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BSI - Accelerating progress towards a fair society and a sustainable world

. . . Established in 1901, BSI was the world's first
84,000 clients in 93 countries... National Standards Body and operate as a

non-profit distributing organisation
incorporated under Royal Charter

By Royal Charter

BSI is the UK's national member of
international standards bodies, providing a
platform to influence ISO, IEC, and EN
standards.

We were responsible for originating many of the world’s most used
management standards and publish around 3,000 standards annually.
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What are Standards?

Standards are an agreed way of doing
something

Standards could relate to making a
product, managing a process or
delivering a service

Standards are open, consensus-based
documents, developed by thought-
leaders who share an interest in
improving how things are done

Standards represent the distilled
wisdom of what ‘good’ looks like,
helping to make things work properly,
and improve the way organisations
do things
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Rigorous governance and

consensus building
BSI are experts in developing
methodological rigour through
applying robust governance and
processes to develop consensus-based
materials

@

Cross sector networks and

international context
We have hundreds of committees and
work across all sectors with knowledge
and broad networks globally. We
operate in 160+ countries and have
delivered consulting projects
internationally, with ability to influence
large IGOs

&

Impartiality
As a royal charter and non-profit
distributing company, we have a strict
governance for neutrality; we are not
susceptible to industry influence, and
always promote drive fairness and
inclusivity across all our work

é_T
X
Formalisation journey and
link with the ISO system

As a national standards body we
operate as part of a wider quality
infrastructure system under ISO; we
have the ability to influence, can
formulate convergence and support
the journey to formal standards

1991999
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The Value of Standards to the UK Economy

By setting clear benchmarks for safety, quality, and interoperability, standards support businesses in
reducing costs, increasing efficiency, and accessing new markets.

AlEEEEPF~
D 37.4% of annual UK GDP SMEsoare
£6 .1 b n ; of UK productivity growth can be 41 /0 more likely
7 growth can be 28 40/ attributed to to export if they use
: a attributed to ¢ o standards, standards and larger
of additional UK exports per year can standards equivalent to companies are 36%
be attributed to standards £8.2 billion

more likely to export

— In an increasingly complex and competitive global
— economy, standards are essential to ensure long-term
w resilience and innovation.

*£8.2bn

is the amount that 730/ .

e o They provide a common framework that enables
of companies say that . 5 g 0
standards allow greater businesses to scale efficiently, adopt new technologies

control of environmental
problems

with confidence, and navigate regulatory landscapes.
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@ The Economic Contribution of Standards to the UK Economy

— Centre for Economics and Business Research



What can BSI provide?

Standards Partner

Better use of existing content

Knowledge
Management

Analysis of @ Training and New
current guidance of New project @ guidance or

practice vs @ international standards operating

standards standards procedures

Standards
and Content
Landscaping

Consensus
building and
benchmarking

“Voluntary standards that describe agreed good practice can be a great enabler of innovation,
playing a critical role in bridging the gap between brilliant ideas and commercial success.”

Lord Callanan, Minister for Business, Energy and Corporate Responsibility - from Standards for the Fourth Industrial Revolution
© 2024 BSI Group - Strictly Confidential « All Rights Reserved


https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1004999/Standards_for_the_Fourth_Industrial_Revolution.pdf

Partnering with Innovate UK to support innovators

Innovate
UK

« BSI has a long-term, strategic, relationship with Innovate UK underpinned by an overarching
Framework Agreement

- The Framework covers our role, as the UK’s National Standards Body, in leading standardization
activities - from consensus building and industry engagement to standards creation, and sharing

and enabling the use of best practice

« We help innovators bring new products to market, the scaling of innovation and UK leadership

« We also work with the wider UKRI ecosystem, including the Catapults network
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What are we doing with Innovate UK today?

We're leading strategic programmes, with Innovate UK, enabling safe, sustainable innovation, scaling
and growth in areas as diverse as Al, transport and critical materials. For example:

BridgeAl Business Growth Toolkit Future Flight

As a strategic programme Providing access to over 111,000 We're leading a UKRI-funded

partner, we provide standards standards for SMEs, inc. live online | | programme to enable safe trials,

support to SMEs across key training on the benefit of demonstrations and

sectors to accelerate participation in standards and the industrialization of new classes of

development and adoption of AL opportunity to comment on draft air vehicles through standards.
standards at public consultation
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UK Industrial Growth Strategy

Security of supply

Economic security and resilience

Geopolitical shifts, COVID-19, and Russia’s invasion of Ukraine have exposed
vulnerabilities and dependencies within the global trading environment.

