
DAY 1



Time Room 1 Room 2 Room 3 Room 4

Making business sense out of automation Strategic data, analytics and insight management Innovation in processing technology Speeding up commercialization

11:00 - 12:30 11:00 - 12:30 11:00 - 12:30 11:00 - 12:30

CORE SESSION 1 CORE SESSION 2 CORE SESSION 3 CORE SESSION 4

RAPPORTEUR: Reserved

#scalability #cost #scalability #cost #quality #scalability #access #quality

RAPPORTEUR:  Ruth McDermott, Regenerative 

Medicine Segment Leader, Sartorius Stedim

CO-RAPPORTEUR: Michael Maguire, CEO,  Avectas

RAPPORTEUR: Dr. Nina Bauer , VP of Business 

Development, FloDesign Sonics CO-RAPPORTEUR:  Lutz Uharek, Expert in Cell and 

Gene Therapy, MD, MBA , Charité
CO-RAPPORTEUR: Dr. Fabio Fachin ,  Head of Cell 

Therapy Engineering and Automation,  Takeda

RAPPORTEUR: Matthew Marsh,  Biomedical 

Engineer, Hitachi Chemical Advanced Therapy 

Solutions

CO-RAPPORTEUR: Jim Furey,  Founder and General 

Manager, PendoTECH

08:00 - 09:00

Registration

10:25 - 11:00

Networking Break

09:00 - 09:15 - Chair's Introduction- Anemocyte

09:45 - 10:25 Plenary Discussion

"Automation is not an option anymore, it is the present and the future of this industry. How can CGT developers drive the next generation of automation, drawing on lessons learned from other industries such as 

pharmaceutical or heavy manufacturing?" - DISCUSS

What concepts from industry 4.0 can help unravel the complex 

cell and gene therapy supply chains?

Can we follow a similar industrialization path as other 

industries for scaling-up cell and gene therapy production? 

What concepts are applicable?

Is it feasible to strive towards real-time, seamlessly integrated 

information flow needle-to-needle? 

1). Increased demand for therapeutics that have more than 

one delivery step eg Cellectis, Allogene (viral + electroporation/ 

non-viral)

2). Demand for solutions in gene editing that provide 

equivalent results between lenti and electroporation/ non-viral 

such that guide optimisation can be done with a more cost 

effective technology

3). Rise of LPN technology for non viral ex vivo cell engineering

4). Potential use of non-viral technology in vector production

5). Other advantages / potentials in viral + non-viral cell 

engineering

Considering the variety of technology providers and 

proprietory nature of manufacturing technology, how will this 

impact the industry's ability to pick and choose technology that 

matches their processes best?

Let's discuss processes with flexibility and interconnectedness 

in mind. Considering aspects such as standardisation, 

interoperability of data and interfaces.

Seamless transfer between platforms - realistic?

What will point of care look like in an ideal scenario with 

simplified, automated but still centralized manufacturing? 

How can manufacturers account for deviation in results as well 

as differences in bedside care? Better patient 

monitoring/analytics? Better technology?

How can the industry engage clinicians and point of care 

personnel in earlier stages of development?  

What can Industry 4.0 offer to Advanced 

Therapies?

Automating the convergence of viral and non-viral 

technology to future-proof advanced therapy 

manufacturing 

Flexibility, modular technology and plug & play - 

are those concepts applicable to our 

manufacturing platforms?

09:15 - 09:45 - Keynote

Francesca Pasinelli, General Manager, Telethon 

How can automation make point of care easier but 

not replace it?

10:25

08:00

11:00

09:00



Time Room 1 Room 2 Room 3 Room 4

Making business sense out of automation Strategic data, analytics and insight management Innovation in processing technology Speeding up commercialization

15:30
15:30 - 16:00 

Coffee Break

12:30
12:30 - 13:00 

FEEDBACK LOOP

Rapporteurs will share main highlights from their discussion, paying special attention to how our four themes were covered: #scalibility #cost #quality and #access

13:00 13:00 - 14:00

LUNCH

14:00
14:00 - 15:30

GROUP I: NETWORKING ACTIVITY

Networking is a critical component to growth and innovation within the CGT field and something we take very 

seriously at the SIG. The event is usually hosted in a remote location to encourage growth of a ‘community’ onsite. 

In additon, we always include at least one very unusual networking activity to help breakdown barriers. For 

example, in 2017 we hosted "Highland Games" and in 2018 a competition at London's Crystal Maze. 

This year's networking activity is guaranteed to add a Milanese twist to the series - to be announced soon!

GROUP II: TECH TOUR

The SIG exists to make the decision to invest in automation (and what to invest in) easier. We have therefore 

created a small, carefully curated exhibition floor of new and innovative technology solutions to help people 

understand exactly what’s on offer.

