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NETWORK 2 INTEGRATED SAFETY/RISK MANAGEMENT PROGRAM

1.
PURPOSE:  To define and outline procedures and responsibilities for reviewing, reporting tracking and trending patient incidents as well as other safety related events.  These procedures and responsibilities are designed to promote and support the promotion of a "culture of safety” without blame. 

2.   POLICY:  To provide a clear road map that can be used to guide Network 2 in the accomplishment of its goal of minimizing the chance of occurrence of adverse events, which may be preventable.  This policy will delineate what type of events are to be considered, how they should be dealt with, as well as defining the deposition of events not covered by this policy.   This will also specify the method by which the need for conducting a Root Cause Analysis (RCA) and or the Healthcare Failure Mode and Effect Analysis (HFMEA) will be determined and what the procedure is for communicating related findings throughout the network.  Adverse events and close calls relating to clinical and environmental events will be reported utilizing all avenues of communication, including but not limited to Patient Incident Reporting Package (PIR), Missing Patient Registry, Occurrence Screen Program (OS) and the Assists Package. 

a.
General Definitions:  

1.  Safety/Risk Management Team - A team of Network Patient Safety Managers, Risk Managers and Safety representatives from each site working in coordination with the Network Safety Staff, as well as, Ad Hoc representatives to include but not limited to Performance Management staff members.  The Safety/Risk Management Team will assure that Network wide issues are identified and communicated.  Minimally this will include the sharing of various alerts and lessons learned from RCAs for possible implementation across the network and or individual sites.  A quarterly/annual report will be generated and will include information and analysis from the local sites within the Network.  


2.  RM Report - An electronic reporting device used to report all Safety Assessment Code 3 (SAC) events as well as other events determined to have the potential for high impact on a given facility.  The Integrated Safety, Patient Safety Risk Management staff as appropriate, will utilize this report to inform key network and local staff of an adverse event. (Reference Attachment A) 


3.  VISN 2 RCA Risk Reduction Alert - This alert is considered a communication and action tool that is sent by the RCA Advisor once the RCA is completed.  This alerting tool provides information to all of the sites in the Network as to the risk reduction strategies attached to the completed RCA.  The sites, for potential implementation review these alerts.  (Reference Attachment B) 
         4.  Adverse events - Adverse Events may be candidates for an RCA are untoward incidents, therapeutic misadventures, iatrogenic injuries, or other adverse occurrences directly associated with care or services provided within the jurisdiction of a medical center, outpatient clinic, or other VHA facility.

Adverse events may result from acts of commission or omission (e.g., administration of the wrong medication, failure to make a timely diagnosis or institute the appropriate therapeutic intervention, adverse reactions or negative outcomes of treatment.

Some examples of more common adverse events include: patient falls, adverse drug events, procedural errors and/or complications, completed suicides, para suicidal behaviors (attempts, gestures, and/or threats), and missing patient events. For detailed listing of events found within the patient incident reporting program. (Reference Attachment C) 

 For those events that occur outside of the adverse event categories found within the patient incident reporting system, other methods of reporting are acceptable i.e. report of contacts, Disruptive, Threatening, Violent Behavior forms, VISTA e-mails and phone calls to the Patient Safety Manager.  For events concerning employees, visitors and volunteers the Safety Officer/Specialist will be notified.  Additionally the event will be entered into the Automated Safety Incident Surveillance Tracking System (ASSISTS).  Reference VHA Directive 98-0-30. 
        5.  Close Calls - A Close Call is an event or situation that could have resulted in an Adverse Event but did not, either by chance or through timely intervention.  Such events have also been referred to as "near miss" incidents.

An example of a Close Call would be a surgical or other procedure almost performed on the wrong patient due to lapses in verification of patient identification, but caught at the last minute by chance.

Close Calls are opportunities for learning and afford the chance to develop preventive strategies and actions:  they receive the same level of scrutiny as adverse events that result in actual injury; and they require reporting and documentation in the patient safety information system.  Like adverse events, the SAC Matrix scoring process and score determines the type of review that the close call would receive.

        6.  Severity Assessment Code (SAC) – The methodology used for assessing the severity of an adverse event or close call.   The use of the SAC scoring assists safety staff in determining appropriate action to take for each adverse event and or close call. (Reference Attachment D) 

        7.  SPOT – The name given to the National Center for Patient Safety  (NCPS) reporting system where all adverse events and close calls are reported at the national level.  SPOT also acts as the conduit for all singular RCAs that are conducted and transmitted to NCPS.  Presently all Aggregate RCAs are sent to the NCPS via mail (hard copy and disc) and are entered into SPOT by the NCPS.

        8.  Patient Safety Reporting System (PSRS) - A program jointly developed by the Veteran’s Health Administration and the National Aeronautics and Space Administration (NASA) to discover and learn about issues related to patient safety through a voluntary, confidential reporting system.  This system unlike that of the internal reporting system will identify national trends and is voluntary. The information received by NASA will remain confidential; the reporting site will not receive direct feedback concerning this report.  Information obtained by NASA through this reporting system will become part of a national data bank, used towards safety improvements.  This system does not replace the existing reporting system within this Network but is meant only to compliment it.    

