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Volume 1

Section 3.1
SAMPLE POLICY & PROCEDURE: 

Risk Management and Patient Safety Plan 

Our recommendations are provided to assist you in strengthening your risk management program.  They are not rules or standards and should not be considered authoritative or all inclusive.  Finally, they should not be considered legal or medical advice.  For a legal opinion please contact your attorney.


RISK MANAGEMENT AND PATIENT SAFETY PLAN 

(Subsection of Quality Management Plan)

I. Board and Administrative Endorsement and Oversight
[Facility name] is committed to providing the highest level of safe patient services in an environment that presents minimal or no risk to its patients, visitors, volunteers, and employees.  This goal is supported through a formal, organization-wide risk management and patient safety program that is part of the facility’s operations and its organizational quality management plan. The Joint Commission on Accreditation of Healthcare Organizations (JCAHO) defines risk management as “clinical and administrative activities undertaken to identify, evaluate, and reduce the risk of injury to patients, staff, and visitors, and the risk of loss to the organization itself.”  
The Board, administration, leadership staff, and medical staff shall work to establish, maintain, and support this comprehensive, integrated program.  Each shall seek to establish effective mechanisms for assessing and appropriately responding to risk-related findings.

The Board Quality Management Committee will provide oversight of activities and outcomes of the risk management and patient safety program and perform the following tasks:

· Monitor progress toward program goals and address significant barriers
· Receive and review periodic summary reports on risk outcomes, any trends of occurrences and claims, and improved patient safety
· Consider recommendations from the Medical Staff Credentialing Committee, and review any significant individual physician data on liability-related adverse occurrences as well as actual claims received

II. Program Mission, Vision, and Value

Consistent with the established organizational mission and vision, the program goals and purpose of the risk management and patient safety program are as follows:

· Encourage an organizational culture of patient safety
· Facilitate prompt identification and response to patient safety and risk issues
· Seek to understand the full scope of any internal patient safety problems
· Decrease the frequency and severity of any untoward events, and reduce financial losses associated with claims experiences
· Assist in continually improving the timely, accurate, coordinated, and safe delivery of health care services and thus strengthen the organization

· Assure safeguarding and confidentiality of all documents that are part of risk management proceedings, reports, and records as defined in state peer review and quality statutes

A. Components of an Organizational Culture of Patient Safety
· Welcoming information at the executive and management level about high-risk situations and required corrective action 

· Promoting clear provider communication patterns that safeguard patients

· Involving patients and their families as active participants and valued partners in care planning and treatment
· Encouraging patients to understand their responsibility for patient safety
· Establishing a continuous learning culture where errors and near-misses are seen as opportunities for improvement 

· Encouraging information seeking behavior internally and externally to benchmark for best practices/evidence-based practice standards
· Supporting an open atmosphere for error reporting and honest self correction 
· Understanding that faulty systems can cause major and repetitive errors 
· Applying principles of accountability on a consistent basis for reckless provider behavior
· Encouraging involvement in safety solutions across all organizational levels 
· Encouraging staff to speak up and “stopping the line” when risk is evident
· Anticipating and preventing errors through collaborative redesign of error-prone systems and processes

· Sharing successful outcomes and stories and disseminating results
· Investing in resources such as information systems to achieve error control
Source:  Dennis O’Leary, MD, US Senate Testimony: “Patient Safety: Instilling Hospitals with a Culture of Continuous Improvement,” Joint Commission on Accreditation of Healthcare Organizations (JCAHO), June 11, 2003, <http://www.jointcommission.org/NewsRoom/OnCapitolHill

/testimony_061104.htm>, 05/23/06. 

III. Structure and Scope of Program

A. Oversight, Accountability, and Authority
The authority and accountability for support and evaluation of the risk management and patient safety program is vested in the Board of Directors who in turn shall delegate the responsibility for implementation of risk management functions to the chief executive officer and vice president of medical affairs/chief of staff. The coordination of all risk management and patient safety activities shall be assigned to the chief risk officer/patient safety director who reports directly to the CEO or designate. The risk management and patient safety office shall be responsible for coordination of the activities identified within the plan.  (The risk and patient safety functions may be combined with the overall quality management role, and the chief risk officer/patient safety director may also be the director of quality management who directly reports to an executive representative.) 

