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HTA Board meeting, 18 September 2025 

Agenda item 2.6 HTA Performance Report 

Purpose: for information or decision? Information 

Decision making to date? N/A 

Recommendation The HTA Board is asked to note and 

comment by exception on the 

performance recorded and the context 

provided 

Which strategic risks are relevant? Risk 1: Operational 

Risk 2: Reputational 

Risk 3: Financial 

Risk 4: Strategy 

Risk 5: People 

Risk 6: Security 

Strategic objective Efficient and Effective 

Core operations / Change activity Core operations 

Business Plan item  Senior Management Team – strategic 

direction and leadership of operational 

delivery across the organisation 

(including risk management and seeking 

opportunities for ALB collaboration) 

Committee oversight? Board only 

Finance and resource implications Various due to the range of items 

covered  

Timescales Various due to the range of items 

covered  

Communication(s) (internal/external N/A 

Identified legislative implications N/A 
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HTA Performance Report  
 

Purpose of paper 

 

1.  This paper informs the Board of the HTA’s performance at the end of Quarter 

1 (Q1) of 25/26 against our objectives and operational delivery targets. 

 

2.  In addition, it provides an early indication of the initial performance in Quarter 

2 (Q2) of 25/26.  

 

3. Core operational areas from our Business Plan with Key Performance 

Indicators (KPIs) have been included as topics within this paper, in the same 

order as that document. We have also included some additional operational 

areas for Board visibility of non-KPI performance where there is something 

noteworthy to highlight.  

 

4. Annex A provides the KPI and Project Data Overview as at the end of Q1 

(final) and Annex B gives the KPI and Project Data Overview for Q2 (latest). 

The current Strategic Risk Register is provided for information at Annex C. 

 

Ask 

 

5. The HTA Board is asked to note and comment on the performance recorded 

and the context provided. 

 

Regulation 

 

6. As shown in Annex A, two of the three Regulation KPIs were Green for 

Quarter 1 - the KPIs for the inspection target and for timeliness of decisions 

on Living Organ Donation approvals. 

 

7. The KPI for reaching a decision on 70% of new licence applications within 90 

days was amber, being just below target at 68%. One of the licence 

applications on which a decision was not made within 90 days withdrew its 

application in the first week of July, having determined that they did not need 

a HTA licence for the activities they were proposing to carry out. Had that 

happened by the end of June, this KPI would have been Green. 

 

8. Both of the Regulation-led Projects are on-track. 

 

9. The Project to consider how we might further improve our approach to Living 

Organ Donation work (and related activities) is in a pre-Project discovery 
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phase, with the initial Business Case to be considered in Quarter 3. This 

Project is expected to run into 2025/26.  

 

10. The Innovations in Inspection Project is on track, with a limited trial of a new 

approach for managing CAPAs (Corrective & Preventative Action Plans) due 

to be initiated in the second half of the year. Preparation and planning for 

implementing Evaluated Self Assessments (ESAs) in the Public Display 

sector were completed in Quarter 1, with implementation now starting in 

Quarter 2. We plan to carry out ESAs for half the sector this year (25/26) and 

the other half next year (26/27). 

 

Communications 

 

11. Social media performance was strong, with the post-mortem focus week in 

May 2025 being  our most successful to date. A LinkedIn carousel, this is a 

post where you can swipe through multiple slides or images, like flipping 

through pages in a book, achieved 70% engagement (people either liked, 

commented, shared, or clicked on it) with 177 click-throughs to find out more, 

whilst video content generated over 20 minutes watch time.  

 

12. In the first Quarter, the Communications team addressed website functionality 

challenges following the security upgrade. Working closely with the supplier, 

bug fixes were completed in May and website analytics restored by quarter-

end in June. 

 

13. The team promoted HTA's Living Organ Donation role alongside media 

coverage of the first UK birth following womb transplant and published the 

LOD data for the previous quarter. We also hosted the ODT stakeholder 

forum.  

 

Policy and Development 

 

14. In the last Quarter work has included re-developing the Project Initiation 

Document for the Codes of Practice review and progressing SoHO 

(Substances of Human Origin) Project delivery, including supporting DHSC 

and the Food Standards Agency to consider their SoHO regulations impacts.  

 

15. Another key focus for the team centred on completing a comprehensive review 

of the first year of the Duty to Report arrangements in ODT, shared at the June 

Board meeting. This review considered how the HTA implemented its 

responsibilities under the new Regulations using a proportionate, evidence-

based approach including quantitative analysis of 12-month report data, 
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structured discussions with the Living Organ Donation team, and qualitative 

insights from clinicians, police forces, and Senior Management Team members. 

