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Objectives

1) Describe the legal privilege and protections 
afforded to members of a federally-listed 
Patient Safety Organization.

2) Discuss ways that federally-listed PSO 
programs support members to improve quality 
and patient safety.

3) Identify two evidence-based strategies that 
have been shown to prevent or mitigate 
patient harm.
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Patient Safety 

Organizations 

(PSO)

A PSO is an entity authorized by the 
Agency for Healthcare Research and 
Quality to conduct patient safety 
activities to improve quality & patient 
safety.

Established by Congress with passage 
of the Patient Safety and Quality 
Improvement Act (PSQIA) of 2005 & 
Patient Safety Act Final Rule 2008. 

Provides legal protection to  encourage 
safety event reporting and promote 
learning in a safe environment. 
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AHRQ Federally-listed PSOs

• The legal privilege and confidentiality 

protections of the Patient Safety and 

Quality Improvement Act  of 2005 

(PSQIA) were enacted in response to 

the landmark IOM Report, To Err is 

Human, to  encourage the reporting of 

patient safety events to improve care 

delivery. 

• Patient Safety Organizations (PSOs) 

are the only means by which health 

care providers can review and 

analyze adverse events without fear 

of litigation or harm to professional 

reputation or licensure.

5



Background 

• In 1999, the landmark Institute of Medicine report, 

To Err is Human: Building a Safer Health System, 

started a national conversation on patient safety 

and reduction of harm in healthcare. 

• Medical errors cause more than 250,000 deaths per 

year, making it the 3rd leading cause of death, with a 

cost to the US healthcare system of almost $20B.  

• Many patient safety events go unreported due to 

fear of the consequences of reporting. 

6



Patient Safety and Quality Improvement

Act of 2005 and Final Rule 2008 

• Outlined criteria for organizations to become a PSO

• Designate Agency for Healthcare Research & 

Quality to set forth requirements for initial listing and 

recertification  

• 8 Activities required of PSOs

• Define key terms that are unique to this law and rule

• Described confidentiality privilege and protections 

including exceptions for permissible disclosure
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ARCHI PSO Mission

The mission and the primary activity of ARCHI 

PSO is to improve patient safety and quality of 

healthcare delivery.
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(ARCHI)  Federally-listed PSO Team 

• Nancy Dickey, MD, Executive Director 

• Robert Steele, MD, Chief Medical Quality Officer

• Peter Yu, PhD, CIO, AHRQ PSO Authorized Official 

• Jettie Eddleman, BSN, RN Chief Operating Officer

• Jon Guidry, MD, PSO Medical Director

• Ellen Martin, PhD, RN, CPHQ, CPPS, Director 

• Bree Watzak, PharmD, BCPS, PSO Pharmacist 

• Susan Williams, PSO Communications Coordinator

• Melissa Lackey, MSN, RN, Root Cause Analysis  

• Tish Wilkins, BS, RN, Mortality Review Nurse

• Tammy Wagner, BBA, RN, CPHQ, IQCI, QI Director

• Misti Carter, JD, PhD, Team Communications

• Additional specialized ARCHI PSO team experts are available to 
support safety programs and activities
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Culture of Safety

Patient Safety Organizations work with provider members to 

promote a culture of safety in which staff are encouraged to 

report incidents, near misses, and unsafe conditions, in order 

to accelerate organizational learning about patient safety 

hazards and risks.  
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Just Culture 

Just culture is a system of workplace justice based on a 

philosophy of shared accountability. 

It’s a culture in which organizations are accountable for 

the systems they design and for how they respond to 

safety events. In turn, employees are accountable for the 

quality of their choices and for reporting both their errors 

and system vulnerabilities.  
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Safety Event Reporting 

• The Safety Net (TSN) –
secure, user-friendly, 
electronic patient safety 
event reporting system 

• TSN based on the AHRQ 
Common Formats, a 
standardized data set for 
uniform patient safety event 
reporting

• Analysis and feedback   
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Organizational Learning
Patient Safety Organization Privilege and Protection

Root Cause Analysis

TeamSTEPPS 

Safe Tables 

Just Culture 
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How do patients benefit?

• Patients and families' rights to access information in 
the medical records is preserved.   

• The broader sharing of information among providers 
facilitates organizational learning to understand and 
address problems that affect the quality of care and 
safety of patients.

• As providers address these problems more openly in 
a culture of safety, risks to patients can be mitigated 
or eliminated.

• Introduction of evidence-based strategies to improve 
quality and safety facilitates organizational learning 
and change resulting in safer care.  
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Legal Privilege & Protections
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Privilege and Confidentiality Protections 
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The Patient Safety and Quality Improvement Act (PSQIA) and 

Final Rule protects sensitive information about patient safety 

events designated as Patient Safety Work Product (PSWP) 

from: 

• Disclosure (confidentiality protection for providers)

• Discovery in civil, administrative, or disciplinary 

proceedings, except where specifically permitted. 

Strong privacy and confidentiality protections are intended to 

encourage greater participation by providers in reporting, 

examining, and learning from patient safety events.  

https://pso.ahrq.gov/legislation/act


17

The Patient Safety Evaluation System is the processes 

and systems within an organization for the collection, 

management, and reporting of patient safety 

information to a PSO.   

What is the PSES? 

This Photo by Unknown Author is licensed under CC BY

https://www.flickr.com/photos/141761303@N08/36135529723
https://creativecommons.org/licenses/by/3.0/
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• Collect data to improve patient safety, healthcare quality, and 

healthcare outcomes. 

• Review data & act as needed to mitigate harm or improve care. 

• Analyze data and make recommendations to continuously 

improve patient safety, healthcare quality, and healthcare 

outcomes. 

