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Objectives

Review legislation and rules
Review reporting requirements
Review reporting process
Review Root Cause Analysis requirements
Allow time for discussion and questions
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The Patient Safety Act

C.26:2H-12.23  Enacted in April 2004
Enhance Patient Safety
Minimize Number of Adverse Events 
Minimize Patient Harm 
Improve System/Facility Performance
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Confidentiality Protection

Patient Safety Act encourages honest, 
critical self-analysis and restricts:

Discoverability
Admissibility
Disclosure of documents, materials and 
information
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Patient Safety
Rules and Requirements

N.J.A.C. 8:43E Subchapter 10 requires 
facilities to do the following:

Establish Patient Safety Committee
Establish Patient Safety Plan
Report Adverse Events to DHSS
Conduct Analyses of Adverse Events
Submit Analyses of Adverse Events to DHSS
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Reporting Requirements

Event Report to the Patient Safety 
Reporting System (PSRS) within 5 
business days of discovery
PSRS determines acceptance
If event accepted by PSRS, RCA submitted 
to PSRS within 45 calendar days from 
initial event report
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Ambulatory Surgery Center
Reporting 

October 2008 
Expansion of reporting to New Jersey licensed 
ambulatory surgery centers

April through June 2009
ASC Work Group assembled to provide 
recommendations related to reportable 
adverse events
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General Reporting 
Recommendations for ASCs

Surgical events (wrong site, procedure, etc.)
Aspiration
Pneumothorax
Perforation of an organ
Cardiac and/or respiratory issues
Moderate to severe bleeding
Infections that require intervention
Falls with injury
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General Reporting 
Recommendations for ASCs Cont’d

Any patient transferred to the Emergency 
Department

Transfer from ASC directly to ED
Visit to ED after discharge from ASC

Recommend reporting all adverse events
PSRS will determine whether event meets 
criteria for acceptance
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New Online Reporting System
Initial Kick-off Meeting

September 2009

Start of Development 
March 1st 2010

Subsystems Developed
Intake
Reporting
Ad-hoc Query
Workflow and Correspondence Management
Application Support

Data Conversion



Patient Safety Reporting System
Goals of System

Ease of Use
Improved and Streamlined Communications
Ensure Completeness of Submission 
Provide Data Access to Facilities for Reports and 
Analysis – e.g. downloads to Excel
Provide Reports
Resource Library
Provide Standardization of Data 

11



Patient Safety Reporting System
Goals of System (cont.)

Automated Notification to Facilities and 
Patient Safety
Reminder Notifications to Facilities
Context Based Help Screens
Information Resources built into System
Ad-hoc Reporting Capability
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Next Steps

Rollout to facilities
Acute Care (completed)
Specialty (start online reporting 6/1/11)
Surgery Centers (projected training in June)

Voluntary Reporting
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System Demo
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Information Resources
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Enter a New Event
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Enter a New Event
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Submitting a New Event
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Email Communication

Event Accepted and RCA Required Email 
Text

“Your event has been received and accepted 
by the Patient Safety Reporting System. Please 
follow the process for submitting an RCA for 
this event.
RCA Due Date: 5/18/2011”
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Communication
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RCA
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RCA
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RCA
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RCA
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RCA
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RCA
RCA additional questions

Information Consulted
Gathered and can be viewed under 
“Resources”
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Reports
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Reports
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Reports
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Resources Consulted
Use as a reference prior to entering RCA 
Gathered during RCA entry 
Grouped by Event Type
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RCA Components

Facts of the Event

Causality Statement(s)

Action Plan(s)

Monitoring
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RCA Component #1:
Facts of the Event

Narrative

Include relevant information about patient 
and event



33

Patient Information

Admitting diagnosis
Past medical and surgical history
Medications
Journey through the facility
How the pt was affected by the event
Other contributing factors to the event
Include relevant lab values, vital signs, etc. 
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Details of the Event

Chronological description of the event

Include dates and times

Include location(s)
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Similar Events

Include number of similar events in the 
past 3 years
Refers to same category or event type, but 
event does not need to be exactly the 
same, e.g. RFO
Describe what actions and monitoring 
facility has implemented
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RCA Component #2:
Causality Statement(s)

Causality statements connect various 
factors with the event/adverse outcome

Identify an actual/potential root cause

Each root cause identified should have a 
separate causality statement
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Causality Statement Format

Tie root cause to causality statement

(Something) increased the likelihood of 
(something) happening, which led to the 
(adverse event)



38

Causality Statement Example

The lack of a procedure to visually confirm that 
the specimen was placed in the container
increased the probability that the surgeon 
would leave the specimen on the table, and 
that the specimen would be lost.
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RCA Component #3:
Action Plan

Each causality statement should have at 
least one action plan
Interventions, Actions/Prevention 
Strategies
Specific
Quantifiable
List person responsible
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Action Plan Example

By 7/1/11, all specimens will immediately 
be placed in a pre-labeled container at the 
time of removal from the patient.  The 
nurse and surgeon will visually confirm 
the container’s contents.
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RCA Component #4:
Monitoring

Specific for each action plan/prevention 
strategy
Specific and quantifiable

What will be monitored?
By whom?
For how long?
What is the goal for compliance?
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Monitoring Continued

Monitoring should answer the following 
questions:

How do you know that the interventions are 
being implemented correctly?
Was the education understood as it was 
intended?
Is the staff accurate and complete in 
implementing the action/prevention strategy?
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Monitoring Example

The Director of Nursing will monitor the 
action by direct, random observation of at 
least 5 cases per week of the specimen 
procedures and review of documentation 
tools for 100% compliance for 6 months 
and longer, if necessary, until 100% 
compliance is achieved. 
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Common Pitfalls:
Root Causes

Known complications

Patient Characteristics
Can be a contributing factor
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Root Cause Pitfalls Cont’d

Look for Modifiable Risk Factors

Literature Review
Focus on prevention rather than proving this 
is a known complication

Evidence-based Best Practices
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Common Pitfalls:
Action Plans and Monitoring

Education without observation of 
implementation

Attendance is not understanding

Insufficient timeframe
Compliance wanes over time
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PSRS Contact Information

PSRS Telephone:  (609) 633-7759

PSRS Website:  http://nj.gov/health/ps/
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PSRS Contacts Cont’d

Mary Noble, MD, MPH
Clinical Director
Mary.Noble@doh.state.nj.us

Margaret Lumia, PhD, MPH
Research Scientist
Margaret.Lumia@doh.state.nj.us

Sara Day, RN, BSN, CSM
Supervising Health Care Evaluator
Sara.Day@doh.state.nj.us

Adan Olmeda
Administrative Support
Adan.Olmeda@doh.state.nj.us
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Discussion and Questions


