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10-1
Introduction

1.
Purpose and Scope.  This section establishes basic principles, policies, procedures and requirements, and assigns responsibilities for conducting a medical and dental equipment maintenance management program.  It provides uniform guidance and direction to standardize general operating procedures within BMEDs and applies 

to all Navy medical and dental personnel.

2.
Objectives.  The objectives of this section are to establish and maintain an effective and workable medical equipment management program throughout the Navy that provides optimum maintenance, performance, safety, reduction of maintenance expenditures, collection and review of data to ensure adequate planning for technology management, QA/RM, and the manpower to meet these objectives.

3.
Responsibilities


a.
BUMED.  The Chief, BUMED establishes policies to ensure uniform guidelines for maintenance programs of medical and dental equipment for activities under BUMED claimancy.  The Logistics Division, BUMED will have oversight of all medical and dental equipment maintenance programs within the Navy.


b.
NAVMEDLOGCOM provides management of biomedical engineering and other logistically related technical support to commands under BUMED claimancy and to other Navy/Marine Corps commands.


c.
BUMED Activities.   Commanding officers or officers in charge of activities under BUMED claimancy having BMETs or DETs will establish a BMED or DED under the materials management officer or the equipment management officer as assigned.



(1) The BMED will administer the biomedical engineering program at all Naval MTFs ashore and provide support to elements of the Operating Forces.



(2) The DED will administer the dental engineering program at all Naval DTFs ashore and provide support to elements of the Operating Forces.


d.
Activities not under BUMED Claimancy.  It is recommended that MTF or DTF activities not under BUMED claimancy participate fully in the preventive maintenance program and communicate directly with the nearest biomedical and dental engineering division, or NAVMEDLOGCOM for integrated logistic support.  In addition to the recognized 3‑M system, 

shipboard MTFs and DTFs, divisions, or departments should maintain, onboard, Ship's Configuration Change Form (OPNAV 4790/CK) for Configuration Data Management and Ship's Maintenance Action Forms (OPNAV 4790/2K). They should also maintain Medical/Dental Equipment Maintenance Records (NAVMED 6700/3), (Annex 26) or an automated record for each item of medical and dental equipment carried onboard.  This will provide supporting BMETs and DETs with a complete maintenance history, which is essential for technology management.  Marine Corps elements will comply with MARINE CORPS BULLETIN 4790 Dated 21 Dec 95 the provisions of appropriate Marine Corps Orders.

4.
Funding

a.
MTF/DTF Funding.  The cost of test equipment, tools, repair parts, and miscellaneous expenses associated with the operation of biomedical engineering in a MTF or DTF will be funded by that MTF or DTF.


b.
Activity Funding


(1) All required repair parts will be funded by the activity having custody of the equipment.  Maximum use of Federal Supply System repair parts is mandatory.  Establishment of Navy stock funded repair parts inventories is highly recommended.



(2) All expenses directly involved in the TAD of a technician, including travel costs, are chargeable to the activity requesting assistance or service.



(3) Technical training of BMETs and DETs, exclusive of the technical training required for obtaining the NEC, will be funded by the activity requiring 

the training.  Examples of this technical training are manufacturer's training classes and functional training courses.



(4) All technical training and continuing education courses shall be reported to NAVMEDLOGCOM, Equipment Support Department (Code 03), for purposes of possible assignments and evaluation of educational training needs of BMETs/DETs.


c.
Specialized Technical Training.  Specialized technical training required for the maintenance and repair of a specific item of equipment that is to be procured should be programmed into the purchase price of that item of equipment.  Additionally, training should be coordinated to occur in conjunction with the receipt and installation of that item.


d.
Continuing Education.  Continuing education courses for advanced BMETs/DETS assigned to activities not under BUMED claimancy are funded on a limited basis by NSHS Bethesda.  Additional information about available funding can be obtained from the Hospital Corps Section of the Educational Programs Department at NSHS (Code 64). Continuing education courses for BMETS/DETS assigned to activities under the BUMED claimancy will be funded by the local activity.
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Functional Organization

1.
NAVMEDLOGCOM. has oversight of medical and dental maintenance programs in the Navy and will establish 

policies and procedures to ensure uniform guidelines for all BUMED activities.  NAVMEDLOGCOM also functions as the Inservice Engineering Agent (ISEA) and Technical Support Activity (TSA) for integrated logistics support of medical equipment and will disseminate medical and dental equipment safety, maintenance, repair, and other biomedical equipment information.  Support services include:

· Review all PMS documentation as developed by Fleet Technical Support Center, Atlantic.

· Take action on all medical and dental Technical Feedback Reports.

· Serve as Technical Manager for BIOFACS.

· Serve as the central focus point for requesting and approving additions or changes to the BIOFACS system.

· Develop maintenance procedures, documentation, and provisioning requirements for medical/Dental equipment.

· Program direction for biomedical equipment technology management initiatives within the BUMED claimancy, including class risk assessment, equipment standardiza-tion, related scheduled maintenance procedures and documentation, and repair parts provisioning documenta-tion.  Risk assessment for the medical equipment management program will be based upon the function, physical risks and maintenance requirements of medical equipment used in the diagnosis, treatment, monitoring and care of patients.

· Provide technical guidance to other Navy system commands and appropriate organizations to ensure consistency of afloat equipment maintenance procedures with established fleet systems.

· In conjunction with SPCC, NAVICP-M, manage the Consolidated Onboard Ships Allowance List (COSAL) equipment repair parts program for afloat/deployable units, including determination of provisioning requirements, Allowance Parts List (APL) development and documentation.

· Serve as a point of contact for resolving problems within biomedical engineering.  Obtain assistance by addressing correspondence to the Commanding Officer, Naval Medical Logistics Command (Code 03).

2.
NAVMEDINFOMGMTCEN serves as Project Manager for BIOFACS.

3.
MTFs or DTFs.  Commanding officers will be responsible for the following:

· Allocate sufficient test equipment, tools, reference materials, repair parts, utility services, and space to establish a BMED/DED under their command.  The physical size should be based upon the number of personnel assigned, quantities and complexity of equipment to be serviced, quantity of repair parts to be stored, geographical area, and units of the Operating Forces in the area supported.

· Assign, coordinate, and control all medical and dental equipment repair personnel assigned to their


command and provide additional 
non-technical military and/or civilian 
personnel as required to support 
the mission of biomedical 
engineering.

· Institute local command policies to ensure that an effective and efficient preventive maintenance program is functioning.

· Ensure department heads have training programs in effect that document annual operator training in proper equipment operation and performance of user maintenance to meet JCAHO requirements for management of clinical and physical risks.  Manufacturer's literature may be used as a guide.

· Ensure budgeting is provided annually for the training of BMETs and DETs to maintain highly technical equipment items.  Training records with annual updates are required for each BMET/DET stating classes of equipment they are trained to maintain.  A checklist for inspection of medical and dental biomedical engineering activities is provided in Annex 27.
4.
BMED or DED

a.
General.  Bio-Medical and dental engineering is a function designated to furnish geographic maintenance and repair support and, as such, should be organized to maximize available resources.


b.
Functions.  Bio-Medical and dental engineering is responsible to:

· Develop SOPs to efficiently use all maintenance and repair resources.

· Implement a command medical/ dental equipment management program for preventive maintenance, safety, performance and repair that will ensure scheduled inspections.  An equipment maintenance program based upon NAVMEDLOGCOM's established class risk assessment for inspections may be increased based upon biomedical/dental engineering's evaluation of local incident data.  Decreasing inspections may only be done by approval, in writing from the command safety committee and NAVMEDLOGCOM.

· Maintain a listing of all medical and dental equipment within areas of responsibility to include branch clinics or elements of the Operating Forces, including all medical and dental equipment whether leased, loaned or in use on a pay per test basis.

· Provide technical review of all requests for contracted medical and dental equipment maintenance. Monitor manufacturer and/or vendor warranties and maintenance agreements.  Inspect and document the performances of all medical/ dental maintenance to verify that the services provided conform to those contracted or warranted.