        9.  Patient Safety Questionnaire – A questionnaire made available to all patients receiving care within VISN 2.  It assists in familiarizing patients to the Patent Safety Program.   Additionally, this questionnaire provides those patients who have safety concerns, a way in which they can report those concerns.  The Patient Safety Managers are responsible for collecting, tracking and trending the information for action locally or Network wide as appropriate.  
        10.  Sentinel Events: As defined by the Joint Commission are unexpected occurrences involving death (death not related to the natural course of the patient’s illness or underlying condition such as deaths attributed to a hospital-acquired infection) serious physical or psychological injury, or risk thereof.  Serious injury specifically includes loss of limb or function.  Major permanent loss of function means sensory, motor, physiologic, or intellectual impairment not previously present that requires continued treatment or life-style change.  The phase "risk thereof" includes any process variation for which a recurrence would carry a significant chance of serious adverse outcomes.  RCAs conducted on adverse events determined to be sentinel should utilize the Joint Commission Sentinel Event Policy. 
Additional examples of sentinel events are:  Infant abduction or discharge to wrong family; Rape (by another patient or staff); Hemolytic transfusion reaction involving administration of blood/blood products, having major blood group incompatibility; Surgery on the wrong patient or wrong body part regardless of the magnitude of the procedure

        11.  Healthcare Failure Mode and Effects Analysis (HFMEA) - HFMEA is a prospective assessment that identifies and improves steps in a process thereby reasonably ensuring a safe and clinically desirable outcome.  It is a systems approach to identify and prevent product and process problems before they occur.   Each site is required to conduct at a minimum one HFMEA annually that will significantly impact across all Care Lines.  

   12.  Root Cause Analysis (RCA) - RCA is a process for identifying the basic or contributing causal factors that underlie variations in performance associated with Adverse Events or Close Calls.  An RCA is a specific type of focused review that is used for all Adverse Events or Close Calls requiring analysis.  Consistent use of RCAs further refines the implementation and increases the quality and consistency of focused reviews.  To avoid confusion, the term RCA is used to denote this type of focused review and will adhere to the guidelines provided within the VHA Handbook 1050.1. 

Root Cause Analyses need to be identified with a specific charter memo, and the term "Root Cause Analysis" needs to be used in documents so that they will be protected and confidential under Title 38 United States Code (U.S.C.) 5705 and its implementing regulations.   

Reference VHA Handbook 1051.1   for the Characteristics inherent in an RCA as well as the requirements for the RCA to be thorough and credible 
Employee Rights - RCAs do not involve sworn testimony.  They can generate written confidential quality assurance documents if this is appropriately indicated in writing at the onset of the review (as in the RCA charter memo).  Facility staff represented by an exclusive representative must be afforded all rights in accordance with their collective bargaining agreement.

        13.  Aggregate RCA’s – Combined RCAs will be conducted on all adverse events, which fall into the aggregate review categories determined to have a SAC score of a potential 3.  Adverse events or close calls that are not potential 3’s may also be included in the aggregate review, if it is determined to be value added to the review by the RCA Advisor.  Reference NCPS guidance for the current aggregate review categories.   Categories that fall outside of the aggregate review process will only have a singular RCA conducted.   An RCA Team can however examine multiple similar events outside of the aggregate review categories, as long as each event examined has a separate charter memo and resulting report (RCA).

        14.  RCA Advisor - There will be trained designated RCA advisors at each facility who will be available to assist and guide the RCA Team through the RCA process.  The Patient Safety Manager has overall responsibility for this process and would be considered the primary advisor however; others who have been trained in the process may assume this role as RCA workload dictates. 

        15.  Medical Examiner Criteria would be locally determined utilizing the guidance of the county where the Medical Center resides.  Additional criteria utilized for reporting will be:  Unnatural or violent deaths; homicide; suicide; accidental (includes falls); undetermined means; deaths unattended by a physician; sudden death in apparent good health; death during diagnostic or therapeutic procedures.

  16.  Medical Device  - Any item that is used for the diagnosis, treatment, or prevention of a disease, injury, illness, or other condition; and is not a drug.  Serious Illness or Injury as defined by the Medical Device Act is an Illness or Injury that is life threatening; results in the permanent impairment of a body function or permanent damage to the body structure; or necessitates medical or surgical intervention to preclude permanent damage to a body structure.

        17.  Intentional Unsafe Acts are any event that results from a criminal act; a purposefully unsafe act; an act related to alcohol or substance abuse, or events involving alleged or sustained abuse of any kind.  Intentional acts should be dealt with through avenues other than those defined in VHA Handbook 1051.1 and this policy. 

