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Summary

HTM 01-01 takes account of the changes to the Advisory Committee on Dangerous
Pathogens Transmissible Spongiform Encephalopathy (ACDP-TSE) Subgroup’s
general principals on decontamination. HTM 01-01 replaces the guidance document
Choice Framework for local Policy and Procedures, CFPP 01-01.

Specific Northern Ireland policy amendments that apply to the revised guidance are
outlined in this circular.
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Action
Chief Executives of HSC Trusts should:

e Disseminate this circular to all relevant staff

e By 1 July 2017, implement in situ protein detection methodologies to achieve
a <5 ug residual protein level for instruments that are likely to come into
contact with higher risk tissues, for example neurological tissue.

e By 1 July 2018, have implemented the guidance for residual protein levels for
other surgical instruments used in acute care to subsequently produce further
reductions in protein contamination levels through the optimisation of
decontamination processes.

Chief Executive, RQIA should:

e Disseminate this circular to all appropriate Independent Sector providers.

Background

The major change in this latest version of the guidance is taking account of changes
to the Advisory Committee on Dangerous Pathogens Transmissible Spongiform
Encephalopathy (ACDP-TSE) Subgroup’s general principals of decontamination (see
ACDP-TSE’s Annex C). This establishes a move towards in situ testing for residual
proteins on instruments. Residual protein is important because of the continuing
risks of transmission of prions (the causative agent of transmissible spongiform
encephalopathies such as variant Creutzfeldt-Jakob disease (vCJD).

The ACDP-TSE Annex C guidance is available on the gov.uk website:
https://www.gov.uk/government/uploads/system/uploads/attachment data/file/427855/Annex C v3.0.pdf.

Health Technical Memoranda (HTMs) give comprehensive advice and guidance on
the design, installation and operation of specialised building and engineering
technology used in the delivery of health and social care.

The revised HTM 01-01 consists of five parts:

Part A: Management and provision

Part B: Common Elements

Part C: Steam sterilization

Part D: Washer-disinfectors

Part E: Alternatives to steam sterilization of reusable medical devices

The suite of guidance documents is available at:
https://www.gov.uk/government/publications/management-and-decontamination-of-
surgical-instruments-used-in-acute-care

A summary of the key revisions and specific Northern Ireland policy amendments
applicable to the guidance for HSC bodies is detailed at Appendix 1.
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The gov.uk website allows users to register to receive announcements on new
publications and revisions to guidance such as Health Technical Memorandum

guidance on decontamination. To subscribe to announcements, select

Announcements at the bottom of the gov.uk webpage

(https://www.gov.uk/government/announcements) and use the filter list to select your
area of interest before selecting to receive announcements by email or by feed and

complete the subscription process.

Enquiries:

Any enquiries about the content of this circular should be addressed to:

Davy Burns

Decontamination Policy Branch
Safety Strategy Unit

Castle Buildings

Stormont

BELFAST

BT4 3SQ

Tel: 028 9052 3774

Email: davy.burns@health-ni.gov.uk

Yours sincerely

czjc//#d——
(4

Dr Paddy Woods
Deputy Chief Medical Officer

Distributed for Information to:

Chief Executive PHA
Chief Executive NIMDTA
Chief Executive, HSCB
Chief Executive, NIAS

Director of Public Health/Medical Director, PHA

Director of Nursing, PHA

Heads of Pharmacy and Medicines Management, HSC Trusts
Dir of Performance Management & Service Improvement, HSCB
Safety and Quality Alerts Team, HSC Board

Prof. Donna Fitzsimons, Head of Nursing & Midwifery, QUB
Prof. Pascal McKeown, Head of Medical School, QUB

Prof. Donald Burden, Head of School of Dentistry, QUB

Prof. Carmel Hughes, Head of School of Pharmacy QUB

Dr Owen Barr, Head of School of Nursing, UU

Prof. Paul McCarron, Head of Pharmacy School, UU

Staff Tutor of Nursing, Open University

Director, Safety Forum

NI Centre for Pharmacy Learning and Development

Clinical Education Centre

NI Royal College of Nursing
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Appendix 1
List of Key Revisions to the HTM 01-01 Guidance
Part A:

o New guidance is included on how to ensure implementation of the ACDP-
TSE’s Subgroup’s recommendations.

