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Safety Moment - Know Your Exits

Sodexo CTM, LLC. Presents CMS Standards, Interpretation, and Guidelines2 12 April 2019

THE BEST WAY IN IS NOT ALWAYS
THE BEST WAY OUT.

Sometimes safety is about quickly getting away from an 
unsafe situation. That’s why it pays to know your exits.

Chances are you’re aware of the exits from your home or 
your workplace. But what about the stores where you shop, 
the public buildings you enter, the venues you take your 
family to, or the hotels where you stay?

Get in the habit of always locating the emergency exit 
wherever you are. If you know exactly where to go, you’ll get 
there a lot quicker.



§482.41(c)(2) - Equipment must be maintained to ensure an 
acceptable level of safety and quality. 

3 12 April 2019

 In order to ensure an acceptable level of safety and quality, the hospital must identify the 
equipment required to meet its patients’ needs for both day-to-day operations and in a likely 
emergency/disaster situation, such as mass casualty events resulting from natural disasters, 
mass trauma, disease outbreaks, internal disasters, etc. In addition, the hospital must make 
adequate provisions to ensure the availability and reliability of equipment needed for its 
operations and services. Equipment includes both facility equipment, which supports the 
physical environment of the hospital (e.g., elevators, generators, air handlers, medical gas 
systems, air compressors and vacuum systems, etc.) and medical equipment, which are 
devices intended to be used for diagnostic, therapeutic or monitoring care provided to a patient 
by the hospital (e.g., IV infusion equipment, ventilators, laboratory equipment, surgical devices, 
etc.).
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What the Joint Commission Says…

4 12 April 2019

EC.02.01.01 Manage Safety and Security risks
 EP1  Implements its process to identify safety and security risks 

associated with environment of care that could affect patients, staff and 
other people coming to the hospital’s facilities.
 EP3  Takes action to minimize or eliminate identified safety and 

security risks in the physical environment.
 EP5  The hospital maintains all grounds and equipment.
 EP11  Responds to product notices and recalls. 
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§482.41(c)(2) - Equipment must be maintained to ensure an 
acceptable level of safety and quality. 

5 12 April 2019

 All equipment must be inspected and tested for performance and safety before initial use and 
after major repairs or upgrades.

 All equipment must be inspected, tested, and maintained to ensure their safety, availability and 
reliability. Equipment maintenance activities may be conducted using hospital personnel, 
contracted services, or through a combination of hospital personnel and contracted services. 
Individual(s) responsible for overseeing the development, implementation, and management of 
equipment maintenance programs and activities must be qualified. The hospital maintains 
records of hospital personnel qualifications and is able to demonstrate how it assures all 
personnel, including contracted personnel, are qualified.

 NFPA 99 2012 Edition has been adopted by CMS
› 10.5.2.1.2 All patient care-related electrical equipment used in patient care rooms shall be 

tested in accordance with 10.3.5.4 or 10.3.6 before being put into service for the first time 
and after any repair or modification that might have compromised electrical safety.
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What the Joint Commission Says…

6 12 April 2019

EC.02.04.03 Inspects, test and maintains medical equipment
 EP1  Before initial use and after major repairs or upgrades of medical equipment on the medical equipment 

inventory, the hospital performs safety, operational, and functional checks.

 EP2  Documents, inspects, tests and maintains all high-risk equipment.
› Note 1:  High-risk equipment includes medical equipment for which there is a risk of serious injury or event 

death to a patient or staff member should it fail, which includes life-support equipment.
› Note 2: Required activities and associated frequencies for maintaining, inspecting, and testing of medical 

equipment completed in accordance with manufactures’ recommendations must have a 100% completion rate.
› Note 3: Scheduled maintenance activities for high-risk medical equipment in an alternative equipment 

maintenance (AEM) program inventory must have a 100% completion rate.  AEM frequency is determined by 
the hospital’s AEM program.

