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out in accordance with the
requirements of Directions 001/2021.

PFE3 There are appropriate facilities for the storage of bodies, body parts, tissues, cells, consumables and re

cords.

a) Tissues, cells, consumables and
records are stored in secure
environments and precautions are
taken to minimise risk of damage, theft
or contamination.

The establishment’s defined temperature limits for areas in which femoral
head storage pots and the swabs used in microbiological testing are stored
is not aligned with the storage temperature range stipulated by the
manufacturer of the swabs.

The temperature of the St Woolos Hospital theatre area where a stock of
swabs and pots are stored is monitored by a stand-alone temperature and
humidity probe. The establishment has not provided calibration certification
to demonstrate that the probe is suitably calibrated. In addition, a review of
records taken using the probe identified several errors and occasions in
which only the humidity measurement had been recorded. This indicated
that recent staff refresher training had not been successfully embedded.
Gaps were also identified in monitoring records relating to the storage area
at St Joseph’s Hospital.

The temperature monitoring form does not identify the equipment number
of the probe used in each location, and examples were reviewed in which
the section of the form identifying the location being monitored had not
been completed.

Minor
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PFES Equipment is appropriate for use, maintained, quality assured, validated and where appropriate monitored.

b) Critical equipment is maintained The establishment was unable to provide requested service records for the | Minor
and serviced in accordance with the laminar flow within which microbiological samples are processed, or an
manufacturer’s instructions. incubator within which microbiological plates are incubated.

The HTA requires the DI to submit a completed corrective and preventative action (CAPA) plan setting out how the shortfalls will be

addressed, within 14 days of receipt of the final report (refer to Appendix 2 for recommended timeframes within which to complete

actions). The HTA will then inform the establishment of the evidence required to demonstrate that the actions agreed in the plan have

been completed.

Advice
The HTA advises the DI to consider the following to further improve practice:

Number | Standard Advice

1. Cla, GQ5a The DI is advised to define a maximum time between the taking of consent and donor selection and the
day of procurement to ensure the patient’'s medical history and consent are reconfirmed on occasions
where planned surgeries have been postponed for extended periods.

2. C3a The establishment is considering whether to restrict the taking of consent to clinic sessions prior to the
day of planned surgery. If this change is approved, the DI is advised to ensure standard operating
procedures are updated to reflect the change, ensuring arrangements at the third party procurement
hospitals are also checked to confirm that they remain suitable and accurately documented.
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3. GQlc,
GQ2b, GQ5b

The DI is advised to appoint Persons Designated (PDs) to represent the establishment’s microbiology
and virology laboratories and include these representatives in establishment governance meetings. This
would help to strengthen lines of communication between the teams so that topics relevant to activities
under the licence are reported and discussed.

The Dl is further advised to put a system in place to circulate governance meeting minutes by email to all
invited attendees, to ensure those absent on the day are kept informed of items relevant to activities
under the licence.

4. GQ4f,g

Establishment staff create an entry in the bone bank database for a procured femoral head once the
consent form linked to the donation event has been received into the bone bank office. However, the
form may not be received until several weeks after the bone has been placed into the quarantine freezer
and the serology and microbiology tests have been completed. Although the bone is not released for
human application until all the necessary information has been collated and reviewed, the DI is advised
to review the current system to ensure that it is suitable and does not create a risk to the security of
records or the establishment’s ability to manage incidents relating to procured bone that may occur
before the database entry is created.

S. PFE3a

The DI is advised to redesign the temperature monitoring form used to record the temperature and
humidity of theatre areas, to assist staff in recording the readings correctly and as a reminder to reset the
probe after each daily reading has been taken.

Background

The establishment has been licensed by the HTA since March 2007. This was the establishment’s seventh inspection; the last inspection

took place in February 2019.
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Femoral heads are procured at Royal Gwent Hospital and two other local hospitals, St Woolos Hospital and St Joseph’s Hospital, under
the terms of third party agreements (TPAs). Consumables, including swabs and storage containers, are supplied by the establishment.

Consent and the donor questionnaire are completed during pre-admission clinics or pre-operatively on the day of procurement. Blood
samples for mandatory donor serology testing are taken at the same time as consent and repeated at least 180 days after procurement.
Establishment procedures require femoral heads to be placed in quarantine storage at Royal Gwent within four hours of procurement.
After receipt of the donor consent form, establishment staff will open a new patient file in the Bone Bank database and generate a unique
identification number for the bone to maintain traceability. Microbiological testing of bone swabs and ‘nibbles’, as well as donor
serological testing, is undertaken at the Royal Gwent UKAS-accredited laboratory, with the exception of HTLV testing, which is
undertaken under the terms of a TPA.

Release from quarantine is undertaken by the Medical Director following review of the medical history form and the relevant microbiology
and serology results.

Since the last inspection mandatory serological testing activities undertaken by the Trust laboratories have relocated to a different
hospital within the Trust.

Description of inspection activities undertaken
The HTA’s regulatory requirements are set out in Appendix 1. The following areas were covered during the inspection:

Review of governance documentation
The inspection included a review of policies and procedural documents relating to licensed activities, servicing records, agreements,
audits, risk assessments, incidents, meeting minutes, temperature monitoring records, and staff training records.

Visual inspection

The inspection included a visual inspection of the establishment’s locked and air-conditioned freezer storage area at Royal Gwent
Hospital, which is also the room within which the main stock of consumables associated with procurement are stored. The inspection also
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included visits to the theatres (within which some consumables are stored) at both Royal Gwent and St Woolos Hospital, and a visit to
the establishment’s microbiology and virology laboratories, within which donor serological testing and microbiological testing of bone
swabs and ‘nibbles’ are undertaken.

Audit of records

The visual inspection included a review of three selected femoral heads in storage within the quarantine and release freezers against the
entries within the associated bone back ledgers. The movement of bone from quarantine storage to release, as documented in the
establishment’s ledgers, was reviewed. Records of consent, donor selection, microbiology and virology assessment and release by the
Medical Director were reviewed for three femoral heads, including one that was used in human application.

Meetings with establishment staff

Round table discussions were held with the DI, who is the establishment’s Medical Director, the Deputy Medical Director, the
establishment’s Governance Manager and the Bone Bank Co-ordinator. The inspection also includes discussions with representatives of
the microbiology and virology testing laboratories.

Report sent to DI for factual accuracy: 17 June 2022
Report returned from DI: 28 June 2022

Final report issued: 29 June 2022

Completion of corrective and preventative actions (CAPA) plan

Based on information provided, the HTA is satisfied that the establishment has completed the agreed actions in the CAPA plan and in
doing so has taken sufficient action to correct all shortfalls addressed in the Inspection Report.

Date: 21 November 2023
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Appendix 1: The HTA’s regulatory requirements
The HTA must assure itself that the DI, Licence Holder, premises and practices are suitable.

The statutory duties of the DI are set down in Section 18 of the Human Tissue Act 2004. They are to secure that:
e the other persons to whom the licence applies are suitable persons to participate in the carrying-on of the licensed activity;
e suitable practices are used in the course of carrying on that activity; and

e the conditions of the licence are complied with.

The HTA developed its licensing standards with input from its stakeholders. They are designed to ensure the safe and ethical use of
human tissue and the dignified and respectful treatment of the deceased. The HTA inspects the establishments it licences against four
groups of standards:

e consent

e governance and quality systems
e premises facilities and equipment
e disposal.

This is an exception-based report: only those standards that have been assessed as not met are included. Where the HTA determines
that a standard is not met, the level of the shortfall is classified as ‘Critical’, ‘Major’ or ‘Minor’ (see Appendix 2: Classification of the level of
shortfall). Where HTA standards are fully met, but the HTA has identified an area of practice that could be further improved, advice is
given to the DI.

Reports of HTA inspections carried out from 1 November 2010 are published on the HTA’s website.
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Appendix 2: Classification of the level of shortfall

Where the HTA determines that a licensing standard is not met, the improvements required will be stated and the level of the shortfall will
be classified as ‘Critical’, ‘Major’ or ‘Minor’. Where the HTA is not presented with evidence that an establishment meets the requirements
of an expected standard, it works on the premise that a lack of evidence indicates a shortfall.

The action an establishment will be required to make following the identification of a shortfall is based on the HTA's assessment of risk of
harm and/or a breach of the Human Tissue Act 2004, Human Tissue (Quality and Safety for Human Application) Regulations 2007 (as
amended), or associated Directions.

1. Critical shortfall:

A shortfall which poses a significant direct risk of causing harm to a recipient patient or to a living donor,

or

A number of ‘major’ shortfalls, none of which is critical on its own, but viewed cumulatively represent a systemic failure and
therefore are considered ‘critical’.

A critical shortfall may result in one or more of the following:

A notice of proposal being issued to revoke the licence

Some or all of the licensable activity at the establishment ceasing with immediate effect until a corrective action plan is
developed, agreed by the HTA and implemented.

A notice of suspension of licensable activities
Additional conditions being proposed

Directions being issued requiring specific action to be taken straightaway
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2. Major shortfall:
A non-critical shortfall.
A shortfall in the carrying out of licensable activities which poses an indirect risk to the safety of a donor or a recipient
or
A shortfall in the establishment’s quality and safety procedures which poses an indirect risk to the safety of a donor or a recipient;
or

A shortfall which indicates a major deviation from the Human Tissue (Quality and Safety for Human Application) Regulations
2007 (as amended) or the HTA Directions;

or

A shortfall which indicates a failure to carry out satisfactory procedures for the release of tissues and cells or a failure on the part
of the designated individual to fulfil his or her legal duties;

or

A combination of several ‘minor’ shortfalls, none of which is major on its own, but which, viewed cumulatively, could constitute a
major shortfall by adversely affecting the quality and safety of the tissues and cells.

In response to a major shortfall, an establishment is expected to implement corrective and preventative actions within 1-2 months
of the issue of the final inspection report. Major shortfalls pose a higher level of risk and therefore a shorter deadline is given,
compared to minor shortfalls, to ensure the level of risk is reduced in an appropriate timeframe.

3.  Minor shortfall:

A shortfall which cannot be classified as either critical or major and, which can be addressed by further development by the
establishment.

This category of shortfall requires the development of a corrective action plan, the results of which will usually be assessed by
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the HTA either by desk-based review or at the time of the next on-site inspection.

In response to a minor shortfall, an establishment is expected to implement corrective and preventative actions within 3-4 months
of the issue of the final inspection report.

Follow up actions

A template corrective and preventative action plan will be sent as a separate Word document with the final inspection report.
Establishments must complete this template and return it to the HTA within 14 days of the issue of the final report.

Based on the level of the shortfall, the HTA will consider the most suitable type of follow-up of the completion of the corrective and
preventative action plan. This may include a combination of

e a follow-up inspection
e arequest for information that shows completion of actions
e monitoring of the action plan completion
o follow up at next routine inspection.
After an assessment of the proposed action plan establishments will be notified of the follow-up approach the HTA will take.
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Appendix 3: HTA standards
The HTA standards applicable to this establishment are shown below; those not assessed during the inspection are shown in grey text.
Individual standards which are not applicable to this establishment have been excluded.

