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Innovation in Inspection

Purpose of paper

1. To provide the Board with an update on our progress in innovating our
approach to inspection activity through the Review of Inspections Project and
the development of Evaluated Self-Assessments (ESASs).

2.  This paper sets out current early thinking on prioritisation for implementation of
options emerging from Phase 1 of the Review of Inspections Project and the
steps we have taken to continue in-house innovation through the development
and piloting of ESAs.

Action required

3. The Board is asked to note our plans to continue to innovate our approach to
inspection and to make any strategic comments they feel pertinent.

Background

4. The HTA has devised, trialled and implemented various innovations in
inspection in recent years, including introducing Virtual Regulatory
Assessments (VRAS).

5. We have supplemented our home-grown approach to innovation through
financial investment in the Review of Inspections Project.

6. We are currently considering the outputs of the initial report from Phase 1 to
determine priorities to take forward for implementation. We will be considering
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next steps for Phase 2, including any further refinement of scope, through our
2024/25 planning.

ESAs are an internal development from within operational delivery, building on
previous innovations. The ESA concept was developed over the latter part of
2022/23 and is being piloted in the Research sector in the first half of 2023/24.

Review of Inspections Project

8.

10.

11.

12.

13.

14.

Four wide-ranging themes emerged from Phase 1:

a. Planning and scheduling of regulatory activity;

b. the use and effectiveness of VRAs;

c. segmenting Regulation Managers workload; and
d recording and reporting of data.

Annex A presents some key findings from Phase 1 in diagrammatic form. Key
findings include:

a. ‘post-inspection activity’ amounted to up to 60% of the time spent on
‘inspection-related activity’; and

b. hybrid inspections and some VRAs were taking significantly longer than
purely on-site inspections because of an increased amount of time being
spent reviewing documents online.

Phase 1 also captured other qualitative data and quantitative observations,
including frontline insight, which we will be critically assessing with colleagues
across the HTA over coming months.

Our initial high-level assessment of anticipated ease and costs of
implementation against likely impact (benefits and disbenefits) identified some
options to be adopted through continuous improvement processes, and to be
incorporated in scope for the 2024/25 business planning process.

These included further refinement and development of our policies and
processes focusing on improving efficiency, removing redundancy and ensuring
that activities are truly risk-based and proportionate, including our approach to
assessment and management of shortfalls.

A fundamental review and change to processes is out of scope as this would
require significant change and investment in our systems, including CRM.

We also plan to improve resilience and flexibility by ensuring that all Regulation
Managers are competent across at least two sectors.
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Options requiring a fundamental redesign of processes and technological
solutions, and therefore to be considered for the longer term, is replacing
Inspection Workbooks, making inspection findings fully digital to include
searchable shortfall data, and streamlining the end-to-end CAPA process.

Options requiring structural change, such as new functional units for discrete
elements of the inspection process, are not considered a priority.

Prioritising continuous-improvement type change through BAU delivery in
2024/25 is not cost or impact-free. However, we believe this approach will be
cost effective and is more likely to result in manageable change and rapid
delivery of benefits. The 2024/25 planning process should ensure we fully
capture and address costs and impact across the whole organisation.

Benefits will include reduction in average time spent on the inspection process,
not least, less time spent on document review and post-inspection activities.
Increasing the efficiency of inspections is a key facilitator of the drive to address
the risk of sectoral harms through greater knowledge and, where appropriate,
greater coverage of our sectors through suitably targeted, risk-based and
proportionate inspection processes. Improved efficiency should also enable us
to free-up frontline resource from inspection processes towards other key
regulatory functions.

Evaluated Self-Assessments (ESAs)

19.

20.

21.

22.

The HTA has been developing ESAs as an addition to our portfolio of
inspection types. Initial development and piloting has been in the Research
sector, beginning with a limited test and learning trial of 7 ESAs in Q2.

We intend to incorporate learning from the initial pilots into refined templates
and processes in preparation for a more extended trial in the second half of the
year and aim to undertake 30 by the end of the year.

Key matters to be finalised include reporting the outcomes of ESAs, how to use
the outcomes to inform risk profiling, if, when and how ESAs could be adopted
in other sectors and identifying the optimal solution for undertaking the self-
assessment questionnaire (given we are currently using Microsoft Forms).

Decisions on next steps will be taken as part of the business planning process
for 2023/24, including how best to take forward the development and adoption
of ESAs in the 2024/25 inspection programme.
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Recommendation

23. The Board is asked to note our plans to continue to innovate our approach to
inspection and to make any strategic comments they feel pertinent.
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Annex A: Key findings Review of Inspections Project

(Figures 1-6)

Figure 1: As-is inspection process indicating breakdown of time spent on each phase
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Figure 2: Graphical representation of changes in inspection numbers pre- and post-
Covid

Inspection activity increased by ~25%, and the duration decreased by a similar percentage
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This is partially due to the increase in number of solo and themed inspections
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Source: Inspection Scheduling Spreadsheet
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Figure 3: Profile of different types of inspection by sector

Each sector has a unique profile for increasing activity, as evidenced by variation in
the uptake of VRAs/hybrids

Proportion of inspections by assessment setting and sector VRAs [l Hybrid - Physical
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All 100%
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—~
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ODT |6% 59% 35%

Source: Inspection Scheduling Spreadsheet
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Figure 4: Overview of shortfall findings by criticality level across all sectors and in the
PM sector

The severity of shortfalls has increased significantly. This is driven largely by the
PM sector

Change in shortfalls across all sectors by i Change in shortfalls in the PM sector by
severity ! severity
(1%) % Increase % Increase
A * 18119 - 22123 G30%> "18/19 - 22/23

1176

: 707
Cntlcal/_ﬁ_ % +767% % @

Major (19%) : 615
389 +74% ! 5 +128%
e
Oqfn 345
151 (49%)
(28%)
: 950
Minor
81%
(81%) 752 _ o
64% -21% | -14%
= (72%) 337
(48%)
Pre-Covid ("18/'19)  Post-Covid ('22/'23) Pre-Covid ("18/'19) Post-Covid ('22/'23)

Source: All shortfalls 18-19 to 22-23
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Figure 5: Graphical representation of time spent on key aspects of the inspection
process

Hybrid inspections take longer than physical inspections, partly due to virtual
document reviews taking more than 3x as long to complete
Estimated time taken (hours) to complete components of an inspection
20.5
17.0
8.0
8.0
10.1
Visual
observation
Physical Hybrid VRAs
Mote: Hybrid inspection time is calculated assuming a virtual document review and physical site inspection
Source: Survey results from the Regulation Day MS Form
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Figure 6: Inspection process with summary of average time spent on the main

elements

the creation and follow-up of CAPA plans

Pre-inspection During inspection

The ‘“tail’ of the inspection accounts for ~60% of RM productive time, largely due to

Proportion of RM time spent during the inspection process across three phases,
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Wide range of time taken due to:

= Varying level of detail documented causing
variance in output quality and workload

= Varying methods for completion e.g., some
RMs take their notes directly into the workbooks
while other type their notes then copy and paste
information into the workbooks

N.B.The actions recorded are not exhaustive and the time taken in each step is based on
feedback from the RM survey; see page 22 for a detailed map of inspection process

REG-GD-008 Conducting a routine HTA site visit

Source: REG-SOP-103 Preparing for a routine HTA site visit ; REG-S0P-013 Scheduling Regulatory Assessments |

Creating CAPA plans
Currently take up a
significant amount of RM
time due to the CRM
system being “clunky,”

~1 hour to create a CAPA
per shortfall
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