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Goals
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To, inspect, provide and maintain (per prioritized PM.
schedule) safe and effective medical equipment/devices
used in the diagnosis, treatment and care of patients.
To inform medical equipment/device users of the
procedures necessary to request inspection testing, and
repair of equipment which 1is suspected of
malfunctioning, in need of repair, or due for PM.
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Objectives:
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Maintain medical equipment instrumentation to meet or
exceed the manufacturer's recommendation specifications.
This includes repair and equipment inspections.

Plan and execute an effective level of PM in accordance
with established guidelines.

Render pre-purchase engineering evaluation of medical
equipment instrumentation.

Implement an electrical safety program that includes
physical testing of patients connected and patients’ related
equipment and the education of staff and clinicians in the
safe use of electricity in patient care areas.

Perform incoming inspection on all new equipment before
putting them into operation.

Provide technical consultation to medical, clinical and
administrative staff.

Reduce cost of operations through negotiation,
monitoring, and evaluation of service contracts, as well as
recommending the optimal economical service option.
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Definitions:

Adapter Approved is an adapter or converter that
has been tested, approved, and tagged for Future
preventive maintenance by Biomedical Department
(BMD).

Electrically Powered Equipment is any piece of
equipment that is electrically line powered.
Extension Cords are any heavy duty, grounded,
three extension cord or power strip (a device with
multiple receptacles), with built-in  circuit
protection, intended for use in a patient care area.
Work Requests are all maintenance activities
conducted by BMD and initiated by the requestor
completing Work Request form and submitting it to
SSM.
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Hazard Classification for Medical Devices:
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Staff shall refer to, and comply with medical

equipment / devices management plan.

Biomedical Engineering Division

o The number of staff may vary according to the
needs of the hospital and on call service

New Medical equipment/devices that are being
considered for purchase shall be thoroughly
evaluated as per departmental requirements.
Medical equipment /devices should be received
from the main store with service manual, and
operation manual. Testing and installation and
users training (including biomedical training) will
be given by the product engineer
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e The inventory for all medical equipment should
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include code number, serial number, model and ol g8 58
location with the use of White sticker as a color
code for inventory.

The Maintenance L)

o Preventive _Maintenance (PM) - Medical
equipment is subject to effective preventive
maintenance, performed by  Biomedical
Engineering, the manufacturer, Standards of
Practice are set in Error! Hyperlink reference
not valid.

e Collected PM statistical data will be processed in
upgrading or replacing of the equipment.
Standards of Practice are set in Error! Hyperlink
reference not valid.).

o Service Contracts/Warranty —Manufacturers or a
third party may cover specific medical equipment
under contract. This equipment is repaired and
maintained by the outside source. Upon receipt of
their documentation, Biomedical Engineering
reviews it and, if acceptable, enters it into the
equipment management program history.
Standards of Practice are set in Error! Hyperlink
reference not valid.

Repairs

e All equipment failures and user errors will be
investigated and reported. Included in the report
will be the error/failure date, location of the
equipment, cause or affected area, resolution and
follow-up.

e The unscheduled maintenance or repair to return
items /equipment to a defined state and carried out
because maintenance persons or users perceived
deficiencies or failures. Standards of practice are
set in "Error! Hyperlink reference not valid.
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e FEach medical device in Mayyara Medical
Complex has a history checklist; this checklist
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includes Maintenance  Schedule, failures,

incidents and all repairs done.

e This checklist saved in a computer database and
connect it to Medical Equipment Inventory
database system.

e All staff identified as users shall attend or receive
required orientation and training for use of the
specific medical equipment/devise. Hospital
education activity form should be completed.

e Only BMD-approved and inspected extension
cords, power strips, plug adapters, and converters
shall be permitted for use in inpatient care areas.
Only heavy-duty three-wire extension cords or
power strips shall be permitted for use in non-
patient care areas.
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Medical Equipment Hazard Notices and Recalls

e An effective method to remove or correct FDA
regulated products from the market place.

