MEDICAL EQUIPMENT RISKS – EC.02.04.01


Standard EC.02.04.01

The hospital manages medical equipment risks.

EC.02.04.01EP2- The hospital maintains a written inventory of all medical equipment.
EC.02.04.01EP3- The hospital 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.  Note: High-risk medical equipment includes life-support equipment.

EC.02.04.01EP7 – The hospital identifies medical equipment on its inventory that is included in an alternative equipment maintenance program.

Recommended Documents:

1. Policy for evaluating medical equipment before the equipment is placed into service.

Examples:
ME-EC.02.04.01EP2-3, 7 a Policy on Medical Equipment Inventory 

EC.02.04.01EP4- The hospital 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 alternative equipment maintenance (AEM) programs. 
Note: 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.
Recommended Documents:

1. Procedure addressing medical equipment activities and associated frequencies.
2. A form to determine medical equipment assessment
Examples:

ME-EC.02.04.01EP4 a Policy on Maintaining, Inspection, & Testing Activities 
ME-EC.02.04.01EP4 b Form- Attach I-Medical Equipment Assessment
EC.02.04.01EP5 - The hospital’s 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 purposes) 

• New medical equipment with insufficient maintenance history to support the use of alternative maintenance strategies 

Note: Maintenance history includes any of the following documented evidence: 

• Records provided by the hospital’s contractors 
• Information made public by nationally recognized sources
• Records of the hospital’s experience over time

Recommended Documents:

1. Procedure addressing the testing of new medical equipment criteria
Examples:

ME-EC.02.04.01EP5 a Policy on Testing New Medical Equipment

EC.02.04.01EP6 - A qualified individual(s) uses written criteria to support the determination of whether it is safe to permit medical equipment to be maintained in an alternate 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 the seriousness of and prevalence of harm 

• Availability of alternative backup-up equipment in the event the equipment fails or malfunctions 

• Incident history of identical or similar equipment 

• Maintenance requirements of the equipment 

(For more information on defining staff qualifications, refer to Standard HR.01.02.01)
Recommended Documents:

1. Procedure addressing the qualified individuals’ criteria for alternate operations with medical equipment
Examples:

ME-EC.02.04.01EP6 a Policy on Criteria for Alternate Operations of Medical Equipment
EC.02.04.01E9- The hospital has written procedures to follow when medical equipment fails, including using emergency clinical interventions and backup equipment.
Recommended Documents:

1. A list of typical critical medical equipment.  (the failure of which may cause immediate death or irreversible injury)

2. Examples of emergency clinical procedures for response to failures of critical medical equipment.

Examples:

ME-EC.02.04.01EP9 a Policy on Medical Equip Failure & Emergency Response

ME-EC.02.04.01EP9 b Attachment I- Emergency Response-Clinical Interventions

EC.02.04.01E10- The hospital identifies quality control and maintenance activities to maintain the quality of the diagnostic computed tomography (CT), positron emission tomography (PET), magnetic resonance imaging (MRI), and nuclear medicine (NM) images produced. The hospital identifies how often these activities should be conducted.

Recommended Documents:

1. Policy that identifies the quality of diagnostic images

Examples:

ME-EC.02.04.01EP10 a Policy on Diagnostic Images
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