


The Cell and Gene Therapy Catapult

£70m Development Facility

e 1,200m? custom designed cell and gene
therapy development facility

*  Prime location in the heart of the London
clinical research cluster

e 120 permanent staff

£55m large scale manufacture center

e 7,200m? manufacturing centre designed
specifically for cell and gene therapies
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* Located inthe Stevenage biocatalyst

e Opening 2017
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A growing commercial field

704+ companies worldwide

371
North
America

1
10 Africa Australia
South & New

America Zealand CATAPU'.T
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An expanding field —Q2 2016

21 Approved cell/gene therapy
products worldwide

728 clinical trials being
conducted

223 Phase I clinical Trials — 192 in Q4 2015

439 Phase Il clinical Trials — 376in Q4 2015

66 Phase 111 clinical Trials — 63in Q4 2015
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Variations in product manufacture

Allogeneic MSC product

Thaw and administer
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$144

Closed cell
expansion

I

Master Cell Bank
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Before Treatment After Treatment

I

Shipment to
production facility

Primary culture on
mouse fibroblasts -
Shipment and
Surgery
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1 Second culture on
mouse fibroblasts
and Fibrin
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UK GMP cell and gene therapy manufacture 2016

>4300m?
total
cleanroom 6 gene therapy

footprint manufacturers 391 full time

employees

102
cleanrooms

22
facilities

>11800m?
total facility

16 cell therapy footprint

manufacturers
4 multi-functional
(cell and gene)
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CGT Manufacturing Centre
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Why are we building a manufacturing centre?

« To remove the capital investment risk for
cell and gene therapy companies who
need large-scale GMP manufacturing
facilities.

 The facility is a bridge to support
companies in meeting the demands of
clinical and commercial scale o
manufacture 7/ @  Stevnage

Oxford

London

e Collaborators will have control over their
process within the facility.

 Their process. Their knowledge. Their
success. Our support.
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Large-scale GMP manufacturing facility

Allogeneic and viral vector
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Samrn |
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Segregation at heart of design and operation

® Physical

® Architecturally segregated modules

® Technical corridors separate modules
® \Walk on ceilings for plant access
® Single pass HVAC dedicated to each module

® Negative pressure sinks on all module entry
and exit routes.

® Information

® Segregated data within BMS and EMS

® Hardwired & WiFi dedicated, secure Virtual
Local Area Network.
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People & material flow

Unidirectional people flows

Segregated product, material and waste flows
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VR modelling: Viral Vector Process Example

Facility layout options and configurations can be explored

Precisely modelled equipment allows:

Main Module Post-Hold
Equipment orientation m

Equipment access
Auxiliary equipment positioning
Waste and people flow

Operational space
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UK Cluster

Engineering
Support

Equipment
Suppliers

Specialist
Raw
Material
Suppliers

CGT
Facility

Module

Collaborator
People
Process
Equipment
Procurement
QA/QC

Facilities
Management

Consumable
Suppliers

Specialist
Couriers

Skills
Academy

Sterile Fill
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CGT Manufacturing Centre
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CGTMC,; (Sep 16)
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CGTMC: Ground floor (Sep 16)
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CGTMC,; Cleanroom ceilings (Sep 16)
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“Helping cell and gene therapy
researchers and companies.across the
world translate their researph INto
commercially viableand mvestable
therapies that are safe, effectlve
scalable and affordable.”
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Licensed facility

Collaborator 1

Catapult “in module”
QMS

Product Specific MAA

Manufacture, Quality
Control & Batch Release

Portable

CEO

COO

MHRA Licensed Facility

Catapult Quality Envelope

Q Dir

QP

Tailored Quality
Agreement

Collaborator 2

Own in module QMS
Product Specific MAA

Manufacture, Quality
Control & Batch Release

Independent
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Accelerated Timeline

Collaborator First Collaborator
Process collaborators process
Transfer starts move in validation
begins

Q3 Q4 Ql
15 15 16

! I I i
Facility design Construction Facility Facility
complete starts ngt\; erltci’gpﬁ ; validation
Commissioning starts
starts
Planning Handover Manufacturing
permission of building centre licensed
granted 1o CGT
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