· Establish a work control and priority system to ensure equitable service to all units. The following is the prescribed priority:

· Critical Care (Risk assessment Level 1) Equipment.

· Operating Forces.

· Regional Active and Reserve MTFs.

· Evaluate medical and dental equipment with each occurrence of unscheduled maintenance (repair) and during performance of preventive maintenance to provide recommendations for overhaul, life‑cycle extension, or possible replacement.

· Condition code all equipment upon receipt and whenever maintenance action requires.


c.
Size and Accessibility.  The working area will be adequately sized and equipped with sufficient quantities of the proper tools, test equipment, technical reference material, storage shelving, and utility service to perform the maintenance mission.  The working area should be readily accessible to using activities so that item of equipment can be delivered easily, safely, and quickly.


d.
Safety Requirements.  The facility must include sufficient quantities of properly designed tools and equipment, machine guards where mechanical hazards exist, high standards of working environment including adequate lighting and ventilation; ample and orderly working surfaces, storage areas for tools and materials; and systematic removal and disposal of waste.  The safety procedures and precautions outlined in NAVMAT P‑5100, Safety Precautions for Shore Activities must be followed.

5.
Personnel


a.
General.  Owing to the importance of an effective maintenance and repair program, BMETs, Basic or Advanced, and DETs will be assigned duties in their respective technical specialty.  This does not preclude 

assignment to normal military duties such as watchstander, enlisted advisor, or other collateral duties. 



(1) Depending on the size of the activity, the amount of equipment to be maintained, the number of BMET or DET personnel assigned, and workload, consideration will be given to the establishment of a biomedical engineering watch and/or the establishment of a rotating shift for the performance of scheduled and unscheduled maintenance.



(2) Functions such as property management, property accounting, and other administrative functions outside of the maintenance and repair environment will be performed by personnel with other technical training. BMETs and DETs should interact with property management to provide technical assistance and advice for the management of medical equipment.



(3) BMETs and DETs will not be used to perform tasks under the cognizance of the Facilities Management Department, Operating Management Department, or the Public Works Center.  Examples of such maintenance tasks include, but are not limited to, the following: safety inspections of non-medical equipment, communication and security systems, nurse call systems, office equipment, furniture, bedside tables, food carts, AV equipment, utility systems, etc.


b.
Staffing Levels.  Staffing levels and mix should be adequate to properly conduct a workable medical or dental engineering program.  Assignment of non-technical personnel for clerical support positions should be considered. 

Personnel who are requesting "C" School (PNECs) of 8479 or 8732 should be considered for temporary maintenance shop assignment to facilitate recommendations for school attendance.


c.
Use of Non‑BMETs/DETs



(1) At those facilities assigned non-medical/dental technical personnel, the ultimate decision to authorize and use non‑BMET/DETs rests with the MTF or DTF commanding officer or officer in charge.  The commanding officer or officer in charge must evaluate the skills and training of each individual on a case‑by‑case basis.  Such an evaluation should be conducted by the senior BMET/DET on staff.  Authorization to maintain and repair specific medical and dental equipment must be given to the individual, in writing, by the commanding officer or officer in charge.



(2) Inservice training on each type of equipment to be maintained/ repaired must be provided and thoroughly documented.  Authorized non‑BMET/DETs should be allowed to maintain/repair only those items of Risk Level Class 2 through Class 4 medical/dental equipment for which they have received appropriate inservice training.  Maintenance and repair of Risk Level Class 1 equipment shall only be performed by trained BMET/DETs with the appropriate NEC.  All maintenance and repair, regardless of risk level, completed by a non‑BMET/DET must be verified and documented by a BMET/DET.
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Training

1.
General.  Chief, BUMED and Chief, BUPERS have approved two PNECs for BMETs, 8479 (Basic) and 8478 (Advanced), and one PNEC for DETs, 8732.


a.
Medical.  The Basic BMET, HM‑8479, is trained to maintain and repair mechanical, electro-mechanical, electronic, general medical/surgical equipment, and low capacity radiographic equipment of DEPMEDS. The Basic BMET performs preventive maintenance, performance inspections, and safety testing of all medical equipment.  The Advanced BMET, HM‑8478, performs maintenance and repair on the same types of equipment as the Basic BMET, and has a higher level of technical training to provide maintenance and repair of technically specialized equipment. The Advanced BMET is also qualified for supervising and managing local maintenance programs and is responsible for training Basic BMETs.


b.
Dental.  The DET (DT‑8732) is trained to maintain and repair mechanical, electro-mechanical, and electronic dental equipment; perform preventive maintenance and electrical safety testing on dental equipment.

2.
Specific Requirements.  The MTF or DTF will initiate continuing education training programs to advance the technical skills of BMETs and DETs Documentation of all training and service capabilities is a requirement of JCAHO.


a.
MTF will provide programs of in‑service training, on‑the‑job training, factory training for new complex equipment, and continuing education course funding at the USAMEOS in Aurora, CO.  Applications for the courses at USAMEOS must be submitted to BUMED (MED‑05) with endorsements and funding provided by the individual's activity.


b.
DTF will provide programs of in‑service training, on‑the‑job training, factory training for new complex equipment, and refresher-training courses at designated centers.
10-4
BioMedical and Dental

Engineering Operation

1.
General. An equipment management program must be based upon risk assessment that considers the equipment function, physical risks to the patient, maintenance requirements, equipment incident history, age and any unique local requirements.  Properly established, coordinated, and administered, it will keep equipment repair costs to a minimum, ensure the inherent reliability of the equipment, and provide valuable information to the activity for systematic planning, technology management and budgeting of equipment replacement.  Within each program, procedures must be developed to ensure the optimum performance of the following tasks:


a.
Scheduled Maintenance.  A scheduled maintenance QA/RM program will be conducted to determine and monitor the effectiveness of the entire maintenance program and the performance of equipment users.


b.
Administrative Procedures.   Adequate administrative procedures will be established for the control and documentation of all work performed.


c.
Repairs. Equipment will be repaired in a timely manner with consideration given to priorities in paragraph 10-2,5.b.  When equipment repair requests are presented, the customers will be consulted to determine the urgency of the repair, delays anticipated, existing logistical problems, and estimated date of completion.


d.
Modifications. Equipment modifications will be performed when directed by equipment manufacturers or higher authority. (See paragraph 10-4,6. for additional guidance)


e.
Condition Code Update.  The condition code will be updated whenever an item of equipment receives servicing that modifies the current condition code.  All condition codes will be in strict accordance with those identified in Annex 28.


f.
Equipment Evaluation.  Equipment will be evaluated with each occurrence of unscheduled maintenance and during the performance of preventive maintenance to provide budgetary recommendations for overhaul, life‑cycle extension or possible replacement.



(1) Base evaluations and recommendations upon costs of existing repairs required, total repair costs to date, present operating condition, projected post‑repair condition, repair history, and projected remaining life based on life expectancies stated in Annex 25.



(2) Record the evaluations on NAVMED 6700/3 or within the BIOFACS system. Recommendations for early replacement of equipment or unusual equipment condition will be provided to the equipment custodian/ department head and Head, Materials Management or equipment manage-ment officer.


g.
Equipment Installation.  The installation of newly procured equipment items will be conducted or monitored when installation is not included in the purchase price of the equipment.  A determination must be made of whether or not installation by Government personnel will void manufacturer's warranties.


h.
Receiving Inspections.  Receiving inspections will be performed on all transferred or newly acquired equipment.  Maintenance history records, (1) NAVMED 6700/3, (2) BIOFACS automated equipment history records, or (3) OPNAV 4790/CK and OPNAV 4790/2K as applicable, must be established and properly maintained for each item of equipment for the entire life of the equipment.  BIOFACS control numbers should be established for each maintenance significant item and remain unchanged unless transferred to another BIOFACS system and facility.


i.
Procurement Planning Guidance.  Technical management guidance and assistance will be provided to equipment custodians, heads of service, and/or department heads, as applicable, in planning for new equipment procurement.


j.
Technical Library.  A technical library of operating and service manuals, miscellaneous technical reference manuals, parts and price listings, schematics, and wiring diagrams will be maintained for all items of equipment that are to be maintained.


k.
Training.  A technical training program for continuing education will be established and maintained within the BMED/DED.  Technical skill levels, experiences, and special training acquired by each BMET or DET must be documented as a JCAHO QA requirement.  Training should be directed towards theory of operation, maintenance, and repair of equipment currently installed within the command, or being procured.


l.
Technical Guidance.  Technical guidance and assistance will be provided in the training of equipment operators in user maintenance procedures and proper operation of equipment when necessary.  Trained operators will establish training within their department/division ensuring their personnel are sufficiently qualified.


m.
Repair Parts Management Program.  A viable and economical repair parts management program will be established (see paragraph 10-8).

