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XXXTH MEDICAL GROUP
MEDICAL EQUIPMENT MANAGEMENT PLAN

LIFE SAFETY CODE® OCCUPANCY:  HEALTH CARE
PURPOSE:  The Medical Equipment Management Plan of ​​​​​​​​​​​​facility name serves to provide a framework to promote the safe and effective use of equipment for diagnosis, monitoring, treatment, and direct patient care.  It identifies the established policies, programs, and processes used by the number Medical Group to establish, support, train, and maintain an effective medical equipment management program.  This plan is not intended to replace any existing standards or instructions; it is to be used to provide guidance and information.
SCOPE:  This Medical Equipment Management Plan covers the activities of facility name, and affiliated remote sites including:

· List the name and number of each building where patient care is provided.
Any differences in activities at the various sites are so noted in the plan. 
RESPONSIBILITY:  Oversight of the medical equipment management program is accomplished through the Environment of Care (EOC) Committee, and the Senior Biomedical Equipment Technician (BMET).  The Office of Primary Responsibility (OPR) is Biomedical Equipment Repair.  Executive oversight is maintained through the Executive Steering Committee by the review of the EOC committee minutes and annual evaluation of this management plan.  Medical group custodians are accountable for medical device inventories.  The Senior BMET reports to the EOC Committee on medical equipment issues.  

Supervisors and/or their designated Safety Monitors are responsible for ensuring all subordinates are properly trained and informed of all medical equipment operating instructions and safety related issues as they pertain to the specific duty section/location, job, and task.  Each individual (as required per AFI 91-301) working at facility name should have all appropriate safety training annotated on an AF Form 55, Employee Health and Safety Record.  
OBJECTIVES:

1. Ensure equipment is operational, safe, and properly maintained for patient care.
2. Ensure equipment operators are properly trained for their responsibilities in the medical equipment management program.
3. Ensure proper reporting of equipment relating to the injury or death of a patient or staff.
4. Add additional objective(s) as necessary and appropriate for the individual facility.
ELEMENTS OF PERFORMANCE:

Written Management Plan  

EC.6.10 (1):  The organization develops and maintains a written management plan describing the processes it implements to manage the effective, safe, and reliable operation of medical equipment.

Facility name has developed and implemented this Medical Equipment Management Plan in compliance with JCAHO requirements to describe the processes involved with this function and to manage the safe, effective, and reliable operation of all medical equipment.  

Selection and Acquisition

EC.6.10 (2):  The organization identifies and implements a process(es) for selecting and acquiring medical equipment.

Proposed new equipment is selected by individual cost center managers based on section requirements, industry standards, past device experience and recommendations from other departments. The 3-year Equipment Replacement List is reviewed semi-annually and assists custodians in determining when their equipment has reached its life expectancy.  
The office of primary responsibility for acquiring equipment is the Medical Equipment Management Office (MEMO).  Equipment selected for acquisition is evaluated by Biomedical Equipment Repair, Facility Management, and Systems for ease of use, durability, and compatibility with existing utilities.  Research into the reliability of a requested equipment item is accomplished through ECRI reviews, Dental Investigative Service (DIS), AFMLO and testimonials from BMET functions throughout the world where the selected equipment is in use.  The package is then presented to the Equipment Review and Authorization Authority (ERAA) board for approval and funding. 
Inventory Inclusion 

EC.6.10 (3):  The organization establishes and uses risk criteria for identifying, evaluating, and creating an inventory of equipment to be included in the medical equipment management plan before the equipment is used.  These criteria address the following:
· Equipment function (diagnosis, care, treatment, and monitoring)

· Physical risks associated with use

· Equipment incident history

EC.6.20 (1):  The organization documents a current, accurate, and 
separate inventory of all equipment identified in the medical 
equipment management plan, regardless of ownership.

Inclusion in the medical equipment inventory for maintenance purposes is determined by equipment risk, level of maintenance required, and equipment history.  