Human Tissue (Quality and Safety for Human Application) Regulations 2007 Standards (as amended)
Consent

Standard

C1 Consent is obtained in accordance with the requirements of the HT Act 2004, the Human Tissue (Quality and Safety for
Human Application) Regulations 2007 (as amended) and as set out in the HTA’s Codes of Practice.

a) If the establishment acts as a procurer of tissues and / or cells, there is an established process for acquiring donor consent
which meets the requirements of the HT Act 2004 the Human Tissue (Quality and Safety for Human Application) Regulations
2007 (as amended) and the HTA’s Codes of Practice.

b) If there is a third-party procuring tissues and / or cells on behalf of the establishment the third-party agreement ensures that
consent is obtained in accordance with the requirements of the HT Act 2004, the Human Tissue (Quality and Safety for Human
Application) Regulations 2007 (as amended) and the HTA’s Codes of Practice.

c) The establishment or the third party’s procedure on obtaining donor consent includes how potential donors are identified and
who is able to take consent.

d) Consent forms comply with the HTA Codes of Practice.

e) Completed consent forms are included in records and are made accessible to those using or releasing tissue and / or cells for
a Scheduled Purpose.
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C2 Information about the consent process is provided and in a variety of formats.

a) The procedure on obtaining consent details what information will be provided to donors. As a minimum, the information
specified by Directions 001/2021 is included.

b) If third parties act as procurers of tissues and / or cells, the third-party agreement details what information will be provided to
donors. As a minimum, the information specified by Directions 001/2021 is included.

c) Information is available in suitable formats and there is access to independent interpreters when required.

d) There are procedures to ensure that information is provided to the donor or donor’s family by trained personnel.

C3 Staff involved in seeking consent receive training and support in the implications and essential requirements of taking
consent.

a) Staff involved in obtaining consent are provided with training on how to take informed consent in accordance with the
requirements of the HT Act 2004 and Code of Practice on Consent.

b) Training records are kept demonstrating attendance at training on consent.

Governance and Quality

Standard

GQ1 All aspects of the establishment’s work are supported by ratified documented policies and procedures as part of the overall
governance process.

a) There is an organisational chart clearly defining the lines of accountability and reporting relationships.

b) There are procedures for all licensable activities that ensure integrity of tissue and / or cells and minimise the risk of
contamination.
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c) There are regular governance meetings, for example health and safety, risk management and clinical governance
committees, which are recorded by agendas and minutes.

d) There is a document control system to ensure that changes to documents are reviewed, approved, dated and documented by
an authorised person and only current documents are in use.

e) There are procedures for tissue and / or cell procurement, which ensure the safety of living donors.

g) There are procedures to ensure that an authorised person verifies that tissues and / or cells received by the establishment
meet required specifications.

h) There are procedures for the management and quarantine of non-conforming consignments or those with incomplete test
results, to ensure no risk of cross contamination.

i) There are procedures to ensure tissues and / or cells are not released from quarantine until verification has been completed
and recorded.

) There are procedures detailing the critical materials and reagents used and where applicable, materials and reagents meet the
standards laid down by the Medical Devices Regulation 2002 (SI 2002 618, as amended) (UK MDR 2002) and United Kingdom
Conformity Assessed (UKCA).

k) There is a procedure for handling returned products.

l) There are procedures to ensure that in the event of termination of activities for whatever reason, stored tissues and / or cells
are transferred to another licensed establishment or establishments.

m) The criteria for allocating tissues and / or cells to patients and health care institutions are documented and made available to
these parties on request.

0) There is a complaints system in place.
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p) There are written agreements with third parties whenever an activity takes place that has the potential to influence the quality
and safety of human tissues and / or cells.

g) There is a record of agreements established with third parties.

r) Third party agreements specify the responsibilities of the third party and meet the requirements set out in Directions 001/2021.

s) Third party agreements specify that the third party will inform the establishment in the event of a serious adverse reaction or
event.

t) There are procedures for the re-provision of service in an emergency.

GQ2 There is a documented system of quality management and audit.

a) There is a quality management system which ensures continuous and systematic improvement.

b) There is an internal audit system for all licensable activities.

¢) An audit is conducted in an independent manner at least every two years to verify compliance with protocols and HTA
standards, and any findings and corrective actions are documented.

d) Processes affecting the quality and safety of tissues and / or cells are validated and undergo regular evaluation to ensure they
continue to achieve the intended results.

GQ3 Staff are appropriately qualified and trained in techniques relevant to their work and are continuously updating their skills.

a) There are clearly documented job descriptions for all staff.

b) There are orientation and induction programmes for new staff.

c) There are continuous professional development (CPD) plans for staff and attendance at training is recorded.
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d) There is annual documented mandatory training (e.g. health and safety and fire).

e) Personnel are trained in all tasks relevant to their work and their competence is recorded.

f) There is a documented training programme that ensures that staff have adequate knowledge of the scientific and ethical
principles relevant to their work, and the regulatory context.

g) There is a documented training programme that ensures that staff understand the organisational structure and the quality
systems used within the establishment.

h) There is a system of staff appraisal.

i) Where appropriate, staff are registered with a professional or statutory body.

) There are training and reference manuals available.

k) The establishment is sufficiently staffed to carry out its activities.

GQ4 There is a systematic and planned approach to the management of records.

a) There are procedures for the creation, identification, maintenance, access, amendment, retention and destruction of records.

b) There is a system for the regular audit of records and their content to check for completeness, legibility and accuracy and to
resolve any discrepancies found.

c) Written records are legible and indelible. Records kept in other formats such as computerised records are stored on a
validated system.

d) There is a system for back-up / recovery in the event of loss of computerised records.
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e) The establishment keeps a register of the types and quantities of tissues and / or cells that are procured, tested, preserved,
processed, stored and distributed or otherwise disposed of, and on the origin and destination of tissues and cells intended for
human application.

f) There are procedures to ensure that donor documentation, as specified by Directions 001/2021, is collected and maintained.

g) There is a system to ensure records are secure and that donor confidentiality is maintained in accordance with Directions
001/2021.

h) Raw data which are critical to the safety and quality of tissues and cells are kept for 10 years after the use, expiry date or
disposal of tissues and / or cells.

i) The minimum data to ensure traceability from donor to recipient as required by Directions 001/2021 are kept for 30 years after
the use, expiry or disposal of tissues and / or cells.

J) Records are kept of products and material coming into contact with the tissues and / or cells.

k) There are documented agreements with end users to ensure they record and store the data required by Directions 001/2021.

[) The establishment records the acceptance or rejection of tissue and / or cells that it receives and in the case of rejection why
this rejection occurred.

m) In the event of termination of activities of the establishment a contingency plan to ensure records of traceability are
maintained for 10 or 30 years as required.

GQ5 There are documented procedures for donor selection and exclusion, including donor criteria.

a) Donors are selected either by the establishment or the third party acting on its behalf in accordance with the criteria required
by Directions 001/2021.

b) The testing of donors by the establishment or a third party on behalf of the establishment is carried out in accordance with the
requirements of Directions 001/2021.

2022-05-17-18 11130 Royal Gwent Hospital Inspection Report 21

266/693



c) In cases other than autologous donors, donor selection is carried out by authorised personnel and signed and reviewed by a
gualified health professional.

d) There is a system in place either at the establishment or at a third party acting on its behalf to record results of donor selection
and associated tests.

e) Testing of donor samples is carried out using UKCA or CE marked diagnostic tests, in line with the requirements set out in
Directions 001/2021.

f) Samples taken for donor testing are clearly labelled with the time and place the sample was taken and a unique donor
identification code.

GQ6 A coding and records system facilitates traceability of tissues and / or cells, ensuring a robust audit trail.

a) There is a donor identification system which assigns a unigue code to each donation and to each of the products associated
with it.

b) An audit trail is maintained, which includes details of when the tissues and / or cells were acquired and from where, the uses
to which the tissues and / or cells were put, when the tissues and / or cells were transferred elsewhere and to whom.

c) The establishment has procedures to ensure that tissues and / or cells imported, procured, processed, stored, distributed and
exported are traceable from donor to recipient and vice versa.

GQ7 There are systems to ensure that all adverse events, reactions and/or incidents are investigated promptly.

a) There are procedures for the identification, reporting, investigation and recording of adverse events and reactions, including
documentation of any corrective or preventative actions.

b) There is a system to receive and distribute national and local information (e.g. HTA regulatory alerts) and notify the HTA and
other establishments as necessary of serious adverse events or reactions.

c) The responsibilities of personnel investigating adverse events and reactions are clearly defined.
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d) There are procedures to identify and decide the fate of tissues and / or cells affected by an adverse event, reaction or
deviation from the required quality and safety standards.

g) Establishments distributing tissue and / or cells provide information to end users on how to report a serious adverse event or
reaction and have agreements with them specifying that they will report these events or reactions.

h) Establishments distributing tissues and / or cells have systems to receive notifications of serious adverse events and reactions
from end users and notify the HTA.

GQ8 Risk assessments of the establishment’s practices and processes are completed regularly and are recorded and monitored
appropriately.

a) There are documented risk assessments for all practices and processes.

b) Risk assessments are reviewed regularly, as a minimum annually or when any changes are made that may affect the quality
and safety of tissues and cells.

c) Staff can access risk assessments and are made aware of local hazards at training.

d) A documented risk assessment is carried out to decide the fate of any tissue and / or cells stored prior to the introduction of a
new donor selection criteria or a new processing step, which enhances the quality and safety of tissue and / or cells.

Premises, Facilities and Equipment

Standard

PFE1 The premises are fit for purpose.

a) A risk assessment has been carried out of the premises to ensure that they are fit for purpose.

b) There are procedures to review and maintain the safety of staff, visitors and patients.
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c) The premises have sufficient space for procedures to be carried out safely and efficiently.

e) There are procedures to ensure that the premises are secure, and confidentiality is maintained.

f) There is access to a nominated, registered medical practitioner and / or a scientific advisor to provide advice and oversee the
establishment’s medical and scientific activities.

PFE2 Environmental controls are in place to avoid potential contamination.

a) Tissues and / or cells stored in quarantine are stored separately from tissue and / or cells that have been released from
guarantine.

c) There are procedures for cleaning and decontamination.

d) Staff are provided with appropriate protective clothing and equipment that minimise the risk of contamination of tissue and / or
cells and the risk of infection to themselves.

PFE3 There are appropriate facilities for the storage of tissues and / or cells, consumables and records.

a) Tissues, cells, consumables and records are stored in secure environments and precautions are taken to minimise risk of
damage, theft or contamination.

b) There are systems to deal with emergencies on a 24-hour basis.

c) Tissues and / or cells are stored in controlled, monitored and recorded conditions that maintain tissue and / or cell integrity.

d) There is a documented, specified maximum storage period for tissues and / or cells.
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PFE4 Systems are in place to protect the quality and integrity of tissues and / or cells during transport and delivery to its
destination.

a) There is a system to ensure tissue and / or cells are not distributed until they meet the standards laid down by Directions
001/2021.

b) There are procedures for the transport of tissues and / or cells which reflect identified risks associated with transport.

c) There is a system to ensure that traceability of tissues and / or cells is maintained during transport.

d) Records are kept of transportation and delivery.

e) Tissues and / or cells are packaged and transported in a manner and under conditions that minimise the risk of contamination
and ensure their safety and quality.

f) There are third party agreements with courier or transport companies to ensure that any specific transport conditions required
are maintained.

g) Critical transport conditions required to maintain the properties of tissue and / or cells are defined and documented.

h) Packaging and containers used for transportation are validated to ensure they are fit for purpose.

i) Primary packaging containing tissues and / or cells is labelled with the information required by Directions 001/2021.

) Shipping packaging containing tissues and / or cells is labelled with the information required by Directions 001/2021.

PFES Equipment is appropriate for use, maintained, quality assured, validated and where appropriate monitored.

a) Critical equipment and technical devices are identified, validated, regularly inspected and records are maintained.

b) Critical equipment is maintained and serviced in accordance with the manufacturer’s instructions.
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¢) Equipment affecting critical processes and storage parameters is identified and monitored to detect malfunctions and defects
and procedures are in place to take any corrective actions.

d) New and repaired equipment is validated before use and this is documented.

e) There are documented agreements with maintenance companies.

f) Cleaning, disinfection and sanitation of critical equipment is performed regularly, and this is recorded.

g) Instruments and devices used for procurement are sterile, validated and regularly maintained.

h) Users have access to instructions for equipment and receive training in the use of equipment and maintenance where
appropriate.

i) Staff are aware of how to report an equipment problem.

j) For each critical process, the materials, equipment and personnel are identified and documented.

k) There are contingency plans for equipment failure.