. Chapter 5 on prion diseases has been updated to reflect the changes to the
ACDP-TSE Subgroup’s guidance (2015).
o In the section on “Separation of instruments used on high risk tissues for

patients born before and after 1 January 1997”, in Chapter 6, the
management of instruments for the small number of patients born after 1
January 1997 who have already had past high risk tissue surgery using pre-
1997 instruments has been amended (see paragraphs 6.8—6.10) in line with
both the views of the Society of British Neurological Surgeons and the ACDP-
TSE Subgroup.

This provides information on how sterile services departments (SSDs) can
mitigate the patient safety risk from residual protein with a move towards first
achieving this <5 ug level and subsequently producing further reductions in
protein contamination levels through the optimisation of decontamination
processes. The ambition is that all healthcare providers engaged in the
management and decontamination of surgical instruments used in acute care
will be expected to have implemented this guidance by 1 July 2018. However,
providers whose instruments are likely to come into contact with higher risk
tissues, for example neurological tissue, are expected to give this guidance
higher priority and move to in situ protein detection methodologies by 1 July
2017.

Parts B and C: These parts remain unchanged

Part D:

. New periodic in-use test have been included for residual protein including a
flowchart.

o New text on the process challenge devices has been inserted and now added

as a daily test.

o Previous tests for residual soil using ninhydrin and other alternative methods
have been removed as they are no longer applicable.

Part E: This part remains unchanged
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Northern Ireland Policy Amendments:

The following Northern Ireland policy amendments apply to the HTM 01-01 suite of
documents:

1. Health and Social Care providers in Northern Ireland are required to meet “best
practice” requirements as outlined in the suite of documents rather than meeting
“essential quality requirements” and having a plan to meet “best practice” as
stated. This has been the consistent policy position in Northern Ireland in respect
of “Best Practice” requirements as defined in circular HSS (SC) 3/04.

2. In HTM 01-01 Part A, Management of surgical instruments 6.25, the guidance on
“Decontamination of surgical instruments that have been dropped preoperatively”
is at odds with Department of Health (NI) decontamination policy and is not
acceptable in Northern Ireland. This element is replaced by the “Dropped
Instrument Risk Assessment and Management (Wales NHS)” model provided at
Appendix 2.

3. Health Technical Memoranda 2010 and 2030 are to remain in use in Northern
Ireland for laboratory sterilizers and washer-disinfectors for human waste
containers respectively, until appropriate HTM 01-01 documents are developed
for this range of equipment.

4. Current arrangements for the Department of Health (NI) Authorising Engineer

(Decontamination — Assurance) (AE (D-A) )) assurance function remain
unchanged.
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APPENDIX 2

Dropped Instrument Risk Assessment and Management (Wales NHS)

Instrument Dropped Non-scrub team member retrieves
the instrument from floor, simple
decontamination and quarantine
until end of procedure when
instrument should be reunited with
Can operation proceed Yes N instrument set
without instrument? d
v No Is a Return complete
Has surgery started or did the Surgery has duplicate Yes pa?ﬁsﬁ:};g;?ﬁg ed
incident occur during the setting out p{ not started p{ instrument > HSDU use
period? set '
available? replacement set and
proceed
\ 4
Surgery has No
started
Abandon procedure
\ and ensure post op
Yes patient counselling
Can procedure be > to discuss
abandoned? implications
No
v
Is a duplicate instrument Yes Open second set and
set available? > use replacement
instrument
No Note details of the
two sets used for
v this patient in case
Can instrument be of later follow-up
rapidly
decontaminated by
HSDU without v
detriment to patient? €S »|  Arrange for rapid
decontamination in
HSDU and proceed
with surgery as
No instrument becomes
available
v Non scrub team member undertakes handwash, dons sterile
] . gloves, and undertakes simple, superficial decontamination
Simple I|_m|t§d with sterile water and returns to scrub team
decontamination
n theatr_e is only Report adverse event and patient details in accordance with
option? board protocol
Note incident in operative notes for the patient
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