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On Thursday 7t November 2019,
representatives from a wide range of health
organisations came together to discuss how
to optimise data collection infrastructure in
the NHS to support the market
authorisation and adoption of Advanced
Therapy Medicinal Products (ATMPs).

This report summarises the key findings
and conclusions from this year’s workshop.
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The Advanced Therapy Treatment Centres (ATTCs) Network was established 18 months ago. A
world first, the network in brief :

= is composed of three centres operating within the NHS framework; NA-ATTC (Edinburgh,
Glasgow, Newcastle & Leeds); iMATCH (Manchester) & MW-ATTC (Cardiff, Swansea,
Birmingham & Nottingham)

= addresses the unique and complex challenges of bringing pioneering Advanced Therapy
Medicinal Products (ATMPs) to patients

= is coordinated by the Cell and Gene Therapy Catapult

The UK ecosystem for ATMPs is robust. The ATTC network has, over the past 18 months, worked
to help lay the foundations for routine clinical supply. The network to date has focussed on:

Identifying key barriers to the authorisation and adoption of ATMPs in the NHS
Upskilling NHS staftf

Building data and knowledge sharing platforms/fora

accelerating standardisation across system partners

trialling digital solutions for tracking and tracing

Improving local adoption systems
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Advanced Therapy Treatment Centres

progress to date
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Future priorities

>

Preparing for rapid scale-up - embracing
new treatment modalities and disruptive
technologies

Innovative digital solutions like data
registry support — utilising integrated NHS
data

Accelerating uptake — supporting
companies and the NHS to adopt therapies
earlier

Driving best practice — developing a
standards framework for industry and
the NHS

Improving public and patient
engagement — promoting public adoption
and equitable access




Overarching considerations to improve NHS digital aTAPULT
infrastructure oo e

» Collaboration is key to facilitate co-design and
co-delivery of systems and workflow processes.

»  Use technology to work smarter, without losing

the human component. Shift from
* Reduce bureaucracy and administrative range of
processes to facilitate timely access to data. systems to a
* ATTCs should be working to break down “single
barriers in the digital infrastructure identified comprehensive
by developers and manufacturers. ’
system

Optimise Bring patients and the public onboard: the role
of the patient is only becoming more central to

atient the care pathway and once informed, patients
engagement are usually keen to share data.
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As increasing numbers of Advanced Therapy Medicinal Products (ATMPs) move through the

development pathway, they face unique barriers to market authorisation and reimbursement in
the UK.

In particular, there is a need to collect longer-term post-launch outcomes data to establish real-
world performance of these therapies and ultimately to satisfy regulatory and reimbursement
requirements. Note other innovative therapies and Medtech, besides ATMPs share that same need.

There is broad agreement amongst industry, regulators, payers and healthcare providers that
current NHS digital infrastructure is suboptimal for this purpose. To rectify this, there are a
number of key factors that should be considered.




Three models for NHS digital infrastructure to <TAPULT
support ATMP adoption oy

There are a number of models that could be implemented to modernise NHS digital infrastructure to better
meet the adoption needs of ATMPs and other innovative therapies. For example, stakeholders could:

1) Improve the existing digital infrastructure, including patient data registries and collection processes,
by upgrading individual therapy area specific data registries and collecting more data in distinct therapy
areas;

2) Create a new standalone infrastructure, designed specifically to facilitate data collection and
processing to be used across all therapy areas to support any product;

3) Create links between existing datasets and improve data capture processes to collect patient data
that is not currently being collected.

The above options were explored during the digital infrastructure workshop; the subsequent slides capture
the findings, conclusions and recommendations from the discussions held




Model One: Improve existing digital infrastructure by
upgrading individual therapy area specific data registries
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Availability of data
collection infrastructure
varies across therapy areas

» Cancer represents about 40%
of the mature ATMP pipeline;
SACT dataset collects extensive
data on all cancers in England
and is mandatory for Trusts
participating in the Cancer
Drugs Fund.

» QOutside cancer, about two-
thirds of therapy areas (with
anticipated ATMP launches in
the near future) have data
infrastructure.

* Bone marrow transplantations
and haemoglobinopathies are
relatively well served through
the EBMT and NHR registries
respectively.

Limitations with existing systems

 Raft of systems being developed and

implemented resulting in duplication and
inefficiencies; some are therapy rather than
indication specific which further exacerbates
duplication and lack of interoperability.

Registries lack critical information needed by

NICE and the NHS to inform commissioning
decisions; not all relevant clinical, economic
and humanistic outcomes are being collected.

 Variation in compliance with data entries

results in evidence gaps.

Periods of follow-up not always long enough to
address the unique needs of ATMPs.

-

Improve existing digital N
infrastructure by
upgrading individual

\_ registries J

therapy-area specific data :

This is not the most efficient
model overall.

» There is an overarching need to

prioritise resources and avoid
duplication; build around what
already exists while avoiding an
overly bureaucratic system.

It is an option for therapy areas
with relatively advanced
infrastructure for data collection
from routine clinical practice e.g.
oncology, haemoglobinopathies.

None of the current registries
are without gaps or inefficiencies
therefore investment will be
needed to improve them;
magnitude of investment will
vary by therapy area: those with
no infrastructure would require
brand new systems.

*EBMT: European Society for Blood & Marrow Transplantation registry

SACT: Systemic Anti-Cancer Therapy



Model two: Create new standalone infrastructure that

accommodates any product or therapy area
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Purpose-built design can provide
tailored solutions to key problems or
system needs and flexibility for
outcomes customisation at
individual therapy level.

