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 COMPREHENSIVE MEDICAL SAFETY PROGRAM

I. INTRODUCTION

A. PURPOSE

The Medical Safety Program is designed to support and promote the mission and vision of the _____________ as it pertains to patient/visitor/employee safety. This plan will be implemented through the integration and coordination of the medical safety activities of multiple departments and patient care/patient support services at the ________ having responsibility for various aspects of patient and employee safety, including, but not limited to:

· Quality Improvement 

· Epidemiology

· Pharmacy

· Environment of Care

· Risk Management

· Occupational Health Services

· Corporate Compliance

· Purchasing/Procurement

· Laboratory

· Patient Care Services

· Physicians

· Ad Hoc Members

B. GUIDING STATEMENTS

The ________ is committed, as a component of newly designed and redesigned activities, to promoting the safety of all patients, visitors, volunteers, healthcare workers, and trainees.  The organization-wide medical safety program is designed to reduce medical/health system errors and hazardous conditions by utilizing continuous improvement to support an organizational safety climate as part of an ongoing, proactive effort in response to actual occurrences.

C. DEFINITIONS

NEAR MISS: Any process variation that did not affect the outcome but for which a recurrence carries a significant chance of a serious adverse event.

HAZARDOUS CONDITION: Any set of circumstances (exclusive of the disease or condition for which the patient is being treated) that significantly increases the likelihood of a serious adverse outcome.

II. OVERVIEW

The _________ leadership, through the designation of a Medical Safety Subcommittee, promotes an organization safety climate that:

· Encourages recognition, reporting, and acknowledgement of risks to patient/visitor and employee safety and medical/healthcare errors

· Initiates/monitors actions to reduce these risks/errors

· Internally reports findings and actions taken

· Promotes nonpunitive environment for reporting and follow-up of medical errors

· Supports staff who have been involved in a medical/healthcare error

· Educates staff to assure that all members of the healthcare team participate in the program

· Assures that patients/families are informed about the results of care, including unexpected outcomes and medical/healthcare errors
A. SCOPE OF PROGRAM

1.  Data from internal monitoring of patient/employee safety

· Processes that affect a large percentage of patients/employees

· Processes that place patients/employees at risk:

a. If not performed well

b.  If performed when not indicated

c. If not performed when indicated

· Processes that have been or are likely to be problem-prone

· The types of occurrences to be addressed include, but are not limited to, near misses and actual events related to:

a) Patient safety

b) Adverse drug events (medication errors and adverse drug reactions)

c) Nosocomial infections

d) Patient falls

e) Pressure ulcers

f) Transfusion reactions/blood/blood product administration

g) Communicable disease exposures

h) Surgical mishaps

i) Antimicrobial resistance patterns

j) Immunization programs

k) Use of restraints

l) Other patient incidents/unexpected clinical events

m) Hazardous conditions

n) Visitor safety

· Visitor incidents

o) Employee safety

· Blood/body fluid exposures

· Occupational diseases

· Communicable disease exposures

· Musculoskeletal injuries

· Immunization programs

· Other employee incidents

p) Environmental safety

· Product recalls

· Drug recalls

· Product/equipment malfunction

· Construction – Infection Control Risk Assessment

· Water quality

· Air quality

· Disaster planning

· Security incidents

· Workplace violence

2.   Data from external sources, including but not limited to:

a. Agency for Healthcare Research and Quality (AHRQ)

b. Centers for Disease Control and Prevention (CDC)

c. Institute for Healthcare Improvement (IHI)

d. Institute for Safe Medication Practices (ISMP)

e. JCAHO Standards and Sentinel Event Alerts

f. National Forum for Healthcare Quality Measurement and Reporting (NQF)

g. Occupational Safety and Health Administration (OSHA)

h. Published literature

B. STRUCTURE

· MEDICAL SAFETY INFRASTRUCTURE

The ________ supports a continuous improvement philosophy for medical safety, which promotes ongoing improvement of all processes relating to patient, visitor, volunteer, healthcare worker, and trainee safety. Leadership throughout the organization supports all medical safety efforts. Improvement in medical safety at the ________ is system-, hospital-, and department-based. Information flow occurs as outlined in the Organizational Performance Improvement Policy. The _______ provides adequate resources for an ongoing comprehensive medical safety program.

· ROLES AND RESPONSIBILITIES:

Governing Body Leadership: Final authority and responsibility for the medical safety of patients and healthcare workers at the _____ rests with its Board of Trustees. This authority is delegated to the Joint Conference Committee (JCC) for review of medical safety program activities. The JCC has empowered the hospital leadership and management teams with the responsibility for implementing performance improvement strategies in conjunction with the medical staff.

