them?

» No-HHS in its May 2016 Guidance for Patient Safety Rule stated that government agencies
cannot require providers to turn over PSWP, but must otherwise demonstrate compliance
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PSWP Questions and Answers

 Sharing physician identifiable PSWP generated within a hospital is considered a use and not
a disclosure and therefore can be shared with the hospital’s workforce members

* |norderto share physician identifiable PSWP generated in the hospital with outside entities,

Including affiliated providers, the physician must sign a written authorization permitting the
disclosure of this information

» Authorization can be included in a separate form or in the appointment/reappointment
application, or an employment agreement.
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Consider conducting peer learning within a PSES

* Peer learning within a PSES * Regulatory requirements outside PSES
 Multidisciplinary reviews where the * OPPE
team focuses on how care could be  FPPE
better

* State required RCA/ Adverse Event reporting
* Nurse and physician OPPE where a

provider could transparently compare
his performance to others within the
entity and identify ways to improve

* RCAs

* Medical and nursing peer review
* Grand rounds

* Morbidity and Mortality reviews

Required activity can be brought
within the PSES for additional
deliberations and analysis

Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does
not apply to or may be inappropriate
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Reporting Deliberations and Analysis within a PSES to
promote national learning

-— o =

Event occurrence Peer Review D&A Peer Review D&A

Provider ID Report ID - Date Summary

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does 64
not apply to or may be inappropriate
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Create a safe space (PSES) to explore provider billing
data and make care better

* Billing or claims data base — * [fthis same data is aggregated and
not PSWP analyzed withing a PSES, it may be
PSWP

T ptovider 1 Provider 2

O/E LOS 1.0 2
O/E Mortality .8 1.7

Preverity PSO — The Hardenberg Group 2025 All rights reserved. Do not distribute outside of your institution without permission from The Hardenberg Group.
Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does
not apply to or may be inappropriate
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Use of Al Resources within a PSES

e Al is defined as a tool used withinthe < Al reviews all mortalities within PSES

PSES to conduct initial deliberation

Al prepares case summaries and
and analysis (d and a) PTeb

questions for providers within PSES

(d and a)
“Yes—Al does perform internal deliberation and e Phvsici : d d
analysis, but with some important clarifications ysiClans review and respon to
about how it works and what you can or specific guestions within the PSES
cannot access.” (d and a)
“This content was generated by Al (OpenAl, e Case discussed with involved
2025). The model may produce inaccuracies.” providers within PSES

Disclaimer: For informational purposes only and does not, itself, constitute medical or legal advice. This information does not replace careful medical judgments by qualified medical personnel. There may be information that does
not apply to or may be inappropriate
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Questions?
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Thank You!

Hardenberghgroup.com
Info@hardenberghgroup.com
844-364-8800



https://www.hardenberghgroup.com/
mailto:info@hardenberghgroup.com
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