• Conduct RCAs, Intensive Case Reviews, Mortality Reviews, 

and aggregate information from these activities. 

• Determine which data will & will not be reported to the PSO. 

• Report information to PSO.

• Receive feedback from the PSO. 

PSES Activities
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Unique to each organization based on:  

• Events or Processes to be Reported

Adverse events, sentinel events, never events, 

incidents, near misses, unsafe conditions, hospital-

acquired conditions, root cause analyses, etc. 

• Committee Reports/Minutes Regarding Safety Events

Quality committee, patient safety committee, risk 

management committee, etc.

• Structures to Support PSES

Quality plan, safety plan, risk management plan, event 

reporting and investigation policies, procedures and 

practices, grievance policies and procedures, etc. 

Documenting the PSES Design



What is PSWP? 

Any data, reports, records, memoranda, analyses 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, either physically or 
“functionally” 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 to conduct 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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Limits on PSWP:  No thinking outside the box! 

Administrative practices such as billing, mandatory reports to the state  

Providers acting below standard of care or alleged 

criminal activity 

Facts in the 

Medical 

Record

Written 

information 

relied upon 

for treatment 

decisions 

Proactive risk assessments, failure mode effects 

analysis, real time analysis of errors, root cause 

analysis, near misses, incident reports, transfer gaps, 

clinical protocol development, dashboards, scorecards, 

quality meetings, interviews, trigger tools, PSO reports, 

drug utilization reviews, real time monitoring by the PSO, 

statistical analysis, benchmarking, mortality reviews, 

safety meetings, etc.  

Credit:  Peggy Binzer, JD, Executive Director Alliance for Quality Improvement and Patient Safety



Fall Safety Event Lifecycle
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Documented in Pt Record:

• Patient fell (time notified / 
discovered)

• Assessment (Injuries), 
Actions / Notifications

• Treatment & Response, 
MD orders

Nurse completes and submits a patient safety event / incident report 

This Photo by Unknown Author is licensed under CC BY-ND

https://www.flickr.com/photos/myfuturedotcom/6052491503
https://creativecommons.org/licenses/by-nd/3.0/
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Quality Dept reviews fall. Pt was 
high risk to fall but did not have 
a bed alarm. Aggregate data.

Patient Safety Committee 
analyzes, reviews aggregate 
data, trend falls w/ injury, 
discuss improvement ideas.  

Action plan:  Fall risk 

assessment, bed alarms 

Process pt. safety event report 

Fall Safety Event Lifecycle



Safety Event PSO Protection
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PSWP – Federal Protection

Incident reports or direct entry 
reported to the PSO safety event 
reporting system 

Quality Dept review, data 
collection, investigation, staff 
statements, aggregate data, and 
trend reports 

Patient Safety Committee 
meeting minutes, analysis, 
deliberations, root cause 
analyses, discussions

NOT PSWP – Not Protected

Documentation in patient record:

• Details of patient fall 

• Clinical Assessments

• Actions / Notifications

• Treatment, Response

• MD orders

Billing records

Action Plan Implementation

Patient Fall



The PSQIA Enhances Protection 

• Protections apply in both state and federal proceedings.

• Protections can never be waived, but PSWP can be 

disclosed under the permissible disclosures of the PSQIA.

• If the protections are greater than those offered under state 

law, the federal PSQIA pre-empts state law.

• PSWP is not admissible into evidence, nor is it subject to 

discovery.

• Protections are enforced by the Health & Human Services 

Office of Civil Rights.

25



Patient Safety Science and Evidence-

Based Strategies to Prevent Harm 
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Evidence-Based Strategies 

to Improve Clinical Care 

• Standardized processes, protocols, and guidelines

• Checklists  (Read-Do, Do-Confirm) 

• Safety science (Systems, human factors, change mgmt.) 

• High reliability principles 

• Root cause analysis (organizational learning to strengthen the 
safety system) 

• Proactive high-risk process analysis (FMEA)

• Sharing lessons learned 

• Robust process improvement 

• Teamwork

• Structured communication 
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Team Strategies and Tools to Enhance 

Performance and Patient Safety (TeamSTEPPS)
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®

• More than 40 years of research and 
evidence from high-risk fields, Dept. of 
Defense

• Provides specific tools and strategies for:

o Improving communication in teamwork

oReducing chance of error

oEnhancing patient safety

• Outcomes of a high-performing team are 
adaptability, accuracy, productivity, 
efficiency, and safety 

TeamSTEPPS 



Importance of Communication

Joint Commission data continues to 
demonstrate the importance of communication 
in patient safety

◼ 1995-2005: Ineffective communication
identified as root cause for nearly 66 percent of all 
reported sentinel events*

◼ 2010-2013: Communication among top 3 root 
causes of sentinel events reported†

* Joint Commission Root Causes and Percentages for Sentinel Events (All Categories). January 

1995-December 2005
† Joint Commission Sentinel Event Data (Root Causes by Event Type). 2004-2012

http://www.jointcommission.org/sentinel_event.aspx

http://www.jointcommission.org/sentinel_event.aspx


Communication Strategies 

• Assertive language: “I need clarity”

• “CUS” – I have a concern, I am uncomfortable, 

safety is at risk

• Two- challenge rule 

• Shared mental model: “on the same page”

• Briefings, huddles, and debriefings

• Handoffs 

• Structured techniques:  SBAR, Read-back
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Discussion
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Thank you for your 

commitment to patient safety 

and the work you do 

everyday! 
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Ellen Martin  eemartin@tamu.edu

Director Clinical Safety Research
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Questions?  

Want more information?

We want to hear from you! 

mailto:eemartin@tamu.edu