2.
Maintenance

a.
Types of Maintenance Requirements (MR).  There are three types of MR:



(1) Preventive Maintenance (PM), often called scheduled maintenance, serves to ensure inherent reliability, increase operational availability, and prevents excessive wear of moving parts.



(2) Unscheduled Maintenance (UM), often referred to as corrective maintenance, repairs equipment breakage or malfunctions.



(3) No Maintenance Required (NMR) applies to equipment that normally requires no scheduled maintenance based upon Risk Assessment Level 4, but is included in the equipment files to document UM.


b.
Maintenance Levels.  There are three maintenance levels:



(1) Level I (Performance testing) organizational maintenance consists of operator maintenance that is performed before, during, and after equipment usage.  It is the basic maintenance required to keep equipment operating on a daily basis.  Procedures usually consist of maintaining fluid levels, simple lubrication, daily inspections, cleaning, and/or operator calibration checks and adjustments.



(2) Level II (Preventive Maintenance) intermediate maintenance relates to scheduled periodic (planned) technical inspection, lubrications requiring disassembly, replacement of 

worn or deteriorated parts, interior cleaning, calibration verification and/or adjustment, and verification of Level I performance.  Level II maintenance is to be performed by a BMET, DET, or contracted service.



(3) Level III maintenance consists of maintenance requiring complete overhaul of the item of equipment and is considered depot‑level maintenance or equipment manufacturer service center level maintenance.  At command discretion, performance of Level III maintenance by the local maintenance shop is permitted if required parts, personnel with technical expertise, tools and test equipment, and man‑hours are available.  Level III maintenance will usually result in extension of service life and should be documented in appropriate service history. 

3.
Equipment Procurement. A comprehensive approach to the procurement of medical and dental equipment is essential.  The BMED/DED, in conjunction with the safety manager, equipment manager, department head, and facilities manager, should recommend procurement specifications necessary for the safe and efficient installation and operation of equipment.


a.
Documentation. All requisitioning documents for new medical or dental equipment will specify that contractors furnish two complete sets of manuals, handbooks, and/or brochures (operator and service). Literature furnished should contain the following minimum information as applicable to equipment being procured: 

· Step‑by‑step, illustrated procedures for proper use and care of equipment.

· Safety considerations in the application and servicing of the equipment.

· Utility requirements with technical performance specifications (specifications to include design levels of leakage current).

· Schematics, wiring diagrams, plumbing diagrams, mechanical layouts, complete parts lists, and other pertinent data for the item of equipment as shipped.

· Preventive maintenance, trouble‑ shooting guides, and repair procedures (service instructions should be the same as those furnished to the equipment manufacturer's service engineers or technicians).

· Diagnostic software for proper operation and servicing of the equipment.


b.
Inspection.  All newly acquired medical or dental equipment will be inspected by a BMET or DET to ensure that it will meet safety standards, manufacturer's specifications, and contract requirements.  Failure of inspection criteria will be reported to the contracting officer for disposition. Minimum inspection requirements will consist of the following:

· Confirm that the item is free of physical or functional damage caused by improper shipment and/or faulty manufacture.

· Confirm that two copies of the operator's and service manuals have been provided as per contract.

· Confirm that the item of equipment meets all safety requirements (i.e., ground resistance, leakage current, etc).

· Conduct a complete safety and operational check of all systems to ensure that the equipment performs according to the manufacturer's specifications.


c.
Equipment History. Upon receipt and completion of inspection, all new medical and/or dental equipment found to be acceptable will have an equipment history record prepared (OPNAV 4790/CK, NAVMED 6700/3 or BIOFACS record) and results of inspection, manufacturer's warranty information, and initial condition code recorded.  Manufacturer's service literature (service manuals and other technical documentation) and one copy of the operator's manual will be filed in the maintenance shop.  One copy of the operator's manual will accompany the item of equipment when it is delivered to the requisitioning department. Informa-tion concerning any idiosyncrasies of the equipment or its operation should be brought to the attention of the personnel (operator) of the requisitioning depart-ment.


d.
Installation.  The maintenance shop will ensure that installation, if provided by contract, is complete.

4.
Transfer or Loan of Medical/Dental Equipment.  Upon receipt of requests for the transfer or loan of equipment to another facility, or to a patient, biomedical and dental engineering will 

inspect equipment before transfer to or from the command, whether temporarily (loan) or permanently.  The minimum inspection and administrative require-ments are as follows:

· Open a work order and complete a performance inspection and safety checkout to establish the condition of equipment at the time of transfer or receipt.

· Inspect subsystems, accessories, or auxiliary equipment to ensure that items furnished are appropriate for proper operation and/or reflect stated condition and condition code of equipment.

· Ensure the following documentation is entered in the maintenance history record of equipment as applicable to the situation:

· Condition code.

· Accessories and manuals provided.

· Items missing upon return or receipt.

· Activity or command to which item is transferred/loaned.

· Provide copies of operator and service manuals when equipment is loaned or transferred to another command.  Provide a copy of the operator's manual only when equipment is loaned to patients.  Ensure manuals are returned when loaned equipment is returned.

· When equipment is being permanently transferred from the command, identify stocked repair parts and supplies pertinent to the operation and repair of the 


equipment and provide with the 
equipment at the time of transfer if 
not required within the command.

· Provide copies of the maintenance history record with all medical equipment being transferred or loaned (see paragraph F.1.b. (3). of this section).  Do not provide maintenance history information in the case of equipment loaned to patients.

· The BMED/DED of activities that receives loaned equipment from another command is responsible for performance and documentation of all maintenance.  In the case of equipment loaned to patients, the loaning facility's equipment manager and BMED are responsible to ensure that all required maintenance is performed during the period of the loan.  Repair or replacement of the loaned equipment, should this become necessary, is the responsibility of the loaning facility.

5.
Repair Limitations

a.
Repair Factors.  When determining the practicality of repair, factors which must be considered are the age of the item, its projected life expectancy, replacement cost, obsolescence, past repair history, repair costs, and urgency of need. Recommended limitations when considering repairs are:

· A one‑time repair with expenditures exceeding 50 percent of the replacement cost of an item with an age less than 50 percent of its expected useful life.

· A one‑time repair with expenditures exceeding 25 percent of the replacement cost of an item with an age more than 50 percent of its expected useful life.

· When maintenance records indicate accumulated repair costs are reaching the equipment's replacement value cost.

· When the item is deemed obsolete due to non-availability of repair parts and related support.

· When the item cannot perform certain specific operational tasks or does so with unacceptable quality.

· When maintenance records indicate a significant number of repairs have been performed to date, causing excessive downtime.


b.
Other Considerations.  The flow chart illustrated on the next page outlines some of the considerations, which should be taken into account when an item requires repair or replacement.  This chart should be used only as a general guideline for the decision‑making process; obviously, each situation is unique and, as such, will require the careful evaluation of other important factors.