The Executive Management Team (EMT) and System Quality-Medical Safety Council (SQ-MSC): The EMT will ensure integration and assessment of medical safety needs through data collection and measurement. The EMT delegates specific responsibility for medical safety improvement efforts to the site leadership and medical staff and makes final recommendations regarding medical safety to the Board of Trustees.

The SQ-MSC established by the EMT is responsible for:

· Overseeing the efforts of the Medical Safety Subcommittee

· Structuring the flow of information to ensure appropriate reporting and communication of key issues

· Prioritizing medical safety improvement activities

· Reviewing data and information

· Allocating resources, including resources for education and training

Medical Safety Subcommittee (MSS) of the SQ-MSC: The SQ-MSC delegates medical safety improvement efforts to the MSS. The MSS is an organization-wide multidisciplinary committee with representation from all departments with responsibility for aspects of patient and employee medical safety as outlined above. The MSS responsibilities include the following:

· Initiates and develops a consistent organization-wide medical safety program and identifies the involvement of other departments

· Oversees comprehensive medical safety program to reduce adverse health events and makes recommendations for reductions in such events

· Coordinates and oversees data collection, analysis, reporting (internal and external), improvement, and follow-up activities related to medical safety

· Reviews and evaluates services of the _________ that are affected by safety/regulatory issues, identifies problems, makes recommendations for improvements, and monitors services to ensure that safety/regulatory recommendations are instituted and the desired results are obtained

· Provides interpretation and can implement policies/practices related to medical safety, in accordance with external regulatory requirements

· Proactively educates site-responsible individuals regarding medical safety issues, regulatory requirements, and new statutes/guidelines

· Serves as a resource for medical safety/regulatory issues and for the regulatory component of accrediting agencies

· Institutes monitoring programs to ensure compliance with external regulatory requirements

· Reports activities on an ongoing basis to the SQ-MSC

· Deputy Chief Quality Officer chairs the MSS

Medical Executive Committee and Medical Staff Operations Committees: The _______ Medical Executive Committee receives reports from hospital Medical Staff Operations Committees related to medical safety. Hospital medical staff is engaged in activities to measure, assess, and improve medical safety on a departmental, divisional, and system-wide basis.  

(Consider applicability for systems with multiple sites)

Site Management and Site Leadership: Leaders will ensure ongoing evaluation of medical safety and support processes. In addition, leaders retain accountability for implementation and maintenance of medical safety improvement initiatives. Summaries of these activities will be reported to the local site Leadership Performance Improvement Coordinating Committee (LPICC) or committees with oversight for PI functions.

Leadership and Performance Improvement Coordinating Committees: LPICCs are site-specific, multidisciplinary, and representative of site departments and functions. Site medical safety activities will be reported to the LPICC as outlined in the Organizational Performance Improvement Policy.

Hospital Boards: Hospital Boards, when existent, are responsible for the quality improvement activities at the site. Information will flow to the Boards as outlined in the Organizational Performance Improvement Policy. 

· APPROACH AND METHODOLOGY  
(Option: consider referring to the organization’s Plan for Performance Improvement)

· THE ORGANIZATION-WIDE APPROACH

The _________ maintains a system-wide approach to all medical safety improvement activities. Medical safety is the responsibility of every healthcare provider at the________. Improvement teams are multidisciplinary whenever possible. The methodology for this approach is based on a process improvement cycle.

· METHODOLOGY

1. Create a positive environment.

2. Define objectives.

3. Identify measurement characteristics.

4. Manage process variation.

5. Improve the process.

· MEASUREMENT PLAN

A medical safety measurement plan is utilized to define the measure. The measurement plan defines the dimensions of performance that are important to a process or outcome, numerator, denominator, data source, benchmarks, and responsible persons.

· MEDICAL SAFETY EDUCATION AND TRAINING

To support medical safety efforts and to ensure that all members of the healthcare team are involved in improving medical safety, all employees of the _____   will receive yearly education as part of performance improvement education and training. Education includes, but is not limited to, the ______’s nonpunitive approach to medical errors, responsibility to report errors and near misses when they occur, and process for reporting medical safety concerns/ medical errors. All new hires to the _______ will receive the same education and training as part of the orientation process. Ongoing education and just-in-time training will be provided to committees, groups, and individuals as necessary.

