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Devices are exposed to..



The Purpose of 
Decontamination



Reasons:

• To protect the patient from 
disease/death

• To protect staff from disease
• To protect staff from 

litigation/dismissal
• To protect the organisations 

reputation/ prevent financial 
liquidation

• To protect the organisation from 
litigation



Risk Comes From The 
Unlikeliest Places!









But we have a vaccine?

• Blood-borne viruses in the workplace by HSE
– Specific legislation on hazards that arise from working with 

biological agents such as BBVs is contained in the Control of 
Substances Hazardous to Health Regulations 2002 (as 
amended) (COSHH). Under COSHH you have a legal duty to 
assess the risk of infection for employees and others affected 
by your work. When the risk is known, you need to take 
suitable precautions to protect their health

– Immunisation (vaccination) is available against HBV but not all 
other BBVs. The need to be immunised should be determined 
by the risk assessment. It should only be seen as a 
supplement to reinforce other control measures.



An investigation of the microbiological contamination of ultrasound equipment
Sykes A, Appleby M, Perry J, Gould K, British Journal of Infection Control AUGUST 2006 VOL. 7 NO. 4



Gray RA, et al., Decontamination of transvaginal ultrasound probes: Review of national practice and need 
for national guidelines, Clinical Radiology (2012), doi:10.1016/j.crad.2012.02.015



Wipes – an 
example!

Sani-Cloth® 70% general surface wipes are pre-dosed, 
alcohol, non-linting disposable disinfection wipes for non-
invasive medical devices and non-porous hard surfaces.

Efficacy is proven with respect to the 
extracted solution

5 min - Disinfection of surfaces acc. to 
DGHM method 2001 with mechanical action 

(bactericidal, yeasticidal, tuberculodical.)
1 min - Rapid disinfection in acc. to DGHM 

method 2001 (bactericidal, yeasticidal, 
tuberculodical.)

1 min - Bactericidal acc. EN 13727
1 min - Yeasticial acc. EN 13624

1 min - Tuberculodical acc. EN 14348
15 sec - Efficacy against enveloped viruses 
acc. to RKI recommendation 01/2004 (Incl, 

HIV,HBV,HCV)



BS ISO 17664
• Processing of health care 

products — Information to 
be provided by the medical 
device manufacturer for 
the processing of medical 
devices
– Wider scope – 2004 edition 

only sterilization

– Part 1:2021 Critical and 
semi-critical medical devices

– Part 2:2021 Non-critical 
medical devices



BS ISO 17664
• This document specifies requirements for the information to be 

provided by the medical device manufacturer for the 
processing of non-critical medical devices not intended to be 
sterilized. 

• This includes information for processing prior to use or reuse 
of the medical device. 

• The document specifies requirements to assist manufacturers 
of medical devices in providing detailed processing 
instructions that consist of the following activities where 
applicable:

a) preparation before processing;

b) cleaning;

c) disinfection;

d) inspection and maintenance;

e) packaging;

f) Sterilization (Part 1 only)

g) storage;

h) transportation.



ISO 17664:2021

6.2.1 At least one validated method shall be specified for each 
applicable stage of processing of the medical device. The method shall be 
relevant (appropriate) to the market in which the medical device is to be 
supplied.

6.3.3 Where an incompatibility of the medical device with a substance(s) 
or processing condition(s) (that can impact upon patient safety) is known, 
this information shall be provided.

6.7.1.1 (Part1) or 6.6.1 (Part 2) If the medical device is intended to be 
disinfected, at least one validated (automated) disinfection method shall 
be specified unless the medical device cannot withstand any such 
process, in which case a statement shall be provided which alerts the 
user to this issue.





Can Safety for Re-use be 
Confirmed?

• Decontamination is a “special process”

• Cannot directly measure success

• Need to measure indirectly

• This requires pre-determined process 
requirements and …

• … an ability to validate these and 
monitor on every occasion!



Validation

• Validation is the documented procedure 
for obtaining, recording and interpreting 
the results needed to show that a 
process will consistently yield a product 
complying with a pre-determined 
specification. 

• Validation, testing and maintenance of 
probe decontamination systems is the 
responsibility of the User (unit manager). 



What to expect from a validation process:

• Visual inspection of the system and components

• Test of alarm systems (door lock, power failure, 
dosing failure, over/under temperature, data 
connections, lamp failure)

• Automatic control type test (operational cycle test)

• Dosing system check/calibration (disinfectant or UV 
dose)

• Temperature calibration (if temperature control used 
or temperature limits are applicable

• Performance Qualification:
– Microbiological efficacy

– Residual disinfectant (for some processes)



Checking The Validation 
Report

• Do you know who undertook the testing?
– Is it stated in the report?

– Was he qualified to do so?
• Is there a certificate of competency or training in the report?

• What instrumentation was used?
– Is it stated in the report?

– Is it calibrated?

– Are all the calibration certificates included in the report

• Were all the necessary/requested tests undertaken?
– The best reports have a list of the tests carried out either in the 

beginning or back of the report

– Make a checklist of expected tests if you are unsure which tests 
should be included



Checking The Validation 
Report

• Did all the tests pass?

• If there are test failures:
– Were retests undertaken during the testing period?

– Are further retests needed?

– Were repairs needed during the testing period and if so did 
those repairs invalidate previous tests?

• Are the required machine cycle printouts included 
within the report?



Legislation 
• Consumer Protection Act 1987: 

– Part 1 implements EU Council Directive 85/374/EEC (product liability) 
providing compensation to be paid to persons injured by a defective 
product. There may also be civil liability violations with payment for 
damages. 

• Health and Safety at Work Act 1974
– Section 3 makes it a criminal offence if a Trust fails to conduct its 

undertaking in such a way as to ensure that patients are not exposed to 
health or safety risks.  This is a very high standard of care with a reverse 
burden of proof (i.e. it is for the Trust to prove that it did take all reasonably 
practicable steps).  (Sanction: Unlimited maximum fine).

– Section 7 also makes it a criminal offence for any employee to fail to take 
reasonable care for the health and safety of patients who may be affected 
by his acts or omissions at work.  This could apply from front line staff right 
up to chief executive level.  (Sanction: £5,000 maximum fine).

• Criminal Offence of Manslaughter:
– If a patient dies as a result of an infection passed on through inadequately 

decontaminated surgical instruments, then the criminal offences of 
manslaughter (for individuals) and corporate manslaughter (for Trusts) can 
also apply.



The Future?