B. Program Management and Patient Safety Office
1. Quality and Patient Safety Council 

The Quality and Patient Safety Council consists of members of the Board of Directors, medical staff, and administration. The council agenda supports ongoing direction, coordination, and evaluation of the risk management and patient safety program. The agenda includes physician and non-physician activities related to the reduction of morbidity and mortality and improvement of patient safety.  The council will perform the following:
· Receive reports and act on recommendations from the risk management and patient safety department, and at least the following sources:  infection control, environmental safety, patient relations, utilization review/case management, and quality improvement
· Coordinate all quality, risk, and patient safety programs in the organization
· Oversee occurrence reporting and patient complaint reporting on an aggregate basis, and review all high alert incidents and claims
· Cooperate with the Medical Staff Credentialing Committee in resolving multidisciplinary problems in patient care delivery

· Report on all activities to the Board Quality Committee

2. Risk Management and Patient Safety Officer and Department Staff

The chief risk officer/patient safety director shall coordinate implementation of the Risk Management and Patient Safety Plan under the ultimate supervision of the Board of Directors. The risk management and patient safety office shall be responsible for the following:

· Risk identification, assessment, and analysis
· Risk intervention, treatment and control, risk reduction and prevention
· Risk monitoring, evaluation, and reporting

The risk management/patient safety department shall coordinate urgent solutions for high-risk situations, as well as develop long-term risk treatment strategies, utilizing tools of quality and performance improvement in collaboration with the quality management program.  The department shall also develop an annual strategic risk and patient safety plan that supports internal and external patient safety initiatives and protects facility assets against loss, incorporating process and systems, as well as regulatory compliance.
3.  Medical Staff Administration and Professional Peer Review Committees

The Board, through this plan, authorizes the medical director, the performance improvement director, and the designated quality review staff to coordinate, initiate, and conduct peer/professional review. The peer/professional review process is conducted in such a way as to ensure confidential and secure handling of materials and outcomes as identified by organizational policy and state statute. All risk management data is kept secure in the risk management office and will not be released except under court order or as deemed by appropriate administration.

The medical staff shall be delegated authority and accountability for review and evaluation of medical staff functions and clinical activities. The medical staff actively participates in risk management and patient safety activities directly associated with clinical aspects of patient care, including the identification of areas of risk through its various quality committees.  Appropriate medical peers shall evaluate data concerning individual events or adverse patterns of care involving physician practice. 

The Medical Executive Committee reviews issues that were identified by the risk management and patient safety office and evaluated by peer review committees. The Medical Executive Committee will also complete the following:

· Evaluate credentials and performance of all applicants for appointment and reappointment to the medical staff and provide recommendations to the Board
· Review data on physician practice patterns or trends, and medical malpractice case findings submitted by the risk management office

· Prepare reports for the Board Quality Committee
IV. Mechanisms for Program Coordination (also see Volume 1, Section 3.0, of this 
manual for Integration Guidelines: Risk Control, Patient Safety, and Quality 
Management)
The risk management and patient safety program focuses on integrating the general corporate mission of achieving high quality and cost-effective operations and outcomes with initiatives aimed at patient safety, risk reduction, and risk prevention. Through the periodic strategic planning process, and through the on-going risk-related activities of the chief risk officer/director of patient safety and other organizational leaders, integration with the organization-wide quality program shall be accomplished. Partnerships in risk control and patient safety shall be formed and maintained with the following personnel:

· Patient representatives
· Nursing leaders and clinical department managers

· Medical department chairs and leaders 

· Physician and allied health providers 

· Multidisciplinary and nursing care providers 

· Clinical educators

· Performance improvement project leaders

· Quality management review staff

· Credentialing coordinators/medical staff secretaries
· Infection control practitioners
· Utilization managers and discharge planners/case managers

· Housekeeping and dietary staff

· Environmental engineers

· Admitting and billing clerks

· Compliance officers and corporate legal counsel

· Other staff providing direct or indirect patient services, including volunteers

V. Communicating with Patients about Safety
The goal of the risk management and patient safety program shall be to foster effective patient and family communication, including the following:

· Patient involvement in treatment planning 
· Informed consent and/or informed refusal