Disposal

Standard

D1 There is a clear and sensitive policy for disposing of tissues and / or cells.

a) The disposal policy complies with HTA’s Codes of Practice.

b) The disposal procedure complies with Health and Safety recommendations.

c) There is a documented procedure on disposal which ensures that there is no cross contamination.
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D2 The reasons for disposal and the methods used are carefully documented.

a) There is a procedure for tracking the disposal of tissue and / or cells that details the method and reason for disposal.

b) Disposal arrangements reflect (where applicable) the consent given for disposal.
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SHTA

Human Tissue Authority
Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022
Date final report and CAPA template issued 29 June 2022
to the establishment:
Deadline for completed plan return: 13 July 2022
Timelines for completion of agreed actions
e Major shortfalls 1-2 months from date of issue of the final report
e Minor shortfalls 3-4 months from date of issue of the final report

Please complete the blanks below

HTA Standard GQ1i GQ7a - Level of Shortfall Major (Cumulative)
(major or minor only)

Short Description Implementation of HTA-agreed SAEARs CAPAs, monitoring of open CAPAs

Inspection finding:During an audit in 2020, the establishment identified an occasion where an incorrect femoral
head was released for human application. This was reported to the HTA as a serious adverse event (SAE). The
corrective and preventative actions (CAPAs) undertaken to prevent recurrence of this event included the
implementation of a two-person check when transferring FH from the quarantine (F3) freezer to the release (F2)
freezer following release by the Medical Director. Although establishment procedures were updated and the check
was implemented, it was not maintained. At the time of the inspection, two-person checks at the point of transfer
were not being routinely undertaken.

During a review of internal incident records, two recent incident records were reviewed in which the record had
been signed off as completed before all of the identified CAPAs had been completed. The establishment does not
have a separate system to monitor progress of the completion of open CAPAs.

Corrective and Preventative Action:

F3 freezer ledger form amended to highlight the section on second person check (version control 3) at the time of
transfer.

CAPA'’s derived from non- compliance or SEARS to be reviewed in monthly governance meetings to assess
progress of actions taken and documented prior to closing. CAPAs will be audited at 6 monthly intervals to ensure
compliance and documented in the internal Audit Check List record.

To ensure amendments of SOPs arising from subsequent CAPA’s are embedded in practice, a signature of key
personnel will be recorded on minutes of governance meeting, once reviewed to acknowledge review of SOP.

Deadline for completion of corrective and 29 August 2022
preventative action: Amended form submitted

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ2a - Level of Shortfall Major

(major or minor only)

Short Description Change communication and management, management of audit actions

Inspection finding:During a visit to the Royal Gwent Hospital virology laboratory, it was determined that although
donor serological samples are initially received and spun down at the laboratory, serology testing activities have
transferred to the Grange Hospital, another hospital within the Trust. The change had not been communicated to,
or identified by, the establishment. The new laboratory’s premises and procedures have not been audited and no
alternative steps have been taken to ensure the arrangements are suitable.

The establishment’s internal audit records are not sufficiently documented to provide assurance that all CAPAs
have been identified and robustly addressed before the audit record is closed.

Corrective and Preventative Action:

The establishment's microbiology department has submitted a DATIX Cymru report to highlight the issue of failure
to communicate change.

The establishment will apply to HTA to include GUH as a satellite.

The DI will risk assess GUH microbiology/serology premises for suitability, in addition will review procedures and
amend SOP 44&5, The DI will complete an audit post implementation to ensure procedures are embedded.

All internal audits will be completed utilising the Internal Audit Checklist Report (Version 2) (Appendix 14).

Deadline for completion of corrective and 29t August 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard C3a- Level of Shortfall Minor

(major or minor only)

Short Description Staff training in the taking of consent

Inspection finding:Consent for donation is taken either in pre-operation clinics or on the day of surgery by
trained nurses. A review of records demonstrated that the consent training for ward nurses had expired.

Corrective and Preventative Action:
Training for ward nurses to be reviewed and training updated.

Deadline for completion of corrective and October 29t 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ1b - Level of Shortfall Minor

(major or minor only)

Short Description Agreements and information provided to end users

Inspection finding:Since the last inspection, the establishment has agreed an arrangement with an end user
whereby distributed bone can be stored by the end user at -20°C for up to 48 hours before use. The
establishment’s governance documents, such as agreements and the information provided to end users, have not
been updated to reflect this new arrangement and the specific requirements needed to ensure the quality and
safety of the distributed bone in this scenario.

Corrective and Preventative Action:

The establishment will risk assess St Joseph’s Hospital premises and facilities for the safe storage of femoral
heads < 48hrs prior to use. Following risk assessment findings if suitable will amend the End User Agreement
with St joseph’s Hospital to include conditions of storage, use of stored bone and responsibilities.

Deadline for completion of corrective and October 29t 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ1p GQ1r - Level of Shortfall Minor

(major or minor only)

Short Description Agreements with third parties

Inspection finding: The establishment does not have an agreement in place with the third party testing laboratory
that undertakes specialist serological testing of donor samples on occasions where the donor’'s medical history
indicates that additional tests to support the assessment of donor suitability are required.

The establishment’s written agreement with the third party laboratory that undertakes routine HTLV testing does
not require the third party to maintain records of raw data in accordance with regulatory requirements.

Corrective and Preventative Action:

The establishment is in the process of ascertaining an SLA with our third-party testing laboratory performing
malarial testing, but recognises the need for reviewing the necessity for this requirement as so few donors answer
an affirmative to the question. We plan on auditing the number of donors who had required malarial testing to
ascertain the loss and subsequent requirement to continue.

The TPA with our testing laboratory completing HTLV tests for donors has been amended a final draft has been
completed and is pending acceptance.

Deadline for completion of corrective and 29t September 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ3e - Level of Shortfall Minor

(major or minor only)

Short Description Documentation of staff training, documented procedures

Inspection finding:The establishment’s procedures for documenting staff training, particularly in the context of
the reading of updated procedures, do not satisfactorily demonstrate that staff receive such training prior to
undertaking the related activity.

Corrective and Preventative Action:

The establishment has documented training in place for procurement and consenting of staff which provides both
information, testing of knowledge and feedback on the quality of the teaching.

Amended SOP’s relevant to staff involved in procurement and consenting are highlighted and documented as
read.

The establishment recognise limited evidence of recording of key personnel when they are updated in
amendments of SOP’s. This is to be recorded on the governance meeting minutes which will record discussed
amendments and additional training identified if required or undertaken.

Deadline for completion of corrective and 29" October 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ4j - Level of Shortfall Minor

(major or minor only)

Short Description Recording of consumables and reagents coming into contact with procured tissue

Inspection finding: The establishment does not have a system in place to record the lot numbers of swabs
coming into contact with femoral heads during procurement.

Corrective and Preventative Action:

The lot numbers and expiry date recorded on boxes of swabs are now documented in the ‘pot specification’ log
book along with which site they have been sent.

Deadline for completion of corrective and completed
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQb5a - Level of Shortfall Minor

(major or minor only)

Short Description Medical history form

Inspection finding:The establishment’s bone donor medical history form requires updating to properly capture
donor selection information in accordance with Directions 001/2021. For example, questions relating to diseases
of unknown aetiology are limited to inflammatory diseases only, and the form does not explicitly prompt the donor
to report medical history that could indicate a risk of immunosuppression or systemic infection.

Corrective and Preventative Action:
The Bone bank medical history form is being reviewed and amendments planned.

Deadline for completion of corrective and 29t September 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard GQ5b - Level of Shortfall Minor

(major or minor only)

Short Description Donor testing

Inspection finding: The manufacturers of kits used to undertake serological testing require that samples are spun
down within 24 hours of being collected. The laboratory does not record the time at which samples are
centrifuged, and was therefore unable to demonstrate that this requirement had been met.

Corrective and Preventative Action:

The establishment acknowledges that the sample spin down time is not directly recorded, but the registration date
and time are recorded. The Dl is assured that no unspun sample will be issued a registration date or time and
therefor this can be used as an indirect record of the spin time. If the registration date is within 24hrs, this
complies with the manufacturers of kit recommendations.

The DI and PD routinely review serology results prior to release. This will include a check of < 24hrs between
‘collect and receive’ time and any deviation from this will be individually risk assessed, documented as such and
and femoral head discarded if indicated.

SOP 7 (Release for use) is currently under review and amendments will be included.

Deadline for completion of corrective and 29t September 2022
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard PFE3a - Level of Shortfall Minor

(major or minor only)

Short Description Temperature monitoring: staff training, completion of records, equipment suitability

Inspection finding: The establishment’s defined temperature limits for areas in which femoral head storage pots
and the swabs used in microbiological testing are stored is not aligned with the storage temperature range
stipulated by the manufacturer of the swabs.

The temperature of the St Woolos Hospital theatre area where a stock of swabs and pots are stored is monitored
by a stand-alone temperature and humidity probe. The establishment has not provided calibration certification to
demonstrate that the probe is suitably calibrated. In addition, a review of records taken using the probe identified
several errors and occasions in which only the humidity measurement had been recorded. This indicated that
recent staff refresher training had not been successfully embedded. Gaps were also identified in monitoring
records relating to the storage area at St Joseph’s Hospital.

The temperature monitoring form does not identify the equipment number of the probe used in each location, and
examples were reviewed in which the section of the form identifying the location being monitored had not been
completed.

Corrective and Preventative Action:

The establishments have amended the Temperature & Humidity recording form to show the defined limits of
consumables as per manufacturers stipulation.

The establishment has collated evidence provided by the manufacturer that of the stand-alone temperature &
humidity probe (Thermo Pro TP — 50) used in monitoring of consumable in both St Joseph’s Hospital and St
Woolos hospital has no requirement for calibration. The Di is assured of the accuracy and validity of recordings
providing the manufacture's guidance is followed.

Deadline for completion of corrective and Completed — evidence to submit if required
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:
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SHTA

Human Tissue Authority

Corrective and preventative action (CAPA) plan
Royal Gwent Hospital - 11130 - Routine on 17/5/2022

Please complete the blanks below
HTA Standard PFE5b - Level of Shortfall Minor

(major or minor only)

Short Description Equipment servicing and maintenance

Inspection finding:The establishment was unable to provide requested service records for the laminar flow within
which microbiological samples are processed, or an incubator within which microbiological plates are incubated.

Corrective and Preventative Action:
Service records have been provided and ready for submission.

Deadline for completion of corrective and To submit
preventative action:

HTA Use Onl
Action for HTA:

Compliance information to be submitted:

11/11 283/693
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Purpose of the Report (select as appropriate)

Er Sicrwydd/For Assurance

ADRODDIAD SCAA
SBAR REPORT

Sefyllfa / Situation

December 2022).

The Research and Development Annual Report provides information on the Health
Boards key achievements, progress and planned next steps in meeting our
research and development strategy — “"Research — a core activity” (published

Cefndir / Background

Reports from bodies such as the Academy for Medical Science and the Royal
College of Physicians show how NHS organisations benefit from undertaking
research as part of its core activity. The Health Board recognises this and to
ensure that it meets expectations it requires an Annual Report highlighting the
achievements and progress to meet the R & D strategy.

The Annual Report provides this information alongside assurances that the R & D
department is financially stable and sustainable.
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Asesiad / Assessment

The following provides and overview of the achievements during the past year.

. Clinical trial activity has increased from 57 non-commercial studies to 92 non-
commercial studies.

. Relationships developed with commercial partners which has seen an increase
in the number of commercial trials from 7 (2022/23) to 16 (2023/24) with a
further 4 commercial trials in setup and 3 studies awaiting outcomes of the
expressions of interest.

. ABUHB has again exceeded the WG/HRW target of 80% of all trials open to
recruitment recruiting to time and target with a performance of 95% -
increased from 89%. (The Wales average is 78%).

