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POLICY

<<Facility Name>> identifies in writing the activities used for maintaining, inspecting, and testing all of the medical equipment in the inventory used for the diagnosis, care, treatment, and monitoring of patients thus assuring safety and maximum useful life.  These activities and associated frequencies are in accordance with manufacturers’ recommendations or with strategies of an alternative equipment maintenance (AEM) program. 

 Note: The strategies of an AEM program must not reduce the safety of equipment and must be based on accepted standards of practice. * 
* An example of standards for a medical equipment program is the American National Standards Institute/Association for the Advancement of Medical Instrumentation handbook ANSI/AAMI EQ56: 2013, Recommended Practice for a Medical Equipment Management Program
FREQUENCY

The <<Biomedical Engineering Director>> identifies in writing the frequencies for inspecting, testing, and maintaining all operating components of medical equipment on the inventory.  

The frequency of planned maintenance is determined based on criteria, including manufacturer’s recommendations, risk levels, current hospital experience or with strategies of alternative equipment maintenance (AEM) program.  The frequency of maintenance is determined at the time of initial evaluation of the medical equipment based on the following:

· Interval testing 

· Run-time based inspections

· Corrective maintenance

· Metered maintenance based on hours of use, or other time of use processes

· Strategies use on-board clocks or event recorders to trigger specific tests, inspections or service)

· Other strategies, based on the use of the equipment may include inspection immediate prior to each use, for equipment used infrequently, and borrowed or rented from vendors or others.

UNAVAILABLE EQUIPMENT

The <<Biomedical Engineering Director>> and the clinical manager will develop a strategy to conduct the required activities when medical equipment is not available for performing the appropriate maintenance, testing, and inspection activities because it is currently providing high-risk activities, or a replacement unit is not available, this information will be documented and reported to the EOC Committee.  

CRITERIA

The <<Biomedical Engineering Director>> is responsible for determining the maintenance strategies associated with the medical equipment program.  The <<Biomedical Engineering Director>> also assures that medical equipment are scheduled according to its strategy and completed on schedule.  Medical equipment with activities and associated frequencies in accordance with manufacturers’ recommendations must have a 100% completion rate. Scheduled maintenance activities for high-risk medical equipment in an alternative equipment maintenance (AEM) program inventory must have a 100% completion rate. Scheduled maintenance activities for non-high-risk medical equipment in an alternative equipment maintenance (AEM) program inventory may be deferred as defined by organization policy, provided the completion rate is not less than 100%. The criteria used for establishing the activity frequency include:

· Manufacturer’s recommendations

· Risk levels

· Hospital experience
· Strategies of an alternative equipment maintenance (AEM) program.
A. Criteria:

The <<Biomedical Engineering Director>> and other managers will evaluate each operating component of medical equipment and assign a numerical score in each of four categories:
· Equipment Function (Table 1) 

· Physical Risk (Table 2) 

· Maintenance Requirement (Table 3)

· Incident History (Table 4)

The most appropriate value from each of the attached five tables (Table 1‑4) will be selected and entered into the Risk Summary Score (Table 5), and the Risk Factor (RF) is calculated. The Medical Equipment Assessment Form is located in Attachment I. 
B. Scoring:

Information from manufactures recommendations and other authorities on medical equipment will be used.  The Risk Factor will also be used to determine the inspection, testing, and maintenance activities.  The Risk Factor, along with information from manufacturers and resources, will also be used to determine the frequency of these activities.
PROCEDURE
A work order system is used to manage planned maintenance activities.  Work orders are issued for maintenance performed by the<<Biomedical Engineering Department>> in-house staff and by contractors.  The <<Biomedical Engineering Director>> manages the work order generation and completion process.  

1. The <<Biomedical Engineering Director>> determines the appropriate activity is made as part of the initial evaluation of equipment. 

2. The<<Identify (e. g., Engineering Technicians)>> perform assigned activities and return completed documentation to managers.  Activities completed by contractors are tracked to assure the activities are completed in accordance with the terms of a contract.

3. The maintenance activities are written and assigned based on the manufacturer’s recommendations & specifications, and other recognized resources, including professional experience, equipment history and utilization.
4. The maintenance frequency is based on manufactures and other resources, such as updates from ECRI, and FDA recalls, and environmental tours will be used to evaluate the procedures. 
5. Equipment found with a deficiency will be correct immediately or removed from services.  The clinical staff will be instructed on the procedures for identifying equipment that does not function properly.  
6. The activities are written and assigned based on the recommendations and requirements of one or more of the following sources:

a. AAMI standards and recommended practices

b. Manufacturers recommendations & specifications

c. ASHE/AHA Medical equipment management in hospitals

d. ECRI health device handbook

e. Professional experience, equipment history and utilization

ATTACHMENT:
Attachment I- Medical Equipment Assessment Form (ME-EC.02.04.01EP4)
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