6.
Modification of Equipment.  Major modification or alteration of equipment will not be accomplished unless authorized by the equipment's manufacturer or NAVMEDLOGCOM. Modifications or alterations on equip-ment that change the purpose (function) of the equipment from that originally designed will not be performed.


a.
Purpose of Modification. Modification of an item of equipment is normally accomplished for one or more of the following purposes: 

· To provide greater safety for patients and equipment operators.

· To meet revised specifications and industry standards.

· To correct design deficiencies.
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· To increase equipment effectiveness.

· To provide improved equipment efficiency.

· To reduce maintenance requirements.

· To extend the useful life of the equipment.

b.
Modification Recommendations. 

When an item of equipment is satisfactorily serving the purpose for which it was designed, but it is determined that improvements can be made in design features for the purposes stated above, a recommenda-tion for modification will be submitted to NAVMEDLOGCOM for technical review and approval in accordance with SECNAVINST 12451.3 series.

c.
Minor Modifications.  Minor modifications, which do not change the design of equipment, may be made when they do not result in a potential electrical or other safety hazard or void existing warranties or maintenance contracts.  These modifications may be made without NAVMEDLOGCOM approval.


d.
Modification Requirements.  All equipment modifications will require a complete description of the modifica-tions performed in maintenance history records.  Major modifications will require an additional annotation of maintenance records as to the source of authorization for modifications performed.  Service manuals, wiring diagrams, and schematics of modified equipment should be annotated or revised to reflect modifications performed.

7.
Defective Medical and Dental Equipment.  After evaluation, medical or dental equipment suspected or determined to be unsatisfactory because of malfunction, design, or defects attributable to faulty materiel workmanship and/or quality will be reported in accordance with Section 7. This reporting requirement shall include defects identified during inspections, and poor performance documented during the equipment's life cycle.  

8.
Medical and Dental Equipment Requiring Storage

a.
Responsibility. BioMedical/ dental engineering will evaluate, condition code, and appropriately tag all equipment stored for contingency or requiring further disposition (disposal, transfer, and repairs required, or awaiting parts).


b.
Storage Limitations.  BioMedical/dental engineering's working area will not be considered a general equipment storage facility. Only equip-ment requiring maintenance action or awaiting repair parts will be stored in biomedical/dental engineering.


c.
Equipment Tagging


(1) In addition to annotation of maintenance records and/or work orders, any equipment being stored for further disposition or any equipment identified as defective and remaining within the department/area where normally operated will be appropriately tagged as follows:

· DD Form 1574, Serviceable Tag ‑ Materiel.

· DD Form 1575, Suspended Tag ‑ Materiel.

· DD Form 1577, Unserviceable (Condemned) Tag ‑ Materiel.

· DD Form 1577‑2, Unserviceable (Repairable) Tag ‑ Materiel.



(2) Any equipment tagged and stored as unserviceable (repairable) will require annotation regarding the reason for the repair delay on NAVMED 6700/4, Medical/Dental Maintenance Work Order (Annex 29) and NAVMED 6700/3 or BIOFACS work order and maintenance record as applicable.  The BIOFACS unscheduled work order report should be reviewed weekly to upgrade status and improve repair turn‑around time.



(3) Electrical Safety tags are not required.

9.
Work Control

a.
Work Control Log. A work control and priority system must be established to ensure timely response to requests for repair of critical equipment and meeting operational commitments. For this purpose, a work order log or BIOFACS system will be maintained to chronologically assign work order numbers by fiscal year and provide, at a minimum, the following information:

· Work order number.

· Date request received.

· Equipment nomenclature.

· ECN.

· Description of work required.

· Requesting activity, service, or department.

· Date work completed.


b.
Work Order.  The NAVMED 6700/4, or BIOFACS system generated work order, as applicable, is a tool for work control.  It will be used to record, test and trouble‑shoot results, parts, actions, and man‑hours needed to complete the work required.  Work orders assist in developing a statistical base on the utilization of resources. The use of the work order does not preclude the requirement to record repairs or maintenance performed on the equip-ment history records.  All completed (closed), NAVMED 6700/4, work orders (Annex 29) will be filed and maintained for a minimum period of 2 years from the date the work order was opened.  BIOFACS work orders may be disposed of upon closure.

10.
Preventive Maintenance Program.  An aggressive preventive maintenance program is the most important single factor in achieving maximum performance, efficiency, and useful LCM.  Preventive maintenance programs provide regular systematic servicing, minor repairs, and detection of potential equipment malfunctions. Early detection of worn or failing components will often allow sufficient time to obtain replacement parts.


a.
Responsibility


(1) The first lines of responsibility are equipment operators and supervisors of areas where equipment is being used and operated. Supervisors will ensure that scheduled operator maintenance and performance testing is being performed and documented.   



(2) BioMedical/Dental      engineering is responsible for performance testing and documentation of scheduled preventive maintenance above that identified as operator requirements.  Performance can be through the use of in‑house or contracted service personnel; however, documentation of performance remains the responsibility of biomedical engineering.


b.
Performance Procedures.  Procedures, steps, or maintenance actions to be used in the performance of preventive (scheduled) maintenance are those required by manufacturers' literature or, when published, guidelines and procedures established by NAVMEDLOGCOM.  Additional scheduled maintenance procedure publications are listed in paragraph 10-4,10.b.1. below and are recommended to augment manufacturers' procedures or when procedures for specific types of equipment are not available.  In all situations, scheduled maintenance of medical equipment will consist of minimum requirements as listed in paragraph 10-4,10.b.(2) below.



(1) The following scheduled maintenance publications are recommended:

VA Preventive Guides for Select Hospital Equipment:

· U.S. Department of Commerce National Technical Information Service
5285 Port Royal Road
Springfield, VA  22161

Medical Equipment Management in Hospitals:

· American Society for Hospital Engineering
40 North Lake Shore Drive
Chicago, IL  60611
(312) 280‑6144

Health Devices Inspection and Preventive Maintenance System:

· ECRI
5200 Butler Pike
Plymouth Meeting, PA  19462
(215) 825‑6000



(2) The following are the minimum preventive maintenance requirements:




(a) Critical safety factors will be inspected.

· Mechanical operations and integrity of equipment will be inspected to ensure defects that will be hazardous to patients or equipment operators are not present.

· Electrical safety inspections will be performed to determine an equipment items' conformance with the current leakage values as specified in the most recent edition of ANSI/AAMI Standard ES1.  The maximum acceptable chassis to ground resistance value is 0.5 ohms. Those facilities serviced by 220 VAC, 50 Hz utilities should refer to the IEC 601 series standards.  Electrical safety inspections will be performed as part of the


preventive maintenance program at 
the periodicitys identified in 
paragraph 10.d. below. Additionally, 
electrical safety inspections will be 
performed prior to issue of new or 
repaired equipment.



(b) Certain equipment items require accurate calibration and adjust-ment to provide reliable diagnostic and therapeutic information.  Adjustments will be conducted based upon manufacturer's requirement or when QA is questionable.



(c) In areas not normally accessible to the operator, cleaning can be of critical importance, particularly if moving parts are involved.



(d) Special lubrication require-ments.



(e) The BMET or DET will verify all facets of equipment operation for acceptable levels of performance.  The BMET or DET may request that the equipment operator actually operates the equipment while the BMET or DET observes electronic, electromechanical, or mechanical responses.


c.
Documentation of Scheduled Maintenance Performed.  Manual maintenance records of equipment receiving scheduled maintenance will be annotated with a MINIMUM entry consisting of the following information:

· Performance, Safety and Preventive Maintenance and what guidelines/procedures were followed (i.e., safety, performance and preventive maintenance in accordance with MFG., BIOFACS, or AHA).

· Present condition code (i.e., CC: A‑4).