. Health Board was first Health Board in Wales with non-clinical member of staff
gaining research officer accreditation. Individual recognised at HCRW Wales
conference. Since then a second non-clinician has gained accreditation.

. Joined Wales working group to establish baseline requirements in developing
sustainable commercial research presence in Wales, using UK funds to support
hub and spoke model of research activity.

. Appointed Lead Nurse in training and education.

. Extended research activity with funded research leads in pharmacy, radiology
and pathology.

. Developed research champions programme.
. ICH GCP facilitators trained.

. Research nurse appointed linking NIHR Associate PI schemes. Nurse provides
support Health Board staff gain accreditation.

. Enhanced training created for all PI's.
. Positive feedback from students

. Support Advanced Nurse Practitioners to meet requirements set out in the
pillars of advanced clinical practice.

. Working in partnership with Cardiff University, University of South Wales and
Torfaen Local Authority to share activity, strategies and capability improving the
Health Board evidence base.

Argymhelliad / Recommendation

The Committee is asked to receive the report for assurance.
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Amcanion: (rhaid cwblhau)

Objectives: (must be complete

Cyfeirnod Cofrestr Risg
Corfforaethol a Sgoér Cyfredol:
Corporate Risk Register
Reference and Score:

Safon(au) Gofal ac Iechyd:
Health and Care Standard(s):

3.1 Safe and Clinically Effective Care
3.3 Quality Improvement, Research and
Innovation

Choose an item.

Choose an item.

Blaenoriaethau CTCI
IMTP Priorities
Link to IMTP

Not Applicable
Choose an item.

Galluogwyr allweddol o fewn y
CTCI
Key Enablers within the IMTP

Choose an item.
Experience Quality and Safety

Amcanion cydraddoldeb
strategol

Strategic Equality Objectives
Strategic Equality Objectives

2020-24

Not Applicable

Choose an item.
Choose an item.
Choose an item.

Gwybodaeth Ychwanegol:
Further Information:

Ar sail tystiolaeth:
Evidence Base:

Rhestr Termau:
Glossary of Terms:

Partion / Pwyllgorau a
ymgynhorwyd ymlaen llaw y
Cyfarfod Bwrdd Iechyd Prifysgol
Parties / Committees consulted
prior to University Health Board:

Effaith: (rhaid cwblhau)

Impact: (must be completec
Resource Assessment:

Please confirm you have completed the following:

e Workforce

Not Applicable

e Service Activity &
Performance

Yes, outlined within the paper

e Financial

Not Applicable

Asesiad Effaith
Cydraddoldeb

Equality Impact
Assessment (EIA) completed

No does not meet requirements
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Research and Development Strategy: ]
Research — A Core Activity 2022 - 2027

Foreword

We are pleased to present the Aneurin Bevan University Health Board (ABUHB) annual research and
development report which summarises key achievements, progress and planned next steps for the
implementation of our research and development strategy: “Research — a core activity”.

Reports from bodies such as the Academy for Medical Sciences[1] and the Royal College of Physicians[2] show
that NHS organisations which are research active benefit from the ‘research effect’. Those benefits include a
better care experience, improved outcomes for patients and increased recruitment and retention of staff.

A core theme of our strategy is to ensure that the research infrastructure in ABUHB is financially stable and
sustainable. During 2023 Health and Care Research Wales (HCRW), for the first time, set a cost pressure
against the Research & Development (R&D) allocation. This resulted in the loss of bank nurses and two nurses
were redeployed. Whilst HCRW have a cost pressure for 2024, assurances have been given that this will not
affect the NHS. This reinforces the importance of the Health Board generating its own research income to
support our patients and clinical services.

Despite external pressure the Health Board has achieved and maintained financial autonomy for its R&D
allocation. Welsh Government allow Health Boards financial autonomy where they achieve the all-Wales
standard '80% of all trials open to recruitment will recruit to time and target': ABUHB performance has
increased from 89% to 95% with the all-Wales average currently at 78%. The annual report summarises key
achievements and progress over the last year and planned next steps, including for the coming year and
beyond.

Page 1
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Published in December 2022, our Research Strategy aims to achieve a
sustainable, streamlined, efficient and innovative research infrastructure
built on three strategic objectives

e« A sustainable and supported research workforce
e Investment in staff and infrastructure
e A streamlined, efficient and innovative research programme

It sets out our ambition to maximise opportunities for staff to get involved in research and for patients to
participate in clinical trials or contribute to research studies that will inform future care. To achieve this, we
have engaged widely across the Health Board and social media to establish a number of workstreams aligned to
the strategic objectives.

Our vision is to:

* integrate research delivery into operational services

* take research to the patient, regardless of location, wherever possible

« accept referrals from other Health Boards for patients to be included in research offered in ABUHB and vice
versa

e build on areas or strength and opportunity

e align strategic plans to Health Board and Welsh Government priorities

Page 2
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To achieve this we will:

 Identify and continually review areas of priority for the Health Board, patients and Welsh Government.

« Work with the Health Board to assess existing referral pathways across organisations and expand to include
research.

e Continually review workstream progress, identifying and removing barriers as they arise.

e Continue to identify best practice and share across all workstreams.

» Categorise clinical trials by complexity and risk to determine level of specialist research involvement required to
run fully embedded studies.

Page 3
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ABUHB research implementation plan: designed by the workforce for the

workforce

A series of engagement workshops were held over the first six months of 2023 to support the development
of an implementation plan designed by the ABUHB workforce. As a result, eight workstreams were

established.

The workstreams meet monthly and come together quarterly with the research senior management team to

discuss progress, risks, barriers and any overlap.

Research
Delivery

Governance Resea rc h
Loadarship Excellence

Communications
and
Engagement

In 2023, HCRW issued WHC/2023/026: NHS
Framework for Research and Development -
Research Matters - What excellence looks like in
NHS Wales. [3]

The framework consists of ten pillars, and in 2023
formed the baseline used by Welsh Government
and HCRW for their annual performance review of
NHS organisation research and development (R&D)
activity.

Workstreams map progress and next steps against the framework to ensure compliance and for ease of reporting.

5/35
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1928 the discovery of Penicillin

Sir Alexander Fleming was a Scottish physician and microbiologist. He is best known for discovering penicillin, the
world’s first antibiotic substance.

His discovery in 1928 of what was later named benzyl penicillin (or penicillin G) from the mould Penicillium Rubens

is described as the “single greatest victory ever achieved over disease.” For this discovery, he shared the Nobel
Prize in Physiology or Medicine in 1945 with Howard Florey and Ernst Boris Chain.

REPUBLIC POPULAIRE DU CONGO

CENTENARIQ DEL NATALICIO DE
Alejandro Fleminy

IAMON ALCANTARA ROGZ. L

G961 INIJIAIN 30 T340N X1Hd

“One sometimes finds, what one is not looking for. When I woke up just after dawn on September 28,
1928, I certainly didn’t plan to revolutionise all medicine by discovering the world’s first antibiotic or
bacteria killer. But I suppose that was exactly what I did.”

Alexander Fleming Page 6
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Strategic objective 1: a sustainable and supported research workforce
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Key publications:

e Lord O'Shaughnessy Review of Commercial Trial activity in the UK.
[4]

¢ UK Government Voluntary Scheme for Branded Medicines Pricing,
Access and Growth (VPAG) funding: ABPI/NIHR/HCRW opportunity to
develop commercial research hubs.

Progress

e Increased the number of commercial trials from 7 (2022/23) to 16 (2023/2024)
with a further 4 commercial trials in setup and a further 3 studies awaiting the
outcome of expressions of interest.

e A number of relationships have been established with Industry Partners who are
keen to work with the Health Board as a preferred partner.

« ABUHB is a member of a group working with HCRW/WG to establish baseline Workstream
requirements to develop a sustainable commercial research presence in Wales
utilising UK Government VPAG funding (anticipated Welsh share: c£20m). The
bid will pump prime a commercial hub and spoke model where Health Boards
and Trusts in Wales will work together to offer patients the opportunity to take
part in commercial clinical trials wherever in Wales the service can be provided.
Non-recurrent funding is available from April 2025-March 2029; This will be
factored in when bidding for funds to ensure services are sustainable at the end
of that period.

External Funding

Page 8
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Next steps: 2024

* Work with HCRW to bid for ABPI/NIHR/ VPAG funding to develop a sustainable commercial offering.

e Increase capacity within the research delivery team to set up and oversee the introduction of a
commercial hub.

e Work with research active directorates to explore joint research fellow posts part funded by the
directorate and part funded by R&D.

» Appoint a clinical research fellow to the clinical trials unit to support sustainable commercial research
activity.

e Develop a brochure that will showcase the clinical trials unit. This will be used to build collaborative
relationships with commercial companies.

Next steps: 2025

 Establish a commercial portfolio in phases. Phase one will include five clinical areas where there is expertise
within the existing department and where commercial companies are already working with R&D and an
established PI:

(o]

Haematology
Rheumatology

Older adult psychiatry

o Interventional cardiology
Vascular wound healing

o

o

o

Page 9
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e Consolidate relationships with Innovation to support the development of new and innovative ideas through
research, utilising HEI and Industry links.

e Manage the risk of the Sponsorship role. Commercial research should always have an external experienced
Sponsor.

 Identify and remove barriers to commercial trial set up to ensure rapid study set up becomes a USP that
attracts commercial companies to the Health Board as a preferred partner.

» Set up times for commercial trials (from receipt of the local information pack (LIP) to recruitment of 1st
patient)

e NB: Metrics are only collected once a patient is recruited and when the recruitment target is less than 2

e 22/23 no data

e 23/24 152 days

e Prepare ABUHB bid for national VPAG funding.

RISKS:

« Commercial spend beyond five years will need to be sustained through commercial capacity building
income.

 Inability to support services to continue research activity where a research active service is moved to a site
with no research space. e.g. breast services relocation to YYF.

Page 10
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Established training opportunities:

Action e ICH GCP (Good Clinical Practice) training.
e Principal Investigator (PI) training.
¢ Phase 2 trial training.

Develop and deliver a
training programme for all

research active staff and e Consent to research training.
those aspiring to become e Student placement training opportunities.

research active » National Institute for Health Research (NIHR) Associate PI
Scheme.

e NIHR Clinical Research Practitioner registration programme.

» Enhancement of the research team skills to ensure
preparedness to accept earlier phase trials (commercial and
non-commercial).

Progress

¢ Lead Nurse specialising in training and education has been appointed.

e In-house ICH GCP facilitators have received training from HCRW. As well as delivering
full ICH GCP training the facilitators can deliver study specific ICH GCP training and
ICH GCP training tailored to working environments.

e There is now a research nurse linked to the NIHR Associate PI Scheme. The nurse is
able to offer all Health Board staff the opportunity to gain this accreditation. This work Workstream
has already realised benefits by enabling the opening of studies with both medical and
nursing associate PIs. The offer is also open to AHPs and non-clinical staff. Currently
all AHPs involved in trials have been able to step straight into the PI role.

 In addition to the standard PI training offered, enhanced phase training has now been
developed and is available for all PIs. This supports PIs embarking on more intensive
complex trials, including PI oversight and documenting evidence of this.

Education

Page 11
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e ABUHB were the first Health Board in Wales to support and successfully achieve a non-clinical staff member
gaining research officer accreditation. The individual was recognised for their achievement at the HCRW
conference. Since then, a second non clinical member of staff has completed accreditation. The Health Board
continues to share this good practice by promoting the scheme locally and nationally.

» Student placements have been increased with positive feedback, including a nomination at the student
conference. A previous student has secured a job within a research department in Wales.

» Enhanced skills training has been introduced across the research delivery team including emergency scenario
training, complex trial toolkit and ward orientation for non-nursing staff.