Tackling these challenges and building a strong economy are complementary
objectives — the UK's long-term growth needs to be secure and resilient, including by
building a secure supply of critical goods. Building on the UK's existing strengths in
areas such as life sciences, renewables and emerging technologies - for example Al -
the UK can grow the economy and project strategic leadership at the forefront of

Our economic security objectives for the industrial strategy will be to:

* promote key sectors in the economy which drive growth and strengthen economic
security

* reduce supply chain and other vulnerabilities in growth-driving sectors which could
harm their long-term growth or ability to deliver eritical outputs

* ensure national security risks inform the approach to driving growth in these sectors

Our industrial strategy, including our partnership with the Industrial Strateay Council,
will help us think strategically about how we prioritise in support of these objectives. N et Ze ro

Innovative Manufacturing processes

geopolitical competition, while being better placed to respond to future shocks. /

Decisions that government and business make in th
impacts, and there will be choices to make. Ourindu Net zero

ShU_I_t'a“d long-term considerations to deliver growt] Tha UK is committed to sustainable growth — growth that is aligned with our net zero
resilient. and environmental objectives.

The UK approach will demonstrate global climate leadership, including focusing on
supporting the clean energy mission. It will build a strong domestic industrial base
across services and manufacturing to gain strategic economic advantage - creating
good, well-paid jobs in the green sectors of today and of the future. This includes
opportunities presented by the circular economy.

The net zero objectives for the industrial strategy will be to:

+ capture the growth opportunities of the clean energy mission and net zero transition

* jdentify and support clean energy industrial sectors with the greatest growth
potential.

+ align sector plans with net zero and environmental objectives

Life sciences

Over the next decade, the life sciences sector holds enormous potential to drive
economic growth and productivity while significantly improving health outcomes for
thousands of patients across the country. This sector delivers goods that are critical to
the functioning of our economy and society and increases the UK's resilience, for
example, to epidemics. Recent breakthroughs, such as the development of promising
new vaccines targeting cancer, underscore the transformative impact of the sector. The
UK's life sciences sector offers unparalleled opportunities for future economic growth,
propelled by:

* new discoveries

* data availability

o Al

* groundbreaking treatments

* personalised healthcare

* innovative manufacturing processes

Crucially, the UK's life sciences sector is built on a strong foundation, with over 6,800
businesses in 2021 to 2022 that generated over £100 billion in turnover [fo2inote 821
The UK is also home to 4 of the top 10 global universities for life sciences and medicine,
and with the expertise of the NHS, the UK is a global hub for innovation [f2otnote 891

There is an opportunity to renew the UK's leadership in life sciences, strengthening and
supporting the areas where the UK is already effective alongside bold innovation and
collective partnership, with business, academia, and the health system to drive
economic growth and build an NHS fit for the future.

The sector sits at the intersection of healthcare innovation and cutting-edge
technologies offering immense potential to transform public health, enabling people to
live longer and healthier lives, and boosting productivity, while driving high-value job
creation and attracting significant investment.
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UK Life Sciences

ABPI MMIP report

Follow the green, high-tech road:
A path to UK growth, net zero and health resilience
from innovation in medicines manufacturing

ﬁ ) . 4 '-:' 7 4".\\\
@ l{@ _,\_ { ( | /]
Environmentally R
Priorities : sustaina bl_e e Delivering by 2033
: manufacturing

Global leaders in Internationally recognised £1.1bn over four years for + 26,500 new jobs in meds
net zero medicines standard for medicines sustained, predictable il
manufacture : manufacture and accessible innovation - -
: funding and investment - &m uiﬂx—i
: ) < o 90,100 jobs in the economy
Destination country for Technology and innovation 5
advanced therapies | foadmap for environmentally * 160 new investments
and manufacturing sustainable medicines « £3.4bn GVA per annum

technology manufacturing - -
* Nr ~nanies meet
netzerow.