3.  RESPONSIBILITY:  

a.  All employees:  are responsible for individual work practices, which provide for a safe, therapeutic environment.  Since analysis of adverse events and close calls can lead to improved system design and reduced risk, if reported, it is important that every effort is made to promptly and accurately report witnessed and or discovered incidents or close calls.  If an adverse event is reportable under the PIR program it is the responsibility of all employees to initiate the incident report by initiating entry into the program if they have access or providing first hand knowledge of the adverse event to an employee who has access to the PIR program.   Minimally this will be a Registered Nurse or Licensed Practical Nurse.  All employees may be called upon to serve as a Root Cause Analysis Team Member.  "Just In Time Training" will be provided to all team members.

b.  Each site is responsible for assuring that they have a contingency plan in place when the electronic version of the PIR is not available and that employees are aware of how to activate the contingency plan. 

c.  Informing Patients About Adverse Events – It is the responsibility of each medical center within the Network to inform patients and their families about injuries resulting from medical care.  Network 2 Medical Outcome Disclosure Program memorandum 10n2-153-01 should be referenced for correct procedures and responsibilities.  

d.  Network Director

· Establishes the direction of the Networks Integrated Safety Program, promoting the culture of safety.

· Sets expectations for and reinforces commitments to the Integrated Safety Program.

· Ensures that adequate resources are allocated for the Integrated Safety Program.

e.  Network Medical Officer

· Promotes the “culture of safety”.

· Collaborates in high-risk Patent Safety/Risk Management issues with other key Management staff.

· Guides and supports clinical staff through reinforcement of expectations and commitments established for the integrated safety program. 

f.  Network Quality Management Officer

· Promotes the "culture of safety".

· Provides direction and consultation to the Integrated Safety program 

· Facilitates management of organizational change required towards the achievement of patient safety improvement. 

· Identifies innovative or best practices directed towards the key components of the integrated safety program and associated activities, facilitating their network-wide and VHA system-wide deployment, as appropriate.

· Works in collaboration with key management staff in consideration of high-risk safety/risk management issues

g. Network Patient Safety Physician Consultant

· Promotes the “Culture of Safety”.

· Assists in providing direction to the Patient Safety Program.

· Provides clinical expertise and support to patient safety initiatives across the network.

· Identifies innovative or best practices directed towards patient safety improvement activities, facilitating their network-wide and VHA system-wide deployment, as appropriate.

  h. Network Patient Safety/Risk Manager

· Promotes the "culture of safety".

· Responsible for overall coordination of the Patient Safety/Risk Management Program Network wide.

· Co-Chairperson for the Network Integrated Safety/Patient Safety Risk Management Committee.

· Provide Network and National support on committees as assigned in the support of Patient Safety and Risk Management.

· Supports the RCA and HFMEA processes. 

· Collaborates in the review of completed RCA's/HFMEA’s prior to submission to the National Center for Patient Safety with the site RCA/HFMEA Advisor.

· Provides quarterly/Annual Network reports.

· Network point of Contact for the NCPS.

· Disseminates Patient Safety Information to key staff across the Network.

· Coordinates/develops Network wide training initiatives associated with Patient Safety and Risk Management.

· Conducts Network wide Patient Safety Assessments.

i. Network Fire & Safety Officer/Industrial Hygienist 

· Promotes the "culture of safety."

· Co-Chairperson for the Network Integrated Safety/Patient Safety/Risk Management Committee.

· Provides expert opinion and support to the safety program.

· Conducts duties as outlined in Handbook 7700. 

j. Network Care Line Managers 

· Promotes the “culture of safety” in support of care line patient safety initiative.

· Collaborates in high-risk safety/risk Management issues with other key Management staff.

· Assists in providing direction and consultation to local Care Lines related to patient safety initiatives.

· Supports the integration of safety/risk management activities into interdisciplinary patient care services and processes.

· Promotes and supports appropriate education and training throughout the organization to enhance a safe and improved environment. 

k. Medical Center Director

· Promotes the "culture of safety.

· Participates in and supports the RCA/HFMEA processes.

· Signature Official for all RCA and HFMEA charters.
· Final reviewing official for all reportable incidents.

· Reviews completed RCA’s and HFMEA’s, working in close collaboration with the Advisor, Team Members and affected Care Line Manager(s) and those identified as responsible for actions. 

l. Local Care Line Managers, Chief of Staff, and Associate Director for Patient Nursing Services
· Promotes the "culture of safety".

· Participates in and support the RCA and HFMEA processes

· Reviews and evaluates appropriate actions taken, forwarding all reports to the Patient Safety Manager, Risk Manager and or Safety Officer within 24 hours of an adverse event or close call.

· Assures that recommendations and actions with follow-up measures are completed within predetermined time frames, as appropriate.

· Provides reports concerning recommendations and effectiveness of improvements to the Patient Safety Manager, Risk Manager or Safety Officer/Specialist as outlined in the RCA and HFMEA or other Performance Management documents or initiative, as appropriate. 
· Supports the integration of safety/risk management activities into interdisciplinary patient care services and processes.

· Promotes and supports appropriate education and training throughout the organization to enhance a safe and improved environment for all. 

m. Performance Manager

· Promotes the “culture of safety”

· Has overall responsibility for the management of the local Safety Specialists, Patient Safety and Risk Managers and the local integrated safety program.

· Works collaboratively with the networks staff on safety/patient safety and risk management issues.

n. Facility Patient Safety Manager 

· Promotes the "culture of safety”.