 Established links with corporate nursing to support Advanced Clinical Practitioners in meeting the research
requirements set out in the pillars of advanced clinical practice.

Next steps: 2024

* Develop research documentation training for all levels.

» Complete a training needs analysis at basic, medium and high level for all research active roles.

* Develop general awareness: how to embed research and basic research knowledge training for all Health
Board staff.

* Continue to offer placements for student nurses and explore the opportunity to diversify to other specialties.

Next steps: 2025

e Develop phase 2 complex trial training for Health Board PIs.
« Explore the inclusion of ‘research awareness’ within the Health Board induction package.

RISK:Currently there is no capacity within the induction package to include research, therefore it is important
that we continue to offer education on R&D elsewhere.

Page 12
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Building University Partnerships:

Action

_ - - * Re-establish the Health Board partnership Board.
W""’;‘fo-"?% Oppo!'tum;t;es: * Develop PIs and Chief Investigators (CIs) through partnership
Work with university _ : _
partners to promote \ working with HEIs and the HCRW faculty.
'ap'portun_i_ties - university '  Work with universities to develop low intensity low risk research
collaborations that is relevant to local teams and whereby research can be

embedded with light touch specialist research support.
* Review service evaluation oversight and identify most
appropriate approval scrutiny route.

Progress

HEI and third sector research currently in development

14/35

e Cardiff University is the main partner for ABUHB university Health Board
status, although within Wales the Health Board also works closely with the
University of South Wales, Cardiff Met University, Bangor and Swansea
Universities.

* A meeting was held with the Dean of the Cardiff Medical School and his
senior staff to explore additional opportunities.

e Made contact with the lead for the Cardiff University Joint Research Office Workstream
(JRO) to explore the possibility of developing an ABUHB/CU JRO.

University

Partnerships

e Cardiff University Business School/ABUHB Staff Well-Being and OD services.
An NHS based research centre.

e Supporting Torfaen Local Authority (LA) to become research active. This will
include working in partnership with the University of South Wales (USW)
and Public Health Wales (PHW) to share strategies, policies, staff, research
governance structures, etc; to develop capacity and capability within
Torfaen LA to become an evidence-based and research active organisation. Page 13
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e The Torfaen partnership has been successful in winning an NIHR grant which will enable properly funded activity
and present opportunities for further grant applications for more research across the partners. ABUHB staffs'
salaries are built into this grant.

Next Steps: 2024

e Benchmark service evaluation review and approval across Wales and develop an SBAR to amend the current
process.

e Re-establish the partnership board. The university partnership board is a forum where the local university
partners meet with ABUHB Executives and leads for Research and Education to ensure alignment of vision and
strategies and plans to deliver these.

Next steps: 2025

e Establish university partnerships outside of Wales.

» Work with HEI partners to look at ways of being able to prioritise areas of research between ABUHB and its
university partners where there is a shared interest and capacity.

» Maximise the potential of embedding low risk research university sponsored research into the core service. There
is a continuous flow of research studies in development, funding applications, grants applications and awarded
grants where research can be delivered between HEI partners (across a wide variety of schools) and ABUHB
(across the diverse clinical and non-clinical Directorates).

15/35



Strategic objective 2: Investment in staff and infrastructure
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Governance Infrastructure:

» Establish a new R&D committee.

e Research Quality committee.

e Research Risk Register.

* Audit programme to ensure compliance with GCP. Workstream

* Process for local research Sponsorship (under review).

e MHRA inspection preparedness. Research delivery

 Continually review staffing levels and requirements to
ensure progress in delivering the strategy can be
maintained.

» Contracts manager appointed.

and governance
infrastructure

Page 16
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Progress:

18/35

- All studies undergo a comp:le

» The study set-up system has b

- A trainee contracts manager

Clinical trial activity has increased fro non-commercial an
2022 to 92 non- commercial and 10 commer_cial studies in 2023

team. Complexity also determines how much Gf the study can be embedded WIfhlh sta:n-d-—ard care.

At all complexity levels adequate departmental tramlng is provided before the trial opens w:th ongomg support
remaining under review, includi n of recruitment metrics and problem sc i
s research delivery and resear

the of reducing/removing du
bling quicker study set-up incl
national contract value supportir o standardised costing for co
supporting the HCRW One Wales y programme which further str
Planning with the Cancer Directorate has led to increasing cancer trial opportunities and embedding research
within standard of care. The work has included aligning the research strategy objectives with those set out in
the National CReST strategy.[5]

o Studies include QuicDNA where ABUHB are sponsor and the first site to open. ABUHB and C&V are working
closely with Cardiff university to open all sites in Wales. It is anticipated that blood biopsies to determine
treatment plans for lung cancer will become standard practice in 2025 reducing the time taken to identify
and start targeted treatment.

o Year one has seen a rise in cancer research recruits by 3% and an increase of cancer trials from 9 to 16,
compared to previous year.




e The R&D strategy and action plan is aligned to and takes consideration of the NHS Framework for Research and
Development: WHC/2023/026 with regular self-assessment and benchmarking undertaken.

* A neonatal study, 'Neogastric' is the first trial where ABUHB have trialled its embedding model. Extensive
departmental training was delivered, including meeting with staff on all shifts and delivering training at the cot-
side. The first few recruits were overseen by the research delivery team and these were audited. Early
indications are that the model has been a success.

Next steps: 2024

* Develop speciality research leads for each cancer area.

e Work with the of cancer services MDT to ensure research activity is discussed and that information is recorded
regarding the number patients who enter cancer clinical trials including Velindre early phase trials.

* Review IT Infrastructure to support commercial activity. More worked is needed to comply with the MHRA
expectation that all NHS organisations should be able to provide access to electronic health records, to enable
quicker screening and easier access for external monitoring: to do this organisations need to have IT systems that
reduce the associated with remote monitoring:

o Monitors should have read only access
o Site files should be electronic with enabled electronic archiving
o Monitor access to files should be fully auditable
e Monitors should only be able to access the files of patients who are participants in the relevant trial

RISK: IT Infrastructure is currently the highest risk on the R&D risk register where the risk of an Information
Governance Breach through E-Site files is scoring as high (12). The mitigation's being worked through with IT
above will have the ability to reduce the risk to low.

Next steps: 2025

e Continue to monitor the embedding model and commence roll out to other areas under strict audit conditions.
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Progress:

Research time: Opportunities

Associate Medical Director for Research & Development

appointed

"With amputation
research, you can really
change the outcomes for
patients, especially when
you listen to what they

are saying.”

Mr David Bosanquet

Q=

develop role description to support the allocation of
additional responsibility sessions for research within job
planning.

research time awards: i.e., HCRW faculty funding.

work in conjunction with university partners to
promote/establish joint working opportunities.

ensure research is included in directorate activities. To
include directorate meetings, quality committees and
MDTs.

Mr David Bosanquet

Workstream

Workforce
Opportunities

Page 19
307/693



Next steps: 2024

e Work with AMD for Job Planning to identify - SPAs and
additional responsibility sessions awarded for research
and correlate with research activity to validate
continuation of paid sessions.

e Support incorporating research additional
responsibility sessions into job planning.

e Identify Research Fellows across the organisation and
discuss research activity and potential.

e Work with HEIs to progress opportunities for joint
appointments.

Next steps: 2025 ! ‘
e Engage with Clinical Directors to ensure they are fully - -

engaged with research activity.

» Engage with Clinical Directors and Directorate Managers
to ensure research forms part of their quality agenda,
covering research activity, support service engagement
and service redesign.

Page 20
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Progress:

e Funded researchle
e Funded Histopatholog I A
patients taking part in clinical trlals |n ABUHB Vellndre and other 5|tes

. commercial research as well as many non- commercual’

required to support the obje e to delw. r more
studies i.e., rheumatology, neurology
e Research pharmacist now attends all first dosing visits.

Next steps: 2024

e Work with pathology, radiology a
Next steps: 2025

» Work with pathology, radiolog entify and remove blocks to ¢

RISK: service redesign can result in support services needing additional funding to support research at the new location.

e All Wales R&D directors and HCRW to liaise with Transforming Access to Medicines (TrAMs) coordinators to
ensure clinical trials have access to aseptic pharmacy facilities. The aim of TrAMs is to enable access to
aseptic pharmacy facilities in three hubs across Wales as part of shared services.

RISK: this is crucial to the success of the national VPAG bid and commercial research aspirations across Wales.

e Work with support services to compliment and streamline the delivery of research trials.
e Reach out to directorate pharmacists to scope ideas to link in with research p
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Progress

e Accommodation request made for clinical space in YYF to
support surgical and breast cancer clinical trials.

RISK: bid has so far been unsuccessful (under review)

* A meeting has been arranged with the Medical Director, R&D
Director and clinical teams in YYF to explore options.

Next steps: 2024/2025

e Work with estates, planning and the Clinical Futures programme to
develop new sites to establish clinical trial activity across multiple sites
within the Health Board.

» Consider mobile research unit (possibly using VPAG funding).

e Re-submit accommodation request for clinical space in YYF to support
surgical and breast cancer clinical trials (maintain communication

channels.)
e Explore opportunities in GUH for clinical research space.
» Continue to work with cancer services, planning and Velindre to ensure Workstream
clinical trial space and support service availability will be present in the
proposed cancer centre at NHH. Support Services Estates
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Strategic objective 3: A streamlined, efficient, and innovative research
programme
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Progress

+ Communication mechanisms and engagement have been
improved through various channels:

Establish a community of * X (formally Twitter)

practice * New Internet and Intranet pages

e HCRW and Health Board communications team have established
links to ensure Intranet and Internet are aligned and that
opportunities are not missed (research time, grant funding,
education awards etc).

e R&D have established stronger working relationships with the
Health Board communications team following the successful

Action

Next SteDS launch and open day in the clinical research centre.
* ABUHB research team are members of the National
e Engage with research champions Communication Alliance, this ensures alignment of ABUHB
through regular meetings and research communication with HCRW_and other Health Boards,
workshops to understand their subsequently increasing resg

e The R&D Directors and H{ealth Board

priorities for research and also their i
Independent Member aly basis.

views on study feasibility.

e Further develop and maintain the Workstream
Intranet and Internet pages,
ensuing opportunities are captured Commuqity of
and publicised in advance. practice

e Develop patient experience poster
board for public areas.

Communications to improveswWerkrorce, patient and public
Page 24 awareness of R&D and to better understand research needs and
priorities

25/35 312/693



Progress

Action * Significant progress has been made in developing the research
champions programme. The first cohort will meet in 2024. They
Establish a research will:
champions programme o establish a terms of reference

o discuss their priorities for research and also their views on
study feasibility.

o staff who are research champions will promote and
encourage research activity

e Through social media patients and public have shown an interest in being research champions. Role descriptions
have been developed and applications are being processed through the volunteer service.

e Research champion logo developed and agreed through consultation with staff and patients and the public.
Badges, mugs and lanyards purchased in readiness for the launch.

Next steps: 2024

* Launch research champion’s programme
» Establish working groups for research champions
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Aneurin Bevan University Health Board
Research and Development Department

Be a Voice for Research | Opportunities for patients, carers,
and members of the public
RESEARCH -
« over the age of 16

« friendly and reliable?
c H A M PI 0 N « interested in research?
|

Would you like the opportunity to:
* Promote research in the Health Board and the
Community?
» Share your views on some of the research
studies the Health Board is considering taking

on? . .lrl' illd i lll.i
. ::::r:tieo:?search-related training and 1. l c ]l (l 0 l ]]lllle

ABB.Ffrindimi@wales.nhs.uk
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Action
Support Principal Investigators

area of work with 'the~ aﬁfn .empmagmg» networkmg
opportunities and peer support.

ablished education sessions.

Next steps: 2024

» Invite external speakers to PI: randomised coffee trials. Record events to share more widely. Increase advertising for

events.

