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A message from our Chair, Lynne Berry 

This annual review covers a significant year for the Human Tissue Authority (HTA), our 
regulated sectors, and the wider health landscape. The Government has set a clear 
direction for public bodies to be more focused, responsive and digitally enabled. We 
welcome this agenda, which closely aligns with the direction set in our current strategy.

Over the past year, we have made good progress. We have embedded our risk-based 
tools to support more proportionate and effective regulation, and implemented a key 
recommendation from the Independent Inquiry into the issues raised by the David Fuller 
case by extending formal incident reporting to the Anatomy sector, strengthening both 
public protection and care of the deceased. 

In delivering this, we have maintained strong relationships with the sectors we regulate. 
Through our 2025/26 stakeholder engagement programme, including a Learning Event 
attended by 150 sector colleagues, and implementation sessions on new Substances of 
Human Origin (SoHO) regulatory requirements, we have listened to those we license to 
inform both how we regulate and how we communicate.

One theme that stands out from this year’s review is the ongoing challenge of maintaining 
standards within the Post Mortem (PM) sector. The HTA has responded by continuing to 
refine its regulatory approach, combining greater use of unannounced inspections with 
more targeted support and engagement. This reflects our commitment to being both 
proportionate and responsive, adapting how we regulate when the evidence shows a need 
to do so.

As I approach the end of my term as Chair in January 2027, it has been a privilege to serve 
since November 2019. This period has spanned unprecedented challenges, including the 
Covid-19 pandemic, which tested both the organisation and the sectors we regulate. I 
am proud of how the HTA responded, maintaining oversight, supporting establishments, 
and emerging with a clear sense of purpose. Since then, we have increased the number 
of inspections we carry out and made a series of improvements to how we regulate in a 
proportionate but effective manner. I leave confident that our strategy, leadership and staff 
will continue to build on these strong foundations.

Lynne Berry CBE
Chair, Human Tissue Authority



Key Highlights

• First UK birth following womb 
transplant announced following 
HTA-approved living donor womb 
transplant;

• Post-Mortem (PM) themed 
communications week - most 
successful social media 
engagement to date 

• Data Collection Exercise completed 
-  data used to inform risk 
assessment and inspection 
planning

• Stakeholder survey results 
published - feedback received from 
all six sectors confirmed preference 
for digital engagement, quarterly 
contact, and webinars; findings 
used to shape 2025/26 
engagement programme

• Critical incident response plan 
tested April 2025
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• Learning Event held with 150 
external delegates, more than 
doubling from 2024; broad sector 
representation across all six areas 
HTA regulates

• A new Northern Ireland Board 
member was appointed in 
September 2025, completing 
representation across all nations 
within HTA's statutory remit

• HTA portal redesigned and 
updated; Technology Change 
Management System launched on 
time; 

• SoHO stakeholder engagement 
sessions held across Great Britain 
and Northern Ireland ahead of 
regulatory framework 
implementation

• Regulation managers visited 
Cambridge University Anatomy 
department to observe 
disarticulation and parts retention 
process - a proactive learning 
opportunity to inform future 
inspection approach in the Anatomy 
sector

• Anatomy HTA Reportable Incidents 
(HTARI) system launched 
November 2025 ahead of schedule

• Voluntary best practice guidance on 
dignity and care of the deceased 
published, drawing on inspection 
insight to support establishments in 
meeting standards

• Codes of Practice review initiated; 
Research Code identified as first 
priority for formal consultation

• Leadership Programme for all line 
managers launched as part of 
People Strategy implementation. 
Human Resources (HR) system 
upgraded to include performance 
management module

• SoHO project entered high-intensity 
period with European Directorate 
for the Quality of Medicines & 
HealthCare (EDQM) technical 
guidance circulated for targeted 
consultation; HTA began process 
mapping against new regulatory 
requirements

• Unannounced inspection 
undertaken at Nottingham 
University Hospitals NHS 
Foundation Trust which identified 
critical failures in the reporting of 
HTARIs in the Post-Mortem sector.

• Regulatory Update on reporting 
issued to Post-Mortem sector 
announcing that the HTA is carrying 
out a sector-wide Evidential 
Compliance Assessment (ECA)

• The Government Internal Audit 
Agency (GIAA) forecast substantial 
assurance opinion for 2025/26; no 
overdue audit recommendations 
outstanding across 12 
recommendations; none rated high 
priority

• Finance system stabilisation project 
progressed; Cyber Assessment 
Framework (CAF) completed for 
second consecutive year

• All Key Performance Indicators 
(KPIs) met or exceeded at year end
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Year two of our 2024-2027 Strategy

To deliver effective, proportionate 
regulation which protects 
confidence in the use of human 
tissue and organs. This involves 
being risk-based and responsive 
to changes and adaptable to 
future challenges.

To use data and intelligence to 
inform regulatory actions and 
improve standards. This involves 
applying insights from data and 
expertise to strengthen regulation 
and support the sectors the HTA 
oversees.

To be a trusted and expert voice on 
the storage and use of human 
tissue, cells and organs. The HTA̓s 
credibility enables it to shine a light 
on performance and practices in 
the sectors it regulates, 
underpinned by our principles of 
equality, diversity and inclusion.

To ensure resources are used 
wisely, delivering value for money 
whilst maintaining high standards. 
This includes modernising systems 
and processes to maximise impact 
and improve the regulatory 
experience for stakeholders.

Approach to 
regulation

Trust and 
confidence

Use of 
information

Efficiency and 
effectiveness

This review covers the second year of our 2024–2027 strategy. 
Our strategy sets out four goals in relation to our approach to 
regulation; trust and confidence; our use of information; and 
our efficiency and effectiveness.