 

Information Technology and Digital 

 

16. Cyber security is a key strategic priority for the HTA both in respect of 

protecting sensitive information, including patent data, and in maintaining trust 

and public confidence in the organisation, without which, we would be unable 

to conduct our work with credibility. This makes it a particularly challenging 

area for a small ALB as controls and assurances relating to cyber risk and 

vulnerabilities do not discriminate between the size of an organisation. In 

recent years the HTA has worked hard to strengthen security posture and 

significant improvements have been achieved in relation to increased cyber 

security, as indicated by the recent independent assessment against the NHS 

Cyber Assessment Framework (CAF) in June 2025 for the 24/25 year which 

recorded a high confidence and low risk across our actions and controls 

based on what was reviewed.  

 

17. There were no major concerns with IT and digital performance during Q1 or 

more recently. Our operations have remained stable, with no major or minor 

incidents leading to any wider issues. Overall performance has exceeded the 

KPIs, demonstrated by consistent 100% service uptime. Indeed, our cyber 

security posture continues to demonstrate strength and resilience. This is 

reflected in our Microsoft Defender Exposure Score, which has remained 

consistently stable around 31. (This is against Microsoft’s scoring 

framework—where 0–29 is considered Low, 30–69 Medium, and 70–100 

High—HTA’s score places us at the very lower end of the Medium range, 

bordering on Low). When benchmarked against similar-sized ALBs, HTA’s 

score is significantly better than the average, underpinning our proactive 

approach and ongoing commitment to safeguarding our systems and data. 

This achievement is a direct result of our ongoing efforts to reduce exposure, 

leveraging Microsoft’s tailored recommendations to continuously strengthen 

our defences.  

 

Corporate Services 

 

18. Performance remained on track against our KPIs for responding to enquiries 

and to Freedom of Information (FoI) requests which are both Green.  

 

Finance 

 

19. The table below is a summary of our financial position as at 31 July 2025 and 

our forecast for the year ending at 31 March 2026. An update by the 
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components of our year-to-date net surplus is detailed below. 

 

 

20. Income – the year-to-date position on income is £106k surplus to budget and 

this is driven by: 

• An increase to ring fenced RDEL - £50k more than budgeted due to 

increased non-cash income which covers the depreciation/amortisation of 

our assets. 
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• Our licence fee income is above budget by £37k the bulk of which relates 

to application fees (£33k) which have not previously been budgeted for 

and income from HA licences (£4k).  

• Other income is above budget by £19k which relates to a bad debt written 

off prior year now recovered being offset by the secondee income 

previously received for the Head of Finance salary.  

Half of the total cash grant in aid RDEL drawdown has been received with the 

remainder due in September 2025.   

21. Expenditure – year-to-date the expenditure is under budget by £23k. Below 

are explanations for the significant variances to budget: 

 

• Staff costs are underspent by £24k and recruitment costs by £11k due to 

some vacant posts that are due to be filled in the Autumn slightly offset by 

increased employer National Insurance costs for board member salaries. 

• Other non-salary staff costs are overspent by £49k relating largely to travel 

and subsistence (£28k) which is in line with the increased level of 

inspections taking place and training (£15k) relating to an SMT coaching 

course. 

• ICT development is currently showing a year-to-date underspend of £28k 

but it can be seen in the forecast outturn that it is anticipated to be spent.  

The profile of spend will be adjusted for the 2026/27 budget period. 

• Conference and project costs are currently underspent by £49k due to a 

delay in some projects. 

• Legal and professional fees are overspent by £30k due to an increase in 

the external audit fee and ongoing legal cases where costs are 

unpredictable. 

 

22. Early forecasts on the anticipated outturn have been completed in month 3 

and 4 which suggested a significant overspend would materialise, but this has 

allowed SMT to make early decisions to ensure that we maintain our quality 

service provision whilst lowering costs to avoid an overspend at year end.  We 

are currently forecasting a modest overspend by £30k at the end of the year, 

but additional work is in progress to improve this forecast further.  

 

23. The actions we have taken to mitigate the overspend have included 

rescinding the ability for staff to sell annual leave in September (there will be a 

further opportunity to do so in March 2026, if affordable), reducing spend on 

recruitment costs, removing project contingency, savings on the HR shared 

service contract and doing a deep dive into all budget lines, releasing small 

amounts that we have determined are not required this year. 

 

24. We have, however, identified the need to increase the forecast outturn in two 

areas, for legal costs due to enhanced activity in-year and for travel and 

subsistence costs in order to be more in line with the outturn from the 
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previous year. We will continue to review and refine the need for legal opinion 

as we move through the coming months, and we have taken mitigating action 

to keep travel and subsistence costs affordable.  