· Carries out the required processes and procedures as defined in VHA National Patient Safety Improvement Handbook 1051/1 and as otherwise required within this policy.

· Communicates and collaborates with the Risk Manager and Safety staff in review of adverse events, close calls and other safety related initiatives.

· Assure entry of adverse events/close calls into the appropriate databases

· Conducts Patient Safety site assessments, communicating and collaborating with other safety team members. 

· Provides expert knowledge concerning external Patient Safety Standards and Goals.

·  Works collaboratively within their facilities and throughout the Network, closely working with the QMO and Patient Safety/Risk Manager in the promotion of VISN 2’s Integrated Safety Program. 
· Provides Quarterly and annual reports with data, trended/analysis to Local leadership Councils and Medical Staff Leadership Committees as locally determined

· Provides data and trended/analysis for inclusion in Network Reports as requested by Network staff.

· Participates in the development and provision of employee education for patient safety initiatives including new employee orientation

· Provides timely feedback to individuals reporting adverse events/close calls.

o. Local Risk Manager

· Promotes the "culture of safety"

· Communicates and collaborates with the Patient Safety and Safety staff in review of adverse events, close calls and other safety related initiatives

· Works collaboratively with in their facilities and throughout the Network, closely working with the QMO and Patient Safety/Risk Manager in the promotion of VISN 2’s Integrated Safety Program.

· Participates in the development and provision off employee education concerning Risk Management initiatives, including new employee orientation

· Coordinates the Risk Management Program as defined locally to include responsibility towards Administrative Investigations, tort claim, occurrence screens and peer review process.

· Provides monthly, quarterly and annual reports with data, trended/analysis to designated committees as determined locally. 

· Provides data and trended/analysis for inclusion in Network Reports as requested by Network staff.

· Provides expert knowledge to local leadership concerning Risk Management issues

· Provides support to the Patient Safety Program.

p. Safety Officer/Specialist

· Promotes the "culture of safety".

· Communicates and collaborates with the Risk Manager and Safety staff in review of adverse events, close calls and other safety related initiatives.  

·  Completes, initiates or assists in the coordination of the reported adverse events or close calls into the appropriate reporting system(s) i.e. PIR, Medical Devise Reporting, Assists Package, SPOT, etc. as appropriate.

· Conducts environmental rounds, communicating and collaborating with other safety team members. 

· Participate in other safety related initiatives as assigned and or mandated by Network/local policies, external standards and or Directives.

· Works collaboratively with in their facilities and throughout the Network, closely working with the QMO and Network Safety staff in the promotion of VISN 2’s Integrated Safety Program.

4.  PROCEDURES:

a.  Root Cause Analysis:  For purposes of clarification, all SAC 3's could be potential sentinel events and would be adverse events that will be reportable to the Network electronically through the " RM Report".  These will include but are not limited to those categories found within the PIR Program.   All other adverse events including environmental events will be given a SAC score.  All scores other than SAC 3 will be evaluated for potential reporting to the Network Office 

If an event is reported through the incident-reporting program only factual information is reported.  No admissions, accusations of fault or subjective opinion will be included.  No duplication of the patient incident report is allowed and no mention of the completed report will be included in the patient's record. 

In addition to entering all adverse events/close calls into the patient incident reporting system all such events or close calls will also be entered into the national program, SPOT.

Local Patient Safety Managers, Risk Managers and or Safety Officers/Specialists will scrutinize all events closely as appropriate, for the purpose of trending and tracking.  Upon completion of their fact finding the adverse event/close call will be processed appropriately according to their findings. 

 Individuals that can be identified, who reported adverse events or close calls will be contacted by the Patient Safety Manager to thank them for their interest in patient care and to provide timely feedback, further promoting the culture of safety.

If an RCA has been determined necessary the Patient Safety Manager or another trained staff member determined to be the RCA Advisor will initiate a charter.  Once completed it will be signed by the Facility/Network Director.  A Team will be selected comprised of individuals not directly involved with the adverse event but those that are familiar with the processes that may be involved with the adverse event.  "Just In Time Training" will be available for the team if indicated.  The team will be provided with the necessary tools and documents to efficiently and effectively complete their assignment 

The RCA Advisor will work closely with the team following the procedural 

outline in the National Patient Safety Improvement handbook.  The RCA Advisor will particularly be involved in the development of the RCA Team Action Plan Table found within Handbook 1051/1 as well as in SPOT.  The RCA Advisor, the RCA Team leader, the Facility Director and appropriate Care Line Manager(s) will collaborate and agree upon the final action plan.  It is important to include those who have responsibilities concerning actions/measurements in discussions in order to facilitate buy-in and responsibility.

The RCA will be completed including signatures and forwarded to the Network Patient Safety/ Risk Manager prior to the 45-day deadline.  Once there is Network approval through the Network Patient Safety/Risk Manager the Patient Safety Manager/RCA Advisor will forward the completed singular RCA through SPOT.  In the case of a completed aggregate review the Patient Safety Manager will forward a hard copy and the diskette to the National Center for Patient Safety.  VISN 2 RCA Risk Reduction Alerts will be completed by the Patient Safety Manager and forwarded to key staff within the network for the purpose of sharing through improved communication as well as for possible implementation at other sites within the Network.