· Discussion of any unanticipated outcomes and disclosure

It is the policy of [facility name] to maintain honesty and integrity in all organizational functions. Consistent with this policy it is appropriate to disclose adverse events, errors, and/or unanticipated outcomes that could affect a patient’s emotional or physical health. In such cases, the risk manager, lead physician(s), and the provider team shall debrief with each other and agree on an effective response that openly informs the patient, safeguards her or his well-being, and is conducive to facility and provider interests. (For more information, also see the sample Sentinel Event and Root Cause Analysis Policy located in Volume 5, Section 3.1 of this manual.)
In order to assure a general environment of open communication and to strengthen consumer confidence, patient and family perceptions about their care shall be elicited, and suggestions for improving care shall be welcomed. Appropriate complaint and grievance procedures shall be followed.  (See Volume 2, Section 1.3, Patient Relations Program.)  Patient education and discharge instructions about medication and treatments shall be provided as a value-added service because it can clarify potential misunderstandings of what can be expected, increase self-help skills, promote patient adherence to the prescribed treatment regimen, and generally enhance trust and collaboration with care providers. Through providing necessary resources, significant clinical information shall be conveyed successfully to patients with limited English proficiency and hearing impairment (Refer to Volume 2, Section 1.3.2, Patients with Limited English Proficiency.)
VI. Staff Education: Safety Related Knowledge and Practice
Active involvement of all patient care providers and leaders is needed in preventing and controlling occurrences, and collaboratively improving processes that may cause patient injury due to errors, accidents, omissions, delays, and poor communication. The purpose of a risk and patient safety education program shall be to assure active involvement and instill an understanding and a sense of inquiry into basic principles and practices of risk prevention and control. 
Patient safety and risk management education shall be provided on select topics to physicians, patient care staff, and managers at the time of orientation and regularly thereafter. Educational topics shall include, but not be limited to the following:
· Patient relations and complaint management 
· Patient rights

· Structured and team-based communication
· Etiology and effects of medical error, accidents, omission, and delays
· Medical record documentation, confidentiality, and informed consent
· Chain of command policy and delegation of duties
· Occurrence reporting
· Medical equipment management, environmental safety and security
· Value of evidence-based practice guidelines and standardized procedures 

· Principles of performance improvement

During orientation, new employees are provided with clear and written job expectations, are assigned to a preceptor or mentor for a defined period of time, shall meet all entry criteria of clinical job competency, and collaborate on educational goal setting for their first year of employment. Various educational methods shall be implemented that include not only lectures and readings, but also discussion of case scenarios to enhance critical thinking, clinical case reviews, simulation and role play, self-administered modules, coaching and mentoring, and feedback on performance measures.
VII. Risk Identification, Assessment, and Analysis
A. Data Sources

Data sources to identify organizational risks shall include, but not be limited to, the following:

· Occurrences, incidents, adverse events, complications, and claims
· High-risk clinical presentation assessment

· Patient complaints
· Patient satisfaction surveys

· Incident investigation and root cause analysis
· External survey deficiencies

· Internal risk surveys and assessments, such as of the high-risk areas of

· clinical service lines such as obstetrics, emergency, perioperative, long-term care, etc.,
· medical staff credentialing and privileging,

· physician office management, and
· environmental safety assessment.
· New service-line risk evaluation
· Drug utilization and new drug review

· Infection control and environmental surveillance

· Walking risk and patient safety rounds

· Educational clinical case conferences
· Concurrent, criteria-based clinical case review

· Risk and quality indicator monitoring and audits

· Occurrence screens, near miss events, FMEA

· Employee and physician surveys and informal feedback

· Benchmarking information such as JCAHO Sentinel Event Alerts

B. Occurrence Reporting

The risk management program shall encourage risk identification through a systematic occurrence reporting process, along with other proactive and collaborative procedures. All staff is required to complete an occurrence report when an event or situation occurs that is not consistent with the routine operation and procedure of the facility, the routine care of a patient or visitor, or routine activities of an employee or volunteer. Reporting expectations also include situations that do not result in injury and may instead become an averted error or “near miss.”

The risk management and patient safety department conducts an initial review of all occurrences, assigns a severity level, responds immediately as needed, and completes follow-up action plans with managers and directors as appropriate.  All occurrences are trended, analyzed, and reported at least quarterly to appropriate committees in order to improve the safety and quality of care and reduce risk-related morbidity and mortality. Strategies for loss prevention and loss reduction are integrated into the organization’s performance improvement processes in a manner consistent with the corporate vision, mission, and strategic objectives.