About this review

What our strategy aims to achieve

• Continued our shift to targeted, risk-based 
regulation using a wider range of 
assessment tools

• Expanded unannounced Post Mortem 
inspections; trialled Evaluated 
Self-assessments (ESAs) in Public Display 
sector

• Implemented Fuller Inquiry Recommendation 
26 ahead of schedule - extended incident 
reporting to Anatomy sector

• Completed data collection exercise 
across all licensed sectors

• Continued development and operational 
use of Regulatory Insight Model and 
Index (RIMI) to support evidence-based 
inspection targeting

• Held Learning Event with positive 
engagement and feedback from 
stakeholders

• Completed 12-month evaluation of Supply 
of Information about Transplants) 
Regulations 2024; extended to Scotland

• Improved stakeholder access to guidance; 
Held a website users session and 
delivered a programme of website 
accessibility improvements

• Cleared all outstanding debt from the 
previous year and maintained strong debt 
recovery performance throughout 2025/26

• Strengthened digital infrastructure and 
cybersecurity posture

• Progressed People Strategy 
implementation; improved staff turnover

• We met or exceeded all of our key 
performance indicators 

Approach to 
regulation

Trust and 
confidence

Use of 
information

Efficiency and 
effectiveness

The year has taken place against a backdrop of significant change 
across the health and public sector landscape. Major government 
initiatives, reviews and reports such as the 10-Year Health Plan for 
England, and the Life Sciences Sector Plan have set clear 
expectations for arm's length bodies. We have responded positively 
to this agenda. Our work to develop intelligent, targeted regulation, 
reduce administrative burden, and support innovation in life sciences 
is directly aligned with the priorities these documents set out.

What we delivered in 2025/26
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Inspection numbers by sector 2025/26

Human Application 70

Post Mortem 68

Research 58

Anatomy 12 ODT 10 Public Display 8

Note: ODT refers to Organ Donation and Transplantation  

Total number of inspections 2021/22 to 2025/26
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Proportionate and effective regulation in practice

The HTA aims to regulate in a targeted, 
evidence-based, and proportionate 
way. This approach reflects not only 
our own strategic direction of travel but 
also the broader expectations set out 
by Government: that regulators should 
focus their resources where risk is 
greatest, minimise unnecessary burden 
on well-performing organisations, and 
demonstrate that their oversight adds 
genuine value. Our work has been 
guided by those principles.

In 2025/26, we carried out 226 
inspections against our target of 222, 
sustaining the substantially increased 
inspection programme for the fourth 
consecutive year. The majority of these 
inspections took place in the Human 
Application (HA) sector (70); the Post-
Mortem (PM) sector (68); and the 
Research sectors (58).

226
Inspections carried out

  
We inspected around a quarter of all our 

  licensed establishments during 2025/26.�



Inspections by type 2025/26

Full
101

Focused
74

Evaluated
Self-

assessment
42

CAPA follow-up
8

Investigation 
1
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During 2025/26, in line with our strategic ambition to use data and insight to drive how we 
regulate, we continued to develop and make use of our Regulatory Insight Model and Index 
(RIMI), to support risk-based decision making.  

Alongside this, we carried out an exercise to gather information across our licensed 
sectors. We achieved a 100% response rate, reflecting the strong engagement we have 
developed with our sectors. The data gathered is used alongside other sources, including 
assessment history and intelligence from our regulatory teams, to help build a richer picture 
of compliance and risk in the sectors we license.

Research sector risk profiling
In the Research sector, which comprises more than 220 diverse 
establishments ranging from NHS Trusts and universities to small start-
up companies and charities, we used the data collected to further 
develop our risk-profiling model. Given the sector’s diversity, a uniform 
approach to inspection planning would not reflect the different risk 
profiles of individual establishments. The model draws on a combination 
of numerical, categorical, and contextual data, weighted and combined 
to produce relative risk rankings. This supports more proportionate 
allocation of compliance assessments, directing closer attention to 
establishments where evidence indicates greater risk while allowing 
lighter-touch approaches for those with consistently strong compliance 
records.

The Research sector has very few major shortfalls and no critical 
shortfalls in recent years, which means our risk-profiling approach is 
designed to identify relative differences between establishments rather 
than to measure absolute risk. This allows us to prioritise those that may 
warrant closer attention while maintaining proportionate, lighter-touch 
oversight of the majority.

Decisions about the type of assessment used for each establishment 
are not based on risk ranking alone. Our regulation managers (RMs) 
draw on a wide range of intelligence, including enquiries received from 
establishments, any incidents reported to us, and the knowledge built 
through ongoing interactions with Designated Individuals (DIs). This 
day-to-day contact provides important context that numerical data alone 
cannot capture. For example: where a Designated Individual has recently 
changed, where an establishment has flagged uncertainty about its 
compliance, or where patterns in enquiries suggest an emerging area of 
difficulty. 

By combining this qualitative intelligence with the structured risk model, 
we can make more informed and proportionate decisions about where to 
direct our regulatory effort.
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Rather than applying a standard inspection cycle to all establishments, we used a 
range of assessment methods and chose the most appropriate approach for each 
establishment and circumstance. We deployed full site-based inspections, Virtual 
Regulatory Assessments (VRAs), ESAs, and ECAs. Sectors and establishments with strong 
compliance records and stable operations were assessed through lighter-touch methods; 
those where our data indicates a higher risk profile received more intensive scrutiny. 

This differentiated approach means 
we can maintain effective oversight 
while avoiding unnecessary regulatory 
burden on those establishments that 
consistently demonstrate good practice. 
Where we have intelligence suggesting 
a particular risk, we can adapt our 
approach at any stage, including by 
conducting unannounced visits or 
escalating to a full inspection.

In 2025/26, we continued to roll out ESAs 
in the Public Display sector, assessing 
half of the 14 licensed establishments 
in that sector in this way in 2025/26. 
Feedback from licensed establishments 
suggests that this approach has been 
generally well received. 

2025/26 review Human Tissue Authority



Post-Mortem Sector - average number of shortfalls found per inspection
Announced and Unannounced) 2025/26
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We also continued our programme of unannounced inspections in the Post-Mortem 
sector, introduced in 2024/25 to help strengthen safety measures across what we see 
as one of our highest risk sectors. Around four out of five of all Post-Mortem inspections 
were unannounced this year. This forms part of our strengthened regulatory approach in 
the sector, including more frequent inspections and using a greater range of compliance 
and enforcement tools. For example, a March 2026 inspection identified serious 
shortfalls at Nottingham University Hospitals NHS Foundation Trust, and we took prompt 
regulatory action including issuing formal Directions. 

