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Our member companies and their employees work side by side
with a range of Medical professionals from multiple specialities to
enable them to deliver or support advanced healthcare to patients.

AXREM endeavours to promote best practice based on the
knowledge and experience of the industry providers who
have helped prepare this checklist.

Pre-owned Equipment Checklist
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Introduction

Background: The Ultrasound Manifesto produced by AXREM in 2022 reported the

increasing demand for ultrasound services nationally, and the need for continued investment
in ultrasound equipment, training, and governance (1-2). Due to economic reasons, there has
been an increasing trend in purchasing refurbished ultrasound equipment to meet clinical
demand. However, there has been little guidance on how to best procure this equipment
while maintaining standards in governance and equipment performance (3-6).

Purpose: The purpose of this ultrasound checklist is to increase the transparency of
the history and current condition of pre-owned ultrasound systems before purchase,
safeguarding potential buyers and sellers of used and refurbished equipment.

The checklist has been designed to allow potential buyers to make more informed
decisions, based on relevant information supplied by sellers, and is not in itself intended
to provide detailed guidance on the purchase of pre-owned equipment.

Design and Structure: The current guidance was designed by AXREM in collaboration with
the British Medical Ultrasound Society (BMUS), the Institute of Physics and Engineering in
Medicine (IPEM), and the Society of Radiographers (SoR). The document consists of three
checklists. The first checklist refers to ultrasound probes. The probes have been separated
from the rest of the imaging system because they are the most common point of failure and
are replaceable without any changes required to the ultrasound system. The second and third
checklists refer to the rest of the ultrasound system and post-sales support. The vendor of the
refurbished or pre-owned ultrasound equipment should complete the checklists to provide
confidence to purchasers that reasonable governance procedures have been followed.
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https://www.gov.uk/guidance/fetal-anomaly-screening-programme-overview 

Section 1: The Probe

Was the probe manufactured by the original
equipment manufacturer of the ultrasound
scanner it will be attached to?

Is the probe a brand new device?

Can you provide the ownership history of
the probe?

Can you provide the refurbishment history
of the probe?

Is the probe within the original manufacturer’s
expected service life?

Critical to Probe Performance

Acoustic Lens

Acoustic Stack

Less Critical to Probe Performance

Housing

Strain Relief

Cable

Connector




Section 1: The Probe

Are the new components compatible with the
original manufacturer’'s recommended products
for cleaning and disinfection?

Has the probe undergone electrical safety
testing, conforming to the requirements of IEC
60601-1 and/or IEC 62353?

Has the repaired probe undergone testing
for ingress of water, conforming to the
requirements of IEC 60601-2-37?

Has the repaired probe undergone electronic
probe testing of each piezoelectric crystal,
including tests for sensitivity, capacitance,
pulse width, centre frequency, and fractional
bandwidth?

Has an image quality assessment been
undertaken using a tissue mimicking phantom?

Has the probe undergone acoustic output
testing, conforming to the requirements of
IEC 60601-2-37 and IEC 62359?

Has the probe been packed in such a way
that it would protect the probe in transit?

Has the probe been cleaned and ready for
clinical use?

Has the probe been labelled as
pre-owned or refurbished probe?




Standards
(please tick the appropriate box)

Yes

No

If “No”", please
provide details

Is your company certified to ISO 13485
for the repair of ultrasound systems?

Do your company's ultrasound system repair
activities conform to the requirements of
IEC 63077?

Is the CE marking of the device still valid
following the repair or modification?

Does your company's ultrasound system service
work comply with the Quality Management
system ISO 13485?

Do you have a certification that all patient data
has been erased in accordance with the UK
National Cyber Security Centre guidance for

secure sanitisation of Storage media?
https://www.ncsc.gov.uk/guidance/secure-sanitisation-storage-

media

Is the specification of the ultrasound
system in line with planned clinical
use and the latest scanning guidelines
from the SoR/BMUS Guidelines for
Professional Ultrasound Practice (5)

Is the specification of the ultrasound system in
line with RCR/SCoR Standards for the Provision
of an Ultrasound Service?

Will the ultrasound system be cleaned
and disinfected ready for clinical use?

If any components have been replaced during
the refurbishment process, does this impact on
the recommended cleaning agents from the
original manufacturer’s instruction?




Section 3: Post-sales support

Would the supplier be willing to maintain the
ultrasound system in accordance with repair
activities complying to the requirements of
IEC 630777

Does the supplier provide a minimum warranty
term of 6 months?