» Establish a new open event session on the clinical trials unit where Health Board staff interested in applying for grant
awards or research time opportunities can seek advice and guidance. Include university, faculty and HCRW partners as
appropriate.
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. Diversity strategy.
AERON « Communications and engagement strategy - empowering
Exploit opportunities to communities to have influence in how we deliver services,

collaborate with internal and ! tailored to our audiences - utilising staff, community leaders and
local trusted voices, listening to staff and patients - identifying
correct stakeholders.

» ABUHB nursing strategy

e Clinical futures strategy

 Innovation strategy

HCRW research framework

e Cancer strategy

e Estates strategy Health Board 10 year strategy

external strategy leads

Next steps: 2024

e Continued engagement with cancer board to embed research into all cancer MDTs.
e The Health Board nursing and midwifery strategy aims to embed research and innovation into practice. The
workstream will review current and proposed activities to support corporate nursing in realising this aim.

Next steps: 2025

 With executive lead support, work with clinical futures and planning to ensure research activities are inclusive to
service redesign. '
« With executive lead support, work with estates to establish clinical trials presence:ir
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Research Governance
“Today, informed consent is at the heart of medical ethics and regulation to ensure the rights and
dignity of research participants is protected”
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1920-1951
Henrietta Lacks

Henrietta Lacks was an African-American woman whose cancer cells are

the source of the Hela cell line — the first immortalised human cell line.

They reproduce indefinitely under specific laboratory conditions, and continue
to be a source of invaluable medical data to the present day.

In 1951, Lacks underwent treatment for cervical cancer at Johns Hopkins Hospital
in Baltimore. Cells from a tumour biopsy were cultured and the cell line known
as Hela was created, At the time, no consent was required to use the cells for
research. It was only later in 1975 that the Lacks family were made aware of the
cell line, and in October 2021, Lacks' estate filed a lawsuit against Thermo Fisher
Scientific for profiting from the Hela cell line without Lacks' consent,

The story of Henrietta Lacks, her family, and the creation of Hela cells has been
a catalyst for policy change. In particular emphasising the importance of
informed consent.

Today, informed consent is at the heart of medical ethics and regulation to
ensure the rights and dignity of participants of research projects are protected.
Seeking informed consent properly respects a person’s right to determine what
happens to them by giving them the information they need to make a decision,
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Forward Plan
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The R&D strategy and action plan will remain under review to ensure flexibility to incorporate new guidance,
changes to practice locally and nationally, and to continue to forge links to local and national strategies.

2023 examples:

» The Lord O’Shaughnessy Review: Commercial Clinical Trials in the UK, sets out 27 recommendations,
including both priority actions and longer-term ambitions for UK commercial clinical trials

» UK government VPAG (voluntary scheme for branded medicines pricing, access and growth) in association
with the ABPI (Association of the British Pharmaceutical Industry) will invest £300m over five years to bolster
the NHS’s capacity to deliver commercial clinical research.

e NHS Framework for Research and Development: WHC/2023/026

e CReST: the cancer research strategy for Wales

The Research Champion initiative has been under development throughout 2023. Volunteers from within the
Health Board and members of the public have shown an interest in becoming research champions with members

of the public currently being enrolled through the Health Board volunteer scheme. There will be a formal launch
in 2024.

The Lead Nurse for Research Education has been in post for a year. Training programmes have been developed
and delivered enhancing the knowledge and skills of researchers and aspiring researchers. The lead nurse is a
member of the PQSOG and aligns that agenda with the R&D quality group including an audit programme and risk
register. Next steps will see the introduction of a new R&D Committee that will receive reports from across all
areas of research delivery and governance for information, action or escalation as appropriate.

Page 32

33/35 320/693



2024 is set to be an exciting year. The appointment of an Associate Medical Director (AMD) for R&D there will bring
a focus to supporting and developing research fellows, PIs and current or aspiring ClIs.

The AMD will work alongside the current senior management team to further develop relationships with universities
to provide opportunities for staff of all grades to work alongside/shadow university colleagues to better understand
enablers to joint working.

In addition, the senior management team will consolidate connections with commercial companies interested in
working with ABUHB as a preferred partner; this together with the VPAG funding should ensure ABUHB will be
ready to meet the recommendations of the Lord O’'Shaughnessy review to increase our commercial footprint. Once
the UK Governments implement the recommendations of the review there will undoubtedly be new metrics set for
commercial activity and those metrics will be performance managed. The strategy implementation team will
continue to work flexibly to ensure the new metrics are implemented with immediate effect.

Recommendations

The Executive team are asked to note the contents of the annual report and submit to the PQSOG for information
and submission to the Board.

References:

[1]Enhancing the NHS-academia interface | The Academy of Medical Sciences (acmedsci.ac.uk)

[2] Research for all: Developing, delivering and driving better research | RCP London

[3] Research matters - What excellence looks like in NHS Wales (healthandcareresearchwales.org)
[4]_Commercial clinical trials in the UK: the Lord O’Shaughnessy review - final report - GOV.UK (www.gov.uk)
[5]_CReSt: the cancer research strategy for Wales - Marie Curie Research Centre - Cardiff University
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Dr James Calvert, Medical Director
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Dr Matthew Carwardine — Critical Care
Consultant ABUHB & Clinical Lead for Organ
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Sharon Keightley — Specialist Nurse for Organ
Donation

Pwrpas yr Adroddiad (dewiswch fel yn addas)

Purpose of the Report (select as appropriate)

Er Sicrwydd/For Assurance

ADRODDIAD SCAA
SBAR REPORT

Sefyllfa / Situation

The latest NHSBT Report regarding Actual and Potential Deceased Organ Donation
for ABUHB covers the period 1 April 2023 - 30 March 2024

The covering letter, full report and summary report is attached as Appendix 1.

Cefndir / Background

. Health Board organ donation performance reports are produced biannually by
NHSBT and include a summary report, a detailed report and a covering letter
highlighting key figures and issues.

. This latest report will be reviewed at the Health Board Organ Donation
Committee (ODC) meeting to be held on 30th August 2024.

. The reports are generated using data from the National Potential Donor Audit
(PDA) and the UK Transplant Registry.
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. The PDA reviews all deaths in critical care and emergency department of
patient’s aged 80 and under to investigate the potential for missed
opportunities for donation.

. Data from the PDA report also provides information on the quality of care in
ABUHB at key stages of organ donation.

. This is then reviewed by the ODC to investigate where there is potential
opportunities for care improvement.

. The ODC has input from a number of stakeholders. Key individuals include the
Organ Donation Committee Chair (Shelley Bosson — Independent Member
ABUHB), the Clinical Lead for Organ Donation/CLOD (Dr Matthew Carwardine -
Critical Care Consultant ABUHB) and the Specialist Nurse for Organ
Donation/SNOD (Sharon Keightley - NHSBT).

. The ODC Chair, Shelley Bosson, has now retired and stepped down as Chair and
the Committee is currently waiting for a new chair to be nominated.

Asesiad / Assessment

Summary of donation activity:

. There were 8 solid organ donors over the 12 months from 13 consented donors
which resulted in 19 patients receiving a transplant.

. 80 patients were referred and 24 met criteria for inclusion onto the Potential
Donor Audit. This was 100% referral rate.

. There were no missed referrals during this period and there continue to be no
missed referrals since 2019. This is a key aim to maintain as low as possible as
it has the greatest impact in terms of avoiding missed opportunities for organ
donation. The rate is a key indicator of Health Board success and performance.

. Currently ABUHB is classed as exceptional (gold) for referral rates when
compared with UK performance and average (bronze) for SNOD presence and
consent rates.

. A Specialist Nurse for Organ Donation (SNOD) should be present during every
organ donation discussion with families as this has been shown to increase
consent rates. This occurred in 18 organ donation discussions but there was 1
occasion where a SNOD was not present. This case has been reviewed by the
ABUHB Organ Donation team and consent for organ donation was obtained in
and it was believed that there were no specific actions to be learnt from the
episode.

. A further target is that neurological death tests should be performed wherever
possible in appropriate patients. This was not completed for 3 out of 16
potential patients as it was believed to be inappropriate given the personal
circumstances of each case. These have also been reviewed by the Health
Board organ donation team who agree with the decisions taken.

. In addition to solid organ donation, tissue donation is a vital part of donation
activity. During the 12-month period 31 corneas were donated by ABUHB
patients to the NHSBT Eye Banks.
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Other notable activity:

. Successful introduction of a protocol for withdrawal of life sustaining treatment
in theatres for donation after circulatory death; this has been used successfully
for DCD donations.

« Successful in obtaining funds from the regional NHSBT funding stream and
commissioned Studio Response to produce an Organ Donation Artwork that will
be installed at GUH to commemorate our organ donors.

. ODC members have participated as faculty in a regional Deceased Organ
Donation simulation course on the 15t April 2024 and several ABUHB staff also
attended as delegates.

. Organ Donation Week in September 2023 saw a number of events take place
and the front entrance of GUH was lit up pink to mark the occasion.

. A series of Organ Donation storyboards have been installed in the main corridor
in GUH and an opening event was held on the 25t August 2023 with some of
the donor families and transplant recipients involved in these stories.

« InJuly 2024 the GUH Organ Donation Team was awarded the Runner Up prize
in the Team of the Year Award at the Health Board staff recognition awards.

. The Organ Donation Team has been well received at several community events
in and around ABUHB to promote Organ Donation within the Ethnic Minority
Groups, cultures and backgrounds.

Argymhelliad / Recommendation

The Committee is asked to consider the report for assurance.
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Appendix 1
NHSBT Reports Apr 2023 - March 2024

Covering Letter

-

Letter.pdf

Detailed Report

-

Detailed report.pdf

Summary Report

-

Summary report.pdf
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Amcanion: (rhaid cwblhau)

Objectives: (must be complete

Cyfeirnod Cofrestr Risg
Corfforaethol a Sgoér Cyfredol:
Corporate Risk Register
Reference and Score:

Safon(au) Gofal ac Iechyd:
Health and Care Standard(s):

3.1 Safe and Clinically Effective Care
4.1 Dignified Care
5.1 Timely Access

Choose an item.

Blaenoriaethau CTCI
IMTP Priorities
Link to IMTP

Not Applicable
Choose an item.

Galluogwyr allweddol o fewn y
CTCI
Key Enablers within the IMTP

Choose an item.
Experience Quality and Safety

Amcanion cydraddoldeb
strategol

Strategic Equality Objectives
Strategic Equality Objectives
2020-24

Not Applicable

Choose an item.
Choose an item.
Choose an item.

Gwybodaeth Ychwanegol:
Further Information:

ymgynhorwyd ymlaen llaw y
Cyfarfod Bwrdd Iechyd Prifysgol
Parties / Committees consulted
prior to University Health Board:

Ar sail tystiolaeth: N/A
Evidence Base:

Rhestr Termau: N/A
Glossary of Terms:

Partion / Pwyllgorau a N/A

Effaith: (rhaid cwblhau)

Impact: (must be completec
Resource Assessment:

Please confirm you have completed the following:

e Workforce

Not Applicable

e Service Activity &
Performance

Yes, outlined within the paper

e Financial

Not Applicable

Asesiad Effaith
Cydraddoldeb

Equality Impact
Assessment (EIA) completed

No does not meet requirements
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https://abuhb.nhs.wales/files/key-documents/integrated-medium-term-plan-imtp/imtp-2022-2025-finalpdf/
https://abuhb.nhs.wales/files/key-documents/equality-and-diversity/strategic-equality-plan-2020-2024/
https://abuhb.nhs.wales/files/key-documents/equality-and-diversity/strategic-equality-plan-2020-2024/
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Deddf Llesiant
Cenedlaethau’r Dyfodol - 5
ffordd o weithio

Well Being of Future
Generations Act - 5 ways of
working
https://futuregenerations.wales/
about-us/future-generations-act/

Prevention - How acting to prevent problems
occurring or getting worse may help public
bodies meet their objectives

Long Term - The importance of balancing short-

term needs with the needs to safeguard the
ability to also meet long-term needs
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NHS

Blood and Transplant

www.nhsbt.nhs.uk
May 2024

Dear Mrs Prygodzicz and Mr Calvert,

The number of donors and transplants in the UK have continued to improve and we are returning to
pre-pandemic levels. Please accept our recognition and thanks for the effort of your staff.