 EP3  Documents, inspects, tests and maintains all non-high-risk equipment.
› Note:  Scheduled maintenance activities for non-high-risk medical equipment in an alternative maintenance 

(AEM) program inventory must have 100% completion rate.  AEM frequency is determined by the hospital’s 
AEM program.
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What the Joint Commission Says…
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EC.02.04.03 Inspects, test and maintains medical equipment
 EP4  Documents, conducts performance testing, and maintains all sterilizers. 
 EP5  Documents and performs equipment maintenance, chemical and biological testing of 

water used in hemodialysis. 
 EP8  Equipment listed for use in oxygen-enriched atmospheres is clearly labeled as follows:

› Oxygen-metering equipment, pressure-reducing regulators, humidifiers, and nebulizers are 
labeled with name of manufacture or supplier

› Oxygen-metering equipment and pressure reducing regulators are labeled “OXYGEN-USE 
NO OIL.”

› Labels on flowmeters, pressure-reducing regulators, and oxygen-dispensing apparatuses 
designate the gases for which they are intended.

› Cylinders and containers are labeled in accordance with Compressed Gas Association C-7 
Applicable Healthcare Organization Policy  
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What the Joint Commission Says…
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EC.02.04.03 Inspects, test and maintains medical equipment
 EP10  Documents and performs equipment maintenance on hyperbaric equipment. 

 EP16  Document, inspect, test, and calibrate nuclear medicine equipment annually.

 EP18  Maintains the quality of the diagnostic computed tomography (CT), positron emission 
tomography (PET), magnetic resonance imaging (MRI), and nuclear medicine (NM) images 
produced.

 EP26  Anesthesia delivery systems must be checked at the final path to patient after any 
adjustment, modification, or repair.  BEFORE the device is returned to service, each 
connection is checked to verify proper gas flow and an O2 analyzer is used to verify oxygen 
concentration.  Areas where oxygen equipment are service are clean and free of oil, grease, or 
other flammables.

 EP27  Meets NFPA 99-2012: Health Care Facilities Code requirements related to electrical 
equipment in the patient care vicinity.
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§482.41(c)(2) - Equipment must be maintained to ensure an 
acceptable level of safety and quality. 

9 12 April 2019

 Individual(s) responsible for overseeing the development, implementation, and management of 
equipment maintenance programs and activities must be qualified.

 The hospital maintains records of hospital personnel qualifications and is able to demonstrate 
how it assures all personnel, including contracted personnel, are qualified. 

 All equipment maintenance policies, procedures and programs, as well as specific equipment 
maintenance inventories, activities and schedules, fall under the purview of the hospital’s 
clinical maintenance personnel, safety department personnel or other personnel who have 
been assigned responsibility for equipment maintenance by hospital leadership.
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What the Joint Commission Says…

10 12 April 2019

EC.01.01.01 Minimize risks in the Environment of Care
 EP1  Leaders identify an individual(s) to manage risk, coordinate risk 

reduction activities in the physical environment, collect deficiency 
information and disseminate summaries of actions and results. 
 EP3 Has a library of information regarding inspection, testing, and                   

maintenance of its equipment and systems.
 EP8  The hospital has a written plan for managing medical equipment.
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Medical Equipment Management Plan (MEMP)

Section title 1, Subtitle                                                      Sodexo. Presentation Title11 00 Month YYYY

The MEMP should be a high level overview of your program with references to the departments 
policies. 

 What should be included in a robust MEMP?
› Objectives – Outline how the department will support a safe patient care and treatment 

environment by managing risks associated with the use of clinical equipment.
› Scope – Define the scope your program, who supports and represents the program 

(influencers/committee members), and a crosswalk from the elements of performance to the 
department’s policies.

› Performance – List and define quality monitors and goals associated with a continual 
improvement process in mind.

