
09:30  Welcome Registration and Coffee

10:00  Managing the Move Towards Commercialisation of Cell and Gene Therapies
With Cell and Gene Therapies transforming treatment options for patients with a variety of rare and chronic conditions, 
now is the time to ensure that your development and commercialization strategy will pave the way for the transition to 
commercialisation and market demand. This workshop is designed to pressure test your development strategy and build a 
comprehensive understanding of internal and external factors that should be considered in your developmental pathway.

Attend this workshop to:
  Analyse the critical success factors and quality attributes when generating GMP ready Cell and Gene Therapy products 
  Mitigate against common pitfalls and challenges in your manufacturing strategy
  Plan for success by developing a robust ‘manufacture to market’ roadmap that considers internal and external pressures 

on development
  Discuss the best way to approach cost efficiency for production – and how you can maximise your return on investment 

Workshop Leader: Katharine (Katy) Spink
Katy started her career at strategic management consulting firm McKinsey & Company, where she 
consulted for an array of biotechnology, medical device and pharmaceutical companies. She then 
moved on to Geron Corporation, and quickly rose to Senior Vice President of Cell Therapy Program 
Operations and Alliance Management. While at Geron, Katy led the team to FDA clearance to initiate 
the first-ever clinical trial of a pluripotent stem cell-derived therapy.
Most recently, Katy served as Executive Vice President and Chief Operating Officer at Asterias 
Biotherapeutics. She was a founding member of the company’s executive team and designed 
and led the portfolio prioritization process to establish a corporate strategy and operating plan 
at the company’s founding. She also led the design, build and validation of an in-house cGMP 
manufacturing facility for one of Asterias’s programs, and the selection and oversight of a CMO for 
a second program. She wore many hats at Asterias with responsibilities ranging from corporate 
strategy, business development, intellectual property and investor relations to process development, 
research, program management, manufacturing, quality and facilities.

12:30  Networking Lunch Break

13:30  Considering the Payer’s Perspective on Cell and Gene Therapy Developments
With the ever increasing market move towards commercialisation of innovative cell and gene based therapies for 
patient treatment, it is important to consider the realities of treatment reimbursement and how to position yourself for 
payer approval in such a high cost environment. When looking towards payer approval, Real World Data has become 
an integral part of payers evaluations and reimbursement structures. This workshop will look at the role of the payer 
in supporting CGT industry growth, and a variety of different ways to value innovation and real world efficacy in the 
pharmaceutical industry.

Attend this workshop to:
  Gain an in-depth overview of global healthcare payer landscape & medicines
  Develop a framework for valuing innovation in the pharmaceutical industry – how will we really pay for our health?
  Plan for a successful market roll-out the reality of Real World Evidence in the Cell and Gene space – how can you make 

the most of your data to support a payer application?
  Analyse a variety of reimbursement models and their applicability to the CGT industry before deep diving into the 

possible framework of outcomes based pricing

Workshop Leader: Omar Ali
Qualified with a hospital pharmacy background, Omar has been working as the Formulary Advisor 
for Surrey & Sussex Healthcare NHS Trust for over 15 years, and has over 30 publications to date. 
He has been appointed as Visiting Lecturer on Value Based Pricing & Innovative Contracting at 
the University of Portsmouth, is an Editorial Content Adviser to Guidelines, and has recently been 
invited to the position of Associate Editor to the Canadian Journal of Population Therapeutics & 
Clinical Pharmacology. Omar has served a position on the External Reference Group on Cost Impact 
Modelling for NICE for 6 years and was subsequently appointed Panel Member for the newly formed 
Adoption & Impact Program Reference for NICE. He advises foreign investors (US Embassy) on ‘Value 
Based Assessments and recently delivered a Healthcare NHS Reform program to over 40 Healthcare 
Insurance Provider delegates visiting from the US.

16:00  Close of Pre-Conference Workshop Day

Pre-Conference Focus Day:
Tuesday 13th November 2018
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8:30 Registration and Coffee

8:55  PharmaIQ Welcome

9:00 Chairman’s Opening Address

9:10 Opening Keynote: Manufacturing Cell and Gene Therapy Products: Looking at the Potential and the Reality
  Analyse industry development trends of the past 6-12 months; where is the industry now and what are the biggest 

barriers to further development?
  Discuss the importance of ‘flexible’ and ‘scalable’ manufacturing processes – why do you need to worry about this now? 
  Move to market – identify industry developments in cost efficiency of manufacturing
Professor Brendon Noble, CSO & Director of Strategy, UK Stem Cell Foundation, The Royal Institution of Great Britain

9:50 Panel Discussion: Industry Challenges Deep Dive
		Discuss the realities of cell and gene development, and the challenges our industry is currently facing, with valuable 

insights and feedback from our industry experts Discussions will cover the realities of commercialising novel therapies 
without an established model, the challenges of scaling product development when working with such fragile and 
changeable materials and the difficulty in anticipating industry development and demand without established case 
studies as a basis.

