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Providing feedback and comment  
on HSIB reports

At the Healthcare Safety Investigation Branch (HSIB) we welcome feedback on 
our investigation reports. The best way to share your views and comments is to 
email us at enquiries@hsib.org.uk or complete our online feedback form at  
www.hsib.org.uk/tell-us-what-you-think.

We aim to provide a response to all correspondence within five working days.

This document, or parts of it, can be copied without specific permission providing 
that the source is duly acknowledged, the material is reproduced accurately, and 
it is not used in a derogatory manner or in a misleading context. 

© Healthcare Safety Investigation Branch copyright 2022.
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About HSIB 

We conduct independent investigations of patient safety concerns in NHS-
funded care across England. Most harm in healthcare results from problems 
within the systems and processes that determine how care is delivered. Our 
investigations identify the contributory factors that have led to harm or the 
potential for harm to patients. The safety recommendations we make aim to 
improve healthcare systems and processes, to reduce risk and improve safety. 

We work closely with patients, families and healthcare staff affected by patient 
safety incidents, and we never attribute blame or liability. 

Considerations in light of coronavirus (COVID-19) 

A number of national reports were in progress when the COVID-19 pandemic 
significantly affected the UK in 2020 and 2021. Much of the work associated with 
developing the reports necessarily ceased as HSIB’s response was redirected. 

For this national report, the investigation was initially paused, but then restarted 
due to its association with COVID-19. The processes HSIB used to engage with 
staff and families had to be adapted. Changes are described further in this report.
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A note of acknowledgements 

We would like to thank the Patient and her family who gave their consent for 
this investigation to take place. Initially they wanted minimal involvement with 
the investigation. However, as the investigation developed they became more 
engaged in the process and we welcomed their input and perspective as they 
commented on the report prior to publication. 

We would also like to thank a second patient, Nigel, who spoke to the investigation 
about his experience and consented to us sharing his story in this report.  

Our thanks to all the healthcare and sterile services staff who engaged with 
the investigation. We appreciate their openness and willingness to support 
improvements in this area of patient safety in clinical support services. 

About this report 

This report is intended for healthcare organisations, sterile services providers, 
policy makers and the public to help improve patient safety in relation to the 
decontamination of surgical instruments. 

For readers not familiar with this area of healthcare, medical and technical terms 
are explained in section 1. 
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 Our investigations

 Our investigators and analysts have diverse experience of healthcare and 
other safety-critical industries and are trained in human factors and safety 
science. We consult widely in England and internationally to ensure that our 
work is informed by appropriate clinical and other relevant expertise.

 We undertake patient safety investigations through two programmes: 

 National investigations

 Concerns about patient safety in any area of NHS-funded healthcare in 
England can be referred to us by any person, group or organisation. We review 
these concerns against our investigation criteria to decide whether to conduct 
a national investigation. National investigation reports are published on our 
website and include safety recommendations for specific organisations. These 
organisations are requested to respond to our safety recommendations within 
90 days, and we publish their responses on our website.

 Maternity investigations 

 We investigate incidents in NHS maternity services that meet criteria set out 
within one of the following national maternity healthcare programmes: 

• Royal College of Obstetricians and Gynaecologists’ ‘Each Baby Counts’ report

• MBRRACE-UK ‘Saving Lives, Improving Mothers’ Care’ report.

 Incidents are referred to us by the NHS trust where the incident took place, 
and, where an incident meets the criteria, our investigation replaces the trust’s 
own local investigation. Our investigation report is shared with the family and 
trust, and the trust is responsible for carrying out any safety recommendations 
made in the report.

 
 In addition, we identify and examine recurring themes that arise from trust-

level investigations in order to make safety recommendations to local and 
national organisations for system-level improvements in maternity services.

 For full information on our national and maternity investigations please visit 
our website. 

https://www.hsib.org.uk/investigations-cases/
https://www.hsib.org.uk/
https://www.hsib.org.uk/
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 Executive Summary

 Background
 
 This investigation focuses on the work of sterile services departments (SSDs). 

SSDs are the departments in hospitals where reusable medical equipment is 
decontaminated (cleaned, disinfected and sterilised) to make it safe before it 
is used again. Effective decontamination of surgical instruments is essential for 
patient safety and to avoid delays and inefficiencies in hospital operating theatres.    

 In particular, the investigation looked at the regulatory framework within which 
SSDs work, and their use of assurance models, which provide evidence that 
a service is running according to the relevant policies and procedures. These 
mechanisms are designed to keep patients safe and enable NHS trusts to manage 
risk within their organisations.    