· BIOFACS scheduled maintenance will be coded with appropriate service codes.


d.
Scheduling.  The periodicity of scheduled maintenance or inspection of medical equipment in the equipment management program should be in accordance with manufacturers' requirements or periodicities established by NAVMEDLOGCOM risk assessment.  Maintenance procedures will be determined on a case‑by‑case basis and performed as required to ensure reliability of the equipment.  Critical "lifesaving or life supporting" equipment, Risk Level 1, as determined by NAVMEDLOGCOM or local command risk assessment should be inspected for proper performance and electrical safety at least quarterly.  All other medical equipment in the equipment manage-ment program should be inspected according to the following schedule; Risk Level 2‑semi‑annually, Risk Level 3‑annually, and Risk Level 4‑NMR.  NAVMEDLOGCOM periodicities as established by risk assessment shall be interpreted as minimum requirements.


e.
Administration.  Basic adminis-trative actions required include the following:

· Scheduling and documenting preventive maintenance actions.

· Monitoring QA issues.

· Scheduling work for corrective maintenance.

· Preparing required reports.

· Ensuring that activities supported by BMETs or DETs are kept adequately informed of equipment status.  A monthly report will be made to the responsible authority or department head upon completion of each scheduled maintenance visit.  The report is to identify maintenance that was performed, equipment requiring further maintenance, and any problems, which were encountered during the maintenance visit (such as equipment that could not be located), and any QA issues encountered.


f.
Preparation.  Before conducting a scheduled maintenance visit, the BMET or DET will:

· Coordinate with the department or activity to be visited with regards to a convenient time to minimize disruption to patient flow.

· Review manufacturer's service literature for the equipment to be serviced or applicable preventive maintenance procedures.

· Determine the possible require-ment for special tools and test equipment.

· Determine the possible require-ment for special supplies, parts, or lubricants.

· Prepare and organize adminis-trative records for the entry of results obtained during the preventive maintenance visit.


g.
Preventive Maintenance Visit. The preventive maintenance approach should be systematic and compre-hensive.  The BMET or DET should perform discrete safety, performance or 

preventive maintenance checks as required.  The effectiveness of the operator maintenance program should be evaluated.  The following specific points should be stressed:

· Cleanliness of the equipment.

· Proper storage of the equipment.

· Evaluation of maintenance check failures that were not reported prior to the preventive maintenance visit. Failures not reported are potential QA issues.  Verify operators’ proper use of equipment or accessories and record in service history. 


h.
Radiation Protection Surveys. Radiation protection surveys of diagnostic radiographic systems and radiographic therapy equipment will be accomplished in accordance with NAVMEDCOMINST 6470.6 series, Radiation Protection Survey and Equipment Performance Test of Diagnostic X‑ray Equipment. Radiographic diagnostic and therapeutic systems must conform to DHHS standards  Inquiries concerning this program can be addressed to BUMED, Assistant Chief Fleet Readiness and Support, Undersea and Medicine and Radiation Health.



(1) Request for the performance of a radiation survey inspection is the responsibility of the Radiology Department of the activity where the radiographic system is located.



(2) Scheduling and performance of the radiation surveys should be coordinated with biomedical/dental engineering to provide assistance to the radiation physicist in performance of surveys as necessary.


i.
 Audiometers


(1) Activities having Hearing Conservation Program (HCP) audiometric equipment requiring maintenance will use the services of biomedical engineering. BioMedical engineering must obtain NAVENVIRHLTHCEN authorization for repairs that may affect calibration.  NAVENVIRHLTHCEN may be contacted at DSN 864-5419, or (757) 363-5419.  If authorization is granted by telephone, the phone call and the name of the authorizing individual should be documented.


(2) All HCP audiometers will be calibrated annually by the NAVENVIRHLTHCEN.  U.S. Army, U.S. Air Force, or commercial calibration facilities may only be used after obtaining prior written authorization from NAVENVIRHLTHCEN.  When requesting authorization for calibration of HCP audiometric equipment by sources other than NAVENVIRHLTHCEN, the activity must include the audiometer's make, model, and serial number; estimated cost; and a statement of verification that the facility to be used calibrates to ANSI standards.  After the calibration has been performed, the activity will submit a report of Audiometric Equipment Calibration, report control symbol MED 6700‑24, to NAVENVIRHLTHCEN.  The report will include the audiometer's make, model, and serial number; the laboratory performing the calibration (name, address, telephone number); a copy of the audiometer error sheet; documentation that ANSI standards were used and met; dates sent and returned, and the cost of calibration.



(3) Activities using NAVENVIRHLTHCEN for audiometric repair or calibration must obtain message, letter, or phone authorization from the NAVENVIRHLTHCEN before shipment of the audiometer.  Upon receiving authorization, the audiometer will be suitably packaged in a bubble wrap and a "dual‑wall" carton marked "FRAGILE, AIR FREIGHT SHIPMENT ONLY."  Appropriate transportation account codes as prescribed for intra‑Navy shipment of material by the Navy bureau, command, office, or field activity as listed in NAVSUP Manual, Volume 5, paragraph 54054 will be used for shipping this equipment.  All necessary items, such as cords, headphones, bone conduction vibrators, and switches must accompany the audiometer along with a memorandum from the user describing any problem. Patch cords are not required unless problems exist with them.  Headphones are not interchangeable between audiometers.  Shipment of audiometers should be addressed as follows:

Commanding Officer
Navy Environmental Health Center
ATTN:  Audiometer Calibration Laboratory
Suite A, 2510 Walmer Ave.
Norfolk, VA  23513‑2617



(4) Clinical or diagnostic audiometric equipment not used for screening in the HCP must be calibrated annually. Calibration and/or repair must be performed by a competent source with calibrations traceable to the National Institute of Standards and Technology (NIST).  Remote areas that are unable to obtain local calibration and/or repair services should contact NAVENVIRHLTHCEN for information or assistance.


j.
Audiometric Booths.  Audiometric booths will be checked annually to ensure that the ventilation system, door seals, and lights are functioning properly. Audiometric booths should be certified in accordance with OPNAVINST 5100.23 series. Preventive maintenance shall be performed in accordance with 3M procedures.


k.
BioMedical/Dental Engineering Test Equipment and Power Tools. Test equipment and power tools will receive scheduled maintenance, calibrations or accuracy verifications, repairs, and safety inspections as required to enhance biomedical/dental engineering ability to provide medical/dental equipment maintenance support.



(1) All test equipment used in the calibration, verification, QA, or safety analysis of medical/dental equipment will be calibrated by a qualified calibration lab at a frequency in accordance with the test equipment manufacturers' requirements or at a maximum interval of 12 months. Certificates of calibration should be provided for all equipment serviced.



(2) Test equipment used solely for testing or troubleshooting defective equipment (e.g., toolbox meters, etc.) does not require calibration from other sources.  Verification for accuracy of this type of equipment may be performed using biomedical engineering equipment calibrated to the NIST specifications. Verification and documentation of the accuracy and operational condition of this equipment will be performed at a maximum interval of every 12 months.

11. Reference Data


a.
Current editions of the following publications, standards, bulletins, and guidelines are required for the maintenance facility:

· DHHS Publication (FDA) 80‑8035, Administration and Enforcement of Radiation Control for Health and Safety Act.

· NAVMED P‑5132 latest edition.

· DHHS Publication (FDA) 81‑8144, Assemblers Guide to Diagnostic X‑ray Equipment.

· Local instruction implementing the biomedical/dental engineering program.

· Standard operating procedures for biomedical/dental engineering.

· ANSI/AAMI Standard ES1 Safe Current Limits, (AAMI).

· NMDMB as published monthly on the NAVMEDLOGCOM Homepage. (retention of issues for the past 3 years is recommended; the bulletins do not need to be physically located in the maintenance shop).


b.
Recommended standards, technical references, publications, and guidelines in addition to those listed in paragraph 10.b.(1) are as follows:

· National Fire Code Set, NFPA 99; NFPA.

· Health Devices; ECRI.

· Health Devices Sourcebook; ECRI.

· Hospital Product Comparison System; ECRI.

· National Electrical Code Handbook; NFPA.

· Acceptance Testing of Radiological Imaging Equipment; American Association of Physicists in Medicine.

· Second Source Imaging and Second Source Medical.