e This policy states what should be achieved by all
parties planning for and carrying out recalls in
accordance with the requirements of the Food and
Drugs Act (the Act), Food and Drug Regulations,
Medical Devices Regulations, regarding the recall
of health products in KSA.
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Occurrence Variance Reporting (OVR)

The Safety and Biomedical Engineering Manager in
coordinate with Quality Management Department will
have the overall responsibility of implementing and
managing the hospital’s medical device reporting
program. This includes establishing and maintaining a
hospital-wide system for documenting medical device
incidents, reviewing and analyzing all reportable
incidents, and completing and submitting appropriate
reports to outside agencies. Following an incident, is
using the Occurrence Variance Reports (OVRs) for
reporting of all equipment failures and incidents. User
errors will be investigated and reported. Included in the
report will be the error/failure date, location of the
equipment, cause or affected area, resolution and follow-
up. In the event the equipment problem was caused by
user error, the user(s) will be in serviced on the operation
and use of the equipment.
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Responsibilities

Head BMD shall:

e Direct and implement the Medical Equipment / Devices
Management Plan.

e Ensure initial testing and acceptance of medical
equipment / devices and assignment of risk levels.

e Ensure that at least 95% of medical equipment/devices
identified, prioritized and received initial inspection and
regular PM thereafter as per schedule.

e Direct BMD staff to process and act upon all Work
Requests submitted by supervisory staff for the
inspection, testing, repair, processing, tagging, etc. of
medical equipment/devices and extension cords,
adapters and power strips used in patient care areas.

e Notify users promptly about recalls of med equipment /
devices and take whatever actions necessary such as
inspection, testing, repair or permanent removal from
service.

e Direct BMD staff in the maximum and routine
utilization of medical equipment and distribute
information as necessary to users of medical /
equipment devices.

e Monitor, trend and, if necessary, re-direct user training
as related to user errors. Report all user errors to the
Safety Officer or directly to the Safety Committee for
evaluation and documentation.

e Direct BMD staff to tag medical equipment (which has
an inventory control Asset number, beginning with the
number (01) - (02) - (03) in the following color code
and stated purpose:

o Yellow Sticker for Medical Equipment which has
received PM and is safe for use with an indicator for the
next due date for PM.

o Red Sticker for Medical Equipment that has been
identified as inoperable or unsafe for use. The sticker
indicates the identified problem, date and mane of the
inspector with Attention all staff: Never use medical
equipment/devices that have a red sticker.

o Ensure that necessary BMD staff (referred to as a BMD
technician on-call) is on call during non-regular duty
hours and can be reached by pager, telephone.

o Direct BMD staff to identify user errors and input entry
into the maintenance report for tracking and reporting.

o Solicit contractual arrangement to ensure adequate
initial and on-going user training or direct BMD staff
to provide necessary training.
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Medical Director
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e Shall ensure the necessary funds, equipment’s, and
trained personnel are available to implement the
Medical Equipment / Devices Management Plan.

e Review and approve lists of prioritized medical
equipment/devices selected by BMD for inclusion
in the PM Program which details the frequency or
intervals of maintenance for the specified
equipment/devices.

e Receive, evaluate and document any reports received
for occurrences involving medical equipment/devices
or user failures.
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Department Heads
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e Whose staff uses medical equipment/devices shall
develop emergency procedures that address:
o Specific procedures to follow in the events of
failure of medical equipment and devices.
o  When and how to perform emergency clinical
interventions when medical equipment/devices

fall.
o Availability of back-up medical
equipment/devices.

o Procedure to obtain back-up services.
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Nursing Supervisors shall:
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o Arrange for back-up equipment if available. If
back-up equipment is not available, contact BMD
technician on-call for emergency services.

o Ensure that the area supervisor has generated form
(Work Request) if an emergency service is
required.
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Technician(s) On-Call shall:
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e Provide on-site service within 30 minutes of a
receiving a request for an emergency service.