Unannounced inspections have been broadly welcomed by the sector.  Evidence from 
our inspection programme indicates that unannounced inspections identify shortfalls 
at a markedly higher rate than announced inspections, suggesting they provide a more 
accurate reflection of day-to-day compliance.  

Taken together, these developments represent a continued shift during 2025/26 towards 
the outcome-focused oversight envisaged in our strategy and consistent with the 
Government’s agenda for change: regulation that is proportionate to risk, that places 
appropriate responsibility on those being regulated, and that uses data and evidence to 
drive decisions rather than relying on process alone.

7

2025/26 review Human Tissue Authority



18

Supporting life sciences and innovation
The Government’s Life Sciences Sector Plan, published in July 2025, set 
out an ambitious programme to position the United Kingdom as a global 
leader in life sciences. It calls for regulators to support innovation, reduce 
unnecessary barriers to research and treatment, and work collaboratively 
with industry and the NHS.

The HTA has a clear contribution to make to this agenda. Certain sectors 
we regulate,  particularly Human Application and Organ Donation and 
Transplantation (ODT), are central to the development and delivery 
of novel therapies. Our role is to ensure that regulatory requirements 
are proportionate, that processes are as efficient as possible, and that 
innovation is supported rather than obstructed.

- In 2025/26, in addition to delivering 226 inspections, we also processed 
818 updates to existing licences and approved 28 new licence application 
assessments.

- We have a unique role as a regulator where we are required to make 
a decision on all cases of living organ donation in the UK. We approve 
the donation when criteria, set out in legislation, are met.  In 2025/26 we 
approved 1,165 living organ donations (LODs). This represents a steady 
increase of almost 10% since 2022/23, continuing the recovery seen 
since living organ donations fell sharply during the Covid-19 pandemic. 
We also approved 69 donations of bone marrow and peripheral blood 
stem cells from children who were not competent to consent. 
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Approved Living Organ Donations
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Setting standards and maintaining trust

In 2025/26, we identified 876 shortfalls 
during 226 inspections, working with 
licensed establishments to agree the steps 
needed to meet our standards. Across most 
sectors, compliance levels remain high. As 
in previous years, the Post Mortem sector 
continues to account for the highest number 
of shortfalls per inspection.  Mortuaries 
remain under significant pressure, and we 
recognise the challenges facing Designated 
Individuals and their teams. We have 
continued to target our engagement with 
the sector accordingly, including through 
webinars for DIs and focused support on 
the standards where shortfalls are most 
commonly found, particularly around 
traceability, governance, training and 
security. The HTA’s licensing standards place 
dignity at their core. Alongside the HTA’s 
focus on regulatory compliance, maintaining 
the dignity of the deceased relies on that 
continued commitment across the wider 
system.

1,165
Living organ donations

  
We approved 1,165 living organ

donations – or on average, 
around 3 every day of 

the year 2025/26 
�

Average number of 
shortfalls per inspection

  
On average, we found 3.9 shortfalls per 

inspection. However, this varied between 
sector, with more being found in the 
Post-Mortem sector (9.6). All other 
sectors had less than 2 shortfalls 

per inspection 
�

3.9
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We are transparent with establishments about our findings and our reasoning, and 
we engage directly when establishments wish to discuss or query our conclusions. 
Shortfalls were identified in 150 of the 226 inspections we carried out. Where shortfalls 
were identified, we sought to work constructively with establishments to address them 
through the agreement and delivery of a Corrective and Preventative Action (CAPA) plan. 

Supporting a newly licensed establishment in the 
Post-Mortem sector 
When our inspectors visited a recently licensed establishment carrying 
out Computed Tomography Post Mortem (CTPM) examination on an 
unannounced basis, they identified a number of shortfalls against the 
relevant standards. For a newly licensed establishment operating in an 
area new to HTA licencing, this was not unexpected. What mattered was 
whether and how those shortfalls were addressed.

The HTA Regulation Manager worked closely with the establishment, 
explaining HTA processes, the requirements of CAPA procedures, and the 
timelines for submitting evidence. A follow-up meeting addressed each 
shortfall in detail, clarified the rationale and severity of findings, and gave 
the establishment the opportunity to raise concerns directly.

All corrective actions were completed within agreed timescales. 
Communication improved significantly, and the establishment developed 
a clearer understanding of its licence obligations. The case also provided 
valuable learning for our own regulatory team, informing how we 
approach inspections in new and emerging licensing areas.

10
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Maintaining public confidence in the dignified and safe use of human tissue and 
in particular the care of the deceased, is central to our purpose. The Independent 
Inquiry (led by Sir Jonathan Michael) into the issues raised by the David Fuller case 
set out wide-ranging recommendations in its Phase 2 Report on the regulation of 
those who work with deceased people. The inquiry acknowledged the work the HTA 
has undertaken in this area. We have engaged constructively with the Government’s 
response and are contributing actively to the DHSC Fuller Implementation Programme 
Board as Ministers consider the wider recommendations.

Extending incident reporting to the Anatomy sector
One significant achievement in 2025/26 was the early implementation of 
Recommendation 26 from the Phase 2 report.

Prior to November 2025, the HTA Reportable Incidents (HTARI) system 
operated only in our Post-Mortem sector, alongside statutory reporting to 
the HTA of serious adverse events and reactions (SAEARs) in our Human 
Application (HA) and Organ Donation and Transplantation (ODT) sectors. 
The Independent Inquiry into the issues raised by David Fuller’s offending 
recommended we extend our HTARI system to the Anatomy sector, and 
we moved quickly to do so.

The new system requires Anatomy sector establishments to report 
serious incidents and near-miss incidents that may affect the dignity 
and care of the deceased to the HTA. This gives us timely intelligence 
about problems in the sector and enables us to respond proportionately, 
whether through guidance, targeted inspection, or other regulatory 
action. Over time, Anatomy HTARI data will also strengthen our risk-
based approach by providing a more detailed understanding of 
compliance across the sector.