12. Maintenance Assistance.  Requests for medical and dental biomedical engineering assistance should be directed via the HSO to:

Commanding Officer
Naval Medical Logistics Command
Equipment Support Dept., (Code 03)
521 Fraim Street
Fort Detrick, MD  21702‑5015

10-5
Contracts and Warranties

1.
General.  Biomedical and dental engineering will manage the servicing of all medical or dental equipment. Contracts for maintenance service will be awarded for equipment that is beyond the capabilities of biomedical/dental engineering.  All requests for contracted maintenance of medical and/or dental equipment will be submitted via the BMED/DED for technical screening. 

2.
Contract Maintenance Screening

a.
Maintenance Service Contracts.  Equipment maintenance contracting is a joint decision involving the equipment manager, BMET/DETs, user, and the Materials Management Department.  The decision process must include factors such as equipment criticality, availability of properly trained 

BMET/DETs, parts availability, test equipment, type of service required (preventive maintenance, emergency servicing and/or corrective main-tenance) and the cost of the contract as opposed to the procurement of the required training, test equipment, and parts. Note:  All exsisting contracts for computed tomography (CT) main-tenance will be replaced by the DoD service contract upon end of current obligation (Includes both CONUS and OCONUS). POC is:

Biomedical Systems Office 
Defense Supply Center Philadelphia (DSCP-MX)
2800 S. 20th Street
Philadelphia, PA  19145-5099
DSN:  444-5755 or 5753
Com:  (215)737-5755 or 5753

Maintenance contracts will be specific in the following areas:



(1) Items of equipment to be covered by the contract will be identified by:

· Physical location of the item of equipment.

· The manufacturer's model and serial number for each item of equipment (major equipment systems (i.e., ICU/CCU patient monitoring system) will have each subassembly listed separately).

· The activity control numbers (property and/or maintenance, as applicable) of each item of equipment.



(2) The contract should specify the maximum response time for different types of service requests, such as emergency service, corrective 

maintenance, preventive maintenance, frequency, BMET screening, etc., and whether preventive maintenance will be performed during or after normal working hours.



(3) The contract should specify if it is for labor only with parts to be furnished by the Government, or the contractor is to furnish parts as well as labor.  Contracts that include parts should also specify total dollar value of parts, and which components will not be covered, or which will be covered only on a prorated basis.  In all cases, contracts will state that the Government reserves the right to provide any part.



(4) The contract should specify that all test equipment and/or calibration standards that are to be used in the performance of the contract are provided by the contractor and are traceable and certified in accordance with NIST standards and documentation is to be made available for viewing as requested.



(5) The contract should specify that the contractor's service representative will be required to report to biomedical/ dental engineering prior to commencing work and upon completion of each service call.



(6) The contract should specify that the contract or will submit a legible service report to biomedical/dental engineering for each item of equipment serviced.  The report should provide, at minimum, the complaint, an identification of the equipment serviced, the type of service performed (preventive maintenance or repair), an itemized list of parts and supplies furnished and the cost of each, and the 

total man‑hours expended, including labor cost.  Repairs that cannot be completed during the initial visit will indicate the current status of the equipment and the projected date on which repairs will be accomplished.  Payment of invoices shall not be authorized until receipt of the services report.


b.
Contracted Maintenance Monitoring.  When contracts for medical equipment maintenance or service are established, the Contracting Officer should require the assignment of a BMET or DET as the COR. Biomedical/dental engineering personnel assigned must monitor the performance and inspect the results of services provided by the contractor's service representatives to ensure services provided meet the contract specifications.


c.
Contracted Maintenance Documentation.  Maintenance history records (BIOFACS or NAVMED 6700/3) of medical equipment under annual maintenance contracts will be annotated with the name of the contractor, type contract, cost, contract number, and period.  All contracted maintenance performed will be recorded upon submission of service reports from the contractor and/or vendor's representatives.  The entry is to indicate the type of the maintenance performed, parts used and cost, man‑hours with labor cost, and travel rate.


d.
Installation of Equipment.  When contracts specify installation of equipment by the contractor's representative, observance of the installation by biomedical/dental 

engineering personnel is recommended, but assistance with or performance of the installation by biomedical/dental engineering personnel is prohibited. Upon completion of the installation by the contractor's representative, an acceptance inspection and operational testing of equipment will be made by representatives of the using department and biomedical/dental engineering personnel with the contractor's representative present.  The results of the acceptance inspection will be recorded on the appropriate equipment maintenance history record.

3.
Warranty.  Original manufacturer or vendor warranties for parts and labor must be carefully monitored and strictly administered in managing an efficient equipment management program.  All inspections, preventive maintenance, and servicing performed by the warranting agent will be recorded on the appropriate equipment maintenance history record in accordance with procedures outlined in paragraph 10-4,3.b.and c.
4.
Depot Maintenance by U.S. Army.  An Interservice Support Agreement (ISSA) for the repair of equipment items has been negotiated with USAMMA. Since these services usually result in considerable monetary savings to the Navy and expeditious repair of some equipment, Naval activities should use this service for equipment items, which cannot be repaired locally.  Repairable items include, but are not limited to, radiographic tubeheads, radiographic high tension cables, electrocardio-graphs, densitometers, spectrophoto-meters, microscopes, and various printed circuit boards.  Repair costs and 

information may be obtained by contacting the Tobyhanna or Tracy depots at the following addresses and telephone numbers:

Transportation Officer 
Medical Equipment Maintenance Div.
U.S. Army Medical Materiel Agency
Tobyhanna Army Depot, Bldg 4, Bay 1
Tobyhanna , PA  18366-5063
DSN:  795-7612
COM:  209-832-9558

Transportation Officer
Medical Equipment Maintenance Div.
U.S. Army Medical Materiel Agency
Defense Depot Tracy, Bldg T255
Tracy, CA  95376-5050
DSN:  462-9558
COM:  209-832-9558

Commands in the European Region are provided equipment maintenance support by USAMMCE.

Commander
USAMMCE
CMR 434
ATTN: AEMMM‑M
APO AE  09138‑3584
DSN:  495‑6102/6475
COM:  011‑49‑63331‑86‑6102/6475


a.
Procedure.  Equipment to be shipped to the Army depot for repair must be accompanied by a completed DD Form 1149, Requisition and Invoice/ Shipping Document.  The document must cite complete accounting data, transportation accounting data, and certification of funds in the amount indicated as the repair cost.  If a like item is available from "Navy Readiness Float Stock," a direct exchange may be made and the item can be shipped immediately to the activity.  The activity

is responsible for repair and reconditioning expenses necessary for the placement of their repairable item in the "Navy Readiness Float Stock." There is a loan policy, which may be used in certain instances.  In these circumstances, the activity receives a loaned item for use while their equipment is being repaired.  In addition to the repair and reconditioning costs for their item, the activity is responsible for the cost of transportation from and return to the depot of the loaned item.  Any repair and reconditioning costs for the loaned item consequent to its use by the activity will also be the responsibility of the activity.  Although the loan method is somewhat more expensive than the direct exchange, past experience indicates that even this method is usually more cost effective than commercially available repair, reconditioning, or trade‑in purchase agreements that may be negotiated.


b.
Non-repairable Items.  The Army depot will advise the owning activity of items that are not economical to repair and will request disposition instructions.  Since a non-repairable item serves no useful purpose in its existent condition, it is recommended that such items be excessed for retention by the Army depot or returned to the activity for processing.  When a non-repairable item has been directly exchanged for a float stock item, the activity may either submit an appropriately funded requisition to effect replacement of the item in the "Navy Readiness Float Stock" or return the float stock item.

10-6
Records and Reports

1.
General.  Maintenance records and reports are absolutely essential to the efficient operation of an equipment management program.


a.
Shipboard Medical Depart-ments.  Shipboard medical departments should establish and retain copies of all OPNAV 4790/CKs and OPNAV 4790/2Ks for all configuration changes and maintenance actions, and all automated reports from local maintenance activities for their medical and dental equipment.  Ships are also responsible for maintaining 6700/3’s or electronic databases with proper annotating remarks, histories and fiscal data.


b.
Biomedical and Dental Engineering.  The BMED/DED is responsible for creating and collecting data and maintaining command equip-ment history records.  Original NAVMED 6700/3s (maintenance records) will be filed and retained in the BMED/DED responsible for maintaining the equipment.  BIOFACS service histories are acceptable for this requirement.