25. In addition to internal pressures, DHSC has issued an in-year moratorium for 

25/26 on new uncommitted spending in relation to grant funded activities.  

While our GIA (Grant in Aid) is only a small part of our funding, as the majority 

of our funding is raised from licence fees, we have agreed that we will review 

other spending decisions which are not already committed and consider 

alternative approaches where this is feasible without our essential activity 

suffering.   

 

26. Debtors at 31 July 2025 – our debtors at the end of July 2025 stood at £91k 

represented by 15 establishments. Of this, £85k was from the current financial 

year, 2025/26, with the remainder being older debt. Of the current year 

overdue invoices, three related to licence holders going through revocation, 

and another licence holder has queried charges with the Licensing Team. A 

breakdown of total debts by sector (at the end of July) compared to the same 

period last year is below. 

 

 2025/6 2024/5 

Sector Number of 
establish- 
ments 

Value % Number of 
establish- 
ments 

Value % 

NHS 9 £49,555 54% 36 £247,993 46% 

Government 
bodies 

0 £0 0% 3 £89,903 17% 

Non-
Government 
bodies 

6 £41,840 46% 35 £196,059 37% 

Total 15 £91,395  74 £533,955  

 

 

Audit and Risk 

27. The latest version HTA Strategic Risk Register is provided at Annex C.  

 

28. The People Risk remains above tolerance, although SMT consider  the risk is 

lower than in previous quarters due to the work flowing from the people strategy  

and the positive pulse survey.  

 
29. The Finance Risk has increased in its likelihood and stems from the Q1 

forecast outturn position. Much work has been done to mitigate that position 

and the overall forecast outturn is greatly improved. However, there are also 

pressures arising from the overall picture for DHSC.  As result, the DHSC 

Finance DG has issued a moratorium around uncommitted spending, although, 

there are exceptions such as H&S, travel, subsistence, pay settlements and in-

year awards, and learning & development. As we don’t have as much certainty 
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in our financial position going forward into Q2 due to the external pressures 

faced, we have moved the risk to above tolerance.  

30. We also moved down to slightly below tolerance the assessment of the risk 

assigned to the possibility of a successful cyber-attack or a data loss. Whilst we 

believe this to be a more accurate reflection of the current status of the risk, 

given the significant improvements achieved to reduce exposure and 

continuously strengthen our defences, there is no complacency on the part of 

HTA personnel in continuing to take a proactive approach to safeguarding our 

systems and data, and we continue to review this risk regularly. 

31. All other risks have been reviewed but remain stable. 

Health and Safety 

 

32. There were no new Health and Safety incidents reported in Q1 (nor in Q2 to-

date). We have been supported by colleagues from the CQC Health & Safety 

Team in completing risk assessments and in reviewing H&S related policy such 

as the Driving at Work Policy.   

 

33. A new Service Level Agreement is currently with the CQC legal team and 

allows HTA to benefit from a wide range of Health and Safety advice and 

support.  
 
34. The new quarterly Health and Safety Committee held their first meeting with 

representatives across all business areas in attendance.  

 

Human Resources 

 

35. While our attrition rate remains unchanged, a pulse survey conducted at the 

end of Q1 and suggests that the direction of travel coming from the People 

Strategy work is positive.   

 

36. Our staff sickness remains low and below target, and the current managing 

absence policy is being updated.    

 

Quarter 1 summary 

 

37. At the end of Q1 the overall Business Plan RAG rating is Green: 

 

38. Core operations: 11 of our 14 KPIs are either Green or necessarily nil returns 

at this point in the year. 1 is Amber (new licence decisions) and 2 (both in the 

same area of focus – attrition) are Red and the performance levels for these 3 

items are broadly as anticipated. 
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39. Change activities: we are on track to deliver all the must-do Projects that we 

have committed to for 25/26.  

 

Quarter 2 early insights 

 

40. Details of early Q2 performance are given at Annex B: 

 

41. The current overall Business Plan RAG rating remains Green: 

 

42. Core operations: our KPI performance remains positive and has not materially 

changed at the start of Q2.  

 
43. Change activities: we remain on track, with our final 25/26 Projects still to bring 

online being progressed through early discovery conversations. 

 
44. On the debt front, the picture has further improved during August and the 

outstanding debt has been reduced to a total of £76k with only £2k (from one 

invoice) unpaid from the prior periods (i.e. before April 2025).  