 SSDs are required to have a quality management system in place and many are 
accredited to the International Organization for Standardization (ISO) standard 
‘ISO 13485 Medical devices – quality management’. ‘Health Technical Memorandum 
01-01: Management and decontamination of surgical instruments (medical devices) 
used in acute care’, which is produced by NHS England and NHS Improvement, 
explains the management of decontamination services and the various ways to 
sterilise reusable medical devices used in acute care.    

 To explore how SSDs operate and the related regulatory and assurance 
mechanisms, the investigation examined a real patient safety incident, referred to 
as ‘the reference event’. The incident involved a patient who had a procedure to 
remove a kidney stone. During the procedure foreign material was seen coming 
out of the end of a surgical instrument.    

 The investigation’s safety recommendations and safety observations aim to 
address regulatory and assurance gaps in infection control that prevent risks being 
identified and managed at an appropriate level, and to remove the confusion 
caused by the current regulatory structure. They also seek to address the lack of a 
national competency framework for sterile services staff. 

 The reference event 

 A woman aged 56 (the Patient) was diagnosed with a kidney stone in her 
right kidney. She was seen by a consultant urologist (a doctor who specialises 
in conditions of the kidneys, bladder and urinary tract), who decided that the 
Patient needed to have the stone broken up and removed as it was unlikely to 
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pass out of her kidney on its own. The Patient asked to have a procedure known 
as a percutaneous nephrolithotomy (PCNL) to remove the kidney stone. This 
involves making a small incision (cut) on a patient’s back and passing a surgical 
instrument into their kidney. The Patient gave her consent for an alternative 
procedure in case of any unforeseen problems with the PCNL. 

 The Patient was anaesthetised and prepared for the procedure. Once the 
kidney stone was located, the surgical equipment needed for the procedure 
was unpacked from its sterile wrappings and inspected by the nurses and the 
consultant urologist. The equipment looked clean.

 An incision was made on the Patient’s skin and the surgical equipment was 
inserted into her kidney. Water (irrigation) was started, and “black stuff” was 
seen coming out of the end of the surgical equipment’s irrigation channel. The 
consultant urologist stopped the procedure immediately and the black material 
in the kidney was removed. It was later analysed and found to be dried blood. 
The kidney stone was successfully removed using the alternative procedure 
which the Patient had already consented to. As the Patient had been exposed to 
another person’s dried blood, she was tested for blood-borne viruses; the tests 
showed no evidence that she had contracted any.

 The surgical equipment set used in the Patient’s procedure was classed as 
‘reusable’ and therefore needed to be cleaned and decontaminated between 
each use. The set was made up of several items, including the cleaning brushes 
needed to make sure that the equipment could be cleaned. The set had been 
through a decontamination cycle in the SSD but several of its cleaning brushes 
were missing. This prevented the set (in particular the irrigation channel) from 
being cleaned in accordance with the manufacturer’s instructions for use. The 
importance of the brushes was not understood by operating theatre staff, who 
requested the equipment be removed from quarantine (where equipment that has 
been taken out of use is stored) and decontaminated for the Patient’s procedure. 
The investigation identified that there was not a robust assurance process for 
managing risks associated with the decontamination process and importantly for 
letting clinical staff know why equipment had been removed from use. The fact 
that there was only one set of this type of equipment was an additional factor in 
the decision to release it from quarantine for use in the Patient’s procedure.

 National investigation

 The investigation identified several gaps in meeting the governance 
requirements relating to sterile services, more specifically the regulation and 
assurance frameworks that ensure people are kept safe. These gaps meant 
that there was a lack of direct regulatory oversight of SSDs and that NHS trust 
senior management across the healthcare system did not have systems in place 
to assure themselves that quality, risks and issues were being managed at an 
organisational level. While many individual SSDs did have quality management 
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systems in place, NHS trust management did not have an active role in assuring 
the quality of these services.

 The ability to decontaminate surgical equipment was also explored from a design 
perspective. There are clear requirements in place for decontamination to be 
considered during the design phase of a surgical instrument. These requirements 
sit in a complex system that has input from global stakeholders. The investigation 
heard that if the UK had different standards to the rest of the world, then the 
cost of equipment would increase. 

 Staff training and competence was another key area that the investigation 
considered. It was discovered that all training and training standards for 
decontamination are set locally by individual SSDs rather than set out in a 
national framework. This creates challenges for regulators, SSDs and NHS trusts 
as currently the system of safety relies on trained and experienced staff carrying 
out decontamination tasks to a set standard and identifying problems as they 
arise. If the standard of staff training varies across the country, then the standard 
of decontamination may also vary.

 Findings 

• There is no requirement to report issues nationally relating to incorrectly 
decontaminated surgical instruments. This means that the size of the issue is 
unknown and that the healthcare system does not fully understand the risks and 
issues it is holding.