Presenter
Presentation Notes
Performance Indicators or PI’s should be chosen improve the overall safe operations of the facility.  I recommend not choosing something because it’s easy to accomplish, but something that can make a real impact to the overall safety and quality of the department.

DISCUSSION:  What quality monitors are you currently tracking and how are you going to use this monitor to improve safety and overall operations?



What the Joint Commission Says…

12 12 April 2019

EC.03.01.01 Staff are familiar with their roles and responsibilities
 EP1  Staff responsible for maintenance, inspection, and testing of medical equipment is 

competent and receive continuing education and training
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§482.41(c)(2) – Who is Qualified?
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Qualified 
Individuals

Clinical 
Engineers

Biomedical 
Equipment 

Technicians

Other Service 
Engineers

Imaging 
Service 

Engineers



Recommended Qualification Record Keeping 

Section title 1, Subtitle                                                      Sodexo. Presentation Title14 00 Month YYYY

A copy the following items should be maintained for each employee:
 Current resume

 College transcripts, degree, or certificate

 Certificate of Training from all OEM/3rd Party classes attended

 Internal hospital/department specific training

 Current competency assessment



§482.41(c)(2) – Qualification Record Keeping 

Section title 1, Subtitle                                                      Sodexo. Presentation Title15 00 Month YYYY

Presenter
Presentation Notes
We break our competency assessments into three parts:  Core, Equipment, and Training Plan.

The Core assessment consist of knowledge of proper documentation, use of the CMMS, Policy & Procedure, use of test equipment among other items.



§482.41(c)(2) – Qualification Record Keeping 

Section title 1, Subtitle                                                      Sodexo. Presentation Title16 00 Month YYYY

Presenter
Presentation Notes
The Equipment competency we evaluate the technician’s ability to service a variety of medical devices based off device descriptions. 



§482.41(c)(2) – Qualification Record Keeping 

Section title 1, Subtitle                                                      Sodexo. Presentation Title17 00 Month YYYY

Presenter
Presentation Notes
Lastly, we follow up with training plans to improve the technician’s ability to service equipment.  This training will not only assist in furthering the employee’s career, but can also show added value by decreasing response times, improve customer satisfaction, decrease outsourcing expense, and lower the overall cost of service for our facilities.



§482.41(c)(2) - OEM Required Maintenance Program
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 Hospitals comply with this regulation when they follow the manufacturer-recommended 
maintenance activities and schedule. Hospitals may choose to perform maintenance more 
frequently than the manufacturer recommends, but must use the manufacturer-recommended 
maintenance activities in such cases. When equipment is maintained in accordance with the 
manufacturer’s recommendations, the hospital must maintain documentation of those 
recommendations and the hospital’s associated maintenance activity for the affected 
equipment.

 Other Federal law or State law may require that facility or medical equipment maintenance, 
inspection and testing be performed strictly in accordance with the manufacturer’s 
recommendations, or may establish other, more stringent maintenance requirements.

 Imaging/radiologic equipment.
 The equipment is a medical laser device. 
 New equipment for which sufficient maintenance history, either based on the hospital’s own or 

its contractor’s records, or available publicly from nationally recognized sources, is not 
available to support a risk-based determination.



What the Joint Commission Says…

19 12 April 2019

EC.02.04.01   Manages Medical Equipment Risks 
 EP5  Activities and frequencies for inspecting, testing, and maintaining the following items must 

be in accordance with manufacturers’ recommendations:
› Equipment subject to federal or state law or Medicare Conditions of Participation in which 

inspecting, testing, and maintaining be in accordance with the manufacturers’ 
recommendations, or otherwise establishes more stringent maintenance requirements

› Medical laser devices
› Imaging and radiologic equipment (whether used for diagnostic or therapeutic processes)
› New medical equipment with insufficient maintenance history to support the use of 

alternative maintenance strategies 
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§482.41(c)(2) - Alternate Equipment Management (AEM) Program 
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 A hospital may, under certain conditions, use equipment maintenance activities and 
frequencies that differ from those recommended by the manufacturer. Hospitals that choose to 
employ alternate maintenance activities and/or schedules must develop, implement, and 
maintain a documented AEM program to minimize risks to patients and others in the hospital 
associated with the use of facility or medical equipment. 