Under the 5705 code records and documents such as the RCA created as part of the medical quality assurance program as a general rule may not be disclosed to any person or entity.  The exception to this general rule allows the following agencies to have access to the RCA:

· Office of General Counsel

· Office of Medical Inspector

· VA Office of Inspector General (VAOIG)

· Office of Research Compliance and Assurance (ORCA)

It should be noted that when agencies request an RCA the NCPS should be contacted along with Regional Counsel for their final opinion.  Penalty for wrongful release is considered a misdemeanor which carries a $20,000.00 fine for each occurrence.  There is no immunity attached to this misdemeanor, nor would there be protection from civil litigation.

The outcomes and actions associated with the RCA can be shared with employees and the updates on causes and remedial actions can be provided to patients upon request.

If in the course of conducting an RCA it appears that the event under consideration is the result of an Intentional Unsafe Act, the RCA team must refer the event to the facility Director for appropriate further consideration.  In such a situation the RCA team discontinues their efforts, since the facility Director has assumed the responsibility of any further fact finding or Administrative investigation (AI).  The RCA Advisor as well as the RCA Team members would not be allowed to participate as advisor/team member of the AI.  Information from the RCA will be sequestered and the AI team will not be allowed access to it.  

b.  Sentinel Events – Adverse events thought to have met the definition of sentinel will be discussed with the Network Office for consideration of reporting the event to the Joint Commission.  The Network Quality Management Officer (QMO) in coordination with the Network Medical Officer and  facility Director will determine if the event will be reported to the Joint Commission’s voluntary sentinel event reporting program.  Those determined to be appropriate for reporting will be reported within the five-day time frame required by the Joint Commission.  The site will be responsible for reporting the event as well as all required follow-up information.  Those events determined not to be appropriate for reporting will undergo the same level of scrutiny through the RCA process as those that were reported.  The review will also include the evaluative follow-up to assure actions have effectively addresses the root causes that were determined.

c.  Missing Patient – Reference Network 2 Missing Patient Procedure as well as VHA Directive 2002-013 Management of Wandering and Missing Patient Events for details regarding missing patients.  

d.  Alerts and Advisories  - Alerts and Advisories stemming from the Joint Commission in the form of a Sentinel Event Alert, from the NCPS in the Form of a Patient Safety Alert or Advisory, Risk Reduction Alerts from the individual sites and/or from the Network QMO in the form of a Performance Management Alert will be reviewed by the site Patient Safety Manager, who will distribute to the identified individuals at his or her site for appropriate site specific actions or recommendations as outlined in the alert or advisory.  

Feedback will be requested by the Patient Safety Manager from the identified individuals to assure closure.  The outcomes of each alert/advisory will be sent to the Network Patient Safety/Risk Manager for inclusion in the Quarterly Report.  The Network Patient Safety/Risk Manager will be responsible for forwarding this information out to the leadership group and other key individuals in an ongoing way to keep lines of communication open.  The site Patient Safety Manager or Safety Officer/Specialist as appropriate has the overall responsibility to assure that closure has been achieved concerning these alerts and advisories. 

e. Healthcare Failure Mode and Effect Analysis (HFMEA) – An annual risk assessment in the form of an HFMEA developed and presented by the NCPS.  Each HFMEA will be site specific and will be conducted to assure compliance with the Joint Commission Leadership Standards.  A minimum of 1 annual risk assessment in the form of HFMEA must be completed assuring that it has significant impact across the facility.   Leadership will be responsible for the selection of the HFMEA and the Patient Safety Manager or other trained staff will guide the team as the HFMEA Advisor. Each site will:

· Identify and prioritize high-risk processes

· Annually select at least one high-risk process

· Identify potential “failure modes” utilizing the HFMEA process as outlined by the NCPS training manual.

· Identify the possible effects of each identified failure more

· For the most critical effects an RCA can be initiated

f.  Tort Claims 

The medical center contact for tort claims will be the Risk Manager.  This person will assure that the patient demographic data (VA patient disability information, etc.) required by the TCIS printout that has not already been supplied by Regional Counsel will be completed.  The Provider and the care Line involved will be identified and notified by the Risk Manager

Designated staff members must also complete the peer review portion of the TCIS form.  The peer review is protected under Quality Management Regulations38 U.S.C. 5705
The Medical Center will forward a copy of the completed TCIS to the Regional Counsel’s Office along with any other requested documentation; this will minimally include a copy of the patient’s medical record.

When a tort claim resulting in payment by the VA has closed, Regional Counsel will contact the VAMC where the tort claim originated.  A separate peer review must be initiated and will be conducted by an external source and coordinated by the VHA’s Director for Medical – Legal Affairs (Reference VHA Handbook 1100.17, National Practitioner Data Bank Reports).

The Medical Center must inform each of the practitioners involved in the act or omission for which payment was made, and invite them to provide input for consideration of the Peer Review Panel.  