(1) Original maintenance records will remain within the BMED/DED and be readily available for review or duplication when required. 



(2) BMEDs/DEDs with BIOFACS will submit the Productivity Summary Report, Unscheduled QA Report (by class only), and Medical Repair Summary to NAVMEDLOGCOM (Code 03) by the 10th of each month.



(3) When an item of equipment is transferred to another activity, maintenance history records will be photocopied or generated from BIOFACS.  Manual system originals or BIOFACS records will be forwarded with the transfer documents to provide chronological documentation of the maintenance performed, and the copies will be retained in accordance with SECNAVINST 5212.5 series, Disposal of Navy and Marine Corps Records. BIOFACS records should be transferred within the program to a department titled "Surveyed Equipment" and retained indefinitely.



(4) When an item of equipment is loaned to another activity, maintenance history records will be duplicated.  The originals will be forwarded with the equipment, and the copies will be retained until the equipment and original records are returned.

2.
Equipment Maintenance History.  The equipment maintenance history record will be initiated upon receipt of each medical and dental equipment item or system that requires recurring maintenance, excluding mechanical beds, stools, medicine cabinets, carts, mayo stands, intravenous poles, and other furniture items.  When properly prepared and maintained, maintenance records provide information essential to the technology management of equipment assets and for the proper completion of OP budget worksheets.


a.
Number of Records.  Medical or dental systems (equipment items, components, or subsystems assembled or interfaced together to provide a 

specific function or capability) should have only one equipment maintenance history record per system.  Individual items of equipment contained within a system that do not depend on connection to the system to be operational, provide a function independently of the system, and may be budgeted or replaced at different time intervals, should have an equipment maintenance history record per item.


b.
Condition Codes.  Condition codes on equipment maintenance history records will be updated whenever the maintenance action warrants.



(1) Both the supply and disposal condition codes (Annex 28) will be used to provide effective management of medical equipment.



(2) Equipment transferred to DRMO will be assigned only the supply condition codes (Annex 28) in accordance with DoD 4160.21-M, Defense Utilization and Disposal Manual.

3. Maintenance Work Orders.  Medical/Dental Maintenance Work Order (NAVMED 6700/4) (Annex 29) or BIOFACS work orders are used to determine work load and assign priorities as well as to develop a statistical base for resource manage-ment.  Manually completed work orders will be retained in accordance with SECNAVINST 5212.5 series, Disposal of Navy and Marine Corps Records.  BIOFACS work orders may be disposed of upon completion and entry into BIOFACS.

4. X‑ray Verification/Certification Worksheet (DD Form 2164). This worksheet (Annex 30) will be used by medical maintenance shops to record actions taken in conjunction with the verification and certification of medical radiographic systems under their cognizance.  This form will be filed in biomedical engineering and retained until the radiographic system is excessed or disposal action is completed.  This form does not apply to dental radiographic systems.

5.  Report of Assembly of a Diagnostic X‑Ray System (MED 6700‑21).  A Report of Assembly of a Diagnostic X‑ray System (FDA Form 2579 rev. 3/86) is required by the FDA after certified diagnostic radiographic systems are installed or whenever certified components of a diagnostic radiographic system are replaced, reassembled, or repaired.  The FDA Form 2579 will suffice for report symbol MED 6700‑21.  The manufacturer usually provides forms with certified systems or components.  Additional forms are available from the Director, Center for Devices and Radiological Health (CDRH) (HFZ‑22D), 5600 Fishers Lane, Rockville, MD 20852.



(a) Authority.  CDRH, acting under the authority of the Commissioner of the FDA, has prescribed regulations governing the manufacture, assembly, and performance of diagnostic radiographic systems used on human patients.  These regulations, which became effective on 1 August 1974, are published in Regulations for the Administration and Enforcement of the Radiation Control for Health and Safety 

Act of 1968, DHHS Publication (FDA) 80‑8035 (NOTAL) with amendments or deletions promulgated in the Federal Register and the Code of Federal Regulations, Title 21.  The military Services are not exempt from these regulations.



(b) Use and Distribution of FDA Form 2579.  The FDA Form 2579 will be used to report the assembly or reassembly of all certified components, except loaned components, regardless of whether they are additions to existing systems or components transferred from one unit to another.  The completed form will be distributed, with the original to FDA and the yellow State Agency copy forwarded to NAVMEDLOGCOM as report symbol MED 6700‑21, within 15 days after the installation completion date.

· When the assembly/installation is accomplished by other than Navy personnel (such as manufacturer/ contractor), the owning activity of these components will receive the purchaser's copy of the FDA Form 2579.  A legible copy will be forwarded to NAVMEDLOGCOM. If the radiographic system is new and procured through DSCP‑MX, legible copies will be obtained from the manufacturer's representative and will be submitted with the X‑ray System Acceptance Inspection Report (see article 10-6, par. 6).

· When Navy personnel accomplish the assembly/installation of a certified radiographic system or component, the assembler/installer will complete the applicable sections of the FDA Form 2579 and distribute the copies.



(c) Retention of FDA Form 2579.  Copies of FDA Form 2579 will be retained for 5 years.

6. X‑Ray System Acceptance Inspection Report (MED 6700‑25)


(a) Purpose of Inspection.  If a medical radiographic system is procured through DSCP, an acceptance inspection will be performed when contractually required to ensure that the radiographic system is in compliance with FDA and contractual requirements. The radiographic systems acceptance inspection procedures are provided by NAVMEDLOGCOM.  This report does not apply to dental radiographic equipment.



(b) Performance of Inspection. The local BMED is encouraged to perform the acceptance inspection following receipt of notification from NAVMEDLOGCOM if the following local assets are available:

· Required test equipment with current calibration certificates on file or affixed to the equipment.

· Personnel with the necessary technical expertise.  (A requirement does NOT exist that the BMET performing the acceptance inspection must have attended the formal X‑ray Acceptance Training course conducted by the U.S. Air Force.  This course is considered necessary only if the system to be inspected is a three‑phase system and/or a highly specialized complex system.) .



(c) Additional Support for Inspection.  If acceptance inspection cannot be performed using local assets, 

the cognizant HSO should be contacted for additional support.



(d) Interservice Support Agreement.  If BUMED claimancy assets are unavailable to perform the acceptance inspection, the Commanding Officer may use the ISSA. If the ISSA is used, fund cite must be provided to the activity performing the inspection.



(e) Authorization for Inspection.  Acceptance inspection should not be performed until authorization to proceed has been received from NAVMEDLOGCOM, this is contingent upon the contractual requirement that the contractor notify DSCP by letter when the installation is complete.



(f) Responsibility for Inspection Report.  The custodial command is responsible for ensuring that the inspection report is completed.  The original is sent to DSCP‑MX.  A copy is sent to NAVMEDLOGCOM and a copy is maintained by the activity with the permanent equipment record.

7. Quarterly X‑Ray System Per-formance Reports (MED 6700‑26). The acceptance and warranty start dates are established by DSCP. Quarterly System Performance Reports to DSCP‑MX are required during the warranty period, with the first report submitted 3 months from the effective warranty date.  (Warranty start date is usually the date that the contractor first notifies DSCP that the system is ready for inspection.)  This report form is provided by DSCP in the Customer/Contractor Responsibilities for Diagnostic X‑ray Systems Procurement 

letter and requires documentation of all repairs that were performed, all parts and/or assemblies that were replaced, and downtime of systems awaiting warranty service during the warranty period.  Negative responses are required.  Report submission will be the responsibility of the custodial command. This report does not apply to dental radiographic systems.