Infrastructure to enable Net

Aresilient UK © Zero medicines manufacture

manufacturing base

Life science pro-innovation foundations

+ Secure a leading global talent base, including providing additional funding for flexible biomanufacturing skills
building on the successful ATAC and ATSTN programmes

+ Internationally competitive R&D tax credits, including relief for capital expenditure, and long-term certainty on
capital allowances

+ A medicines manufacturing investment 'front door’

+ Improve the UK commercial operating environment

+ Strengthen health resilience through trade policy and streamlined regulation
+ Develop a UK medicines manufacturing investment dashboard

Innovate UK SMMIP Program -
Critical Enablers

Scope — The Critical Enablers

Projects must also Y D[ID
demonstrate how they 2:8 &J = 0

W|" addreSS bOth Circularity PrOdUCtE“f’flitZiea;\E;source
Critical Enablers

Regulation — an integral part of enabling the adoption of innovation in
pharmaceuticals manufacturing and is sometimes considered a barrier to
delivering change following technical innovation. What regulatory issues
are raised by the innovation and how will the project address these?

Green Chemistry

Measurements, Standards & Data — with a focus on the development of
common techniques to enable comparable measurement and reporting of
resource efficiency metrics across the sector and supply chain, without
which there are barriers to effectively measuring the impact of innovation
and enabling adoption.

Innovate
UK
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https://www.abpi.org.uk/publications/follow-the-green-high-tech-road/

Measure environmental impact of medicines - LCA

BSI is working with a multi-stakeholder, consensus-driven standard for defining and aligning terminology, methodologies, and
measurement of environmental impact of medicines through lifecycle assessments (LCA).

Sponsor 1 Sponsor 2 Sponsor 3
Pharma LCA UK DHSC NHS England
i * - : (Greener NHS +
PAS 2090 C%Qi?sﬂgiﬂg OffI(Ee of Life Medicines Value
Markets Initiative Sciences Access)
Pharmaceutical products -
Product category rules for BSI
environmental lifecycle CONSENSUS
standard

assessments

Specification

Steering Group 12-15 stakeholders
(academics, regulators, healthcare
procurers, generics + innovative
manufacturers, independent experts)

Technical Author

*Pharma LCA Consortium - a consortium of nine global pharmaceutical companies have come together via the
Pharmaceutical Environment Group (PEG) - with support from the Sustainable Markets Initiative (SMI)
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PAS 2090 - UK-led, global implications

We have a diverse community of over 300 participants in the
PAS Digital Hub, representing 27 countries across all regions.

I Academia

e o - o o - -

NGO/AID
Consultancies

Trade bodies

Healthcare Clinician
5%
Procurement
B —e o e e o e e

| Govt & Regulators :

Academia

Interested
8%

parties / other
33%

External Affairs -
commercial
9%

UK
EU

126
107

Americas 51

Government &
Regulator
13%

Asia 24

Africa 2

Healthcare &
Pharma Industry
26%

PAS 2090 - Pharmaceutical
products: Product category
rules for environmental

lifecycle assessments -
Standard coming soon

Join the Hub now

co

BSI-hosted
mmunity digital

hub for stakeholder

engagement,
awareness,

education, and

consultation

@ Communities

Steering Group  Sponsor Group

Discussions

Media & Insights Calendar

NHS

B ©° @5
UleScences 7 L]

+ Create~ & = A @ courtneysoulsby~

Resources  Activity

Search... Q

Welcome back to the Environmental Impact of Pharmaceuticals

Standards Hub

Getting started

We're pleased to have you with us as part of the Environmental Impact of Pharmaceuticals Standards Hub. Here you will find all the latest updates as to the
development of the standard. Please feel free to join (or start) conversations in the discussions, or view the media and insights section.

® Latest Insights

PAS development updates  12/08/24

PAS 2090 Agreed Scope

Following the introduction of the PAS, and sharing

PAS development updates  06/08/24

PAS Scoping Validation meeting
Below you will find insights on the recent scoping
all

validation meeting for PAS 2090, Pharmaceutical |
products - Product category rules for.

