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VACCINES, THERAPEUTICS, AND DIAGNOSTICS MANUFACTURING LANDSCAPE -
STRATEGIC FRAMEWORK
1. Introduction

1.1. Aim. This document presents a framework to support decision making related to
government support and incentivisation of domestic manufacturing capacity and
capability for vaccines, therapeutics and diagnostics (VTD). Application of the
evidence and framework outlined in this document aims to improve access to
appropriate volumes and types of medicines and vaccines to respond to future
health emergencies.

1.2. Scope. The framework proposes to do so by identifying core questions that officials
x-HMG should consider to determine government support for initiatives in the sector.
These are derived and informed by an evidence base that maps the current VTD
manufacturing landscape against a target or ideal landscape capable of responding
to a future health emergency at the scale of the reasonable worst-case scenario.

1.3. Audience. This framework is intended for internal government use by policy,
programme and funder teams in charge of policy development around promoting or
supporting the development of domestic VTD manufacturing capabilities or capacity,
either proactively (as part of established or new mechanisms that seek investment in
these capabilities) or reactively (as part of government engagement with proposals
received from stakeholders in the sector).

1.4. Evidence base and maintenance. This document builds on baseline and target/ideal
landscape analyses led by DHSC, OLS and UKHSA, in partnership with UKRI,
MHRA and in consultation with other agencies and departments. [DN: Decision on
how to maintain the evidence going forward and keep it in regular review to be taken
and explained here]

2. Structure

2.1. This framework document comprises four sections, three of which present
supporting evidence and rationale that underpin this work, and a final section that
presents the usable framework (tool) emerging from the analysis. These comprise:

¢ Identification of capacity and capability gaps in the landscape

¢ Assessment of their relative priority levels

e Setting the ambition for tackling them

¢ The framework itself, which consists of a set of criteria/principles as a tool to
reactively assess proposals presented to HMG or proactively reshape existing
or new policy initiatives in this space.

3. Capacity gaps

3.1. The tables set out in Annex A analyse the UK domestic landscape for manufacturing
vaccines, therapeutics and diagnostics. The analysis presents the information
gathered in a cross-government exercise (including available information from
industry and non-commercial facilities where available), initially carried out in the first
half of 2025.

3.2. The data is presented by modality, meaning the set or family of technology that can
be used to create specific vaccine, therapeutic or diagnostic platforms, which are the
more particular expressions of each modality that also include detail about the
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specific manufacturing processes they entail. In this sense, mRNA can be
understood as a modality where particular, manufacturer-specific expressions of
MRNA technology involving individual types of drug substance to a specific
determination could be classed as platforms.

3.3. The baseline capacity columns outline the information about available capacity for
producing drug substance, and finished drug product, under each modality. For the
purposes of this paper, drug product refers to fill-finish, packaging and any other
downstream processes.

3.4. In terms of access, this section describes existing/prospective arrangements for
government to be able to tap into the identified capacity for each capability if need
arises, including in a health emergency. This includes formal contractual agreements
with specific facilities, like step-in rights or advance purchase agreements. It will also
include a consideration of any access restrictions, including agreed restrictions on
the level of capacity that government would have access to for specific products in
an emergency, including consideration of PABS set-asides (as agreed in the
Pandemic Agreement).

3.5. The desired capacity column presents illustrative estimations of the volumes of VTD
that would be needed to respond to a health emergency at the scale of the RWCS
for each capability.

3.6. The RAG considers the status of each capability under each modality, taking into
account the level of alignment/divergence between baseline and target estimations,
the makeup of the landscape by sector and the availability of access agreements. It
includes consideration of the robustness/confidence of the data underpinning the
RAG, which can contribute to risk assessments for informing decisions to
invest/intervene to address each capability gap.

[DN: The tables are a work in progress that, in future iterations, will present more analytical
information that is being finalised, hence the blanks/TBCs. Aggregation of the analysis has
been progressed further for vaccines as a proof of concept.]

[DN: The analysis in these tables could also include further dimensions (represented as
columns) emerging from suggested, not yet started, Phase Il analysis for the underlying
project behind this work. This will provide underlying evidence for consideration of
Framework dimensions around international availability of VTD, ease of product
procurement under each modality, supply resilience considerations, and related One Health
capabilities, which could provide resilience for human health product manufacturing in health
emergency scenarios.]

4. Prioritisation of gaps

[DN: this section will present a summary of relative prioritisation of the gaps identified in
section 3, including recommendations and additional analysis of which should be taken
forward for addressing reactively/proactively as part of government engagement with the
sector. This will continue to be developed based on analysis of the information presented in
Annex A, following the overarching RAG rating of gaps identified.]