High level of transparency.

Relatively easy to measure
performance.

More easily controlled and
maintained by the health system.

Facilitate standardisation and
interoperability.

For high-cost drugs and
interventions, there is a financial
benefit to be had from developing a
new rigorous digital system.

Enable adoption of therapies with
uncertain long-term performance.

Uncertainty of sustainability and
economic implications.

Risk of system inefficiencies and
duplication.

Missed opportunity to capitalise
on existing datasets and digital
infrastructure.

Challenge and complexity of
ensuring comprehensive data
collection.

/ Create new \

standalone
infrastructure that
accommodates any
product or therapy

k area /

This is not the most efficient or
effective model as it is
additional to existing
infrastructure.

There is a need to draw on existing
infrastructure rather than design
an entirely new layer of
bureaucracy and administration.

The NHS should embrace routine
data collection throughout the
patient journey.

The system must be able to
support data collection becoming
part of core, clinical care, which
will require sustainable resources
and workforce support.




Model Three: Create links between existing datasets and improve
data capture processes to collect data not currently collected
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This model is perceived by workshop

attendees as the best option.

» Facilitates capitalising on existing
datasets and infrastructure.

standardisation and o By embracing the shift away from
interoperability may be difficult to product-based registries, it is possible to
achieve. avoid the risk of data duplication.

» This model would facilitate collaboration

* Uncertainty regarding what data
has previously been collected and
where the gaps are.

 Leverage existing datasets
and digital infrastructure
more efficiently and
effectively.

* Different formats suggest

* Avoid duplication and
unnecessary costs.

 Allows more targeted data

collection to support
ATMP adoption.

Industry currently funds
the development of data
registries so they may
fund the process to bring
existing datasets together
for specialised
indications.

-

-

Create links between
existing datasets and
improve data capture
processes to collect
data not currently
collected

~

/

between regulators, providers, industry
and the NHS: stakeholders would focus
on clear product needs and data gaps,
with distinct responsibilities and defined
and achievable aims.

Given the purpose is capturing data
generated through routine clinical
practice, ownership of data solutions by
the NHS will be key for its successful
implementation across the entire NHS.
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There is widespread agreement across health policy stakeholders that it would be inefficient and
ineffective to try to improve the existing infrastructure by upgrading individual therapy-area specific data
registries. These registries do not cater well to the needs of innovative therapies like ATMPs, for post-
launch evidence generation, especially given that they do not perform well in long-term follow-up and do
not collect information required for commissioning decisions.

Similarly, the creation of new standalone infrastructure to accommodate any product or therapy area does
not solve key challenges, including system inefficiencies, and instead risks duplication of existing data and
an increase in data entry efforts.

To best support the adoption of ATMPs and other innovative therapies, current digital infrastructure must
be improved by creating linkages and interoperability between existing datasets and improving data
capture processes to collect data not currently collected.

While each model poses unique benefits and risks for industry and the NHS, this final model holds the
most potential to accelerate the adoption of ATMPs in the UK.




Recommendations on improving infrastructure for CATAPU'.T
capturing data from routine clinical practice within the NHS o o oy

To facilitate the adoption of innovative therapies like ATMPs in the NHS, there are broad
systemic changes required alongside the creation of linkages between existing datasets and
improving data capture processes to collect data not currently collected.

There is a need to facilitate a more collaborative relationship across the health policy landscape to
drive the successful co-design and co-delivery of data collection processes.

As such, industry, regulators, payers and the NHS have agreed a series of recommendations to

address these critical issues and help create a more supportive environment for the authorisation
and adoption of ATMPs.




Recommendations: Systemic changes needed to support real world evidence
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1. Improve understanding of the benefits of collecting data from routine clinical
practice: as a basis for practicing evidence-based medicine and supporting commissioning
decisions

2, Conduct a top-down review of current digital systems: include a comparative
analysis of system effectiveness across disease-areas to help drive resource allocation.

3. Identify gaps in existing datasets: improve awareness of what data already exists as
well as where the gaps remain, with a focus on the needs of innovative therapies with
limited evidence at launch.

4. Build on current digital infrastructure and examine mechanisms for
interoperability: avoid excessive duplication and unnecessary cost by improving and
cross-linking the systems that already exist.
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5. Collect data once and use often: make use of the data that already exists, which will
help make that data more useful and valuable.

6. Introduce a single source of data management within the NHS: facilitate the use
of the significant data that exists in the UK.

7. Develop a strong collaborative relationship between industry and the NHS:
NHS Digital needs to be central in the design of the digital solution and its implementation
to allow sharing of data whilst protecting confidentiality.

8. Ensure that healthcare providers lead this collaborative strategy: bring
stakeholders together to understand system needs and facilitate the development of
standards and interoperability.




catAPULT

Cell and Gene Therapy

12th Floor Tower Wing
Guy’s Hospital

Great Maze Pond
London SE1 gRT

info@ct.catapult.org.uk
Cell and Gene Therapy Catapult is committed to ensuring high standards of research integrity and ct.catapult.org.uk

research best practice in the activities we carry out. We subscribe to the principles described in Twitter: @ CGTCatapult
the UK concordat to support research integrity.

Innovate
Cell and Gene Therapy Catapult is a trading name of Cell Therapy Catapult Limited, registered in England and Wales under company number ﬁ UK
07964711, with registered office at 12th Floor Tower Wing, Guy’s Hospital, Great Maze Pond, London, SE1 9RT. VAT number 154 4214 33.