This letter explains how your Health Board contributed to the UKs deceased donation programme.

Organ and tissue donation and transplantation activity - 2023/24

From 13 consented donors, Aneurin Bevan University Health Board facilitated 8 actual solid organ donors
resulting in 19 patients receiving a transplant during the time period. Additionally, 31 corneas were received by
NHSBT Eye Banks from your Health Board.

Quality of care in organ donation - 2023/24

The referral of potential organ donors to our Organ Donation Service and the participation of a Specialist Nurse
for Organ Donation in the approach to family members to discuss organ donation are key steps in ensuring the
success of organ donation.

- Your Health Board referred 80 patients to NHSBT's Organ Donation Services Team; no referrals were missed
(100% referral rate) and 24 met the referral criteria for inclusion in the UK Potential Donor Audit.

. A Specialist Nurse participated in 18 organ donation discussions with families of eligible donors. There was 1
occasion when a Specialist Nurse was absent for the donation discussion.

. There was 1 (2%) missed opportunity to follow best practice out of 43 during the time period, compared with 1
(5%) out of 19 in 2022/23.

« In Wales, 44% of the population have registered an NHSBT Organ Donor Register (ODR) opt in decision. This
compares to 42% of the population nationally.

Up to date Health Board metrics are always available via our Power Bl reports found here:
https://www.odt.nhs.uk/statistics-and-reports/potential-donor-audit-report/.

hat we would like you to do
. Ensure your Health Board supports your Organ Donation Committee and Clinical Lead for Organ Donation in
promoting best practice as they seek to minimise missed donation opportunities.
- Discuss activity and quality data at the Board with support from your Organ Donation Committee Chair.
- Recognise any successes your Health Board has had in facilitating donation or transplantation, especially during
the ongoing NHS pressures.
- Anopt-in registration on the NHSBT Organ Donor Register results in the highest rates of consent, please
support your Organ Donation Committee in their efforts to promote the NHSBT Organ Donor Register where
possible.

Deemed Consent Legislation - Wales
Wales introduced deemed consentin December 2015. In Wales, between 1 December 2015 — 31 March 2024,
there were 220 occasions when consent was deemed from 346 occasions where deemed consent applied.

In 2023/24, 154 people benefited from a solid organ transplant in Wales. However sadly, 15 people died on the
transplant waiting list during this time.

Thank you once again for your vital ongoing support for donation and transplantation.

Yours sincerely,

. Business  ABoy,
Anthony Clarkson Disability & A ." &
Director of Organ and Tissue Donation and Transplantation 8 §
NHS Blood and Transplant disaoily-smart Oy y 1 &
organisations 3’4‘\
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Detailed Report
Actual and Potential Deceased Organ Donation
1 April 2023 - 31 March 2024

Aneurin Bevan University Health Board
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Table of Contents

1. Donor outcomes
2. Key numbers in potential for organ donation

3. Best quality of care in organ donation
3.1 Neurological death testing

3.2  Referral to Organ Donation Service

3.3 Contraindications

34 SNOD presence

3.5 Consent

3.6 Solid organ donation

4. PDA data by hospital and unit

5. Emergency Department data
5.1 Referral to Organ Donation Service
5.2  Organ donation discussions

6. Additional Data
6.1  Supplementary Regional data
6.2  Trust/Board Level Benchmarking

Appendices

A.1  Definitions

A.2 Data description

A.3  Table and figure description

Further Information

Appendix A.1 contains definitions of terms and abbreviations used throughout this report and summarises the main
changes made to the PDA over time.

The latest Organ Donation and Transplantation Activity Report is available at
https://www.organdonation.nhs.uk/supporting-my-decision/statistics-about-organ-donation/transplant-activity-report/

The latest PDA Annual Report and our Power Bl reports with up to date Health Board metrics are available at
https://www.odt.nhs.uk/statistics-and-reports/potential-donor-audit-report/.

Please refer any queries or requests for further information to your local Specialist Nurse - Organ Donation (SNOD)

Source

NHS Blood and Transplant: UK Transplant Registry (UKTR), Potential Donor Audit (PDA) and Referral Record.
Issued May 2024 based on data meeting PDA criteria reported at 8 May 2024.
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NHS

1. Donor Outcomes

A summary of the number of donors, patients transplanted, average number of organs
donated per donor and organs donated.

Data in this section is obtained from the UK Transplant Registry

Between 1 April 2023 and 31 March 2024, Aneurin Bevan University Health Board had 8 deceased solid organ donors,
resulting in 19 patients receiving a transplant. Additional information is shown in Tables 1.1 and 1.2, along with
comparison data for 2022/23. Figure 1.1 shows the number of donors and patients transplanted for the previous ten

periods for comparison.

Number of
Number of patients
Donor type donors transplanted
DBD 6 4) 15 (1)
DCD 2 (0) 4 0)
DBD and DCD 8 4) 19 (1)

Table 1.1 Donors, patients transplanted and organs per donor,
1 April 2023 - 31 March 2024 (1 April 2022 - 31 March 2023 for comparison)

Average number of organs
donated per donor

Health Board UK
32 (3.3) 3.6 (3.4)
2.0 (-) 29 (2.8)
29 (3.3) 3.2 (3.2)

In addition to the 8 proceeding donors there were 5 additional consented donors that did not proceed, one where DBD
organ donation was being facilitated and 4 where DCD organ donation was being facilitated.

Table 1.2 Organs transplanted by type,

1 April 2023 - 31 March 2024 (1 April 2022 - 31 March 2023 for comparison)

Number of organs transplanted by type

Donor type Kidney Pancreas Liver Heart Lung Small bowel
DBD 8 (8) o 5 (2 1 (1) 2 (0 0 (0)
DCD 4 (0 0 (0 0 (0 0 (0 0 (0 0 (0
DBD and DCD 12 (8) o 5 (2 1T () 2 (0 0 (0
Figure 1.1 Number of donors and patients transplanted, 1 April 2014 - 31 March 2024
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2. Key Numbers in

Potential for Organ Donation

A summary of the key numbers on the potential for organ donation

Data in this section is obtained from the National Potential Donor Audit (PDA)

This section presents key numbers in potential donation activity for Aneurin Bevan University Health Board. This data is
presented in Table 2.1 along with UK comparison data. Your Health Board has been categorised as a level 3 Health
Board and therefore percentages in this section are only presented on a national level. A comparison between different

level Health Boards is available in the Additional Data and Figures section.

Itis acknowledged that the PDA does not capture all activity. There may be some patients referred in 2023/24 who are
not included in this section onwards because they were either over 80 years of age or did not die in a unit participating in

the PDA.

1 April 2023 - 31 March 2024

Patients meeting organ donation referral criteria’
Referred to Organ Donation Service

Referral rate %

Neurological death tested

Testing rate %

Eligible donors?

Family approached

Family approached and SNOD present

% of approaches where SNOD present
Consent ascertained

Consent rate %

- Expressed opt in

- Expressed opt in %

- Deemed Consent

- Deemed Consent %

- Other*

- Other* %

Actual donors (PDA data)

% of consented donors that became actual donors

"DBD - A patient with suspected neurological death

accordance with relevant legislation

but will only be counted once in the deceased donors total

Table 2.1 Key numbers comparison with national rates,

DBD
H

Board
16

16
13
13

12
11

UK
2029

2017
99%
1534
76%
1426
1259
1215
97%
858
68%
533
95%
246
58%
78
52%
788
92%

Board
10

10

10

DCD

UK
5331

4949
93%

3635
1849
1672
90%
1023
55%
637
85%
323
47%
63

34%
710
69%

2DBD - Death confirmed by neurological tests and no absolute contraindications to solid organ donation
DCD - Imminent death anticipated and treatment withdrawn with no absolute contraindications to solid organ donation

Deceased donors
H

Board
24

24

* Includes patients where nation specific deemed criteria are not met and the patient has not expressed a donation decision in

UK
6911

6522
94%

5061
3108
2887
93%
1881
61%
1170
89%
569
51%
141
42%
1499
80%

DCD - A patient in whom imminent death is anticipated, ie a patient receiving assisted ventilation, a clinical decision to
withdraw treatment has been made and death is anticipated within 4 hours

Note that a patient that meets both the referral criteria for DBD and DCD organ donation is featured in both the DBD and DCD data

4/22
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3. Best quality of care
In organ donation

Key stages in best quality of care in organ donation

Data in this section is obtained from the National Potential Donor Audit (PDA)

This section provides information on the quality of care in your Health Board at the key stages of organ donation. The
ambition is that your Health Board misses no opportunity to make a transplant happen and that opportunities are
maximised at every stage.

3.1 Neurological death testing
Goal: neurological death tests are performed wherever possible.

Figure 3.1 Number of patients with suspected neurological death, 1 April 2019 - 31 March 2024
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B Patients nottested [ Patients tested

Table 3.1 Reasons given for neurological death tests not being performed,
1 April 2023 - 31 March 2024

Health

Board UK
Biochemical/endocrine abnormality - 32
Clinical reason/Clinician's decision - 72
Continuing effects of sedatives - 15
Family declined donation 1 40
Family pressure not to test 1 55
Hypothermia . 1
Inability to test all reflexes - 20
Medical contraindication to donation - 5
Other - 58
Patient had previously expressed a wish not to donate - 4
Patient haemodynamically unstable 1 151
Pressure of ICU beds - 1
SN-OD advised that donor not suitable - 13
Treatment withdrawn - 20
Unknown - 8
Total 3 495
If 'other', please contact your local SNOD or CLOD for more information, if required.
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3.2 Referral to Organ Donation Service

identification and referral of potential organ donors?2.

Aim: There should be no purple on the following charts.

NHS

Goal: Every patient who meets the referral criteria should be identified and referred to the Organ Donation
Service, as per NICE CG135" and NHS Blood and Transplant (NHSBT) Best Practice Guidance on timely

Note that patients who met the referral criteria for both DBD and DCD donation will appear in both bar charts and both

columns of the reasons table.

Figure 3.2 Number of patients meeting referral criteria, 1 April 2019 - 31 March 2024

DBD
20
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M Patients not referred [ Patients referred
DCD
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M Patients not referred [ Patients referred

Table 3.2 Reasons given why patient not referred to SNOD,
1 April 2023 - 31 March 2024

DBD

Health

Board UK
Clinician assessed that patient was unlikely to become asystolic - -
within 4 hours
Coroner / Procurator Fiscal reason - 1
Family declined donation following decision to remove treatment -
Family declined donation prior to neurological testing -
Medical contraindications -
Not identified as potential donor/organ donation not considered -
Other -
Patient had previously expressed a wish not to donate -

1 =001

If 'other’, please contact your local SNOD or CLOD for more information, if required.

6/22
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Table 3.2 Reasons given why patient not referred to SNOD,
1 April 2023 - 31 March 2024

DBD

Health

Board UK
Pressure on ICU beds - -
Reluctance to approach family - -
Thought to be medically unsuitable - -
Uncontrolled death pre referral trigger - 2
Total - 12

If 'other’, please contact your local SNOD or CLOD for more information, if required.
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NHS

In 2023/24 there were 16 potential donors in your Health Board with an ACI reported, 16 DBD and 16 DCD
donors. Please note, the number of potential DBD and DCD donors with an ACI reported may not equal the
total stated as a patient can meet potential donor criteria for both DBD and DCD donation.

3.3 Contraindications
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NHS

Goal: A SNOD should be present during the formal family approach as per NICE CG135" and NHS Blood and
Transplant (NHSBT) Best Practice Guidance.?