Robert D. Allen PhD, Senior Director, Immunotherapy Programme, Asterias Biotherapeutics
Mark Woodyer, Technical Manager - New Product Introduction, MSAT, Oxford BioMedica
Omar Ali, Visiting Lecturer Value Based Pricing, University of Portsmouth & Former Adviser to NICE

10:20 Industrial Purification Platform of Adeno Associated Virus 
		Discuss why adeno associated virus (AAV) is the leading vector of choice in the field of gene therapy.
		Analyse the effects of shear and concentration methods in promoting stable associations between virus’, DNA and 

proteins
		Examine the benefit of monolithic purification in increasing the speed of product capture, flow rates and column 

loading
		Highlight an exclusively monolithic purification platform that includes three chromatographic steps and is fully scalable 

and effective for all AAV serotypes evaluated to date
Ales Strancar, Managing Director, BIA Separations

11:00 Coffee Break

11:30 Can we Afford a Cure ? Payers Perspective on Drug Leasing & Innovative Reimbursement for Curative Medicines
	Analyse a fiscal overview of global healthcare payer landscape & medicines
	Discuss the difficulty of valuing innovation from a reimbursement perspective
	Utilise real world data to secure payer approval in conditional reimbursement models and the cancer drugs fund
		Examine the ground breaking drug leasing concept for CAR-T curative therapies – with reference to the original 

publication with Guy’s & St.Thomas Hospital
Omar Ali, Visiting Lecturer Value Based pricing, University of Portsmouth & Former Adviser to NICE

12:10 Panel Discussion: Understanding the Global Regulatory Climate for CGT Production
	Discuss the current European and US regulatory landscape, and the key differences for manufacturers to be aware of
		Harmonisation – fact or fiction? Look at the European requirements post 2008, assessing where they fall short of 

industry requirements and demand
		Plan for the future by predicting further guidelines to emerge and how this will challenge ‘being GMP compliant’
		The Brexit effect! Discuss how the political landscape and changes such as Brexit will alter the GMP requirements
Peter Wernet, COO, Rheincell Therapeutics
Robert Piperno, Director Cell and Gene Therapy QA, GSK  

12:40 Lunch

Day One:
Wednesday 14th November 2018
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Day One:
Wednesday 14th November 2018
13:40  Interactive Round Table Sessions: 

Following GMP Compliance in Cell & Gene Therapy Manufacturing

14:25 Case Study: The Balancing Act: Quality Assurance and Scalability for Efficient CAR T Production 
		Define the Critical Success Factors for stem cell production viability
		Reduce the risk of shortfall by proactively managing your production strategy to allow for the move towards off-the-

shelf models
		Future proof your development by discussing the application of QbD metrics as a means of defining your development 

pathway 
Donna McLaren, Process Science Manager – CMC, ReNeuron

15:05 Process Development Goes Viral
		Discuss the importance of a good strategy to develop a viral vector process
		Evaluate the impact of GMP requirements on viral vector development
		Analyse the effect of access to multiple plans to supply GMP vector
Eugenio Macchiarulo, Vector Development Associate Director, Adaptimmune Ltd

15:45 Coffee Break

16:15 Case Study: Ensuring Viable and Precise Production of Autologous TCR-T Cells 
	Discuss the challenges of scaling Autologous Cell Production with reference to viability and precision of treatment
	Analyse specialised manufacturing techniques to enhance natural production
	Cost vs Gain: looking at the reality of implementing new technology when demand is hard to forecast
Arjan Roozen, CTO and Head of Manufacturing, Zelluna Immunotherapy

16:55 Implementing Process Change and Comparability for Autologous Product Production
	Analyse the unique challenges presented by the CGT space with specific reference to CAR T Therapies
	Avoid the common manufacturing pain-points by identifying your manufacturing bottlenecks 
	Prevent costly back-tracking by implementing a flexible process design to cope with unexpected situations
Nina Kotspoulou, Head of Process Development, Autolus

17:35 Chairman’s Summary of Day One and Networking Drinks Reception

ROUNDTABLE 1
Open and Closed 

System Processing – 
Same problem, new 

solutions!
Mark Woodyer, Technical 
Manager - New Product 

Introduction, MSAT, 
Oxford BioMedica

ROUNDTABLE 2
Identifying a risk 

based strategy for 
commercialising cell and 
gene therapy products

Professor Brendon 
Noble, CSO & Director 

of Strategy, UK Stem Cell 
Foundation, The Royal 

Institution of Great 
Britain

ROUNDTABLE 3
Defining the Critical 
Quality Attributes 
for your products
Donna McLaren, 
Process Science 
Manager – CMC, 