View more —

PAS development updates  30/07/24

Introducing the Pharmaceutical..
We're pleased to introduce the standard PAS 2090,

Pharmaceutical products - Product category rules
for environmental lifecycle assessments -

Upcoming Events

6‘1' Indicative PAS development
timeline: Steering Group
review of the first draft

01 October 2024 Uritl 31 October 2024

v Indicative PAS development
timeline: Steering Group
comment resolution
meetings

01 November 2024 Unitl 30 November
2024

® Indicative PAS development
timeline: Public consultation
01 February 2025 Unti 28 February

UK origin -> Global implications
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Antimicrobial Resistance - antibiotics waste pollution in the environment

“Antibiotic Manufacturing Standard” and BSI Kitemark- sets and verifies criteria for measuring safe concentrations of antibiotic discharge in waste streams
into the environment.

[ ) = ) | )

AMLa L ELE DL G UN General Assembly High-Level Meetin
UK DHSC 2024-2029 National Action Plan on subscription model - responsible on Antimicrobial Resis)t,ancge (AMR) PoIiticagI
AMR - here - references to the industry manufacturing requirement - Declaration includes the Antibiotic
standard and BSI certification Antibiotic Manufacturing Standard + BSI .
. Manufacturing Standard developed by BSI.
AMR Kitemark.
Scottish Welsh % . . .
Dopwmar S SO | b Ensure NHS antibiotic
De:::me:ecfHea\lh(NonhemIreland) S tender Compliance
s
i =" Antibiotic manufacturers require BSI AMR
Policy paper Kitemark Certiﬁcation
Confronting antimicrobial resistance :
2024 t0 2029

Updated 8 May 2024

Commitment 9.4 - Standards for manufacturing and waste management

We will collaborate internationally and with industry partners to promote the
development and use of global standards and certification systems for
environmentally responsible antimicrobial manufacturing in human and
veterinary medicines.

Applies to the environment.
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https://www.gov.uk/government/publications/uk-5-year-action-plan-for-antimicrobial-resistance-2024-to-2029/confronting-antimicrobial-resistance-2024-to-2029

BSI Programme g
Support

@



Innovate UK Programme Services Overview

Through a wide range of Innovate UK programmes, support has been provided to competition winners, grant
recipients and other stakeholders through standards-centric guidance and advice.

The aim is to help grant recipients identify and prioritize existing standards that address barriers to adopting best
practices in their sector.

Standards Landscaping and Standards Strategy Standards-centric Support Embed new approaches
Content Research
» Standards roadmap:

« Understanding of relevant recommendations for standards » Technical consultancy about « Marketing and Engagement
standards and content already in frameworks and pathways existing standards
existence towards wider goals - Webinars, workshops, published « One-to-One guidance for

material, grant recipient support, competition winners

* Detailed mapping and analysis of + Relevant committees / working reports, thought-leadership

existing content groups / steering groups. «  Workshops and Seminars

» Bespoke training packages
+ Interactive standards landscape
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Future Flight Standards Programme: Enabling safe trials and industrialization

Landscape and roadmap

« Interactive standards landscape

* Roadmap development -
enabling industrialization

@

Future flight systems —
Vocabulary

June 2024 Version 2

New standards

Flex 1903 - Vocabulary
Flex 1904 - Operational Design Domain

PAS 1905 - Guidance for new entrants
and scaleups

Flex 1906 - Means of compliance for
SORA

Welcome back to the Future Flight
Standards Hub

" Latest Discussions

Future Flight Standards Hub

* Access and understand standards
» Explore the landscape and roadmap

« Help drive future standards
development

- Join: future-flight.bsigroup.com/

© 2024 BSI Group - Strictly Confidential « All Rights Reserved


https://future-flight.bsigroup.com/

BSI's BridgeAl standards support

BSI is a strategic delivery partner of the BridgeAl programme, focused on standards and regulatory
guidance, helping accelerate development/adoption of Al technologies, and reducing risks for SMEs.

Standards BridgeAl Standards Events &
training Community resources

T 5= BridgeAl




@

Thank You

BSI Group

389 Chiswick High Road
London, W4 4AL

+44 345 080 9000

bsigroup.com
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