We set ourselves two internal milestones: guidance and reporting 
process agreed by 30 September 2025, and the system live for reporting 
from 1 December 2025. We met both ahead of schedule.
Alongside developing the reporting process and portal, we produced an 
external user guide, standard operating procedures for our regulatory 
team, new website content, and two newsletter updates. We involved 
Anatomy sector colleagues throughout, in developing and sense-
checking the guidance, user testing the new portal, and attending 
drop-in sessions to support registration and system familiarity. We also 
worked with an IT supplier to integrate the new portal with our Customer 
Relationship Management (CRM) system.

11
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Since Anatomy sector reporting was introduced, there have been 220 
downloads of the external user guide.  While there was some initial 
activity as establishments got used to the process, with a small number 
of potential incidents being reported (19) none of these, upon further 
investigation, met the definition of an incident for reporting purposes.  
This early experience suggests that establishments are engaging with 
the new reporting arrangements and seeking advice where there is 
uncertainty, helping to build a strong culture of openness and reporting 
within the sector.

In parallel, we published voluntary good practice guidance on the dignity and care of the 
deceased in October 2025. The guidance sets out generic good practice principles for 
those responsible for caring for deceased people, drawing on the HTA’s longstanding 
focus on dignity as a core principle. While informed by our regulatory experience, it is 
intended for a much wider audience, supporting organisations across both regulated 
and unregulated settings to consider how their practices promote dignity and respect for 
diverse cultural and religious observances.

Extending our incident reporting framework to the Anatomy sector was a significant 
step forward, and one we are proud to have delivered ahead of schedule. But good 
incident reporting frameworks only deliver their purpose if they are used. The value of 
any reporting system depends entirely on the willingness of those within it to report 
accurately and completely. 

It is important that we can assure ourselves that this is happening and as this Annual 
Review was being finalised, findings from an HTA inspection at Nottingham University 
Hospitals NHS Foundation Trust, referred to earlier in this review, indicated that this 
cannot always be assumed. The inspection identified critical failures in the reporting 
of incidents in the Post Mortem sector, the sector where our incident reporting system 
has been established longest. The publication of the independent review into maternity 
and neonatal services at the Nottingham University Hospitals NHS Trust, and the 
Government’s response to it, brought this into sharp public focus.

The HTA has materially strengthened its regulatory approach to the Post Mortem sector 
over recent years: routine unannounced inspections have been introduced, as described 
earlier in this review;  Documented processes for checking storage arrangements have 
been made more rigorous, with particular attention to lengthy storage periods and 
the storage of infants; revised guidance on body storage, capacity management, and 
incident reporting have been published; and good practice guidance on the dignity and 
care of the deceased has been  developed and shared. That makes the failures identified 
at Nottingham all the more significant and underlines why a sector-wide Evidential 
Compliance Assessment is necessary.
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The HTA’s inspection at Nottingham also identified that some perinatal post-mortems 
had been conducted outside licensed mortuary settings by staff who were not 
appropriately qualified. This practice falls outside anything the HTA has encountered at 
any other licensed establishment. Upon identifying this, the HTA took immediate action 
to stop the practice at Nottingham. The finding reinforces the importance of robust, on-
site inspection alongside self-reported compliance, and we will consider the implications 
for our wider regulatory programme. 

In response to these findings, and in the context of the Government’s response to the 
Independent Review, the HTA is conducting a sector-wide ECA. This will require all DIs 
at licensed Post-Mortem establishments to undertake a retrospective review of local 
incident records from 1 April 2015 to 30 June 2026, and to confirm to us whether all 
reportable incidents, including near-miss incidents, have been submitted to the HTA. Any 
previously unreported incidents must be submitted via the HTA portal. The results will be 
reported to the Secretary of State for Health and Social Care, and will include details of 
any establishments that do not respond.

HTA Licensing Standards place dignity at the core of every licensed establishment’s 
obligations. But regulatory standards alone cannot guarantee that the deceased are 
treated with the care and respect they deserve. Dignity in mortuary services requires 
a whole-system commitment. The Independent Review’s findings and the subsequent 
Government response, signals that this broader accountability is now firmly in focus. The 
HTA welcomes that, and will play its full part to assist Government progress the strategic 
recommendations which are actioned 

The Human Tissue Act 2004 (Supply of Information 
about Transplants) Regulations 2024

The Human Tissue Act 2004 (Supply of Information about Transplants) Regulations 
2024 – also referred to as the Duty to Report Regulations, are another important part 
of the wider framework for protecting patients and the public. Under the Regulations, 
clinicians are required to notify the HTA of all cases where a patient has received an 
organ transplant outside the UK, as well as any instances where they have a reasonable 
suspicion that an organ donation or transplantation related offence may have taken 
place. The HTA considers each report to establish the facts and, where appropriate, 
refers cases to the police for investigation.

2025/26 was the second full year of operation for the scheme in England, Wales and 
Northern Ireland, and the first part-year for Scotland following its extension in July 
2025. During the year, we received 47 reports, bringing the total to 86 across the 24 
months since the Regulations came into force in April 2024. This steady flow of cases 
reflects growing awareness of the requirements among clinicians. While volumes remain 
relatively low, each case requires detailed assessment. 
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The Human Tissue Act 2004 Supply of Information about Transplants)
Regulations 2024  Reports received and cases where a decision has been

made by HTA on a report
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A 12-month evaluation completed during the year identified areas for improvement, 
including the need for clearer guidance on the information clinicians should provide at 
the point of reporting. We have also streamlined our internal processes. We continue to 
publish Duty to Report data on our website twice yearly.

Building trust and confidence

Building trust and confidence in the sectors we regulate depends not only on identifying 
and addressing shortfalls, but on the quality of our relationships with the people and 
organisations we work alongside. In September 2025, we held a Learning Event, 
bringing together approximately 150 DIs, senior managers and sector representatives. 
Participants valued the opportunity for direct engagement with HTA staff and with 
colleagues from across their sector and they shared valuable insight and feedback with 
HTA which will help to improve our communications and engagement work.

