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Industry Challenges

Meeting Our Industries Objectives to Be More Patient Centric
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Efficient Supply Chain

ﬂ Lower Costs

~_/| Adaptability to Market
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Process Intensification
z Higher Productivity

~_/| Improved Efficiency

] Adaptability to Market
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Speed / Time to Market
/] Adaptability to Market

| Multi-Product Facilities

ﬂ Lower Costs

Market Objectives

Z Higher Productivity
Z Improved Efficiency
Z Adaptability to Market

Z Multi-Product Facilities

Z Lower Costs
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Sartorius | G-CON Collaboration

Sartorius and G-CON Collaborate to Deliver Sustainable,
Flexible cGMP Facilities Faster

Sartorius

= Scalable solutions from PD
through Commercial
Manufacturing scales

* End-to-end Single Use Solutions
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Facility Design & Fabrication | Site
[ Installation, Commissioning and
BRI \alidation




Sartorius | G-CON Collaboration

Combining G-CON Rapidly Deployed Cleanroom PODs® with
Sartorius Integrated Bioprocess Solutions is a win-win!

Speed

Cost

Qualification

Delivers

Flexibility

Sustainability

* Trademark registered in the European Union

Rapid facility prefabrication timelines of <6months
Accelerated installation and qualification

Predictable bioprocess workflow and facility costs
Lower footprint, reduced HVAC driving lower running costs

Simplified commissioning with pre-qualified PODs
Pre-qualified bioprocess solutions with minimal onsite testing

Easily duplicated across multiple sites with flexibility to move or
reconfigure when required

Small footprint facilities reducing energy & utilities use
Potential to repurpose, relocate to minimize construction
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G-CON POD Cleanroom® Solutions
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G-CON PODs® Solutions

Global Leader in Prefabricated and Modular Cleanroom
Solutions

Adoption of prefab methodologies, enabling
Pl with the following benefits:

Z Shorten timelines

:|~/ Reduce footprint

MAL/PAL
z Simplify project execution - / ol
ﬂ Reduce operational expenditure L st —

Z Adapt and Scale without interruption

z Transportable for relocation
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Sartorius Process Consulting
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Sartorius Integrated Solutions

Configurable and Modality-Specific end-to-end Solutions

Sartorius Conceptual Designs

z Configurable, Modular Equipment
z SU Consumables including Flow Kits
z Automation & Data Acquisition

ﬂ Service, Training & Support

SARTORILS




Sartorius Integrated Solutions for pDNA

Commercial Scale Solutions for pDNA Production

Mycap CCX® Biostat® B-DCU Biostat® MO SU STR Sartoflow®  Sartoflow 1000 Sartocon®  Hollow Fiber
' Advanced sC
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CIM Monolith
Sartopore © Platinum Sartoflow®  Sartoflow® Sartopure ® PP3 + Alkalizator Flexsafe® Pro Mixer
OctoPlus Sartopore® 2 XLG Advanced  Expert SU DEAE (Capture) + Sartopure GF Plus | Sartoclear Flexsafe ® 3D

FF® C4 HLD (Polishing)
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Sartorius Integrated Solutions for Gene Therapy

50L End-to-End AAVS8 Production Process

ol ] , . , . Lysis and

Mycap-CCX Biostat® RM 20 FectoVIR® -AAV Biostat STR® 50 Tween & Nuclease
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Harvest clarification TFF1 TFF2 Polishing TFF3 Sterile filtration
Sartoclear® DL75 + Hydrosart® 300 kDa CIMmultus® SO3 Hydrosart® 100 kDa CIMmultus® PrimaS  Hydrosart® 100 kDa Sartopore® Evo
Sartopore® 2 XLG Monolith Monolith
Sartoflow® Expert SU Sartoflow® Smart Sartoflow® Smart
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& 5| ™~ & e .'_,}_J T @l h’\ t_ ] Analytics:

Capsid titer — ELISA
Genome titer — ddPCR
HCP — ELISA

HCD - ddPCR

E/F — PATfix, Octet
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Case Study

Project Blackhawk
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Case Study

Setting out with a Plasmid DNA Process to Establish the
Parameters for Optimal Process Layout and Facility Design

= Mass balance & ® Process flow = Equipment selection ® Room layout & ® Automation &
media-buffer verification diagram and sizing Material & Personnel flow Integration Concept
including Data Analytics
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Deliverables GMIP facility ready for
Facility Design & Manufacture Fabrication & Installation production
Integrated GMP production facility with
Bioprocess Solutions & Services Efficient & Cost-effective Processes process equipment, dedicated air
handling, building management
Seamless Project Execution Automation & Data Strategy system (BMS), fire protection, and
electrical and process utility
Early Regulatory Feedback Sustainable Construction & Operation distribution.
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Case Study
Project Overview

Owner
s NIIMBL

Location
§ STAR Campus, University of Delaware (Newark, DE)

Funding Sponsor
§ NIST, Department of Commerce (under 70NANB21H085)

Project Stakeholders

§ Project Manager: University of Delaware
§ EPCM: IPS Engineering

§ Prefab Cleanroom Provider: G-CON

§ Process Technology Provider: Sartorius
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Case Study

The Solution

Combining of Sartorius and G-CON platform technologies
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Summary

Sartorius and G-CON Collaborate to Deliver Sustainable,
Flexible cGMP Facilities Faster
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Thank You

Mandar Dixit Peter Makowenskyj
Mandar.dixit@sartorius.com pmak@gconbio.com
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