During this activity slot, attendees will go on a ‘tech tour’ of the exhibition where they have the opportunity to see 

live demo and get answers to their tech and service questions

#SIGnetworking #SIGtechtour



Time Room 1 Room 2 Room 3 Room 4

Making business sense out of automation Strategic data, analytics and insight management Innovation in processing technology Speeding up commercialization

16:00 - 17:30 16:00 - 17:30 16:00 - 17:30 16:00 - 17:30

CORE SESSION 5 CORE SESSION 6 CORE SESSION 7 CORE SESSION 8

RAPPORTEUR: Reserved

#cost #quality #scalability #quality #quality #access

17:30 - 

21:00

17:30 17:30 - 18:00 

FEEDBACK LOOP

Rapporteurs will share main highlights from their discussion, paying special attention to how our four themes were covered: #scalibility #cost #quality and #access

Considering the expense associated with automation, is there 

space in the industry for an intermediate solution - automation 

supported by human intervention? What processes should we 

prioritize to automate and which could remain manual? 

What is the right size for automation? Given individual 

production capacitites, where on the scale of minimum to 

maximum automation is the sweet spot? How can we help 

developers find it?

Is there technology available that would allow to solve the 

bottleneck of multiple-batch sampling? Alternatives to 

multiplex systems? Can these systems be validated? 

Release criteria - how do we find the right set of measurables 

as early as possible? 

Automated release integrated with insight such as real-time 

visibility into starting materials - a distant dream? 

END OF DAY 1 - DINNER, DRINKS AND EVENING ACTIVITY

RAPPORTEUR: Giuliana Vallanti,  Development & 

Quality Control Director, Molmed

RAPPORTEUR: Alaina Schlinker, Manager, 

Application Support for Cell Therapy, Fresenius 

Kabi CO-RAPPORTEUR: Reserved

CO-RAPPORTEUR: Nadège Grabowski , 

Industrialization Manager,  Celyad

CO-RAPPORTEUR: Robert Smith , Director,  Smiro 

Qualitas Ltd

CO-RAPPORTEUR: Sam Kent,  Vice President, Bio 

Life Solutions

16:00

Navigating the cost and time of automation - full, 

partial or anywhere in between?
Automating the analytics of quality

Automating downstream - harvesting, washing, 

cell concentration, formulation, fill/finish, and 

preservation

Automating chain of identity and chain of custody 

to simplify logistics and get treatments to patients 

faster

This session will explore new and exciting technology in 

harvesting, washing, media exchange, formulation, 

cryopreservation and fill/finish to aid efficiency in 

downstream processing

How can we simplify and streamline COI and COC as 

patient numbers grow, without compromising on quality 

of information?

Updates in track and trace technology

To implement electronic systems that orchestrate 

activities and precise timing of events across the supply 

RAPPORTEUR: Geoff Ball, Manager Cell Therapy, 

Invetech



DAY 2



Time Room 1 Room 2 Room 3 Room 4

Making business sense out of automation Strategic data, analytics and insight management Innovation in processing technology Speeding up commercialization

09:00 - 10:30 09:00 - 10:30 09:00 - 10:30 09:00 - 10:30

CORE SESSION 9 CORE SESSION 10 CORE SESSION 11 CORE SESSION 12

#scalability #quality #scalability #cost #access

10:30
10:30 - 11:00

FEEDBACK LOOP

Rapporteurs will share main highlights from their discussion, paying special attention to how our four themes were covered: #scalibility #cost #quality and #access

08:00

09:00

Developing standards in tubing and connectivity - what 

happened since SIG 2017? 

Digital connectivity in bioprocessing - once physical 

connectivity standards have been established, the next step 

will be to ensure compatibility in connecting interfaces for data 

collection and analysis. In this session attendees will discuss 

potential challenges to achieving this.

08:00 - 09:00

Registration

Cross industry communication - exploring 

opportunities for consortia, working groups and co-

development projects

Cell production monitoring and analytics - a look 

towards articifial intelligence

Machine to machine connectivity physically and 

digitally - next steps

Designing a rapid manufacturing process with 

distributed production moving towards points of 

care 

One of the challenges in getting treatment to market quickly 

and efficiently is lack of available tools and technology tailored 

to specific processes and/or budgets as therapy developers 

scale up production. 

In this session, attendees will aim to identify areas in which 

therapy developers and technology providers can work 

together to provide solutions for the rest of the industry

How can therapy developers accelerate the development of 

new devices?

Automated solutions in cell analysis and imaging are already 

here. How will AI revolutionise this space? 

Using machine learning to analyse culture environment - 

processing data on oxygen, ph levels, etc... to gain valuable 

insight on cell condition (CASE STUDY).

How can we reduce noise in collected data to make sure that 

the link between critical process parameters and product 

quality is not masked by variability?

Rapid, non-expansion based manufacturing is an attractve 

concept for cell and gene therapy developers, opening doors to 

simpler, faster delivery of therapeutics to patients.

However, it also raises a number of questions, especially 

around ensuring a good number of cells are delivered, 

availability of technology to support this concept, as well as 

quality tesing and analytics.