Our approach to stakeholder engagement is shaped by what establishments tell us they 
need. Earlier in the year, we analysed feedback from a cross-sector survey. Respondents 
highlighted the value of digital engagement, particularly webinars and newsletters, 
and expressed a preference for regular, predictable contact with the HTA. They also 
emphasised the importance of clear, consistent and accessible guidance, noting that 
aspects of our Codes of Practice could be open to interpretation. This feedback has 
directly informed our engagement programme. 

Feedback from our Learning Event reinforced that our Codes of Practice need to be 
clearer in places, more accessible, and better reflect current practice. During the year we 
developed a framework to guide how we review and update our Codes, to take account 
of this feedback and to reduce unnecessary burden while maintaining standards. We 
used the Learning Event to seek views from DIs and sector representatives on where the 
Codes work well and where improvements are needed. That feedback directly informed 
our decision to prioritise the Research Code for review first. We carried out an initial 
survey with Research sector colleagues to gather more views, and used those findings 
to shape the draft revised Code, which we plan to consult on in 2026/27.
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Our social media activity reached 53,031 impressions during 2025/26, a 13% increase on 
the previous year. Our average engagement rate of 8.12% was more than double the 4% 
benchmark for public sector organisations. We delivered six themed focus weeks during 
the year, and each themed week generated a measurable increase in engagement. We 
also conducted new content formats, including LinkedIn carousels and YouTube Shorts, 
to reach professional and public audiences more effectively.

Through this combination of formal governance, technical collaboration, sector 
engagement and responsive communications, we have strengthened relationships, 
supported compliance, reduced duplication and ensured our regulatory approach 
continues to be informed by sector expertise and emerging risks.

Maintaining trust also means being 
accessible and transparent. During 
2025/26, we sought to further 
improve how we communicate with 
the public and professionals. Our 
quarterly newsletter continued to 
reach over 10,000 subscribers and 
we continued to publish biannual 
open datasets on inspections, 
shortfalls, incidents and enquiries, 
and published our key performance 
indicators quarterly, giving the public 
and the sector a clear and accessible 
picture of our performance 
throughout the year.

10,000
Stakeholder newsletter

  
Our quarterly newsletter is sent to over 

10,000 individuals and organisations
across all regulated sectors.  

�

The regulation managers I 
spoke to seemed genuinely 
interested in our opinions.

Having a member of the 
HTA senior leadership team 
at each table was a good 
idea:  they were able to 
provide sound feedback.
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Being an efficient and modern regulator

The Government expects public bodies to reduce unnecessary administrative burdens, 
operate transparently, and collaborate effectively with other regulators and stakeholders. 
Throughout the year, we worked closely with other regulators and national bodies to 
ensure that our oversight is joined up and does not create unnecessary duplication of 
regulatory burden. During 2025/26, we renewed our Memorandum of Understanding 
with the Care Quality Commission (CQC), reflecting our shared commitment to patient 
safety and public trust. We continue to engage regularly with the Medicines and 
Healthcare products Regulatory Agency (MHRA), NHS England, the Human Fertilisation 
and Embryology Authority (HFEA), the United Kingdom Accreditation Service (UKAS) 
and others.

In 2025/26, we either met or exceeded all of our internal KPIs. This is an exceptional 
outcome for the organisation and not something that has been achieved previously. 
Details are shown below 

2025/26 HTA outturn on all 
Key Performance Indicators (KPIs)

2025/26 review Human Tissue Authority

Key Performance Indicator (KPI) 2025/26 Outturn

[1] 222 compliance assessments across all sectors 226

[2] Decisions reached on 70% of new licence applications within 90 days of the 
application fee being paid (rolling annual average) 78%

[3] 99% of panel and non-panel cases actioned within 10 and 5 working days 
respectively 100%

[4] 99% system availability across our core essential functions, outside of scheduled 
maintenance routines and system patching 100%

[5] Bi-annual open datasets are assessed, validated and published within 10 weeks 
of quarter end 100%

[6] 90% of enquiries answered within 10 working days 97.3%

[7] 100% of FOIs (Freedom of Information requests) responded to within 20 working 
days 100%

[8] Actual spend within 3% of budget 2.6%

[9] Debt no more than 5% of income at year end 0.3%

[10] Unqualified external audit opinion received √

[11] 100% of 'reportable incidents' reported to HSE (Health and Safety Executive) 
within 10 working days 100%

[12] Staff sickness no more than 3% 2.2%

[13 a] Attrition rate excluding planned exits (Fixed Term Contracts) no more than 18% 9.5%

[13 b] Total attrition rate no more than 20% 12.7%

0 
Red 

0 
Amber 

14 
Green 
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In 2025/26, we also continued to develop our horizon scanning function, identifying 
emerging developments that may require a regulatory response. Key areas of focus 
included artificial intelligence and digital diagnostic tools, novel cell and gene therapies, 
and changes in clinical practice that affect the use of human tissue and organs. This 
work helps us to anticipate change rather than simply react to it.

Our Data and IT Strategy continued to deliver improvements to our core systems during 
the year and our licensing portal and CRM system achieved 99.5% availability. We also 
completed the transition to a cloud-based backup environment, reducing our reliance on 
legacy infrastructure and improving our resilience. 

These improvements support our wider ambition to reduce reliance on manual 
processes and improve the quality and accessibility of our data. They also contribute to 
the Government’s wider digital transformation agenda for the public sector.

Modernising our digital infrastructure
Our licensing portal is a core operational system, used by licensed 
establishments to interact with us and by our regulatory team to manage 
licensing and compliance activity. Over time, the platform had become 
reliant on outdated technology that was no longer supported by its 
vendor. This created increasing cybersecurity risk, reduced system 
resilience, and limited our ability to develop new functionality.

During 2025/26, we completed a full redevelopment of the portal using 
modern, supported technologies. Rather than making incremental 
updates to an ageing system, we re-platformed it entirely, building a more 
secure, reliable and adaptable foundation for our core digital services.
The project required careful planning, cross-team collaboration, and 
structured user acceptance testing with stakeholders. Lessons learned 
from testing have already been applied to improve how we manage IT 
development work.