Note: An emergency service is defined as a service
provided when unforeseen breakdown of instruments or
equipment occurs which places patients in a threatened
position. Such circumstances include, but are not limited
to, life and death, undue suffering or inability to diagnose,
treat or monitor patient during critical situations.
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Make all reasonable attempts to quickly repair and
reinstate equipment.

Collect and complete forms (Work Requests) from
supervisor or area where emergency service call
originated.

Document emergency service calls into a logbook.

Inform Head of BMD of any emergency service
calls during the previous shift.
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Quality Manager shall:
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or staff
equipment/devices.

Receive and report to the Safety Manager and BMD Head,
any occurrence involving serious injury or death of patients
resulting from malfunction
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Head Nurses (in operational areas where medical
equipment/devices are in use) shall:
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Report immediately to the Quality Manager and
Head BMD all occurrences involving failure of
medical equipment/devices or user failure which
results in serious injury or death to a patient, staff
member, visitor, volunteer, etc.

Complete and submit to BMD, (Work Request) for
the inspection, testing, repair, processing tagging,
etc. of medical equipment/devices and extension
cords, adapters, and power strips used in patient
care areas.

Notify all employees in their area of a health
devices alert. Take whatever action necessary (such
as removal or replacement of the equipment) to
protect patients, staff, and property.

Notify the users when emergency services for the
repair of medical equipment/devices are necessary
and when the MBD technician on-call is required.
Assist BMD staff in locating equipment due for
PM.

Report repeated equipment malfunctions to the
Head, BMD.

Notify the BMD of any equipment requiring a
sticker or equipment requires an updated sticker.
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Employees shall: Request in a polite manner anyone
observed using a cellular phone or other transmitting
device inside the facilities to turn-off the device until
outside the facility, if persons refuse to do so notify
security.

e Inspect medical equipment/devices for proper
functioning prior to each use.

e Report any suspect hazards malfunctions, or
equipment due for PM to their supervisor
immediately.

e Attend required training.
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Performance improvements: 1Y) Cpal
Regular monitoring of KPI on quarterly basis refer to the
FMS indicators file and corrective actions shall done
accordingly with coordination with quality department.
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Performance Indicators: 2818y i g

Infrastructure:
Number of engineers required/Number of actual engineers
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The Operation: sl

Average repair time of the device T
el 0l i g da g

Final output:

Number of open maintenance /Total maintenance 1A gl
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Annual evaluation of the plan Adadll 5 i) Euyasl)

Glaladl elal Ao dalaie) Lgin dball duaat 4 e
il eIy pdige il SIS

e Annual update of the plan shall be conducted in
response to the results of worker’s performance in
addition to the KPI results.
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e Update of the plan in response to OVR and
worker’s performance.
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Accountability renlly Jaall 50 8
All Hospital staff
e REFERENCE sl e
v Joint Commission International Accreditation v' Joint Commission International
Standards for Hospitals”, 5t Edition, 2014 Accreditation Standards for
. 99 th ..
v' World Health  Organization "Medial Hospitals™, 5% Edition, 2014
Equipment Maintenance Program Overview, v' World Health Organization "Medial
ISBN 9789241501538 Equipment Maintenance Program

Overview, ISBN 9789241501538
v" NHS foundation trust

v" NHS foundation trust

Revision Approach:

The Plan is Reviewed Annually

Attachment:
1. Label paper
2. Biomedical request forms
3. Medical equipment training form
4. Inspection form for new equipment

Approved:

APPROVALS & REVIEWS:
Prepared By Title Date Signature
Khalid Jamman Alghamdi FMS Coordinator 02-08-2025

Reviewed By
Dr. Mostafa Mohammed Osman Quality Director 02-08-2025

Approved By
Dr. Abdulmajeed Abdullah Saleh Medical Director 02-08-2025

Eng. Meshaal Hussein Alghamdi Executive Director 02-08-2025
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