C. Potentially Compensable Events (PCE)
Within the organization, and in conjunction with patient care providers and facility leaders, the risk management and patient safety program shall identify unexpected or unanticipated risk exposures, events, or occurrences that have loss potential and/or unsafe conditions which have caused injury or have the potential to cause injury.  Various data sources may be reviewed to identify PCEs (e.g. complaints, staff feedback, occurrence reports, and results of screens).  In responding to a PCE, the chief risk officer/patient safety director may gather information about the event, include any process and providers involved, obtain and sequester physical evidence related to the occurrence, obtain and sequester documentary evidence (e.g. medical records or occurrence reports), and secure the site.

The chief risk officer/patient safety director, in coordination with involved key directors, managers, and medical staff shall review potentially compensable events, address them immediately as necessary before they can cause injury and/ or have an adverse financial impact on the organization, implement a short-term action plan, and refer them to the quality/performance improvement process and professional liability carrier as appropriate.

Risk reduction strategies shall be identified which may include referral to peer review, initiation of a root cause analysis, and development of an action plan by the appropriate manager(s) or director(s). The chief risk officer/patient safety director will be apprised of action plan(s) developed and implemented, and assure tracking, trending, reporting, and future strategic planning consideration. All potentially compensable events will be reported to the appropriate risk management, quality, medical staff, and Board committees. (For additional information, please see Volume 2, Section 1.1, Occurrence/Event Reporting, Volume 2, Section 1.2, Sample Guidelines for Occurrence, Investigation, and Response to Regulatory Inquiries, and Volume 2, Section 1.4, Occurrence Screening or Clinical Indicator Screening.)
D. Identification, Reporting, and Management of Sentinel Events
Sentinel events shall be managed in the same manner as PCE events (see above.) According to the Joint Commission for Accreditation of Healthcare Organizations (JCAHO), a sentinel event is “an unexpected occurrence involving death or serious physical or psychological injury, or the risk thereof.  Serious injury specifically includes loss of limb or function. The phrase, ‘or the risk thereof’ includes any process variation for which a recurrence would carry a significant chance of a serious adverse outcome.” This definition now also includes an event that has resulted in an unanticipated death or major permanent loss of function that is not related to the natural course of the patient's illness or underlying condition.  Any of the above events are called "sentinel" because they signal the need for immediate investigation and response.

According to JCAHO, accredited organizations are expected to identify and respond appropriately to all sentinel events occurring in the organization, or associated with services that the organization provides. Appropriate response includes conducting a timely, thorough and credible root cause analysis, implementing improvements to reduce risk, and monitoring the effectiveness of those improvements.

 
E. Root Cause Analysis (also see Volume 5, Section 2.0, Failure Modes and Effects Analysis, and Volume 5, Section 3.0, Sentinel Events and Root Cause Analysis.
After each serious adverse or sentinel event, or a significant “near miss,” a thorough investigation shall be performed.  The federal Agency for Healthcare Research and Quality (AHRQ) defines a near miss as an “event or situation that did not produce patient injury, but only because of chance.  This good fortune might reflect the robustness of the patient (e.g., a patient with penicillin allergy receives penicillin but has no reaction) or a fortuitous, timely intervention (e.g., a nurse happens to realize that a physician wrote an order in the wrong chart).”  A root cause analysis (RCA) can help identify the core contributing factors.2 
According to the Joint Commission, root cause analysis is a process for identifying causal factors that underlie variation in performance, including the occurrence or possible occurrence of a sentinel event. A root cause analysis focuses primarily on systems and processes, not individual performance.  It can identify potential process improvements that could possibly decrease the likelihood of recurrence in the future. The outcome of the root cause analysis required by JCAHO is an action plan that identifies strategies to reduce the risk of similar events occurring in the future. The plan includes responsibility for implementation, pilot testing, time lines, and measurement of effectiveness.1

VIII. Risk Treatment and Control (Equal Risk Reduction and Prevention)
Strategies in the phase of risk intervention, treatment, and risk control (reactive and proactive) shall include, but not be limited to, the following: 
A. Reactive Risk Intervention and Treatment 
· Critical event response, including complaints

· Incident investigation

· Debriefing and disclosure 

· Internal claims management and litigation support

1. Claims Management
The risk management office shall maintain records of professional and general liability claims as well as property claims.  Aggregate and claim-specific data is analyzed by the chief risk officer/patient safety director to identify trends and patterns, and to implement risk reduction strategies that can improve the quality of patient care and reduce morbidity and mortality. Information pertinent to risk trends and recurring high-risk processes and outcomes is communicated to appropriate managers, directors, performance improvement coordinators, administration, medical staff, and the Board of Directors.