A physical inventory is accomplished by the Medical Equipment Management Office (MEMO), in conjunction with section equipment custodians.  Inclusion in the medical equipment inventory is regardless of the ownership of the equipment.  The Biomedical Equipment Repair Section (BMER) performs performance and safety verification testing and selects the appropriate device code.  For items without specific device codes, BMER assigns a generic device code dependent on physical risks which may result in the item being included into the equipment management program.  Inclusion into the program is also based on information from Medical Logistics and ECRI concerning the equipment incident history.

Each device code identifies specific “work order literals” which describe various maintenance actions to be taken during scheduled maintenance inspections and schedule the frequency of inspection.
Maintenance Strategies

EC.6.10 (4):  The organization identifies appropriate strategies for all equipment on the inventory for achieving effective, safe, and reliable operation of all equipment in the inventory.

All / most medical equipment that is included under facility name’s Medical Equipment Management Plan is maintained based on an interval-based strategy.


AND

Based on AFMLO’s review of maintenance requirements, the following types of medical equipment are maintained using a corrective maintenance strategy:
· List type of equipment

These pieces of equipment will be run until failure, and this has been 
approved by the EOC Committee.

Maintenance Intervals  

EC.6.10 (5):  The organization defines intervals for inspecting, testing, and maintaining appropriate equipment on the inventory (that is, those pieces of equipment on the inventory benefiting from scheduled activities to minimize the clinical and physical risks) that are based upon criteria such as manufacturers’ recommendations, risk levels, and current organization experience.

EC.6.20 (3):  The organization documents maintenance of equipment used for life support that is consistent with maintenance strategies to minimize clinical and physical risks identified in the equipment management plan.


EC.6.20 (4):  The organization documents maintenance of non-life support equipment on the inventory that is consistent with maintenance strategies to minimize clinical and physical risks identified in the equipment management plan.
Scheduled maintenance provides for regular systematic servicing, verification of performance and safety, and detection and replacement of worn or failing components before a serious problem develops.  Specific criteria for inspecting and calibrating devices are found in manufacturer technical literature, work order literals on each scheduled work order and in ECRI Inspection and Preventive Maintenance Guidelines.  Preventative maintenance and calibration schedules are determined by Biomedical Equipment Repair and assigned during the initial inspection. 


Preventive maintenance and calibration cycles are reviewed by AFMLO and adjusted based on periodic review of repair hours, alert/recall history and Air Force medical equipment defect reports.  Any extensions of preventive maintenance intervals over one year, or elimination of scheduled maintenance in the MTF based on these recommendations must be approved by the EOC Committee prior to implementation.

Local maintenance activities may increase the frequency of scheduled maintenance as required, but cannot decrease the frequency beyond that established without written approval from AFMLO.
All preventive maintenance of medical equipment is documented in MEDLOG (the Medical Logistics computer system)  / DMLSS (Defense Medical Logistics Standard Support). 
Hazard Notices and Recalls

EC.6.10 (6):  The organization identifies and implements processes for monitoring and acting on equipment hazard notices and recalls.
Biomedical Equipment Repair informs the EOC Committee of recalls and hazard notices that affect equipment in the medical treatment facility (MTF), and the actions taken to ensure the affected equipment is safe for patient use.  All medical equipment hazards/recalls received (ECRI, AFMLL, FDA, MFG, etc.) are researched immediately upon arrival.  Alerts are forwarded electronically to any possible affected custodian for their review.  Biomedical Equipment Repair takes appropriate action.
Safe Medical Devices Act 

EC.6.10 (7):  The organization identifies and implements processes for monitoring and reporting incidents in which a medical device is suspected or attributed to the death, serious injury, or serious illness of any individual, as required by the Safe Medical Devices Act of 1990.
Medical equipment incidents that are capable of causing injury or death are reported within 48 hours of discovery to Quality/Risk Management and routed to the senior Biomedical Equipment Technician (BMET) for investigation and resolution.  Operators must NOT adjust or alter any controls on the involved equipment.  The equipment must be impounded and delivered to Biomedical Equipment Repair for investigation. 