Vaccines

e Capacity strength in drug product (DP) for inactivated/live attenuated vaccines,
MRNA, viral vector. Lack of sufficient information on the protein-based landscape,
where a potential drug substance (DS) and/or DP gap might exist.
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e Gaps concentrated in DS part of the pipeline, with limited capacity for flexible DS
production spanning multiple platforms and/or modalities (except for a relative
strength in the viral vector modality), plus some gaps in a few platform-specific
processes that are not fully onshore (like DNA plasmids).

e Capacity is not flexible across platforms within modalities however - most is
concentrated on larger commercial players which do end-to-end process port their
platforms/products specifically in their sites, although with strong access agreements
in place for inactivated/live attenuated and mRNA. HMG access expectations to viral
vector and protein-based capabilities is weaker.

¢ The analysis of the landscape also shows there is a relative strength in cross-
modality flexibility for fill and finish of vaccines, with four separate companies
providing fill-finish capabilities in a CDMO model, although information about
response and access options for HMG remains incomplete.

Therapeutics

e Capacity strength in antibiotic (fermentation, semi-synthetic & synthetic) DP. Weaker
capacity for manufacturing of antivirals (fermentation) DP, although relative strength
in capacity for synthetic antiviral DP. More work needed to understand the landscape
for monoclonal antibody DP manufacturing.

¢ Interms of DS, information is more limited on whether the identified capacity is
flexible across multiple therapeutic platforms or modalities, in addition to across
administration routes and presentation formats (tablets, liquid, etc), an added
complexity when compared with the vaccines landscape.

e Access arrangements for HMG are weaker when compared to the vaccines
landscape of modalities, with a specific strength on access to monoclonal antibody
capacity (volumes unknown) where HMG has formal step-in rights to a Catapult site.

5. Level of ambition

[DN: this section will outline a reduced list of priority gaps for government
intervention/activity, based on Ministerial/senior appetite]

6. Decision-making framework

The table below is designed to be used by officials to determine the alignment of a proposal
with the existing domestic manufacturing landscape (dimension 1) and therefore understand
how it would fit into the UK’s existing pandemic preparedness capabilities. The table also
includes criteria around relevance across modalities and pathogens, existing or planned
activity, commercial viability and the expected impact of proposals (dimensions 2-5).

Completion of the below table should provide officials with an initial indication of whether a
proposal will strengthen the UK’s pandemic preparedness capabilities and therefore inform
whether that proposal should be progressed for further consideration through appropriate
routes.

Dimensions Assessment criteria Process Supporting
evidence/analysis
1. Alignment [ | Does the proposed YES to at least
with investment, or proposed one question to
landscape amendment to the fulfil
gap analysis assessment process for assessment.
the existing programme,
tackle a
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capability/capacity gap
identified in this
assessment?

Does it help diversify the
facilities available in a
priority area of sufficient
capacity and reduce
reliance on imports or
single suppliers?

Is it expected to facilitate
procurement of a type of
product that HMG
currently relies on?

Does it set up a One
Health (animal, plant,
environmental) capability
that could be pivoted in
an emergency to support
a human health capability
with an identified gap?

Relevance
across
modalities
and
pathogens

Does the proposed
investment contribute
towards a capability
needed for manufacturing
of products across
multiple vaccine and/or
therapeutic modalities?
For example, flexible
modalities (MRNA, viral
vector).

Does the proposed
investment contribute
towards a capability
needed for manufacturing
a known CCM modality
relevant against high-
medium priority pathogen
families?

YES to at least
one question to
fulfil
assessment.

Existing or
expected
activity to
tackle the
gap

Is there existing HMG
support for a similar
investment/project (aimed
at a similar
capability/capacity gap)?

Does this substantially
duplicate planned or
expected commercial
activity (either market or
government-led) to
target/exploit this gap in
the future already?

NO to both
guestions to
fulfil
assessment.

. Commercial
viability of

proposed

new activity

Is the proposed
investment expected to
be commercially viable
outside of an emergency

YES to fulfil this
assessment.
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scenario? How/through
what production?

If conditions are met and supportive evidence in alignment with gap analysis and
prioritisation is provided across dimensions 1-4, the proposed investment could be in
scope for HMG support in alignment with this framework and could be considered for an

analysis/estimation of its expected impact on capacity levels.

5. Expected
impact

If the investment goes ahead, how much of a
capacity boost for targeted capabilities would be
achieved? How will it improve scoring or RAG
rating for the capability in question?
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Annex A — Capacity Gap Analysis

Vaccines
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The target/desired UK capacity per year for each modality is estimated at 152 million doses equivalent to 2 doses of vaccine for the entire UK

population.
Capabilities Baseline UK Baseline capacity Desired UK Gab RAG ccl;:f‘ilg:eg::e
Modality Rg. uirad Capacity breakdown by Access? Capacity Asseps.sment hithe a3
q (per year) sector/site/product’ (per year) RAG dgatg

Irrelevant & Sensitive
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