8.  Reports and Forms

     (a) Reports. The following reports are referenced in this section:

Report Control Symbol
Title
Paragraph

MED 6700-12
Report of Assembly of Diagnostic  X-Ray System
10-6(5)

Can be downloaded on NAVMEDLOGCOM Homepage

MED 6700-24
Report of Audiometric Equipment Calibration
10-4,10.(i)(2)



(b) Forms.  Forms prescribed in this section are available from the sources indicated.




(1) The following forms are available from the COG "9L" stockpoints of the Navy Supply System in accordance with NAVSUP P‑2002 under the stock numbers indicated:

Form Number
Title
NSN

DD 200
Report of Survey
0102-LF-000-2001`

DD 1149
Requisition Invoice/Shipping Document
0102-LF-007-2300

DD1574
Serviceable Tag – Materiel
0102-LF-016-0500

DD1575
Suspended Tag – Materiel
0102-LF-016-0400

DD 1577
Unserviceable (Condemned)
0102-LF-016-0600



DD 1577-2
Unserviceable (Repairable)
0102-LF-016-0700

NAVMED 6700/3
Medical/Dental Equipment Maintenance Record
0105-LF-206-7015

NAVMED 6700/4
Medical/Dental Maintenance Work Order`
0105-LF-206-7020

NAVSUP 1114
Stock Record Card
0108-LF-501-1141

DD 1348/6
6-part Single Line, Item Requisition Document
0102-LF-013-2273

(2) FDA Form 2579 (Rev. 3/86), Report of Assembly of a Diagnostic X‑ray System, is available from the FDA/Office of Information Resource Management (Section 18 Forms).

10-7
Support of Operating 

Forces & Activities Not 

Assigned BMET or DET 

Personnel

1.
General.  This section provides guidelines for the Operating Forces and shore activities not assigned BMET or DET personnel.  Commands of the Operating Forces must comply with all requirements of the CNO 3‑M system.  General guidelines for repair and maintenance of medical and dental equipment outlined in this manual apply to shore activities not assigned BMET or DET personnel.

2.
Technical Assistance

a.
Requests for Assistance.  Commanding officers of activities or elements of the Operating Forces not 

assigned BMET or DET personnel may request the technical assistance of a BMET or DET in implementing 3‑M as set forth in OPNAVINST 4790.4 series. Requests for technical assistance should be directed to the nearest HSO, hospital, dental center or medical intermediate maintenance activity stating the nature of the assistance required and the type of equipment involved.  Requests for assistance beyond the scope of the hospital or dental center should be referred to the original equipment manufacturer or NAVMEDLOGCOM via telephone, facsimile, or message, as appropriate.


b.
Funding.  Funding for the TAD and associated repair costs incurred are chargeable to the requesting activity.

3.
Records

a.
Responsibility. Medical Depart-ment personnel of the Operating Forces and activities not having assigned BMET or DET personnel are responsible for maintenance of their equipment within the record keeping guidelines of the 3‑M system or/and by use of the NAVMED 6700/3 on all medical and dental equipment as specified in this manual.  Entries on the NAVMED 6700/3 will be the responsibility of personnel performing the inspection and/or repair (e.g., BMET or DET, activity work forces, or medical department personnel).  Medical department personnel will document all maintenance performed by civilian contractors.  Medical/dental activities providing support with BIOFACS capabilities may provide automated service histories, inventory assistance and scheduling on their BIOFACS system in lieu of manual records.


b.
Requirements.  The BMET or DET, when performing preventive maintenance on shipboard medical and/or dental equipment, will follow maintenance requirements as listed on MRCs as appropriate for BMET/DET personnel and other forms covered by the Navy shipboard PMS in accordance with OPNAVINST 4790.4 series, Ships' 3‑M Manual.

4.
Reports.  Commands are encouraged to submit other information relative to the Medical and Dental Equipment Maintenance and Repair Program to NAVMEDLOGCOM (e.g., unusual or repetitive equipment problems, difficulties encountered in acquiring preventive maintenance service, recommended additions or deletions to onboard spare parts listings or inventories).  Submissions must be made following the procedures outlined in this manual for defective materials complaints.

5.
Repair Parts.  Medical elements of the Operating Forces are responsible for maintaining an inventory of high mortality repair parts to comply with OPNAVINST 4790.4 series for all medical and dental equipment carried onboard unless supported by COSAL APLs.  Repair parts required for maintenance support will be provided by the activity having custodial responsibility for the item of equipment. 

6.
Provisioning Assistance.  Other elements of the Operating Forces are encouraged to request provisioning assistance from NAVMEDLOGCOM. 

7.
Equipment Transfers.  The service manual, authorized parts listing, service documentation, and onboard repair parts will accompany the parent item when transferred to another activity.

10-8
Repair Parts and Shop 

Supplies Management

1.
General.  The effective management of shop supply is essential for providing repair parts, assemblies, components, and other supplies needed by biomedical and dental engineering to perform its maintenance support mission.  Maximum use will be made of parts available through the Federal Supply System.  Inventory controls will be maintained on items required for operation of biomedical/dental engineering.  Except for commonly used items (items not identifiable to specific brands or types of equipment) most repair parts, especially high cost items, should be requisitioned as required.  Concentrated management is required to preclude excessive stockage and/or accumulation of low demand repair parts.  It is highly recommended that commonly used repair parts be incorporated into the MTF Navy Stock Fund Inventory to minimize the potential for stock outages.


a.
BioMedical and Dental Engineering Supply.  Stocks of repair parts and consumables are maintained only to support biomedical/Dental engineering. The primary purpose of these stocks is to minimize delays in the 

repair of equipment.  On‑hand stock items required to maintain specific equipment will be limited to equipment belonging to the activity and subordinate commands.  Repair parts are divided into three categories: bench stock, demand-supported stock, and non-stocked repair parts.



(1) Bench stock (pre‑expended) consists of consumables and general purpose hardware (such as screws, nuts, bolts, and fuses) maintained at realistic stock levels to sustain daily routine maintenance functions.  Items classed as bench stock are usually of nominal value, used at unpredictable rates, and are not specific to any one type or model of equipment.  Bench stocked items are not normally inventoried, but stock levels must be monitored for reordering purposes.  Stock levels should not exceed a 3‑month supply.



(2) Demand supported stock consist of repair parts (other than bench stock) with a usage rate that indicates a need to maintain stock levels on‑hand to assist in decreasing the downtime of equipment.  Demand supported stock inventories will be reviewed annually and revised as necessary to avoid loss of resources.  A manual stock record card (NAVSUP 1114, NSN 0108‑LF‑501‑1141) for each item stocked or BIOFACS parts program will be maintained to monitor part inventories of all stocked items.



(3) Nonstocked repair parts consist of those repair parts not maintained on‑hand due to low usage rates or high parts cost.  To procure specific repair parts that are not stocked 

at the depot level, the use of DBPAs and EDI contracts that have been negotiated by DSCP with numerous repair parts vendors is strongly encouraged.  The availability of repair parts from established third party vendors should be considered prior to the use of noncompetitive procurement from original equipment manufacturers.


b.
Operator Maintenance Parts and Consumables.  Parts which may be required for operator maintenance or consumable items required for the operation of specific (specialty) equipment will be procured and stocked by the clinic, department, or service that has custodial responsibility for the specific equipment examples are: patient leads or cables, electrodes, reagents, etc.


c.
Annual Inventory.  A complete repair parts inventory shall be conducted annually.  The inventory report will be forwarded to the Materials Management Department for inclusion in internal feeder reports.  It is recommended that rotating partial inventories be scheduled throughout the year.

2.
Navy Readiness Float Stock.  Tobyhanna Army Depot and Defense Depot Tracy as readiness float stock maintain an inventory of loaner equipment.  This equipment is available to commands on a loan basis for specific periods of time to meet mission requirements while equipment is being repaired.  Since equipment is limited, priority will be given to mission essential requests.  Procedures are listed in paragraph 10-5,4.a.
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