The Risk Manager will notify the provider(s) the outcome of the Peer Review Panel.

g. Medical Device Incident Reporting 

· Reportable Event - Facilities are required to report when made aware if 

information that reasonably suggests that a device has or may have caused or contributed to a patient death, serious illness, or injury.  Report responsibility lies within the realm of Risk/Safety Management in coordination with Acquisition and Materiel Management (A&MM) staff.

AM&M is responsible for the removal and storage of the medical devise involved in the adverse event for the purpose of further evaluation

h.  Occurrence Screen (OS) Program:  

OS is a component of the Risk Management program, which 

provides a system in which patient charts are reviewed using specific criteria to determine if there is a quality of care issue.  The Occurrence screening records containing provider and patient-specific information are considered protected quality assurance documents under the provisions of Quality Management Regulations, 38 U.S.C. 5705.

If there is quality of care issues the Risk Manager will refer to the Network Peer review Policy for further guidance.

5.
REFERENCES:  dates may need to change on some of the policies depending on when they were updated.

a Title 38, U.S. Code Section 5705

b. Medical Device Reporting, VHA 10-94-010
c.  M-2, Part I, Chapter 34, Release of Information Concerning Health Care Professional to State Licensing Boards and to Prospective Employees

d.  VHA Handbook 1100.17, National Practitioner Data Bank Reports

e.  Joint Commission Sentinel Event Policy Quality Management (QM) Activities Which Can Generate Confidential Documents 

f.  Network Emergency Preparedness Network Memorandum 10N2-55-99 VHA     g.National Patient Safety Improvement Handbook 1051/1

h.VHA Directive 2002-013 Management of wandering and Missing Patient Events

i.  Network 2 Missing Patient Procedures

j.  VHA Directive 7700 

k.  Network Safety and Health Program Network Memorandum 10N2-21-97 

l.  VHA Handbook 1100.17, National Practitioner Data Bank Reports 

m.  Network Medical Staff/Professional Peer Review Policy Network Memorandum        10N2 - 52-99 

n.   Automated Safety Incident Tracking Systems (ASSISTS) VHA Directive 98-0-30

o. Network 2 Medical Outcome Disclosure Program 10n2-153-01
p.  Title 29 Code of Federal Regulations (CFR) 1960.70 and 1904
q.  The Safe Medical Devices Act of 1990
6.
RECISSIONS:  10N2-29-00 dated October 4, 2000.

7.
FOLLOW-UP RESPONSIBILITY: Author - Suzanne LeGrett, N2 Patient Safety/Risk Manager (585) 393-7578

8.
AUTOMATIC RESCISSION DATE:
July 28, 2006











  Signed 9/2/03//

WILLIAM F. FEELEY
                                                                   Network Director

ATTACHMENT:  A, B, C, D            


DISTRIBUTION:
Medical Center Directors

       Network Medical Director

       Network Care/Service Line Managers

       Local Care/Service Line Managers

       N2 Safety/Patient Safety Leads

       Safety/Patient Safety/Risk Managers

       Performance Management Leads

       VISN 2 Web Site

RISK MANAGEMENT REPORT

Site:          FORMCHECKBOX 
ALB.528A8      FORMCHECKBOX 
BATH528A6 
    FORMCHECKBOX 
BUF.528      FORMCHECKBOX 
CAND.528A5 

 FORMCHECKBOX 
SYR.528A7

C/S. Line:   FORMCHECKBOX 
SL         FORMCHECKBOX 

GEC        FORMCHECKBOX 
MVAC       FORMCHECKBOX 
BVAC
    FORMCHECKBOX 
D&T

	CASE #                         RCA ADVISOR NAME:


Date of Incident:



Time of Incident:
 FORMCHECKBOX 
AM  FORMCHECKBOX 
 PM


                            

  (state if unknown) unknown

Date PM became Aware of Event/Close Call: 

How did PM become Aware? 

Date of RM Report: 

Incident Type: 

(fall, patient/patient assault, suicide, environmental of care issues, etc)

	IF AI IS INDICATED SAC NOT REQUIRED GO TO DESCRIPTION/ACTION


	SEVERITY CATEGORY BASED ON “ACTUAL” OUTCOME:

	SEVERITY CATEGORY BASED ON “POTENTIAL” OUTCOME:

PROBABILITY CATEGORY BASED ON YOUR SITE EXPERIENCE

FINAL (SAC) SCORE:


Unit Type: 
(ICU, NHCU, Outpatient, etc.-not WARD)

Restraint Involvement: 

(Yes/No –falls only)

Date Reported to Missing Patient National Data Bank: 

(Missing patients only)

Detailed Description of Event: 

Action Plan:      
(Include due date of RCA or AI IF APPLICABLE)

Addendum:

(Any follow-up information needs to be included in this section.  This may include final decision on action plan, change in SAC score based on the fact-finding, etc.)

	This document is subject to the QM confidentiality provisions of Title 38 U.S. Code Section 5705 and its implementing regulations.