 

Recommendation  

 
45.   The HTA Board is asked to note and comment on the performance recorded  

and the context provided.  
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Annex A – Quarterly Board Data Overview, 25/26 Quarter 1 Final Position 

Core Operations 
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 uarterly
  

 eported

 uarterly
  

 eported

 uarterly

        compliance assessments across all sectors  reported  uarterly

against planned allocation 

 
 
 
 
  
  
 
 

     
 eported

 uarterly
  

 eported

 uarterly
  

 eported

 uarterly
   

 eported

 uarterly

     ecisions reached on     of new licence applications within    days of

the application fee  eing paid  rolling annual average   reported  uarterly 

                                 
        of panel and non panel cases actioned within    and   wor ing days

respectively  reported monthly 

                    

  A  A

 
  

                  

                                  
        system availa ility across our core essential functions, outside of

scheduled maintenance routines and system patching  reported monthly 

 
 
 

     eported Annually
    Bi annual open datasets are assessed, validated and pu lished within   

wee s of  uarter end  reported annually 
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Change Activities 

                                                          

 ommentary for Board  eview
 un

  

May

  

Apr

  
 ponsor ro ect

The  ro ect remains at Am er due to ongoing resource limitations.  hile  A A

review and trial modelling continue to progress, the upcoming final report for    

 hase   anticipated in  uly  may influence the overall delivery schedule         

                                                            

AAA ic y Harrison nnovation in inspection
        

 
 
  
 
  
  
 

 ot started  although pre  ro ect discovery is already ta ing place, including Board

discussions                                
    ic y Harrison

Living  rgan  onation

approvals
        

The  ro ect remains on trac , with an Am er rating due to potential  esource

constraints and an unconfirmed  udget.  n  une, progress continued on  roducts

mapping, with further cross  usiness engagement underway ahead of a   

progress update                                

AAALouise  ineley
 u stances of Human

 rigin         

 hase   progressing through a high level review of relevant  odes and processes,

including documentation from the      su stantive  eview                          

                                      

   Louise  ineley
 eview of  odes of

 ractice
           

The  ro ect is progressing well, with a documented  elivery approach, process

map, and defined  tage  ates.  ollowing  A  su mission,  esources have  een

secured  returning the  ro ect to a  reen status                                   

 AALouise  ineley

 mplement  hange

Authority Board process

within  nformation

Technology
         

 ot started                                         
 atrina Leighton 

Hearn

 eplace our current

finance system          

The  eople  trategy launched to drive organisational improvement, with the

 mplementation  lan and   progress presented to the  emuneration  ommittee in

 une                                       

   
 atrina Leighton 

Hearn

 mplement our  eople

strategy
           

 n trac  to deliver all       items as planned   All  MT ro ect delivery 
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Annex B – Quarterly Board Data Overview, 25/26 Quarter 2 Latest Position 

Core Operations 
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        system availa ility across our core essential functions, outside of
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     eported Annually
    Bi annual open datasets are assessed, validated and pu lished within   

wee s of  uarter end  reported annually 
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 eported
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         of    s   reedom of  nformation re uests  responded to

within    wor ing days  reported  uarterly 
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 eported

 uarterly
  

 eported

 uarterly
  

 eported

 uarterly
 .  

 eported

 uarterly
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 eported
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 eported
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  A

 eported
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no more than      reported monthly 
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Change Activities 

                                                          

 ommentary for Board  eview ul    un   May    ponsor ro ect

The  ro ect remains at Am er due to ongoing  esource capacity constraints.

 rogress continues with the  A A review as well as trial modelling. However, the

pu lication of the      hase   report impacted progress in  uly  trial e pected to

commence in                                                                  

AAA
 ic y

Harrison
 nnovation in inspection
        

 
 
  
 
  
  
 

 ot started  although pre  ro ect discovery is already ta ing place, including Board

discussions                                
   

 ic y

Harrison

Living  rgan  onation

approvals
        

The  ro ect remains on trac , though potential  esource constraints and an

unconfirmed  udget continue to present  is s, reflected in the Am er rating.  n  uly,

the team continued development of  roducts mapping.                                

AAA
Louise

 ineley

 u stances of Human

 rigin         

The  ro ect is on trac .  hase   has  een completed, resulting in a systematic

review paper that outlines the findings and proposed ne t steps. The paper is

scheduled to  e presented at August s   MT.                                