ECRI’s Computerized Product Reporting System is used, and through this system, an FDA Form 3500A will be completed for this type of incident.   A copy of this form will also be submitted to AFMLO/FOE. 


The Medical Logistics Flight reports defects directly responsible for causing injury or death to patients or staff to AFMLO as a type I complaint.  DSCP reports the incident to the FDA through an agreement between the DOD and FDA.  

Risk management reports of incidents/occurrences are a standard agenda item for the EOC Committee.  Urgent items are briefed to the Medical Logistics Flight Commander, for elevation to the Executive Committee.  In an attempt to determine the cause of a reported medical equipment incident, the senior BMET, risk manager and others as appropriate performs an investigation, mandated by AFI 41-201.  
Emergency Procedures 

EC.6.10 (8):  The organization identifies and implements processes for emergency procedures that address the following:
· What to do in the event of equipment disruption or failure

· When and how to perform emergency clinical interventions when medical equipment fails

· Availability of backup equipment

· How to obtain repair services


In the case of equipment disruption or failure, the equipment will immediately be removed from the patient, with all settings and disposables in use at the time of the event preserved.  Emergency clinical interventions will be implemented as necessary.  The equipment will be removed from service, and Biomedical Repair will be notified of the equipment failure.

Clinical interventions are unique and are dependent upon each type of equipment and the clinical situation.  Contingency procedures are developed and implemented within each department.  The degree and level of training is determined by various clinical providers.  Professional knowledge, technical literature, manufacturer representatives, etc. are possible sources of information. 

The availability of backup equipment varies by department, with each department maintaining their own equipment inventories.  Spare equipment is coordinated by equipment custodians on an as-needed basis, either maintained within the section, borrowed from other sections, or obtained outside of the organization.


During normal duty hours (define times), repair services are obtained by calling (department name) at (phone number).  After hours, the on-call technician can be reached by calling (define department, phone number, etc.) 
Performance and Safety Testing
EC.6.20 (2):  The organization documents performance and safety testing of all equipment identified in the medical equipment management program before initial use.

Biomedical Equipment Repair verifies proper equipment performance and that all applicable safety criteria are met prior to initial use.  Documentation is maintained in the Equipment Data File (EDF) and electronically in MEDLOG or DMLSS.  
Sterilizers

EC.6.20 (5):  The organization documents performance testing of all sterilizers used.

Preventive maintenance and inspection results are maintained within the EDF for each sterilizer used.  Biological testing and indicators are performed by the using section and maintained within that section.  
Dialysis Water


EC.6.20 (6):  The organization documents chemical and biological testing of water used in renal dialysis and other applicable tests based upon regulations, manufacturers’ recommendations, and organization experience.


Facility name does not have dialysis equipment.  OR

Facility name ensures that chemical and biological testing of water used in renal dialysis is done on a regularly scheduled basis at intervals as determined by Medical Logistics.  These tests are performed by name of contractor and the records are kept by department name.
Reporting Process  

EC.9.10 (1):  The organization establishes and implements process(es) for reporting the following:

· Equipment management problems, failures, and user errors
All equipment failures are documented by processing unscheduled work orders through the MEDLOG or DMLSS computer system.  The EOC Committee is briefed on equipment management issues by Biomedical Equipment Repair.  The number of no-defect work orders is reported to the EOC Committee as an indicator of possible user error.

Performance Monitoring

 EC.9.10 (3):  The organization establishes and implements a process(es) for ongoing monitoring of actual or potential risk(s) in the environment of care management plan.


EC.9.20 (8):  A recommendation for one or more PI activities is communicated at least annually to the organization’s leaders based on the ongoing performance monitoring of the Environment of Care management plans.


Facility name conducts appropriate monitoring of performance of this Medical Equipment Management Plan regarding actual or potential risk.  Current performance monitors include:
· Number of devices found in service without initial inspection.
· Number of devices unavailable for service awaiting repair.
· Work orders aged 30, 60, or 90 days.
· Number of pieces of equipment that can’t be located for scheduled maintenance.