In this session, attendees will deep dive into these challenges 

and discover avenues through which rapid manufacturing 

could be delivered.

CO-RAPPORTEUR: Robert Deans , CTO,  Bluerock 

Therapeutics

CO-RAPPORTEUR: Jose Giraldo, Manager, CAR-T 

Process Automation,  Celgene

RAPPORTEUR: Professor John Campbell, Associate 

Director, Tissues, Cells & Advanced Therapeutics, 

SNBTS

RAPPORTEUR: Dolores Baksh , Innovation Leader, 

Cell and Gene Therapies, GE Healthcare

CO-RAPPORTEUR: Diana Hernandez, Head of 

Immunotherapy, Anthony Nolan

RAPPORTEUR: Stefano Baila, Director of 

Operations and Business Development,  Anemocyte

CO-RAPPORTEUR: Rod Rietze, Past-Director, 

Strategic Innovation and Development,  Novartis

RAPPORTEUR: Damian Marshall, Director, New 

and Enabling Technologies,  Cell and Gene Therapy 

Catapult



Time Room 1 Room 2 Room 3 Room 4

Making business sense out of automation Strategic data, analytics and insight management Innovation in processing technology Speeding up commercialization

11:00

13:00

14:00 - 15:30 14:00 - 15:30 14:00 - 15:30 14:00 - 15:30

CORE SESSION 13 CORE SESSION 14 CORE SESSION 15 CORE SESSION 16

RAPPORTEUR: Reserved for Comecer RAPPORTEUR: Reserved for Lonza

CO-RAPPORTEUR:

#scalability #cost #scalability #quality #scalability #quality #scalability #quality

#SIGtechtour

13:00 - 14:00 - LUNCH

This session will exlore new and exciting developments in 

soft sensors, robotically controlled equipment, digital 

integration solutions and bioreactors to aid efficiency in 

upstream processing

RAPPORTEURS: Azher Razvi , Development 

Manager, Centre for Advanced Therapeutic Cell 

Technologies, GE Healthcare

Vanja Misic , Development Scientist,  CCRM

RAPPORTEUR: Silvio Weber, Head of the Industrial 

Process Development Team,  Miltenyi Biotec 

15:30

END OF SIG 2019

15:30 - 16:00 - FEEDBACK LOOP

Rapporteurs will share main highlights from their discussion, paying special attention to how our four themes were covered: #scalibility #cost #quality and #access

11:00 -11:30 - Coffee Break

11:30 11:30 - 13:00

GROUP I: NETWORKING ACTIVITY

Networking is a critical component to growth and innovation within the CGT field and something we take very 

seriously at the SIG. The event is usually hosted in a remote location to encourage growth of a ‘community’ onsite. 

In additon, we always include at least one very unusual networking activity to help breakdown barriers. For 

example, in 2017 we hosted "Highland Games" and in 2018 a competition at London's Crystal Maze. 

GROUP II: TECH TOUR

The SIG exists to make the decision to invest in automation (and what to invest in) easier. We have therefore 

created a small, carefully curated exhibition floor of new and innovative technology solutions to help people 

understand exactly what’s on offer.

During this activity slot, attendees will go on a ‘tech tour’ of the exhibition where they have the opportunity to see 

live demo and get answers to their tech and service questions

#SIGnetworking

Where is the industry currently with automated, closed 

systems that can be used bedside? 

Can these systems be treated as medical devices? What 

about cGMP?

Case Study - Exploring the technology that makes this 

possible

CO-RAPPORTEUR: Daniel Paull,  Vice President, 

Automation Systems and Stem Cell Biology, The 

New York Stem Cell Foundation Research Institute

CO-RAPPORTEUR: Qasim Rafiq , Associate 

Professor, Bioprocessing of Regenerative, Cellular & 

Gene Therapies, UCL

CO-RAPPORTEUR: Shashi Murthy , Director, The 

Sherman Center at the Northeastern University’s 

College of Engineering

14:00

The CGT industry's chicken and egg question - what 

comes first, manufacturing processes or 

automation? 

Controlling manufacturing variability through a 

move towards Quality by Design principles

Automating upstream - new technology in sensors, 

robotic handling equipment, bioreactors

De-centralization from the point of view of points 

of care

This session will consider two scenarios:

1. Adapting existing processes to automation in later 

stages. (Challenge: Issues with regulatory approval, 

"product is the process")

2. Developing manufacturing processes in early stages 

with automation in mind. (Challenge: the cost skyrockets)

Attendees will discuss and attempt to determine how 

developers can find the ideal scenario for their products.

As production volume rises, moving away from the 

"product is the process" paradigm will become a 

requirement for manufacturers of cell and gene therapies 

- DISCUSS

Adopting a more agile approach to manufacturing that is 

captured by QbD requires transitioning towards data 

driven processes - do we have the human resources to 

conceptualize and manage this transition?

What technologies are available to the CGT industry to 

detect and eliminate variation in real-time? 