Will the ultrasound system be supported by a
clinical applications specialist?

Are the costs for clinical applications support
of the system included?

Will the ultrasound system be updated with all
relevant field modification instructions that have
been released since it was manufactured?

Please supply any additional information that you feel is relevant
along with any documentation:
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To cite this document: Correspondence to:
AXREM (2022). Pre-owned Ultrasound Sally Edgington, Rotherwick House,
System Checklist. Available at 3 Thomas More Street, London, E1W 1YZ
https://www.axrem.org.uk/ Email: info@axrem.org.uk

AXREM, Rotherwick House, 3 Thomas More Street, London, E1W 1YZ
Tel: +44 (0)20 7642 8087 Director: S Edgington Email: sally.edgington@axrem.org.uk


http://www.axrem.org.uk

	CheckBox-Yes-1: Off
	CheckBox-No-1: Off
	TextBox-1: 
	TextBox-2: 
	CheckBox-Yes-2: Off
	CheckBox-No-2: Off
	TextBox-3: 
	CheckBox-Yes-3: Off
	CheckBox-No-3: Off
	TextBox-4: 
	CheckBox-Yes-4: Off
	CheckBox-No-4: Off
	TextBox-5: 
	CheckBox-Yes-5: Off
	CheckBox-No-5: Off
	TextBox-6: 
	CheckBox-Yes-6: Off
	CheckBox-No-6: Off
	TextBox-7: 
	CheckBox-Yes-7: Off
	CheckBox-No-7: Off
	TextBox-8: 
	CheckBox-Yes-8: Off
	CheckBox-No-8: Off
	TextBox-9: 
	CheckBox-Yes-9: Off
	CheckBox-No-9: Off
	TextBox-10: 
	CheckBox-Yes-10: Off
	CheckBox-No-10: Off
	TextBox-11: 
	CheckBox-Yes-11: Off
	CheckBox-No-11: Off
	TextBox-12: 
	CheckBox-Yes-12: Off
	CheckBox-No-12: Off
	TextBox-13: 
	CheckBox-Yes-13: Off
	CheckBox-No-13: Off
	CheckBox-Yes-14: Off
	TextBox-14: 
	CheckBox-No-14: Off
	TextBox-15: 
	CheckBox-No-15: Off
	CheckBox-Yes-15: Off
	TextBox-16: 
	CheckBox-Yes-16: Off
	CheckBox-No-16: Off
	TextBox-17: 
	CheckBox-Yes-17: Off
	CheckBox-No-17: Off
	TextBox-18: 
	CheckBox-Yes-18: Off
	CheckBox-No-18: Off
	TextBox-19: 
	CheckBox-Yes-19: Off
	CheckBox-No-19: Off
	CheckBox-Yes-20: Off
	CheckBox-No-20: Off
	TextBox-20: 
	TextBox-21: 
	CheckBox-Yes-21: Off
	CheckBox-No-21: Off
	CheckBox-Yes-22: Off
	CheckBox-No-22: Off
	TextBox-22: 
	CheckBox-Yes-31: Off
	CheckBox-Yes-32: Off
	TextBox-32: 
	TextBox-31: 
	CheckBox-No-31: Off
	CheckBox-No-32: Off
	TextBox-29: 
	CheckBox-Yes-29: Off
	CheckBox-No-29: Off
	TextBox-28: 
	CheckBox-Yes-28: Off
	CheckBox-No-28: Off
	TextBox-27: 
	CheckBox-No-27: Off
	CheckBox-Yes-27: Off
	TextBox-23: 
	CheckBox-Yes-23: Off
	CheckBox-No-23: Off
	TextBox-25: 
	CheckBox-No-25: Off
	CheckBox-Yes-25: Off
	CheckBox-Yes-26: Off
	TextBox-26: 
	CheckBox-No-26: Off
	TextBox-24: 
	CheckBox-No-24: Off
	CheckBox-Yes-24: Off
	CheckBox-Yes-33: Off
	TextBox-33: 
	CheckBox-No-33: Off
	TextBox-34: 
	CheckBox-Yes-34: Off
	CheckBox-No-34: Off
	TextBox-35: 
	CheckBox-Yes-35: Off
	CheckBox-No-35: Off
	TextBox-36: 
	CheckBox-Yes-36: Off
	CheckBox-No-36: Off
	TextBox-37: 
	CheckBox-Yes-37: Off
	CheckBox-No-37: Off
	TextBox-38: 