   
Louise

 ineley

 eview of  odes of

 ractice
           

The  ro ect is progressing smoothly.  ey advancements include the development of

the  hange Management  rocess and  olicy, alongside the integration of  ecure 

 y  esign principles.                                      

  A
Louise

 ineley

 mplement  hange

Authority Board process

within  nformation

Technology
         

 ot started  although pre  ro ect discovery is already ta ing place, including

Benefits discussions                                   
   

 atrina

Leighton 

Hearn

 eplace our current

finance system          

The  ro ect remains on trac . The   pulse survey has  een completed, and

current efforts are focused on delivering  ey Milestones                                   
   

 atrina

Leighton 

Hearn

 mplement our  eople

strategy
           

 n trac  to deliver all       items for       as planned   All  MTTotal  ro ect cohort 
  



HTA 27-25 

HTA meeting papers are not policy documents.  
Draft policies may be subject to revision following the HTA Board meeting 

16 



Risk dashboard Page 2

Operational Yes 8 - 8

Reputational Yes 9 - 9

Financial Yes 12 ▲ 9

Strategy Yes 9 - 9

People Yes 12 ▲ 9

Security Yes 8 ▼ 9

HTA Total 6

Residual risk Tolerance levels Tolerance level

Risk Dashboard

Current risk?Team

This dashboard provides a total count of risks 
against risk categories

HTA 27-25 Annex C



Operational Page 3

Likelihood Impact Risk level Likelihood Impact Risk level

3 5 15 2 4 8

Risk owner
Link to 

strategy

Operational risks

August 2025

We have a major regulatory failure with negative consequences for members of the public, broader stakeholders and staffRisk name

Risk levels

Inherent risk levels Residual risk levels

Optimal risk level

Updated by Nicolette Harrison Updated date

Tolerable risk level

Nicolette Harrison Approach to regulation Trend since last update ↔

Risk tolerance

5 8 At tolerance

A significant regulatory failure could be due to people or process (or a combination).
 - 'People' failure could be due to competence (relevant factors - training, expertise, experience) or capacity (individual or collective)
 - 'Process' failure could be due to systems, policies or procedures. This could include reference to inspection models which deploy fewer inspectors and a greater use of 
remote or self-assessment methodologies.
Length of existence of HTA and increasing cumulative volume and complexity of regulated activities may also increase the chances of a failure
Failure to seek legal advice where appropriate could lead to decisions being taken without full consideration of all relevant regulatory legal risks

Management 
commentary

-
on current live 

risks

Management 
commentary

-
views on 
mitigation

 - Well-established core regulatory processes eg Regulatory decision-making framework including police referral policy and process; evidenced by Internal Audits
 - Training and development: Structured induction for new staff; Directorate training / away days; provision for conference attendance; corporate staff training
 - Recruitment exercises are used positively to seek a broad range of suitable knowledge, skills and experience across sectors
 - Regulatory priorities by sector are re-assessed annually as part of business planning, with some (limited) capacity to reallocate resource in-year
 - Whilst specialist legal advice is sought for novel or complex matters, a risk remains that any potential successful legal action or claim relating to an isolated regulatory 
failure could be perceived externally as systemic and negatively impact the HTA's reputation
 - Sir Jonathan Michael's extensive Phase 2 report into the handling of the deceased in various settings reflected well on the HTA's actions to further strengthen our 
activities, with only one minor operational recommendation for the HTA to formalise current informal incident reporting arrangements for the Anatomy sector.

Risk external interdependencies Control arrangements Owner

Changes in the legislative framework
Legal challenge

Control arrangements are considered effective with a regulatory function that provides an increasingly wide range of proactive 
and targeted regulatory assessments to modernise and strengthen the HTA's approach to fulfilling its core regulatory functions 
that are responsive to emerging risks. Examples from recent years include the developments of Virtual Regulatory 
Assessment, Evaluated Self-Assessment, Evidential Compliance Assessment and the revised Data Collection Exercise.
As such, the HTA continues to modernise and evolve its control arrangements, including through a significant increase in 
inspections. 

Nicolette Harrison (Director 
of Regulation)



Reputational Page 4

Likelihood Impact Risk level Likelihood Impact Risk level

4 4 16 3 3 9

Risk owner
Link to 

strategy

Reputational risks

August 2025

Our reputation as a trusted expert authority is at risk if misunderstanding about human tissue use and regulation overshadows our 
expert guidance, potentially undermining public confidence and regulatory compliance across sectors we regulate. Risk name

Risk levels

Inherent risk levels Residual risk levels

Optimal risk level

Updated by Louise Dineley Updated date

Tolerable risk level

Louise Dineley Trust and confidence Trend since last update ↔

Risk tolerance

9 9 At tolerance

Externally published narrative and interpretation 
of the HTA's role

Delivery of the HTA communication plan for 2025/26 to support proactive comms related to the activities delivered.      Ongoing 
publication of open data sets with focus on highlight an insight offer through the Annual Review of the impact of HTA activities.                                                                                                                                                                        
Increased and targeted use of communication channels such as targeted social media weeks to extend the reach and 
understanding of the HTA's work