Results of this ongoing monitoring will be reported and reviewed at the Environment of Care Committee meeting at least quarterly.  This data will be considered by the committee annually for possible recommendation to the MTF leadership for a performance improvement activity in the Environment of Care.

Annual Evaluation


EC.9.10 (4):  Each of the environment of care management plans are evaluated at least annually.
EC.9.10 (5):  The objectives, scope, performance, and effectiveness of each of the environment of care management plans are evaluated at least annually.

There will be an annual evaluation of this Medical Equipment Management Plan in terms of its objectives, scope, performance, and effectiveness, defined as follows:



Objectives:  An assessment of whether or not the objectives 
identified in this management plan have been appropriately 
addressed in the preceding year.  Any adjustments made to the 
objectives for the following year should also be included.



Scope:  An assessment of whether or not the scope, as identified in 
this management plan, remains the same for the coming year, or 
needs to be adjusted according to changes in the organization.



Performance:  A quantitative analysis of the performance 
monitoring data as identified in this management plan.



Effectiveness:  A qualitative assessment of what was done well, 
and what needed improvement in the fulfillment of the Medical 
Equipment Management Plan during the preceding year.  Any 
changes, not previously mentioned, that are needed for the 
coming year should 
also be addressed.


The annual evaluation will be compiled by the Senior BMET.  The evaluation will be reviewed by the Environment of Care Committee at its next meeting following the completion of the evaluation, and it will then be forwarded to the Executive Committee.
Orientation and Education


HR.3.1:  Staff members, licensed independent practitioners as appropriate, and volunteers have the knowledge and skills necessary to perform their responsibilities within the environment.  Staff members and licensed independent practitioners as appropriate can describe or demonstrate


(1):  Risks within the organization’s environment


(2):  Actions to eliminate, minimize, or report risks


(3):  Procedures to follow in the event of an incident


(4):  Reporting processes for common problems, failures, and user errors


Volunteers (as appropriate to their job responsibilities) can describe or demonstrate


(5):  Risks within the organization’s environment


(6):  Procedures to follow in the event of an incident


(7):  Reporting processes for common problems, failures, and user errors

All users and maintainers of medical equipment receive orientation and education concerning the following:

     USERS

· Capabilities, limitations, special applications of the equipment
· Operating and safety procedures for equipment use

· Emergency procedures to follow in the event of an equipment failure

· Reporting procedures for equipment problems, failures, or user errors

· Inspection of equipment used in the facility

MAINTAINERS

· Knowledge and skill necessary to perform maintenance responsibilities

· Processes for reporting equipment management problems, failures, and user errors


USERS


The orientation and education of the medical equipment users is a shared responsibility between the Biomedical Equipment Repair section and each individual equipment custodian.  Responsibility for training the individual on departmental medical equipment processes and policies is the responsibility of each individual supervisor.  The Biomedical Equipment Repair section provides training and information on the remainder of the program through the Medical Group’s annual computer based training.  Individualized training is provided to each equipment custodian.  

Upon receipt of new equipment into the clinic, each using section has the responsibility for in-service training.  This training is documented at the unit level.  
MAINTAINERS

The maintainers of medical equipment are formally trained and have been awarded an Air Force Specialty Code.  BMETs attend mandatory formal training at the Department of Defense (DOD) Biomedical Engineering Training Course at Sheppard AFB, TX.  This training is supplemented by advanced training provided by DOD courses, manufacturer’s schools, and other commercial courses attended periodically throughout the technician’s tenure.  All training is documented in applicable training records (AF Form 623) and training certificates maintained by the individual receiving training. 

Annually, Biomedical Equipment Repair reviews the inventory to determine any training requirements.  
APPROVED: 

______________________________________
          ___________

EOC Chairperson      


                                Date

______________________________________

__________​_

Chair of Executive Committee
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