ReNeuron

ROUNDTABLE 4
Analysing the global  
regulatory landscape 
you need to navigate 

on the route to 
market

Robert Piperno,  
Director Cell and Gene 

Therapy QA,  
GSK  
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8:30 Registration and Coffee

8:55  PharmaIQ Welcome

9:00 Chairman’s Summary of Day One

9:10 It May Sound Crazy But… Addressing Scalability at the Beginning NOT the End
	Conduct a cost-benefit analysis of the differences between proactive automation for scale and reactive scalability
	Create a manufacturing process that is flexible enough to deliver lean production across pre-clinical and clinical 
development
	Adopt best-in-class technology to assist in in-house manufacturing rather than outsourcing your production
Lior Raviv, Vice President Development, Pluristem Therapeutics

9:50 Ensuring a Robust and Flexible Development Pathway for Cell Therapeutics Through Process Automation
	Discuss the common roadblocks and bottlenecks associated with cell therapy development and manufacture
	Examine the role of automation and technology adoption in Torque’s development of Deep-Prime immune cell 
therapeutics
		Analyse the costs and benefits associated with process automation – how to decide where to automate to see the 

greatest production gains
Fabio Fachin, PhD, VP Cell Therapy Engineering and Manufacturing, Torque Therapeutics

10:30 Securing your Commercialisation Strategy through Data Utilisation 
	Look at the realities of data trending in the cell and gene industry: how can data secure your development?
	Discuss expectations around product data for the move towards commercialisation
		Analyse how you can utilise your data to generate proactive product insight and stay ahead of your development 

timeline
Simon Briggs, Product Steward Cell & Gene Therapy Unit – Kymriah, C&G Technical Operations, Novartis Pending Final 

Confirmation

11:10 Coffee Break

11:40 Case Study: Optimising Manufacturing Opportunities for Allogenic Production
	Analyse how to ensure sterility and non-contamination for large scale production
	Discuss the most efficient methodology to produce “off the shelf” industrial product
	Examine the current regulatory aspects that need to be considered when moving towards standardised production
Andrew Finnerty, General Manager, CCMI Ireland

12:20 Managing Cost Of Goods in Cell Therapy for Large Scale Orthopaedic Indications 
	Approach your COGs as a driver for excellence, not a limitation to development
	Discuss strategies to shorten the timeline to generating product on a large scale 
		Using a COGs analysis as a means of deciding manufacturing strategy and avoiding unexpected costs when scaling 

towards commercialisation
Benoit Champluvier, Chief Technology and Manufacturing Officer, Bone Therapeutics SA 

13:00 Lunch

14:00 Interactive Round Table Discussions
Each round table will discuss the current key industry challenges in the move towards commercialisation, with a focus on 
COG maximisation, logistics management and quality assurance. Each discussion will be 15minutes long – so focus on 
asking those key questions of your peers and don’t hold back!

Day Two:
Thursday 15th November 2018

ROUNDTABLE 1
Cost of Goods Optimisation 

Strategies – where can you invest to 
generate return?

Yen Choo, CEO and Executive 
Chairman, Plasticell and Progenitor 

Labs

ROUNDTABLE 2
Creating and Managing a Logistics 

Strategy to Satisfy the Unique 
Requirements for Cell and Gene 

Therapy Products

ROUNDTABLE 3
Effective therapy manufacturing 

through the move to product 
standardisation

Andrew Finnerty, General Manager,  
CCMI Ireland
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14:40 A Cause and Effect Analysis: Balancing Your Quality of Materials and Cost of Goods
		Define the practical difference between fit for purpose and GMP compliant raw and starting materials
		Discuss how to balance the cost of goods analysis and the process requirements to streamline your development 

process and minimise waste
		Analyse where GMP compliant materials are absolutely necessary to continued development - and where you can look 

to optimise your cost of goods in investing in high quality materials
Carol Knevelman, Head of Process Development, Oxford BioMedica

15:20 Coffee Break

15:50 The Differences Between  US and EU Regulatory  Landscapes through the Lens of Building an iPSC Master Cell Bank
		Examine the current regulatory landscape for ATMPs and where our regulatory framework is falling short
		Discuss the realities and key differences of building an iPSC Master Cell Bank under the European and US landscape
		Challenge the existing framework; where do we need to be looking for additional help and guidance from regulators 

and how can we try to standardise our global approach 
Peter Wernet, Founder and CMO, RheinCell Therapeutics  

16:30 Summative Discussion
		Facilitated by the event chair, use this last opportunity to engage with our presenters and audience and ask those 

questions you’re still seeking answers to. Based on prior sessions our chairman will also recap the key topic areas of this 
year’s forum and take away learnings to make sure you’re driving your therapeutic development forward while we wait 
for next year’s summit!