The 20-year existence of the HTA (Human Tissue Act 2004) coupled with "a quickening of the pace of change, innovation and improvements in all sectors" creates increasing 
complexity. HTA regulates over 800 premises across 6 sectors, with growing technical complexity creating more opportunities for misinformation to emerge.
Professionals working in the establishments we licence demonstrate knowledge gaps in HTA regulations with limited training capacity to keep staff current on complex and 
evolving issues in the regulation of tissue 
HTA is "a lean organisation" with high attrition rate and limited resources for rapid response to misinformation or misunderstanding of the HTA's role.  The increased use of AI 
has the potential to add to misunderstandings and misconceptions of teh HTA's role.
Website search functionality improvements explicitly deprioritised as "won't do for 25/26” couple with digital infrastructure gaps limit ability to analyse and leverage "wealth of 
information, data and insight"
Stakeholder feedback indicates guidance is inconsistent and difficult to locate on digital platforms and implementation of "remote or self-assessment methodologies" creates 
distance between regulator and regulated bodies, which could create more opportunities for misinformation to spread. 

Management 
commentary

-
on current live 

risks

Management 
commentary

-
views on 
mitigation

HTA communication plan for 2025/26 will focus on 6 themed weeks to shine a light on key areas, developing 10 external case studies and news stories and converting key 
documents to HTML, improving accessibility and findability.
HTA stakeholder engagement approach should help prioritise engagement with high-influence stakeholders, improve information sharing across HTA to ensure consistent 
messaging and continue to deliver quarterly engagement preferred by stakeholders.
HTA has a critical incident response plan, which includes a critical incident response plan tested annually (April 2025).  The Head of Comms has completed Government 
Communication Service training on misinformation and disinformation and crisis communications.
The combined activity will continue to help build understanding of the HTA.                                                                                                              Advice & Guidance is 
continually reviewed by the HTA to reflect to provide direction and supported through our response to enquiries.

Risk external interdependencies Control arrangements Owner

Director of Data, Technology 
& Development 



Financial Page 5

Likelihood Impact Risk level Likelihood Impact Risk level

4 5 20 3 4 12

Risk owner
Link to 

strategy

Financial risks

August 2025

Failure to be financially sustainable and/or to meet efficiency expectations of the Spending Review and other requirementsRisk name

Risk levels

Inherent risk levels Residual risk levels

Optimal risk level

Updated by Katrina Leighton-Hearn Updated date

Tolerable risk level

Katrina Leighton-Hearn Whole Strategy Trend since last update ↑

Risk tolerance

8 9 Above tolerance

The HTA are facing uncertainty both due to ALB review and the Spending Review (SR).  There is also a moratortium in place now for uncommitted spend.
The reduction in GIA means that our reliance on variable fee income has increased from around 80% of total income to around 95%. The risk that fee activity will fluctuate 
from budgeted levels is now greater than in previous years. That, alongside greater variability in inflation, means there is an increased risk of both over and underspend in 
expenditure.
The nature of the regulatory work of the HTA is such that it could attract legal challenge, which in itself will pose a financial risk to the organisation.  We have one such legal 
challenge and our legal costs are expected to be overbudget because of it.
The experienced long standing Head of Finance left at the end of June 2025, and the new substantive starts on 1st September.
There are potential financial implications stemming from the people strategy. 
Q1 Finance Forecast is showing a potential overspend of c£300k but sufficient mitigation has taken place and we anticipate that this will be £30k forecast overspend at 
month 5, with more work ongoing.

Management 
commentary

-
on current live 

risks

Management 
commentary

-
views on 
mitigation

Director of Finance attends regular DHSC Finance meetings and we have a dedicated Finance Business Partner at DHSC who keeps us abreast of developments
particulary around the current SR.
Fee model in place and is reviewed periodically. The model gives flexibility around increasing fees where we experience possible future reductions in our
grant-in-aid, coupled with the annual financial planning that takes a bottom up approach and includes detailed staff budgeting.
An interim Head of Finance is in place to cover until end of September.
There are sufficient reserves in place to cover any unforseen circumstances, in additon to being underwritten by the Department should the HTA find itself in litigation. 
Have raised the legal pressure with DHSC to ensure the ball in rolling for conversations with Treasury, awaiting form.
SMT have discussed the month 4 forecast outturn and agreed a number of mitigating actions. 
Am discussing our GIA with Dept of Health

Risk external interdependencies Control arrangements Owner

DHSC - further efficiency pressures on 
GIA budgets (RDEL and CDEL)
DHSC - inability to secure sufficient 
funding in upcoming Spending Reviews

