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Pre 2012……



And then…….

 

Medical Device Alert 
 

Ref: MDA/2012/037 Issued: 28 June 2012 at 14:00 

Device 

Reusable transoesophageal echocardiography, transvaginal and 
transrectal ultrasound probes (transducers). 
 
All models. 
 
All manufacturers. 
 

 

Problem Action 

The MHRA is aware of an incident where the 
death of a patient from hepatitis B infection 
may have been associated with a failure to 
appropriately decontaminate a 
transoesophageal echocardiography probe 
between each patient use. 
 
The MHRA is issuing this alert to advise 
users to appropriately decontaminate all 
types of reusable ultrasound probes. 
 

Review, and if necessary update, local 
procedures for all ultrasound probes that are 
used within body cavities to ensure that they are 
decontaminated appropriately between each 
patient use, in accordance with the 
manufacturer’s instructions. 
 
Ensure that staff who decontaminate medical 
devices are appropriately trained and fully aware 
of their responsibilities. 
 

Action by 

 
Trust decontamination leads. 
 
Healthcare professionals using these devices 
and staff responsible for reprocessing 
medical devices. 

Be aware of the MHRA’s guidance document 
‘Managing Medical Devices’ (available from our 
website www.mhra.gov.uk). 
 
Be aware of the Department of Health’s 
publications (England only): Choice Framework 
for local Policy and Procedures 01-06 – 
Decontamination of flexible endoscopes: 
Operational management manual 13536:1.0.   
Available from Space for Health, sign-in required: 

CAS deadlines 

http://www.spaceforhealth.nhs.uk/England/topics/
choice-framework-local-policy-and-protocols-01-
06-%E2%80%93-decontamination-flexible-
endoscopes

Action underway: 11 July 2012  
Also be aware of similar advice as/when 
published by the devolved administrations.  

Action complete: 19  July 2012 

Note: These deadlines are for systems to 
be in place to ensure the actions are 
undertaken. 
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• ‘Review and if necessary 

update local procedures for 

all ultrasound probes that 

are used within body 

cavities to ensure that they 

are decontaminated 

appropriately between 

each patient use in 

accordance with 

manufacturer instruction.’
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The Imaging Challenge.

https://www.england.nhs.uk/wp-content/uploads/2020/11/diagnostics-recovery-
and-renewal-independent-review-of-diagnostic-services-for-nhs-england-2.pdf



Department  perspective?

• National Tariff vs Cost of Decontamination
• Decontamination vs Service delivery.
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Current Guidance.
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What do sonographers need 

to know?

• Working knowledge of infection control and 

decontamination

• Current recommendations

• Their own roles and responsibilities

• Professional regulatory obligations

• Methods of decontamination and work flow.

• Manufacturer recommendations.
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Knowledge



Terminology.

Nanosonics  2018
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Roles and Responsibilities

• Decontamination Lead.

– Supporting organisational strategy in 

decontamination

– Guidance in implementing best practice in 

decontamination

– Supporting responsible person in 

implementing acceptable decontamination 

practices

– Supporting responsible person in monitoring 

decontamination policy.
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• ‘Responsible Person.’

– Responsible for the safe decontamination of 

ultrasound probes.

– Following manufacturers and HSE guidance 

from acquisition to disposal.

– Links with decontamination lead.

– Maintenance, repair and validation according 

to manufacturer instructions.

– Record keeping. Validation and traceability for 

lifecycle +11 years.
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Operator.
• Undertakes decontamination.

• Cleaning and traceability.

• Adequate training

• Reports to Responsible User.
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U/S Manufacturers.

• Ensure that ultrasound probes can undergo high 

level decontamination procedures & underwrite 

these.

• Make explicit what is and is not acceptable 

decontamination practice

• Ensure ultrasound probes are sufficiently robust to 

withstand reasonable handling.

• Provide choice where possible.

• Agreed standard between manufacturers?



Regulatory Position.



Regulatory Position.

• ‘6.1 You must take all 

reasonable steps to reduce the 

risk of harm to service users, 

carers and colleagues as far 

as possible.’

• ‘6.2 You must not do anything, 

or allow someone else to do 

anything, which could put the 

health or safety of a service 

user, carer or colleague at 

unacceptable risk.’

• ‘7.1 You must report any 

concerns about the safety or 

well-being of service users 

promptly and appropriately.’

• ‘7.2 You must support and 

encourage others to report 

concerns and not prevent 

anyone from raising concerns.’

• ‘7.4 You must make sure that 

the safety and well-being of 

service users always comes 

before any professional or 

other loyalties.’

HCPC. Standards of conduct, performance and ethics.
2018.
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Department perspective

• Quick.

• Easy.

• Safe.

• Minimise impact on ultrasound list.

• Safe for operator.

• Minimise risk of damage to 

probes/ultrasound equipment.
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Clear SOPs
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Low-Level Disinfection

• Non-Critical Transducers.
• Manually remove all ultrasound gel prior to cleaning. 

• (a) Clean transducer using a TGA-approved disposable 

cleaning wipe or system intended for use on medical 

devices. 

Or 

• b) Clean transducer using freshly made up solution of 

cleaning agent at the correct concentration. Rinse 

thoroughly under running water to remove cleaning agent 

residues. Dry using a single-use low linting cloth. 
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High-Level Disinfection.

• Approved Multi-stage wipe system.

• Approved Automated system.

–Trophon

–Germitec

• Approved Chemical Bath system.
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Multi-stage Wipe System.

• Portable

• Can be undertaken quickly during a busy 

ultrasound list.

• Relatively easy to implement across 

numerous sites

• Easy to Undertake.

• Assures high level disinfection if done 

correctly.



Multi-stage wipe system
• Non-automated.

• Difficult to assure 

consistency of 

procedure 

between multiple 

operators.

• Traceability?

• Validation of 

process?
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Pelvic US Workflow.

Manual System.

Call 
Patient

Intoduction
and chat

TA Scan
Empty 

bladder

TV Scan

Patient 
discussion

Patient 
dresses and 

leaves

Report

Probe 
decontamination

(≈20%)



Automated systems.
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Automated Systems.
• Automation of process

• Reduced variation in practice between 

operators.

• Electronic record keeping.

• Assurance of process easier.
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Automated systems.
• Lower levels of portability.

• Validation of reliability of equipment 

complex.

• Consumables.

• Probe damage?

• Capital costs.

– Leasing vs purchase outright.
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Pelvic US Workflow.

Automated System.

Call 
Patient

Intoduction
and chat

TA Scan Empty 
bladder

TV Scan

Patient 
dresses

Patient 
Discussion

Report

Probe 
decontamination

(≈33% of time)



Automated vs 

manual systems

• ‘‘This study 

favored automated 

disinfection owing 

to its significantly 

higher efficacy 

compared with a 

manual method. ’
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Record Keeping.
• Short code on RIS system.

– Type of decontamination.

– Ultrasound Probe Number

– Decontamination Unit

– Cycle Number

– Name of person undertaking decontamination
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Key messages

The sonographer perspective.

• Ultrasound service delivery is under enormous 

pressure nationwide.

• High-level decontamination is not optional.

• State registered ultrasound practitioners are 

obliged to ensure safe practices for patients.

• Departments need support from decontamination 

leads to ensure best practice.

• Solutions need to be safe, assured, cost effective 

and time effective.