VISN 2 RCA

RISK REDUCTION 

ALERT

Published by Performance Management 

Acknowledgements: We would like to acknowledge those employees that report adverse events and close calls as well as those that participate in the review process.  Thank you for supporting Patient Safety within VISN 2

Purpose: This alert serves as a communication and action tool.  It is the expectation that all sites within VISN 2 will review the action items stemming from the identified risk reductions, to completion, as appropriate for each site.  The Patient Safety Managers will be responsible for tracking and documenting this initiative.

Date of Event: 

Event/Close Call (Brief Narrative: Exclude Identifiers): 

Risk Reductions Strategies: 

Additional Information (Such as measurement pending, etc.): 

Contact:

Patent Incident Report (PIR) Categories

· Suicide – The act of killing oneself intentionally. (Involving an inpatient or outpatient) 

· Suicide Attempt – A suicide attempt is a self-destructive act requiring inpatient medical, psychiatric or surgical care and other behaviors, which carry a high risk for severe injury or death and may require the provision of additional care to respond to the patient’s needs.   

· Suicide Gesture - A self-destructive act that is manipulative or attention seeking and does not require inpatient medical or surgical care to prevent serious injury or death.  A psychiatrist to determine if the act or other behaviors constitutes an attempt or gesture will evaluate self-destructive acts or other behaviors. Note: To be placed under suicide attempt in the PIR.

· Sexual Assault - This includes unconsented sexual contact with or without penetration regardless of gender including cases of rape involving a patient. 

· Homicide – A patient involved killing of one human being to another.

· Patient Abuse – Defined as including acts of physical, psychological, sexual or verbal abuse.  Intentional omission of care, willful violation of a patient’s privacy, willful physical injury, and intimidation, harassment or ridicule, and any action or behavior that conflicts with patient’s rights, as identified in VA regulations at 38 CFR 17.33 (a). are examples.  Intent to abuse is not necessary.  The patient’s perception of how he was treated is an essential component of the determination as to whether abuse occurred.  However, the fact that a patient has limited or no cognitive ability, or may not allege abuse, does not exclude the possibility that a patient was abused.  

· Fall – An uncontrolled descent by a patient, which is either witnessed or known regardless injury.  
· Transfusions Errors – Errors exist when blood is administered to the wrong patient; administered when not ordered; administered using the wrong product; incorrectly administered; or if there was an error in the type/cross match process.  These errors include blood and blood products.  

· Medication Error - A dose of medication that deviates from the provider’s order as written in the patient’s medical record or as written on an outpatient prescription form or which deviates from standard medical center policies/procedures for administrating and dispensing medications.

· Inpatient Medication Error - If a medication is given to the patient and one or more of the following conditions exist:

· The wrong patient or

· The wrong medication or

· The wrong dose is given or

· The wrong route of administration or

· The wrong time of administration or

· The medication is not given as the provider ordered.

· Outpatient Medication Error – If an incorrect medication were received by the patient (regardless of whether the patient actually takes any of the medication), the above principles of being wrong would apply.

· Injury Not Otherwise listed - Any injury to a patient not addressed specifically in this policy is included in this category including, but not limited to surgery on the wrong patient or wrong body part; acts of self mutilation or abuse inflicted by a patient which is not considered suicidal behavior; injuries incurred as a result of use of a medical device; and hemolytic transfusion reactions. 

· Fire-Patient Involved in - This includes the patient(s) who set the fire; who are involved in a fire (with or without injury); who are burned, or who are exposed to smoke or fire, i.e. smoke inhalation. 

· Assault – Patient to Patient - A patient injured by another patient or a patient assaulted by another patient.

· Assault-Patient to Staff - A staff member or volunteer is physically struck or injured; temporarily or permanently disabled by a patient(s).   If an event occurs involving a volunteer this category can be used.
· Death  - Reportable deaths are those which occur in the operating room; in the recovery room; during the induction of anesthesia (including in procedure room); deaths due to, during or within 24 hours of a procedure; death due to equipment malfunction or during use of a medical device; deaths reportable to and accepted by the medical examiner; death of patients who are on the medical center grounds, but who are not necessarily being treated at the time. 
· Missing Patient - A patient who absents him/herself from the patient care area without knowledge and permission of staff for any length of time, even if found or returns.  A patient is considered a high-risk patient (UAA) if he/she meets one or more of the following criteria and will have an incident report completed regardless of severity level: 

· The patient is considered a danger to self or others;

· The patient has a court appointed legal guardian;

· The patient is legally committed; or

· The patient lacks the cognitive ability to make decisions.

· Informed Consent (Failure to Obtain)  - It is a failure to obtain informed consent when consent is not obtained for all invasive procedures, for all procedures requiring anesthesia and for patients who are participating in research protocols. 
· Additional Types - Incidents involving patients where no injury is involved, would be placed under this category if no other categories were applicable.

THE SAFETY ASSESSMENT CODE (SAC)


The Severity Categories and the Probability Categories that are used to develop the Safety Assessment Codes (SACs) for Adverse Events and Close Calls are presented below, and are followed by information on the SAC Matrix.
SEVERITY CATEGORIES

1.  Key factors for the severity categories are extent of injury, length of stay, level of care required for remedy, and actual or estimated physical plant costs.  These four categories apply to actual Adverse Events and potential events (Close Calls). For actual Adverse Events, assign severity based on the patient's actual condition.