• Risks and issues are held within individual SSDs and are not integrated within 
wider trust management systems.

• Trusts frequently focus on clinical risks and not on the risks that arise from non-
clinical supporting departments but which present a patient safety risk.

• There is no national requirement for NHS trusts to have a formalised risk 
management system.

• All SSDs produce a similar product – decontaminated surgical instruments. The 
legal status of an SSD determines which national body regulates it (the Care 
Quality Commission (CQC) or the Medicines and Healthcare products Regulatory 
Agency (MHRA)).

• The CQC does not inspect SSDs for compliance with regulations and standards.

• The MHRA does not inspect SSDs for compliance with regulations and standards, 
but relies on external assurance bodies (known as Approved Bodies) to do so. It 
does undertake a small number of witnessed audits of Approved Bodies while that 
Approved Body audits an SSD to ensure that standards are being maintained.
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• MHRA-regulated SSDs have in place quality management systems, managed 
at a local departmental level. ‘Top management’ are not involved in this quality 
management system, therefore risks and issues relating to SSD quality are not 
formally escalated to a trust organisational level.

• Escalation of SSD quality risks and issues relies on the integrity and professional 
behaviour of managers rather than being required by policy.

• There is a requirement for manufacturers to design reusable surgical equipment 
in such a way that it can be decontaminated.

• Surgical equipment can be difficult to decontaminate due to its complexity and size.

• Currently the MHRA regulates under the Medical Device Regulations 2002 
which incorporate the European Union’s standards and regulations. The MHRA is 
restricted in developing its own standards due to market forces.

• To overcome design issues with surgical instruments that relate to 
decontamination, SSDs rely on decontamination processes to ensure equipment 
is suitable for use in operating theatres.

• It is difficult to change the design of equipment after it has been approved for 
use, so the success of the decontamination processes relies on trained and 
competent staff.

• There is no national competency framework for SSD staff to ensure consistency 
and standardisation.

HSIB makes the following safety recommendations

Safety recommendation R/2022/192:  
HSIB recommends that the Care Quality Commission reviews and ensures that 
the approach used by healthcare providers to assure themselves that in-house 
or externally contracted sterile services for decontamination are safe and can 
identify and respond to patient safety concerns.

Safety recommendation R/2022/193: 
HSIB recommends that the Department of Health and Social Care assesses 
the benefits of a single regulatory and assurance framework for sterile services 
departments and implements the findings as required. 
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Safety recommendation R/2022/194: 
HSIB recommends that NHS England and NHS Improvement amends Health 
Technical Memorandum 01-01 to define ‘top management’ and its commitment 
to quality, and that external independent audits are reported directly to the 
responsible executive director in a trust who is accountable for the service, not 
just the certified department.

Safety recommendation R/2022/195: 
HSIB recommends that NHS England and NHS Improvement develops a 
competency framework, stating skills, qualifications and professional registration 
as required, for all sterile services staff and includes it in Health Technical 
Memorandum 01-01.

HSIB makes the following safety observations

Safety observation O/2022/167: 
It may be beneficial for sterile services departments and operating theatres to 
report all incidents of incorrectly decontaminated surgical instruments nationally 
so that the healthcare system can understand the resulting patient safety risks 
and issues. 

Safety observation O/2022/168: 
It may be beneficial to consider the adoption of standardised risk management 
systems across NHS trusts.

Safety observation O/2022/169: 
It may be beneficial to define clear lines of accountability for sterile services 
departments, to include services provided by NHS trusts and contracted services.  

Safety observation O/2022/170: 
It may be beneficial to review the process that assures that decontamination 
of surgical instruments is appropriately considered during the design of 
surgical instruments.

Safety observation O/2022/171: 
It may be beneficial to include a process for cleaning internal surfaces of tubes 
(lumen) by use of an ultrasonic bath and confirmation clear by high pressure air 
(where this is not specifically excluded by the device manufacturer) in addition to 
the requirements set in the manufacturer’s instructions for use.
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Further  
information 
More information about HSIB – including 
its team, investigations and history – is 
available at www.hsib.org.uk 

If you would like to request an  
investigation then please read our  
guidance before contacting us.

 @hsib_org is our Twitter handle.  
We use this feed to raise awareness of 
our work and to direct followers to our 
publications, news and events.

Contact us
If you would like a response to a query or 
concern please contact us via email using 
enquiries@hsib.org.uk 

We monitor this inbox during normal office 
hours - Monday to Friday from 09:00 hours to 
17:00 hours. We aim to respond to enquiries 
within five working days.

To access this document in a different format 
– including braille, large-print or easy-read – 
please contact enquiries@hsib.org.uk