Budget management framework to control and review spend and take early action when diverging from budget 
Close engagement with DHSC sponsors and finance, with timely openness about financial position and pressures 
to allow amendments to budget/access
Cash reserves ensure that there are no short or medium term pressures on meeting financial liabilities and would 
allow sufficient time to approach our sponsor Department to provide cover in extremis.
Financial projections, cash flow forecasting and monitoring, good communications between finance and 
operational teams allows robust financial management.
- Robust licence fee modelling and rigorous debt recovery procedure ensures income comes in as expected.
- Annual external audit and internal audits of financial processes and control environment to identify weaknesses 
in procedure.
- Horizon scanning for changes to DHSC funding and networking with DHSC and ALB FDs regarding Spending 
Reviews, etc to ensure we can engage effectively
- Fully staffed finance team allows recovery of the debt backlog

Katrina Leighton-Hearn
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Likelihood Impact Risk level Likelihood Impact Risk level

4 4 16 3 3 9

Risk owner
Link to 

strategy

Strategy risks

August 2025

Risk tolerance

Updated by Louise Dineley Updated date

Risk levels

Inherent risk levels Residual risk levels

Optimal risk level Tolerable risk level

9 9 At tolerance

Risk name We fail to keep pace and adapt to innovation, growth and reform.  

Management 
commentary

-
on current live 

risks

The start of 2025/26 has already identified a number of areas for potential change including a review of ALBs, regulatory reform, opportunities for digital and tech developments 
as part of a drive for greater efficiencies and the growth of different areas of life sciences either through emerging technologies or innovations in practice that are not currently 
regulated. In addition to opportunities for growth and development, the HTA is also preparing for the introduction of the Substances of Human Origins regulations.   This level of 
change is significant and it is essential that the HTA has capacity to engage with the system and contribute to the changing shape of regulation through the lens of safe use of 
human tissue.  The HTA is acutely aware that the phase 2 report from the Fuller Independent Inquiry may make recommendations that inform and makes changes to the 
management of the deceased across a range of settings (regulated and those not currently regulated).   The HTA coordinates its modernisation as part of a phased and 
prioritised programme.  The pace of change at scale to supplement the existing strategic vision will be informed by the Spending Review (June 2025) and any centrally directed 
wholesale system change.

Management 
commentary

-
views on 
mitigation

The priorities of the HTA's Strategy 2024-27 set out a strategic vision that embraces, change, innovation and reform, and aims to support  the central mission through the 
framed delivery of its activities.  The 4 priorities (approach to regulation; use of information, efficient & effective and trust and confidence) set out an ambition to be realised over 
the three year period with the support of delivery via the annual business plan.  This phased delivery supports continual review and responsiveness to any changes in the 
landscape or to operating practices.  Looking forward we need to consider and promote the wider contribution that the HTA offers to the wider health and life sciences systems, 
an example of this is the SoHO regulations programme over the next 2 years.

Louise Dineley Whole Strategy Trend since last update

Risk external interdependencies Control arrangements Owner

Extensive change and reform to the 
system

Continued engagement and contribution to changes.  Use of insight gained through regulation to strengthen the 
HTA's authoritative voice to proactively and positively inform opportunities for reform and change, whilst continuing 
to promote and safeguard the existing use of tissues and cells.

Director of Data, Technology 
& Development
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Likelihood Impact Risk level Likelihood Impact Risk level

4 5 20 3 4 12

Risk owner
Link to 

strategy

People risks

August 2025

   Not having the people we need who are trained properly and well-motivated to do all the things we need to deliverRisk name

Risk levels

Inherent risk levels Residual risk levels

Optimal risk level

Updated by Katrina Leighton-Hearn Updated date

Tolerable risk level

Katrina Leighton-Hearn Efficient and effective Trend since last update ↓

Risk tolerance

9 9 Above tolerance

We currently have 60 employees at the HTA, with approximately half of these in the regulation space.  
Our current KPI shows stable attrition rates that we hope will come down by the end of the year, suggesting that the work being done is aligning culture to our values -  we 
must also recognise that attitrition is also linked to the size of the organisation and the lack of opportunity for advancement.
Staff Survey in 2024/25 suggested there were pockets of discontentment in regards to motivation, morale and committment to the HTA.
There is a combined risk with financial sustainability because areas to explore in the people strategy may have financial implications such as training, use of new performance 
systems and a potential change to the HTA pay structure in 2026.

Management 
commentary

-
on current live 

risks

Management 
commentary

-
views on 
mitigation

A People Strategy has been written to address all areas of concern, significant work to date has already been undertaken and verbal feedback suggests that we are beginning 
to influence change in the culture of the organisation.  Quarterly reviews will begin to assess impact of changes and start to highlight the areas of most concern that will need 
to be addressed. The People Strategy will maintain a flexibility to adjust according to priorities. 
A pulse survey has taken place to test the impact that the work to date has been having on the organisation, and it appears positive.