The upgraded portal provides greater system resilience and availability, 
reduced cybersecurity exposure, and improved capability to support 
future development. Importantly, completing the upgrade by September 
2025 also enabled delivery of the new Anatomy HTARI reporting system 
within the required timescales, demonstrating how investment in core 
infrastructure directly supports our wider regulatory work.

This project is one example of how we are reducing our reliance on 
legacy systems, improving the quality and security of our digital services, 
and further building the capability needed to be a more efficient, modern 
regulator.
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During 2025/26, we continued to operate under the NHS Data Security and Protection 
Toolkit (DSPT), using it to drive improvements in our cybersecurity controls and 
resilience. This is the second year of the revised NHS DSPT, aligned to the National 
Cyber Security Centre’s Cyber Assessment Framework (CAF).

Independent assurance from the Government Internal Audit Agency (GIAA) assessed 
our overall risk across all five DSPT objectives as moderate with a high confidence of 
our self-assessment, reflecting a broadly effective control environment with only a single 
outcome rated as requiring improvement. 

We continued with the implementation of our People Strategy during the year to drive 
forward improvements in all aspects of working for the HTA.  A leadership development 
programme was also supported, investing in the capability of our managers to ensure a 
greater consistency of approach.  

Since the strategy was launched, staff turnover has fallen to its lowest level in many 
years, at 12.7% including planned leavers on fixed-term contracts. Excluding planned 
leavers, our turnover was down to 9.5% and the average length of service for staff 
was 4.7 years. 2025/26 was the first year of our new 3-year HTA People Strategy. By 
the end of the first financial year, 30 of the 70 identified actions had been completed 
or commenced. Our Health, Safety and Wellbeing Committee was also established 
and provides a structured oversight of staff welfare and all health-related matters and 
supported by a revised service level agreement with the Care Quality Commission. 

Looking ahead: a message from our Chief Executive, 
Dr Colin Sullivan

As we move into the third year of our 2024–2027 strategy, we do so with a strong 
platform to build on. 2025/26 demonstrated that a small, focused organisation can deliver 
meaningful regulatory impact. We met or exceeded all our key performance indicators 
whilst implementing significant change, and maintaining the trust of the sectors we 
regulate. I am grateful to all members of the team for this noteworthy level of performance.

Year three will be about further consolidation and delivery. We will continue to embed our 
risk-based approach to inspection, expanding our use of Evaluated Self-Assessments 
and refining the Regulatory Insight Model and Index as our evidence base grows. We will 
progress our Codes of Practice review, beginning with the Research Code, which we will 
consult on in 2026/27, and start to work through the remaining Codes with the goal of 
making all of our standards clearer, more accessible, and more proportionate.
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Building on a series of actions taken over recent years to strengthen compliance in 
the Post Mortem sector, in 2025/26 we extended the formal HTARI reporting process 
to the Anatomy sector and published voluntary best practice guidance for managing 
the deceased. Looking ahead, 2026/27 will also be shaped by a significant regulatory 
exercise in the Post Mortem sector. Following findings from an inspection and in the 
context of the independent review into maternity and neonatal services at Nottingham 
University Hospitals NHS Trust, in March 2026, we are conducting a sector-wide 
Evidential Compliance Assessment and the results will be reported to the Secretary of 
State for Health and Social Care. 

This is not a step we have taken lightly, but it is the right one. We will approach the 
assessment transparently and work constructively with establishments throughout the 
process, while being unambiguous about our expectations and the consequences of 
non-compliance.

We will also consider whether consolidated guidance for neonatal after-death care would 
helpfully support professionals and the public. 

Digitally, 2026/27 will be an important year. We will complete the migration of our 
Customer Relationship Management system to the cloud, improving our resilience and 
operational capability. We will also progress work on a multi-year project to digitalise our 
licensing processes, an area where we see real potential to reduce administrative burden 
and improve the experience of the establishments we regulate. We will also complete the 
upgrade of our finance system to ensure it remains secure and fit for purpose.

We remain committed to supporting the Government’s wider ambitions. Our 2026/27 
Business Plan sets out how our work contributes to the 10-Year Health Plan for England 
and the Life Sciences Sector Plan, including through proportionate licencing, support 
for innovative treatments, and preparations for the new Substances of Human Origin 
Regulations coming into force in Northern Ireland in August 2027. We take seriously 
our obligations under the Growth Duty: to ensure that our regulatory activities are 
proportionate, evidence-based, and do not impose unnecessary burden.

We face these challenges as a small but dedicated and talented workforce. Year two of 
our People Strategy will focus on continuing to strengthen staff relations and ensuring 
our colleagues feel valued and supported. The notable improvements we saw during 
2025/26 gives us encouragement that this work is having an impact.

I want to thank Lynne Berry for her outstanding leadership as Chair. Her commitment 
to the HTA’s mission, her engagement with our stakeholders, and her support for the 
executive team have been invaluable. As she approaches the end of her term of office, I 
know I speak for everyone at the HTA in expressing our deep appreciation for everything 
she has contributed.

Dr Colin Sullivan 
Chief Executive, Human Tissue Authority
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HTA 2025-2026 Data section

Inspection numbers

Figure 1: Inspection numbers by sector 2025/26 

Table 1: Inspection numbers by sector: 2025/26

2025/26 review Human Tissue Authority

Sector Number of inspections

Anatomy 12

Human Application 70

Organ Donation and Transplantation 10

Public Display 8

Post Mortem 68

Research 58

Total 226
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Inspection type Number of inspections

Corrective and Preventative Action (CAPA) plan follow-up 8

Evaluated Self-assessment 42

Focused 74

Full 101

Investigation 1

Total 226

Figure 2: Number of inspections by type of inspection 2025/26

Table 2: Number of inspections by type of inspection 2025/26
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Inspection 
Type Anatomy Human 