3.4 SNOD presence

Aim: There should be no purple on the following charts.

Inthe UK, in 2023/24, when a SNOD was not present for the approach to the family to discuss organ donation, DBD and
DCD consent/authorisation rates were 23% and 14%, respectively, compared with DBD and DCD consent/authorisation
rates of 70% and 60%, respectively, when a SNOD was present.

Every approach to those close to the patient should be planned with the multidisciplinary team (MDT), should involve the
SNOD and should be clearly planned taking into account the known decision of the patient. The NHS Organ Donor
Register (ODR) should be checked in all cases of potential donation and this information must be discussed with the
family as it represents the eligible donor's legal consent to donation.

Figure 3.3 Number of families approached by SNOD presence, 1 April 2019 - 31 March 2024
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B SNOD not present [ SNOD present
"NICE, 2011.
NICE Clinical Guidelines - CG135
[accessed 8 May 2024]

2NHS Blood and Transplant, 2012.
Timely Identification and Referral of Potential Organ Donors - A Strategy for Implementation of Best Practice
[accessed 8 May 2024]

3 NHS Blood and Transplant, 2013.

Approaching the Families of Potential Organ Donors — Best Practice Guidance
[accessed 8 May 2024]
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https://www.nice.org.uk/guidance/cg135
https://nhsbtdbe.blob.core.windows.net/umbraco-assets-corp/1337/timely-identification-and-referral-of-potential-organ-donors-nhsbt.pdf
https://nhsbtdbe.blob.core.windows.net/umbraco-assets-corp/1581/approaching-the-families-of-potential-organ-donors.pdf

3.5 Consent

NHS

In 2023/24 the DBD consent rate in your Health Board was 58%, less than 10 families of eligible DCD donors were
approached therefore this consent rate is not presented.

Figure 3.4 Number of families approached, 1 April 2019 - 31 March 2024

Number

Number

10/22

15 A

10

DBD

4

2019/20 2020/21  2021/22 2022/23 2023/24

B Consent not ascertained [ Consent ascertained

DCD

2019/20 2020/21  2021/22  2022/23  2023/24

B Consent not ascertained [ Consent ascertained

Table 3.3 Reasons given why consent was not ascertained,
1 April 2023 - 31 March 2024

Family believe patient's treatment may have been limited to
facilitate organ donation

Family concerned other people may disapprove/be offended
Family concerned that organs may not be transplantable
Family did not believe in donation

Family did not want surgery to the body

Family divided over the decision

Family felt it was against their religious/cultural beliefs
Family felt patient had suffered enough

Family felt that the body should be buried whole (unrelated to
religious/cultural reasons)

Family felt the length of time for the donation process was too
long

If 'other', please contact your local SNOD or CLOD for more information, if required.

DBD

Health
Board UK

167

10
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Table 3.3 Reasons given why consent was not ascertained,
1 April 2023 - 31 March 2024

Family had difficulty understanding/accepting neurological testing
Family wanted to stay with the patient after death

Family were not sure whether the patient would have agreed to
donation

Other

Patient had previously expressed a wish not to donate

Patient had registered a decision to Opt Out

Strong refusal - probing not appropriate

Total

If 'other’, please contact your local SNOD or CLOD for more information, if required.

- 49

- 24
1 94
- 21

- 25
5 401

UK

17
113

57
167
43
39
825

11
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3.6 Solid organ donation

Goal: NHSBT is committed to supporting transplant units to ensure as many organs as possible are safely

transplanted.

12/22

NHS

Table 3.4 Reasons why solid organ donation did not occur,
1 April 2023 - 31 March 2024

DBD

Health

Board UK
Clinical - Absolute contraindication to organ donation - 3
Clinical - Considered high risk donor - 4
Clinical - DCD clinical exclusion - -
Clinical - No transplantable organ 1 7
Clinical - Organs deemed medically unsuitable by recipient - 17
centres
Clinical - Organs deemed medically unsuitable on surgical - 9
inspection
Clinical - Other - 3
Clinical - PTA post WLST - -
Clinical - Patient actively dying - 4
Clinical - Patient asystolic - 3
Clinical - Patient’s general medical condition - 1
Clinical - Positive virology - 2

Clinical - Predicted PTA therefore not attended -
Consent / Auth - Coroner/Procurator fiscal refusal - 10
Consent/ Auth - Family placed conditions on donation -

Consent/ Auth - NOK declined organ donation - 1
Consent/ Auth - NOK withdraw consent / authorisation - 6
Consent/ Auth - Other - -
Logistical - Other - -
Logistical - Retrieval team not available - -
Logistical - Unit unable to maintain patient - -
Total 1 70

If 'other’, please contact your local SNOD or CLOD for more information, if required.

—_
=200 = 1 o)_\\]g\]
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NHS

4. PDA data by hospital and unit

A summary of key numbers and rates from the PDA by hospital and unit where patient
died

Data in this section is obtained from the National Potential Donor Audit (PDA)

Tables 4.1 and 4.2 show the key numbers and rates for patients who met the DBD and/or DCD referral criteria,
respectively. Percentages have been excluded where numbers are less than 10.

Table 4.1 Patients who met the DBD referral criteria - key numbers and rates,
1 April 2023 - 31 March 2024
Actual
DBD and
DCD
Patients Patients donors
where confirmed Eligible DBD from
neurological Neurological DBD dead by Eligible donors whose Approaches SNOD eligible
Unitwhere deathwas Patients death testing Patients referral  neurological DBD family were where SNOD presence Consent Consent DBD
patient died suspected tested rate (%) referred  rate (%) testing donors  approached present rate (%)  ascertained rate (%)  donors
Llanfrechfa, The Grange University Hospital
A&E 0 0 - 0 - 0 0 0 0 - 0 - 0
ICU - general 16 13 81 16 100 13 13 12 11 92 7 58 6
Table 4.2 Patients who met the DCD referral criteria - key numbers and rates,
1 April 2023 - 31 March 2024
Patients for Patients for
whom whom Eligible DCD Actual DCD
imminent treatment donorswhose  Approaches SNOD donors from
Unitwhere patient ~ death was Patients DCD referral was Eligible DCD  family were where SNOD presence rate Consent Consentrate eligible DCD
died anticipated referred rate (%) withdrawn donors approached present (%) ascertained (%) donors
Llanfrechfa, The Grange University Hospital
A&E 0 0 - 0 0 0 0 - 0 - 0
ICU - general 10 10 100 10 10 7 7 - 6 - 2

Tables 4.1 and 4.2 show the unit where the patient died. However, it is acknowledged that there are some occasions
where a patient is referred in an Emergency Department but moves to a critical care unit. In total for Aneurin Bevan
University Health Board in 2023/24 there was 1 such patient. For more information regarding the Emergency Department
please see Section 5.
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NHS

5. Emergency Department data

A summary of key numbers for Emergency Departments
Data in this section is obtained from the National Potential Donor Audit (PDA)

Most patients who go on to become organ donors start their journey in the emergency department (ED). Deceased
donation is important, not just for those people waiting on the transplant list, but also because many people in the UK
have expressed a decision in life to become organ donors after their death. The overarching principle of the NHSBT
Organ donation and Emergency Department strategy ‘is that best quality of care in organ donation should be followed
irrespective of the location of the patient within the hospital at the time of death.

5.1 Referral to Organ Donation Service

Goal: No one dies in your ED meeting referral criteria and is not referred to NHSBT's Organ Donation Service.
Aim: There should be no blue on the following chart.

Figure 5.1 Number of patients meeting referral criteria that died in the ED, 1 April 2019 - 31 March 2024

Number

2019/20 2020/21  2021/22  2022/23  2023/24

B Patients not referred [ Patients referred
5.2 Organ donation discussions

Goal: No family is approached in ED regarding organ donation without a SNOD present.
Aim: There should be no red on the following chart.

Figure 5.2 Number of families approached in ED by SNOD presence, 1 April 2019 - 31 March 2024

Number

0 T
2019/20 2020/21 2021/22 2022/23 2023/24

B SNOD not present B SNOD present

*NHS Blood and Transplant, 2016.
Organ Donation and the Emergency Department
[accessed 8 May 2024]
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https://nhsbtdbe.blob.core.windows.net/umbraco-assets-corp/2098/ed-strategy-final-nov-2016.pdf

NHS
6. Additional data and figures

Regional donor, transplant, and transplant list numbers

Data in this section is obtained from the UK Transplant Registry

6.1 Supplementary Regional data

Table 6.1 Regional donors, transplants, waiting list, and NHS Organ Donor Register (ODR) data

Wales* UK
1 April 2023 - 31 March 2024
Deceased donors 57 1,510
Transplants from deceased donors 154 3,723
Deaths on the transplant list 15 418
As at 31 March 2024
Active transplant list 271 7,484
Number of NHS ODR opt-in registrations (% registered)** 1,376,148 (44%) 28,161,705 (42%)
Number of NHS ODR opt-out registrations (% registered)** 189,059 (6%) 2,577,667 (4%)
*Regions are defined using the NHS region definitions
** % registered based on population of 3.11 million, based on ONS 2021 census data

15/22
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Key numbers and rates on the potential for organ donation

NHS

Data in this section is obtained from the National Potential Donor Audit (PDA)

6.2 Trust/Board Level Benchmarking

Aneurin Bevan University Health Board has been categorised as a level 3 Health Board. Levels were reallocated in July
2018 using the average number of donors in 2016/17 and 2017/18, Table 6.2 shows the criteria used and how many
Trusts/Boards belong to each level.

Level 1

Level 2
Level 3
Level 4

Table 6.2 Trust/Board level categories

12 or more ( > 12) proceeding donors per year

6 or more butless than 12 ( >6 to <12) proceeding donors per year
More than 3 but less than 6 (>3 to <6) proceeding donors per year
3 orless (< 3) proceeding donors per year

Number of Trusts
Boards in each level

36
51

31
39

Tables 6.3 and 6.4 show the national DBD and DCD key numbers and rates for the UK by Trust/Board level, to aid in
comparison with equivalent Trusts/Boards. Note that percentages have been excluded where numbers are less than 10.

1 April 2023 - 31 March 2024

Table 6.3 National DBD key numbers and rate by Trust/Board level,

16/22

Actual
DBD and
DCD
donors
Patients where Patients Eligible DBD from
neurological Neurological DBD confirmed dead Eligible donorswhose Approaches SNOD eligible
death was Patients  deathtesting  Patients referral by neurological DBD family were ~ where SNOD  presence Consent Consent DBD
suspected tested rate (%) referred  rate (%) testing donors  approached present rate (%) ascertained  rate (%)  donors
Your Trust 16 13 81 16 100 13 13 12 11 92 7 58 6
Level 1 1183 881 74 1174 99 858 814 715 682 95 483 68 451
Level 2 539 414 7 538 100 402 388 344 339 99 242 70 220
Level 3 169 138 82 167 99 138 130 119 116 97 81 68 72
Level 4 138 101 73 138 100 98 94 81 78 96 52 64 45
Table 6.4 National DCD key numbers and rate by Trust/Board level,
1 April 2023 - 31 March 2024
Patients for Patients for Eligible DCD Actual DCD
whom imminent whom donors whose Approaches SNOD donors from
death was Patients  DCD referral treatment was Eligible DCD family were where SNOD presence Consent Consent rate eligible DCD
anticipated referred rate (%) withdrawn donors approached present rate (%) ascertained (%) donors
Your Trust 10 10 100 10 10 7 7 - 6 - 2
Level 1 2735 2533 93 2669 1932 1066 965 91 590 55 430
Level 2 1532 1426 93 1494 1039 499 454 91 285 57 187
Level 3 583 547 %4 559 353 167 154 92 93 56 54
Level 4 481 443 92 464 311 117 99 85 55 47 39
16
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