Sheuli Porkess, Deputy Chief Scientific Officer, The Association of the British Pharmaceutical Industry (ABPI)

17:00 Chairman’s Close Address

Day Two:
Thursday 15th November 2018

“Some very informative presentations, especially 
the allogeneic CAR-T presentation by the Chair. 

Overall, speakers were good.”
- BioChem Delegate

“Good range of speakers from different aspects of 
manufacturing and from size and type of company” 

- Bluebird Bio Delegate
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TERMS AND CONDITIONS

Please read the information listed below as each booking is 
subject to IQPC Ltd standard terms and conditions. Payment 
Terms: Upon completion and return of the registration 
form, full payment is required no later than 5 business days 
from the date of invoice. Payment of invoices by means 
other than by credit card, or purchase order (UK Plc and UK 
government bodies only) will be subject to a £49+VAT per 
delegate processing fee. Payment must be received prior to 
the conference date. We reserve the right to refuse admission 
to the conference if payment has not been received. IQPC 
Cancellation, Postponement and Substitution Policy: 
You may substitute delegates at any time by providing 
reasonable advance notice to IQPC. For any cancellations 
received in writing not less than eight (8) days prior to the 
conference, you will receive a 90% credit to be used at another 
IQPC conference which must occur within one year from the 
date of issuance of such credit. An administration fee of 10% 
of the contract fee will be retained by IQPC for all permitted 
cancellations. No credit will be issued for any cancellations 
occurring within seven (7) days (inclusive) of the conference. 
In the event that IQPC cancels an event for any reason, you will 
receive a credit for 100% of the contract fee paid. You may 
use this credit for another IQPC event to be mutually agreed 
with IQPC, which must occur within one year from the date 
of cancellation. In the event that IQPC postpones an event for 
any reason and the delegate is unable or unwilling to attend 
in on the rescheduled date, you will receive a credit for 100% 
of the contract fee paid. You may use this credit for another 
IQPC event to be mutually agreed with IQPC, which must 
occur within one year from the date of postponement. Except 
as specified above, no credits will be issued for cancellations. 
There are no refunds given under any circumstances. IQPC 
is not responsible for any loss or damage as a result of a 
substitution, alteration or cancellation/postponement of an 
event. IQPC shall assume no liability whatsoever in the event 
this conference is cancelled, rescheduled or postponed due 
to a fortuitous event, Act of God, unforeseen occurrence or 
any other event that renders performance of this conference 
impracticable, illegal or impossible. For purposes of this 
clause, a fortuitous event shall include, but not be limited to: 
war, fire, labour strike, extreme weather or other emergency. 
Please note that while speakers and topics were confirmed 
at the time of publishing, circumstances beyond the control 
of the organizers may necessitate substitutions, alterations 
or cancellations of the speakers and/or topics. As such, 
IQPC reserves the right to alter or modify the advertised 
speakers and/or topics if necessary without any liability to you 
whatsoever. Any substitutions or alterations will be updated on 
our web page as soon as possible. Discounts: All ‘Early Bird’ 
Discounts require payment at time of registration and before 
the cut-off date in order to receive any discount. Any discounts 
offered by IQPC (including team discounts) also require 
payment at the time of registration. Discount offers cannot 
be combined with any other offer. © IQPC Ltd. VAT Reg #:  
NL 8078 84 728 B 01.

PAYMENT MUST BE RECEIVED 
PRIOR TO THE CONFERENCE
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CLICK HERE TO SUBMIT FORM NOW VIA EMAIL

Please photocopy for each additional delegate

DELEGATE DETAILS - SIMPLY COMPLETE THIS FORM AND CLICK SUBMIT

 Mr    Mrs    Miss    Ms    Dr    Other

 Yes I would like to receive information about products and services via email

Please indicate if you have already registered by:  Phone    Fax    Email    Web
Please note:  if you have not received an acknowledgement before the conference, please call us to confirm your booking.

IQPC Point of contact

Organisation

Nature of business

Address

Postcode Country

Telephone

Fax

Approving Manager

Name of person completing form if different from delegate

Special dietary requirements:  Vegetarian    Non-dairy    Other (please specify)

First Name

Tel No.

Email

Family Name Job Title

I agree to IQPC’s cancellation, substitution and payment terms

Venue:  
London, UK

Accommodation: Travel and accommodation are not included in the registration fee. For updates on the venue 
and accommodation information, please visit: https://cellgenemanufacturing.iqpc.co.uk/

VENUE & ACCOMMODATION

PAYMENT:

  Credit Card: please phone to process payment

  Invoice: please send me an invoice (subject to £49 + VAT processing fee per delegate)

  Cheque: please find enclosed cheque for £

Billing address (if different from above):

Total price for your Organisation  
(Add total of all individuals attending):

Main Conference:  
14-15th November 2018

Pre-conference Workshops: 
13th November 2018

London, UK
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