Risk external interdependencies Control arrangements Owner

CQC, DHSC

- Board Approved People Strategy for the period 2025 - 2028 that focuses on valuing and supporting employees to deliver 
effectively. 
- Monitoring and reporting of the progress in the implementation of the People Strategy tracking measurable actions [from Q1 
2025]
- Revision of people policies and procedures that protect staff, including sickness management 2025/26
- Strengthen L&D and induction processes to ensure staff are equipped to succeed in their roles [included in People Strategy]
- Leavers / handover process formalised via a checklist to ensure corporate knowledge is retained and encourage staff to 
complete exit interviews 
- SLA in place with CQC for HR services

Katrina Leighton-Hearn
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Likelihood Impact Risk level Likelihood Impact Risk level

4 5 20 2 4 8

Risk owner
Link to 

strategy

Security risks

Risk tolerance

9 9 Below tolerance

Risk levels

Impact of Spending Review on the 
HTA's ability to maintain an ongoing 
level of investment

The improvement programme to support continued development of our systems and controls through prioritised 
an annual investment . Our ambtion is one of continual improvement to ensure we remain responsive to the 
changing presentation of risks and threats.  As far as possible cyber security and data loss will be mitigated by 
secure designs, with the reliance on human behaviours as a last line of defence.  Monitoring of our systems and 
their performance is a standing item at each ARAC meeting with operational reports provided to the Director of 
DTD on a monthly basis.

Director of Data, 
Technology & 
Development

Management 
commentary

-
views on 
mitigation

Our Digital and IT Strategy provides a roadmap for achieving the ambition and the required resilience against the risk.  The Strategy is a three year strategy with significant 
progress made in year 1 to provide a foundation for further developments subject to ongoing and planned investment in core systems and interfaces.  There are plans in 
2025/26 (from Q3 onwards) to start the work to bring any remaining systems back into support .  This is expected to extend into 2026/27Q3 onwards).   A work programme 
to strengthen our information and records management is currently being drafted.  This will help manage our information and recovery through clear storage and renetion 
protocols.  It is anticpated that this programme will commence in late Q2 / early Q3 priorirised to meeting external requirements.  Ongoing strengthening of our security 
performance is part of our commitment to continual improvement.  In June we submitted the HTA's assessment against the Cyber Assessment Framework.  Our 
assessment was independently validated in part with an overall positive rating and outcome.  In September the HTA will begin its preparation for the 2025/26 CAF 

Risk external interdependencies Control arrangements Owner

Inherent risk levels Residual risk levels

Optimal risk level Tolerable risk level

Updated by Louise Dineley Updated date August 2025

Risk name
Failure to invest, maintain and use IT systems in line with business needs and security standards could result in a successful cyber 
attack or data loss

Louise Dineley Use of information Trend since last update ↔

Management 
commentary

-
on current live 

risks

Over the last 12 months the HTA has targeted development activity to strengthen its IT secuity posture and resilience of its systems to minimise data loss or downtime of 
our systems.  This resilience and reliability is critical for day to day remote working and increasing level of mobile working.  The increased and continued threat from cyber 
attacks means that our systems and controls (policies, processes and people) are subject to continuous improvement and updating.  An immediate priority is to ensure our 
systems are maintained, kept up to date and are supported.   Currently there is one system that is not supported although there are plans to replace this is in 2025/26.  This 
risk is currently accepted  and is being managed locally.  The threat posed from cyber crime is increasing and requires controls to be continually reviewed.  In addition to 
focusing on controls we also need to mitigate the potential impact of a successful attack.  The impact and disruption to the business and its delivery of effective regulation 
has the potential to be significant.  The speed of any recovery and its completeness determined by continuing exposure to known vulnerabilities, data and information loss.
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Risk Scoring Matrix 
5. Very 
High 

5 
Medium 

10 
Medium 

15 
High 

20 
Very High 

25 
Very High 

4. High 4 
Low 

8 
Medium 

12 
High 

16 
High 

20 
Very High 

3. 
Medium 

3 
Low 

6 
Medium 

9 
Medium 

12 
High 

15 
High 

2. Low 2 
Very Low 

4 
Low 

6 
Medium 

8 
Medium 

10 
Medium 

1.Very 
Low 

1 
Very Low 

2 
Very Low 

3 
Low 

4 
Low 

5 
Medium 

Likelihood 

Risk score = 
Impact x 
Likelihood 

1.Rare 
(≤3%) 

2.Unlikely 
(3%-10%) 

3.Possible 
(10%-50%) 

4.Likely 
(50%-
90%) 

5.Almost 
certain 
(≥90%) 
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