2. If the event is a Close Call, assign severity based on a reasonable "worst case" systems level scenario.  NOTE:  For example, if you entered a patient's room before they were able to complete a lethal suicide attempt, the event is catastrophic, because the reasonable "worst case" is suicide.

	Catastrophic
	Major

	Patients with Actual or Potential:
	Patients with Actual or Potential:

	Death or major permanent loss of function (sensory, motor,  

physiologic, or intellectual) not related to the natural course of the patient's illness or underlying condition (i.e., acts of commission or omission). This includes outcomes that are a direct result of injuries sustained in a fall; or associated with an unauthorized departure from an around-the-clock treatment setting; or the result of an assault or other crime.

Or any of the following:

· Suicide (inpatient or outpatient)

· Rape

· Hemolytic transfusion reaction

· Surgery or procedure on the wrong patient or wrong body part

· Infant abduction or infant discharge to the wrong family

Visitors: A death; or hospitalization of 3 or more visitors

Staff: A death or hospitalization of 3 or more staff*

Fire: Any fire that grows larger than an incipient stage‡
	Permanent lessening of bodily functioning (sensory, motor, physiologic, or intellectual) not related to the natural course of the patient's illness or underlying conditions (i.e., acts of commission or omission) or any of the following:

· Disfigurement

· Surgical intervention required

· Increased length of stay for 3 or more patients

· Increased level of care for 3 or more patients

Visitors: Hospitalization of 1 or 2 visitors

Staff:  Hospitalization of 1 or 2 staff or 3 or more staff experiencing lost time or restricted duty injuries or illnesses 

Equipment or facility:  Damage equal to or more than $100,000**, ♦

	Moderate
	Minor

	Patients with Actual or Potential:  Increased length of stay or increased level of care for 1 or 2 patients

Visitors:  Evaluation and treatment for 1 or 2 visitors (less than hospitalization)

Staff: Medical expenses, lost time or restricted duty injuries or illness for 1 or 2 staff

Equipment or facility: Damage more than $10,000 but less than $100,000**, ♦ 

Fire – Incipient stage or smaller‡
	Patients with Actual or Potential: No injury, nor increased length of stay nor increased level of care

Visitors:  Evaluated and no treatment required or refused treatment

Staff:   First aid treatment only with no lost time, nor restricted duty injuries nor illnesses
Equipment or facility: Damage less than $10,000 or loss of any utility without adverse patient outcome (e.g., power, natural gas, electricity, water, communications, transport, heat and/or air conditioning)**, ♦ 


PROBABILITY CATEGORIES

1.  Like the severity categories, the probability categories apply to actual Adverse Events and Close Calls.  

2.  In order to assign a probability rating for an Adverse Event or Close Call, it is ideal to know how often it occurs at your facility.  Sometimes the data will be easily available because it is routinely tracked (e.g., falls with injury, ADEs, etc.).  Sometimes, getting a feel for the probability of events that are not routinely tracked will mean asking for a quick or informal opinion from staff most familiar with those events.  Sometimes it will have to be your best educated guess.

a.  Frequent – Likely to occur immediately or within a short period (may happen several times in 1 year).

b.  Occasional – Probably will occur (may happen several times in 1 to 2 years).

c.  Uncommon – Possible to occur (may happen sometime in 2 to 5 years).


d.  Remote – Unlikely to occur (may happen sometime in 5 to 30 years).

                    3. How the Safety Assessment Codes (SAC) Matrix Looks

	Severity & Probability
	Catastrophic
	Major
	Moderate
	Minor

	Frequent
	3
	3
	2
	1

	Occasional
	3
	2
	1
	1

	Uncommon
	3
	2
	1
	1

	Remote
	3
	2
	1
	1


4.  How the SAC Matrix Works.  When you pair a severity category with a probability category for either an actual event or Close Call, you will get a ranked matrix score (3 = highest risk, 2 = intermediate risk, 1 = lowest risk).  These ranks, or SACs can then be used for doing comparative analysis and for deciding who needs to be notified about the event.  

*Title 29 Code of Federal Regulations (CFR) 1960.70 and 1904.8 requires each Federal agency to notify the Occupational Safety and Health Administration (OSHA) within 8 hours of a work related incident that results in the death of an employee or the in-patient hospitalization of three or more employees.  Volunteers are considered to be non-compensated employees.

**The Safe Medical Devices Act of 1990 requires reporting of all incidents in which a medical device may have caused or contributed to the death, serious injury, or serious illness of a patient or another individual.

‡ An incipient fire is a fire that is smaller than a burning waste paper basket.  It is easily extinguished by using a single portable fire extinguisher (or equivalent) and it is not necessary to take evasive action (stooping, etc.) when approached to avoid heat or smoke.

♦The effectiveness of the facilities disaster plan must be critiqued following each implementation to meet the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) Environment of Care Standards