· DOCUMENTATION AND COMMUNICATION

· DOCUMENTATION

Documentation of measures reflects performance over time and identifies performance targets and variances. Analytical tools are used to interpret and display data. System-wide medical safety measures are compared within the organization and with external benchmarks, where available. Interpretation of data includes identification of areas for improvement as well as barriers to improvement.

· REPORTING/COMMUNICATION

Reporting will occur as outlined in the Organizational Performance Improvement Policy. Data will be collected as appropriate. Trending and analysis shall occur at least quarterly, with recommendations for improvement opportunities as appropriate. The leaders of teams and committees are responsible for ensuring that medical safety activities are reported as scheduled.

· CONFIDENTIALITY

To continue to fulfill the _____ commitment to medical safety, the committees must be allowed to review and evaluate medical safety information in a confidential manner. To effectively evaluate medical safety practices, confidentiality must be maintained to enable the committees to provide constructive recommendations without the fear of public disclosure. 

Records, data, and knowledge collected by or for the committees for their review purposes, including committee minutes, reports, and information provided for or by legal council, shall be confidential and maintained in a confidential manner. They are protected from disclosure pursuant to one or more of the provisions of  (state statutes for confidentiality provisions) and other state and federal laws. Unauthorized disclosure or duplication is absolutely prohibited.

Confidential committee and legal information will be stored in a locked file cabinet in a room that is to remain locked outside of regular business hours.

· AUTHORIZATION FOR RELEASE OF CONFIDENTIAL INFORMATION

(Consider and reference state-specific and federal  guidance for confidentially)

The senior vice-president for quality, Legal Affairs, or Corporate Compliance (or designee) should be consulted prior to the release of confidential information.

1. RELEASE OF INFORMATION:  (including access to and duplication of documents) may be authorized in the following manner:

· By the chairperson of each committee to its membership and staff; or

· By the chairperson of the committee in consultation with Corporate Compliance for the purpose of obligatory reporting in accordance with written policy or by law to another individual or entity assigned a similar review function; or

· By the president and chief executive officer; or

· By an executive officer of the Medical Center Board; or

· Medical staff that the president designates in writing, to act on his/her behalf to an individual committee or other entity assigned a care-review function by the Medical Center and/or having a legitimate need to know (eg, legal counsel for the Medical Center). Records shall be maintained and disclosure made pursuant to this provision.

2. LEGAL PROCEEDINGS: 

In the event of legal proceedings that seek production of committee or legal information, the president and chief executive officer or his/her designee shall be empowered and shall authorize Legal Affairs/ Corporate Compliance to review the matter and determine whether it is appropriate to release such information. If it is not appropriate to do so, then Legal Affairs/ Corporate Compliance shall authorize legal counsel to take such steps as are reasonably necessary and advisable to lawfully resist document production, including the making of motions or taking of appeals.

3. SANCTIONS FOR UNAUTHORIZED DISCLOSURE

Unauthorized disclosure of committee or legal information designated as confidential may result in:

· Progressive discipline, up to and including termination, or loss of committee membership for any hospital employees; and

· Corrective action, including loss of committee membership, reprimand, or non-reappointment for any medical staff members

In determining the sanction appropriate, the degree of inadvertence or willfulness of the disclosure, the manner of disclosure, the likelihood of recurrence, and the magnitude of harm done by the disclosure to the Medical Center activities, patients, and/or staff members will be considered.

· METHOD FOR EVALUATION

The Medical Safety Program Plan, including the written plan and criteria employed in the review process, shall be reviewed and evaluated at least annually. Revisions to the Medical Safety Program Plan shall occur as appropriate in line with the findings of committee activities and new regulations/statutes and guidelines from external agencies. Documentation associated with the annual review and evaluation shall be maintained, and appropriate findings shall be reported as outlined in the Organizational Performance Improvement Policy.

Example  --Medical Safety Next Steps Timeline

NEXT STEPS
TIMELINE

Present for SQC discussion/ approval
December 2000

Present for JCC discussion/approval
January 2001

Identify committee members
December 15, 2000

First Meeting/Mission/Vision/Goals
Early January 2001

Identify data already being collected/responsible parties
Completed by December 31, 2000

Revise Adverse Clinical Event Policy
Complete by February 1, 2001

Identify additional data to be collected
February 1, 2001

Prioritize efforts based on 2000 data
February 1, 2001

Standardize definitions/data collection
February 1, 2001

Revise Incident Report Forms/process
Complete by April 1, 2001

Report progress to SQC
Monthly

Identify Policies needing development/revision
Ongoing
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