Application ODT Public 
Display

Post 
Mortem Research Total

CAPA follow-
up 0 0 0 0 7 1 8

Evaluated 
Self-
assessment

0 0 0 7 0 35 42

Focused 0 66 4 0 4 0 74

Full 12 4 6 0 57 22 101

Investigation 0 0 0 1 0 0 1

Total 12 70 10 8 68 58 226
 

Table 4: Number of inspections by sector and year 2021/22 to 2025/26

Table 3: Number of inspections by type of inspection and sector 2025/26

Year Anatomy Human 
Application ODT Public 

Display
Post 
Mortem Research Total

2021/22 9 64 9 0 45 30 157

2022/23 6 74 16 4 79 31 210

2023/24 12 65 12 3 83 51 226

2024/25 12 74 9 3 80 45 223

2025/26 12 70 10 8 68 58 226
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Table 5: Number of inspections by type of inspection and year 2021/22 to 2025/26

Shortfalls

Figure 3: Number of shortfalls, by category 2025/26

Regulatory assessment type 2023/24 2024/25 2025/26

Advisory 3 3 0

CAPA follow-up 10 13 8

Evaluated Self-assessment 31 13 42

Focused 71 91 74

Full 111 101 101

Investigation 0 1 1

Total 226 222 226
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Table 6: Number of shortfalls, by category 2025/26

Figure 4: Number of shortfalls, by category and sector 2025/26

Shortfall category Number of shortfalls - 2025/26

Critical 5

Critical (Cumulative) 3

Major 284

Major (Cumulative) 87

Minor 497

Total 876
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Table 7: Number of shortfalls, by category and sector 2025/26

Figure 5: Number of shortfalls by sector, by year: 2021/22 to 2025/26

Level of 
shortfall Anatomy Human 

Application ODT Post 
Mortem Research Total

Critical 0 0 0 5 0 5

Critical 
(Cumulative) 0 0 0 3 0 3

Major 1 11 3 268 1 284
Major 
(Cumulative) 0 0 0 87 0 87

Minor 21 119 3 291 63 497

Total 22 130 6 654 64 876
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Table 8: Number of shortfalls by sector and year: 2021/22 to 2025/26

Figure 6: Number of shortfalls by establishment type 2025/26

Sector 2021/22 2022/23 2023/24 2024/25 2025/26

Anatomy 14 16 19 17 22

Human 
Application 335 276 194 267 130

ODT 3 4 5 3 6

Post Mortem 373 685 511 522 654

Public Display 0 3 0 0 0

Research 37 73 51 56 64
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Table 9: Number of shortfalls by establishment type 2025/26

Figure 7: Average number of shortfalls per inspection by sector and year 2021/22 to 
2025/26

Establishment Type Number of shortfalls

Charity 1

Higher Education Institution 36

Limited Company 71

NHS Organisation 703

Other Public Body 65

Total 876
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Table 10: Average number of shortfalls per inspection by sector and year 2021/22 to 
2025/26

Licensing 

Figure 8: Number of licences per sector (as of 31 March 2026)	

Sector 2021/22 2022/23 2023/24 2024/25 2025/26

Anatomy 1.6 2.7 1.6 1.4 1.8

Human 
Application 5.2 3.7 3.0 3.6 1.9

ODT 0.3 0.3 0.4 0.3 0.6

Post Mortem 8.3 8.7 6.2 6.5 9.6

Public Display 0.0 0.8 0.0 0.0 0.0

Research 1.2 2.4 1.0 1.2 1.1

All sectors 4.9 5.0 3.5 3.9 3.9

Anatomy Human Application ODT Post Mortem Public Display Research

Anatomy Human Application ODT Post Mortem Public Display Research
0

50

100

150

200

250

Sector

N
u

m
b

er
 o

f 
lic

en
ce

s

52

149

35

169

12

221



29

2025/26 review Human Tissue Authority

Table 11: Number of licences per sector (as of 31 March 2026)	

Figure 9: Number of main and satellite licences per sector (as of 31 March 2026) and 
number of inspections carried out in 2025/26

Sector Number of licences

Anatomy 52

Human Application 149

ODT 35

Post Mortem 169

Public Display 12

Research 221

Total 638
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Table 12: Number of main and satellite licences per sector (as of 31 March 2026) and 
number of inspections carried out in 2025/26	

Figure 10: Number of new licence applications, by year 2021/22 to 2025/26	

Sector Number of 
Licences

Number of 
Licences (Satellite)

Number of 
Inspections

Anatomy 52 8 12

Human Application 149 96 70

ODT 35 0 10

Post Mortem 169 87 68

Public Display 12 4 8

Research 221 157 58

Total 638 352 226
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Table 13: Number of approved new licence applications, by year 2021/22 to 2025/26 

(Note – this excludes “Rejected” Licence Applications)

Figure 11: Number of licence variations processed by sector 2025/26

Year Number of new licence applications

2021/22 28

2022/23 33

2023/24 33

2024/25 25

2025/26 28
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Table 14: Number of licence variations processed 2025/26, by sector

Figure 12: Number of licence variations processed by year 2021/22 to 2025/26

Sector Number of licence variations

Anatomy 80

Human Application 292

ODT 18

Post Mortem 220

Public Display 14

Research 194

Total 818
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Table 15: Number of licence variations processed by year 2021/22 to 2025/26

Living Organ Donations

Figure 13: Number of approved living organ donations by year 2022/23 to 2025/26 

Year Number of Licence Variations

2021/22 832

2022/23 866

2023/24 828

2024/25 781

2025/26 818
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Table 16: Number of approved living organ donations by year 2022/23 to 2025/26

Table 17: Number of approved living organ donations by country, 2025/26 

Year Number of approved living 
organ donations

2022/23 1,067

2023/24 1,089

2024/25 1,115

2025/26 1,165

Country Number of approved living 
organ donations

England 932

Northern Ireland 88

Scotland 95

Wales 50

Total 1,165



Table 18: : Number of emergency out of hours living organ donation approvals

Table 19: Number of approved bone marrow and PBSC donations over time 
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Year 2021/22 2022/23 2023/24 2024/25 2025/26

Number 3 1 0 1 0

Reportable incidents
Figure 14: Total reportable incidents, by sector 2025/26. 

