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1.
GOALS.  To select and acquire safe medical equipment; reduce the risks associated with equipment failures; and ensure the function and reliability of medical equipment.  These goals are consistent with the Command’s mission in providing quality healthcare to soldiers, retirees, and their families.

2.
OBJECTIVES.  This plan is designed to protect people, equipment, property, and the environment by promoting the safe and reliable operation of medical equipment.  The primary objectives of this plan are:


a.
Ensuring compliance with applicable regulatory requirements, standards and guidelines, and manufacturers’ recommendations.


b.
Selecting and acquiring safe medical equipment.


c.
Complying with the Safety Medical Devices Act of 1990.

d.
Carrying out an effective preventive maintenance program.


e.
Providing maintainer and user training.

f.  
Ensuring back-up equipment is readily available in the event of an equipment failure.


g. 
Monitoring hazard notices and recalls and providing related information to equipment users.

3.
SCOPE.  This management plan applies to all government owned and contracted medical equipment, including general, radiographic, electronic, and digital medical equipment used in this hospital and all subordinate medical treatment facilities to include (LIST ALL CLINICS AND SATELLITE LOCATIONS SERVED BY THE FACILITY).  Use of personally owned medical equipment is prohibited.

4.  
RESPONSIBILITIES.  The Chief, Medical Equipment Maintenance Branch (MEMB) oversees development, implementation, and monitoring of this plan and the hospital’s Medical Equipment Maintenance Program.  Supervisors are responsible for ensuring staff are trained and competent in the safe operation of medical equipment.

5.  
MEDICAL EQUIPMENT MANAGEMENT PROCESSES.


a.
Selection and Acquisition.  The MEMB Acquisition Section maintains policies, procedures, and documentation governing the selection and acquisition of medical equipment.  This process involves pre-purchase research (technical and installation requirements, equipment performance, technology, industry reports, training requirements), staff review, and executive approval.  

b.
Criteria and Inventory.  The MEMB utilizes the Amy Medical Department Property Accounting System (AMEDDPAS) to maintain a current, accurate inventory of all medical equipment covered under this plan.  Before any medical equipment is placed into use, it is evaluated based on its function, physical risks, maintenance requirements, and incident history, and a decision is made whether to include it in the AMEDDPAS database.  All medical equipment included in the database, is assigned a unique material management control number (MMCN).  An MMCN label is attached to the equipment (including contracted equipment) in a conspicuous location.  


c.
Hazard Notices and Recalls.  The hospital receives hazard notices and device recalls from several sources:  the Food and Drug Administration (FDA), U.S. Army Medical Material Agency (USAMMA), equipment manufacturers, and from miscellaneous publications, periodicals, and advertisements.  The MEMB reviews each notice/recall and takes corrective actions as needed.  A semi-annual report is submitted to the Safety Committee stating the findings and actions taken.


d.
Safe Medical Devices Act.  Users are required to immediately notify the Risk Manager; Chief, MEMB; and Safety Manager of all incidents where medical equipment fails during use and causes death, serious injury, or serious illness.  Users are also required to secure the implicated equipment until it can be investigated.  The (position) is responsible for assembling a team to investigate such incidents.  The team may consist of the Risk Manager, Safety Manager, a member of the clinical staff who is familiar with the operation and use of the equipment, and a medical equipment repairer (not the individual who last serviced the equipment).  If the team determines that the equipment contributed to or caused the incident, an SF 380, Reporting and Processing Medical Material Complaints/Quality Improvement Report, is prepared and sent to the Defense Supply Center Philadelphia (DCSP).  The DCSP prepares semi-annual summaries and forwards them to the FDA.


e.
Incident Reporting and Investigating.  The Chief, MEMB reviews equipment problems, failures, and user errors and submits summary reports to the Safety Committee for review/action quarterly.  Reporting procedures are as follows: 



(1) 
In the event that a piece of medical equipment fails to operate correctly while in support of a patient, the user submits a DA Form 4106, Quality Assurance/Risk Management Document along with a work order request to the MEMB.  The MEMB inspects the equipment to identify the cause and takes/recommends corrective actions as needed. 



(2) 
When responding to work order requests, the equipment maintainer notes evidence of user errors and takes/recommends corrective actions (training, demonstrations, etc.) as needed.


f.  
Maintenance Strategies.  The MEMB follows an interval-based maintenance strategy.  The preventive maintenance schedules are as follows:



(1)
Technical inspections – prior to use.



(2)
Safety inspections – annual (no patient contact) or semiannual (patient contact) and after repairs or modifications have been made to the equipment’s electrical or electronic circuitry.



(3) 
Preventive maintenance checks and services (PMCS) – according to the equipment manufacturer’s recommendation or the risk assessment published in TB MED 750-1, whichever is more stringent.



(4)
Calibration/Verification/Certification – according to the equipment manufacturer’s recommendation or the risk assessment published in TB MED 750-1, whichever is more stringent. 