B. Sample Proactive Risk Interventions and Treatment by Chief Risk Officer
· Obtaining insurance coverage and risk financing as assigned

· Contract review as assigned

· Management of risk and patient safety data

· Providing staff education on early identification and control of patient safety issues

· Facilitating risk surveys and assessments of various clinical service units 

· Referring complex patient safety issues to the performance improvement coordinator, and directly participating in improvement projects

· Assuring provider compliance with redesigned procedures and clinical protocols 

· Facilitating regulatory compliance, including review of policies and procedures, implementation of National Patient Safety Goals, HIPAA, other safety standards, governmental laws and regulations

· Providing risk consultation to all organizational levels, and to committees

· Serving as liaison to federal and state agencies and regulatory bodies

C. Sample Proactive Risk Interventions and Treatment in Collaboration with other Organizational Leaders and Providers
· Implementation of a culture of patient safety

· Provider-to-provider communication protocols, example SBAR

· Chain of command policy development, implementation, and monitoring

· Accurate and complete medical record documentation and monitoring

· Physician involvement in performance improvement (PI) projects

· Procedures of infection control and prevention

· Medication error reduction procedures

· Evidence-based clinical protocol development

· Adequate staffing levels and mix

D. Performance Improvement Tools
For successful implementation of risk prevention and patient safety solutions, quality tools and methods shall be utilized:

· Systems perspective and process mapping/flowcharting

· Focus on continuous improvement and decrease in process variation

· Prioritization of improvement initiatives with the goal of optimum patient safety
· Team facilitation and team decision tools

· Measurement of quality processes and outcomes (baseline and follow-up), criteria-based monitoring and audits, data management, and quality reporting 
· Empowerment of process owners.3
E. Failure Mode, Effects, And Criticality Analysis

Failure Mode and Effects Analysis (FMEA) shall be performed as a proactive, preventive method of evaluating a potentially high-risk process in order to identify where and how it might fail.  It is also useful in evaluating a new process before implementation. FMEA includes review of the following:
· Failure modes (What could go wrong?) 

· Failure causes (Why would the failure happen?) 

· Failure effects (What would be the consequences of each failure?)

F. Use of the FMEA procedure is mandated by JCAHO.  It is a useful performance improvement tool that not infrequently leads to evidence-based practice protocols. (For more information, refer to Volume 5, Section 2.0, Failure Mode and Effects Analysis.)

IX. Risk and Patient Safety Monitoring, Evaluation, and Reporting
The risk management and patient safety office shall engage in continuous monitoring and evaluation of risk issues and outcomes. Toward this end, measurable indicators are strategically defined, efficient and reliable data collection is accomplished, basic statistical principles in data analysis and reporting are utilized, and involvement of appropriate providers is encouraged in monitoring occurrences, recognizing hazardous situations, and striving for improvements. 

Activities in the phase of risk monitoring and evaluation include, but are not limited to, the following:
· Aggregate occurrence analysis and claims analysis and trending

· Patient satisfaction surveys and trending of complaint type and severity

· Practitioner performance trending

· Compliance audits of redesigned safety procedures and clinical practice protocols

· Regulatory compliance monitoring regarding patient safety

· Summary patient safety reports to the governing level, managers, and providers

· Required reporting to external agencies

The effectiveness of the risk management and patient safety program shall be formally evaluated and reported at least quarterly by the Risk management and Patient safety department and reported to executive leaders and the Board Quality Committee. Such evaluation shall include the effects of risk interventions, any changes and trends in risk–related outcomes and their probable causes, as well as recommendations for further risk prevention and control activities. Quarterly reports are also prepared for department managers and their staff as well as medical staff, including objective data of any progress made. A summary review shall be presented at least annually to the Board of Trustees.
X. Confidentiality Statement, State of Michigan

All records, data, and information collected and then maintained by the risk management office are to be used strictly for peer/professional review as defined by the professional staff bylaws and Board approved professional staff and system committees involved in quality improvement activities.  Data, records and knowledge, including minutes, collected for or by individuals to committees assigned peer review functions are confidential, not public records, and are not available for court subpoena in accordance with MCL 333.20175, 333.21513, 333.21515, and 331.531, 331.532, and 331.533 and other state and federal laws.  No one shall have access to or the right to release documents collected or prepared by the risk management staff without authorization.
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