Year 2023/24 2024/25 2025/26

Number of bone 
marrow and 
PBSC donations 
approved 

49 67 69
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Table 20: Total reportable incidents, by sector 2025/26. 

Figure 15: Number of reportable incidents, by sector and year 2020/21 to 2025/26. 

Sector Number of incidents

Anatomy 0

Human Application 305

ODT 83

Post Mortem 182

Total 570
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Table 21: Number of reportable incidents, by sector and year 2020/21 to 2025/26.  

The Human Tissue Act 2004 (Supply of Information about 
Transplants) Regulations 2024

Table 22: Number of reports received by quarter 2024/25 to 2025/26 

Sector 2020/21 2021/22 2022/23 2023/24 2024/25 2025/26

Anatomy - - - - - 0

Human 
Application 273 238 218 306 195 305

ODT 62 61 70 83 104 83

Post Mortem 101 104 146 163 152 182

Count of Reports Received per Quarter (by Received Date)

Year & Quarter 24/25 
Q1

24/25 
Q2

24/25 
Q3

24/25 
Q4

25/26 
Q1

25/26 
Q2

25/26 
Q3

25/26 
Q4

Reports of 
Reasonable 
Suspicion

0 0 1 0 1 1 0 0

Reports of 
transplants 
performed 
outside of the 
UK

10 7 12 9 9 15 13 8
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Table 23: Outcome of decision reached on reports received, by quarter 2024/25 to 
2025/26 

Digital and IT

Table 24: key annual indicators: system availability and publication of open datasets 

. 

Count of Cases Where a Decision Has Been Made by HTA on a Report (by Decision Date)

Year & 
Quarter

24/25 
Q1

24/25 
Q2

24/25 
Q3

24/25 
Q4

25/26 
Q1

25/26 
Q2

25/26 
Q3

25/26 
Q4

Referred 
to the 
Police

3 0 5 3 7 2 2 5

Not 
Referred 
to the 
Police

1 5 3 3 0 4 1 9

Total 4 5 8 6 7 6 3 14

Indicator 2025/26

System availability across our core essential functions, 
outside of scheduled maintenance routines and system 
patching

100%

Bi-annual open datasets are assessed, validated and 
published within 10 weeks of quarter end 100%
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Stakeholder Engagement

Table 25: Website metrics 2024/25 and 2025/26

*Website metrics unavailable April to July 2025

Table 26: Top 10 most downloaded items 2025/26

Website metric 2024/25 2025/26*

Webpages reviewed/updated/
amended 237 283

Website publishing and 
service request 302 176

Website page views total 492,719 424,721

Website total users 231,330 242,624

Document downloads 73,738 21,638

Document Title Number of downloads

Code A: Guiding principles and the fundamental principle of consent 3,293

Code E: Research 2,373

Code B: Post-mortem examination 1,789

HTA Guide to Quality and Safety Assurance for Tissues and Cells for 
Patient Treatment 1,663

HTA organ donation pack 1,475

Name Guidance on the disposal of pregnancy remains following 
pregnancy loss or termination 1,037

Code C: Anatomical examination 942

Post-mortem examination standards and guidance 837

Fees Table 2025 to 2026 708

HT Act flowchart (PDF 333KB) 692
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Table 27: Social media metrics 2024/25 and 2025/26 

Table 28: Number of general enquiries received, by source type 2025/26 

. 

Social media metric 2024/25 2025/26

Social content posted 463 233

Impressions/reach across content (all 
social) 67,194 58,663

Average engagement rate (across all 
channels and collectively) 5.99% 7.36%

Linkedin engagement rate 8.51% 10.03%

Facebook engagement rate 5.22% 6.06%

X engagement rate 4.5% 3.56%

Sector Number of Enquiries

Establishment 253

Professional 859

Public 252

Other 61

Total 1,425
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Table 29: Number of general enquiries received, by source type, by year 2022/23 to 
2025/26 

People

Table 30: Key annual indicators in relation to staff sickness and attrition rates 

Category 2022/23 2023/24 2024/25 2025/26

Department of 
Health 7 1 0 0

Establishment 512 393 256 253

Professional 403 634 882 859

Public 160 128 123 252

Other 224 106 17 61

Total 1,306 1,262 1,278 1,425

Indicator 2025/26

Staff sickness 2.2%

Attrition rate (excluding planned exits - Fixed Term Contracts) 9.5%

Total attrition rate 12.7%
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Data notes

1.	 The HTA routinely publishes data on shortfalls as part of our commitment to 
transparency. This data is a snapshot in time taken at the end of each quarter and 
there are occasions where data on shortfalls is captured on our systems after the 
data has been published. For this Annual Review of 2025/26 we have refreshed the 
data quoted for previous years to account for this and there may therefore be some 
minor differences between the numbers quoted here and those previously published. 
Furthermore, data on shortfalls in 2025/26 may be subject to revision when published in 
due course.

2.	 Inspection and shortfall numbers exclude activity relating to new applications or licence 
variation assessment.
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Glossary of acronyms used 

CAF Cyber Assessment Framework
CAPA plan Corrective and Preventative Action plan

CQC Care Quality Commission

CRM system Customer Relationship Management system

DIs Designated Individuals

DSPT NHS Data Security and Protection Toolkit

ECA Evidential Compliance Assessment

EDQM European Directorate for the Quality of Medicines & 
HealthCare

ESA Evaluated Self-assessment

GIIA Government Internal Audit Agency

HA Human Application sector

HFEA Human Fertilisation and Embryology Authority

HR Human Resources

HTA Human Tissue Authority

HTARI HTA Reportable Incident

KPIs Key Performance Indicators

LOD Living Organ Donation

ODT Organ Donation & Transplantation sector

PM Post-Mortem Sector

RIMI Regulatory Insight Model and Index

RMs Regulation Managers

SAEARs Serious Adverse Events and Reactions

SoHO Substances of Human Origin

UKAS United Kingdom Accreditation Service

VRA Virtual Regulatory Assessment 