The Chief, MEMB, may adjust maintenance schedules for equipment when technical manuals, manufacturer’s literature, or past maintenance experience indicate the need for more or less frequent intervals.

g.
Inspecting, Testing and Maintenance.  The MEMB maintains written procedures that include performance standards for inspecting, testing, and maintaining medical equipment.  Each month, the AMEDDPAS database automatically generates scheduled services requirements.  The AMEDDPAS database also serves as a tracking tool to document completion of required inspections, tests, and maintenance.  Each month, the Chief, MEMB randomly selects X% of the equipment having undergone maintenance, inspects the chosen equipment, and compares his findings with the equipment maintained who originally inspected the equipment.  Appropriate action is taken whenever discrepancies occur.

h.
Annual Evaluation.

(1)
The Chief, MEMB evaluates the Medical Equipment Management Plan annually.  In performing the annual review, the Chief utilizes a variety of sources such as results of internal and external audits, accident reports, notices of violation, customer satisfaction surveys, suggestion boxes and performance improvement committees, and other statistical information and tracking reports.  The Chief may also utilize other forms of review and input from relevant sources such as the Plans, Training, Mobilization, and Security and OIC, NCOICs and supervisors. 

      
 
(2)
The annual evaluation is presented to the Safety Committee for review and approval each January.  The Safety Committee evaluates the objectives, scope, performance, and effectiveness of the Plan annually.



(a) Objectives:  An annual assessment is made to determine if the objectives, as outlined in paragraphs 2.a through 2.g were met.



(b) Scope:  Based on the outcome of objectives assessment, the scope of the plan is expanded, reduced or maintained at its present scope (Buildings, Equipment, People, Operations, Services).



(c) Performance:  Review of performance standard(s) is made to determine the level of performance and whether the level of performance is acceptable.



(d) Effectiveness:  An acceptable level of effectiveness is determined by attaining success in meeting objectives and producing a satisfactory level of performance.
Once the Safety Committee approves the annual review, the results are submitted to the Executive Committee for review and approval.  Once reviewed by the Executive Committee, the Safety Committee and department supervisors the take appropriate actions to implement corrective steps discussed during the review.  The annual review is also used as an opportunity to further develop educational programs, policies, and performance improvement standards.

j.
Orientation and Education.  The orientation and education component pertaining to medical equipment addresses the following criteria:



(1)
Equipment users.



(a)
The capabilities, limitations, and special applications of medical equipment that they operate.



(b)
Operating and safety procedures.



(c)
Emergency procedures in the event of equipment failure.



(d)
Reporting procedures for equipment failures.

(2)
Equipment maintainers.



(a)
Shop safety.



(b)
Procedures for responding to equipment failures.



(c)
Technical training as required.

New employee orientation is conducted in organization wide sessions that operate under the control of Chief, Plans, Training, Mobilization, and Security.  New employees are scheduled to attend orientation within 30 days of arrival.  Orientation is also conducted at the department level.  The supervisors train staff members on equipment particular to work area.  The Chief, MEMB assists supervisors with training upon request and whenever user error reporting indicates that additional in-service education is required.  Supervisors are responsible for making sure their employees attend safety refresher training each year according to their birth months and for evaluating staff competency for the equipment that they use.  Annual refresher training and competency evaluations are documented in the staff competency folders. 

j.
Emergency Procedures.  The MEMB and Department of Nursing develop emergency procedures for medical equipment management which address the following:  

(1) 
Emergency clinical intervention when medical equipment fails.

(2)
Identifying the locations of spare equipment for use when equipment fails.  

(3) Procedures for obtaining repair services.

(4) Reporting medical equipment failures, user errors.  


k.
Monitoring of Performance. 



(1) 
This plan is based on monitoring and evaluation of organizational experience, applicable law and regulation, and accepted practice.  The management process involves a continuous assessment utilizing a design, teach, implement, measure/evaluate, and improve cycle.  The Medical Equipment Program is included in the Information, Collection, and Evaluation System (ICES) and the Safety Manager’s efforts to direct an ongoing, organization wide process to collect information about deficiencies and opportunities for improvement in EC.  The Safety Committee reviews and discusses summaries of problems, failures, user errors, and relevant published reports of hazards, as well as reports on findings, recommendations, actions taken, and results of measurement.



(2) 
Monitoring of compliance satisfies legal requirements, tests the program against regulatory and performance standards, and identifies opportunities for improvement.  It also serves as a basis for the Safety Committee’s annual evaluation of the objectives, scope, performance, and effectiveness of the Medical Equipment Management Plan.  The current performance standards are listed in Table 6.1.

	Table 6.1
2001 Medical Equipment Management Program Performance Standards 

	Performance Standard
	Performance Indicator
	Justification for the Selection of the standard
	Source of Data 

	95% of preventive maintenance inspections will be completed as scheduled
	Percent of preventive maintenance inspections completed.
	Assessment of preventive maintenance activities.
	AMEDDPAS

	100% of medical equipment maintainers will receive appropriate training before working with new equipment
	Percent of staff trained on equipment
	Assessment of staff knowledge, skill and training
	Department training records

	100% of medical equipment users will receive appropriate training before working with new equipment
	Percent of staff trained on equipment
	Assessment of staff knowledge, skill and training
	Department training records

	100% of medical equipment incident reports will be evaluated for compliance with established procedures
	Percent of incident reports evaluated
	Assessment of incident reporting system
	Incident Reports
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