 The AEM program must be based on generally accepted standards of practice for facility or 
medical equipment maintenance. 

 The determination of whether it is safe to perform facility or medical equipment maintenance 
without following the equipment manufacturer recommendations must be made by qualified 
personnel, regardless of whether they are hospital employees or contractors.

 The hospital must maintain records of the qualifications of hospital personnel who make 
decisions on placing equipment in an AEM program, and must be able to demonstrate how 
they assure contracted personnel making such decisions are qualified.

Presenter
Presentation Notes
An example of guidelines for a medical equipment medical equipment maintenance program may be found in the American National Standards Institute/ Association for the Advancement of Medical Instrumentation document: ANSI/AAMI EQ 56:1999/ (R) 2013, Recommended Practice for a Medical Equipment Management Program and American National Standards Institute/ Association for the Advancement of Medical Instrumentation document: ANSI/AAMI EQ89:2015, Guidance for the use of medical equipment maintenance strategies and procedures.

In the case of medical equipment, a clinical or biomedical technician or engineer would be considered qualified. Highly specialized or complex equipment may require specialized knowledge or training in order for personnel to be considered qualified to make a decision to place such equipment in an AEM program. 



What the Joint Commission Says…

21 12 April 2019

EC.02.04.01   Manages Medical Equipment Risks 
 EP4  Identifies the activities and associated frequencies, in writing, for maintaining, inspecting, 

and testing all medical equipment on the inventory. These activities and associated frequencies 
are in accordance with manufacturers’ recommendations or with strategies of an alternative 
equipment maintenance (AEM) program.
› Note 1:  The strategies of an AEM program must not reduce the safety of equipment and 

must be based on accepted standards of practice, such as the American National Standards 
Institute/Association for the Advancement of Medical Instrumentation handbook ANSI/AAMI 
EQ56:2013, Recommended Practice for a Medical Equipment Management Program.

› Note 2:  Medical equipment with activities and associated frequencies in accordance with 
Manufacturers’ recommendations must have a 100% completion rate.

› Note 3: Scheduled maintenance activities for both high-risk and non-high-risk medical 
equipment in an alternative equipment maintenance (AEM) program inventory must have a 
100% completion rate.  AEM frequency is determined by the hospital’s AEM program.
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What the Joint Commission Says…

22 12 April 2019

EC.02.04.01   Manages Medical Equipment Risks 
 EP6  A qualified individual(s) uses written criteria to support the determination whether it is safe to 

permit medical equipment to be maintained in an alternative manner that includes the following:
› How the equipment is used, including the seriousness and prevalence of harm during normal use
› Likely consequences of equipment failure or malfunction, including seriousness of and prevalence 

of harm
› Availability of alternative or backup equipment in the event the equipment fails or malfunctions
› Incident history of identical or similar equipment
› Maintenance requirements of the equipment

 EP7  Identifies medical equipment on its inventory that is included in an alternative equipment 
maintenance program.

 EP9  Written procedures to follow when medical equipment fails, including using emergency clinical 
interventions and backup equipment.
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§482.41(c)(2) - Maintenance Strategies
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 Preventive Maintenance (Time-based Maintenance) – a maintenance strategy where maintenance 
activities are performed at scheduled time intervals to minimize equipment degradation and reduce 
instances where there is a loss of performance. Most preventive maintenance is “interval-based 
maintenance” performed at fixed time intervals (e.g., annual or semi-annual), but may also be 
“metered maintenance” performed according to metered usage of the equipment (e.g., hours of 
operation). In either case, the primary focus of preventive maintenance is reliability, not optimization of 
cost-effectiveness. Maintenance is performed systematically, regardless of whether or not it is needed 
at the time. Example: Replacing a battery every year, after a set number of uses or after running for a 
set number of hours, regardless. 

 Predictive Maintenance (Condition-based Maintenance) – a maintenance strategy that involves 
periodic or continuous equipment condition monitoring to detect the onset of equipment degradation. 
This information is used to predict future maintenance requirements and to schedule maintenance at a 
time just before equipment experiences a loss of performance. Example: Replacing a battery one year 
after the manufacturer’s recommended replacement interval, based on historical monitoring that has 
determined the battery capacity does not tend to fall below the required performance threshold before 
this extended time.



Maintenance Strategies (continued)
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 Reactive Maintenance (Corrective, Breakdown or Run-to-Failure Maintenance) – a 
maintenance strategy based upon a “run it until it breaks” philosophy, where maintenance or 
replacement is performed only after equipment fails or experiences a problem. This strategy 
may be acceptable for equipment that is disposable or low cost, and presents little or no risk to 
health and safety if it fails. Example: Replacing a battery after equipment failure when the 
equipment has little negative health and safety consequences associated with a failure and 
there is a replacement readily available in supply. 

 Reliability-Centered Maintenance – a maintenance strategy that not only considers 
equipment condition, but also considers other factors unique to individual pieces of equipment, 
such as equipment function, consequences of equipment failure, and the operational 
environment. Maintenance is performed to optimize reliability and cost effectiveness. Example: 
Replacing a battery in an ambulance defibrillator more frequently than the same model used at 
a nursing station, since the one in the ambulance is used more frequently and is charged by an 
unstable power supply.



§482.41(c)(2) - Equipment Inventory
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 All hospital medical equipment, regardless of whether it is leased or owned, and regardless of 
whether it is maintained according to manufacturer recommendations or is in an AEM program, 
is expected to be listed in an inventory which includes a record of maintenance activities.

 If the hospital is using an AEM program, the equipment managed through that program must 
be readily separately identifiable as subject to AEM. Critical equipment, whether in an AEM 
program or not, must also be readily identified as such. 

 To facilitate effective management, a well-designed equipment inventory contains the following 
information for all equipment included. However, hospitals have the flexibility to demonstrate 
how alternative means they use are effective in enabling them to manage their equipment. 
› Unique identification number
› Equipment manufacturer
› Model number
› Serial number

› Description
› Location
› Service provider
› Acceptance date

› Any additional information the 
hospital believes may be 
useful for proper management 
of the equipment

Presenter
Presentation Notes
For low cost/low risk equipment, such as housekeeping cleaning equipment, it is acceptable for the inventory to indicate under one item the number of such pieces of equipment in the hospital, e.g., “15 vacuum cleaners for cleaning patient rooms and common areas.” 



What the Joint Commission Says…

26 12 April 2019

EC.02.04.01   Manages Medical Equipment Risks 
 EP2  Maintains a written inventory of all medical equipment or a written inventory of selected 

equipment categorized by physical risk associated with use (including all life-support 
equipment) and equipment incident history.  The hospital evaluates new types of equipment 
before initial use to determine whether they should be included in the inventory.

 EP3  Identifies high-risk medical equipment on the inventory for which there is a risk of serious 
injury or death to a patient or staff member should the equipment fail. 

Sodexo CTM, LLC. Presents CMS Standards, Interpretation, and Guidelines



What the Joint Commission Says…

27 12 April 2019

EC.04.01.01 Collects information to monitor conditions in the 
environment.
 EP1  Establishes a process for continually monitoring, internally reporting and investigating for 

medical/ laboratory equipment management problems, failures and use errors.

 EP10  Based on the established process, reports and investigates medical/laboratory 
equipment problems, failures and use errors.

 EP15  Every 12 months, evaluates the environment of care management plan including a 
review of the plan’s objectives, scope, performance, and effectiveness.
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