‘Good range of Biotech/Pharma and é SM i
Academic speakers in attendance” GSK

LINKING BUSINESS with INFORMATION

SMi present their 2nd annual...

PHARMACEUTICALS AND | 7y T
BIOPHARMACEUTICALS:
LYOPHILISATION 2014

Marriott Regents Park | LONDON, UK

KEY SPEAKERS
¢ Andrea Weiland, CEO, Explicat Pharma

* Professor Dr Thomas de Beer, Laboratory of Process

Analytical Technology, Ghent University

Patrick Garidel, Associate Director, Protein Science,

Boehringer Ingelheim

* Mark Yang, Director of Fill Finish Development, Genzyme

» Sune Andersen, Principal Scientist, Novo Nordisk

Jason Gray, Consultant, Allembis (ex-Merck)

Dr Rongjun Chen, Lecturer in Chemical Engineering,

Imperial College London

Bertie Daly, Associate Director, Alexion Pharmaceuticals
Jamie Biddlecombe, Formulation Development Scientist,
Medimmune

Julie Pagenaud, Sterile Product Manufacturing Manager, Ipsen
Massimo Rastelli, Project Leader Biopharm, GSK

KEY TOPIC INSIGHTS

e Hear detailed insight into critical parameters through
Lyorobustness

¢ Key case study from Medimmune on advancements in
lyophilised drug product development and scale-up

Discuss the costs versus benefits of optimising the lyophilisation

process

Case study from Genzyme on mitigation strategies fo minimise

fogging in glass vials

* Evaluate mathematical modelling in freeze drying

e Gain insight into imaging analysis as a support tool for your
freeze drying cycle

¢ Analyse process analytical techniques for product visualisation

during freeze drying

PLUS AN INTERACTIVE HALF-DAY POST-CONFERENCE WORKSHOP
Wednesday 9th July, Marriott Regents Park Hotel, London, UK

Getting the most out of your Physical Characterisation Analysis
Workshop Leader: Jason Gray, Director, Allembis
8.30am - 12.30pm

www.lyophilisation-conference.com

B
Register online or fax your registration to +44 (0) 870 9090 712 or call +44 (0) 870 9090 711 C%:}l‘ ﬁ?
ACADEMIC & GROUPS DISCOUNTS AVAILABLE

The CPD Ce;
Service




PHARMACEUTICALS AND BIOPHARMACEUTICALS: LYOPHILISATION

Day One | Monday 7th July 2014

8.30

9.00

OVERVIEW OF FREEZE-DRYING

Registration & Coffee

Chairman’s Opening Remarks
Patrick Garidel, Associate Director, Protein Science,
Boehringer Ingelheim

,

9.10

N\

KEYNOTE ADDRESS

The essentials in freeze-drying

* Short infroduction to the freeze-drying process

* Freeze-dried market products

* Biologics in the dry state: what to consider?

¢ Formulation principles for freeze-dried products
¢ Process development of freeze-dried products

* Primary packaging for freeze-dried products

¢ Analytics for the characterisation of lyophilizates
« Stability issues

Patrick Garidel, Associate Director, Profein Science,
Boehringer Ingelheim

9.50

10.30

11.00

The Importance of Physical Properties Analysis When
Developing a Lyophilised Formulation

 The critical nature of the glass transition temperature
* Ensuring fit for purpose analytical techniques

* Listening to the probes

Jason Gray, Director, Allembis

Morning Coffee

The real time wireless validation of lyophilisation processes
¢ Current real time lyophiliser temperature validation issues
* TrackSense Pro Sky -80C wireless data-logger system

* Reproducible resulfs including industry examples

Jesper Mggelvang, Director, Sales and Marketing, Ellab

USING PAT AND ROBUSTNESS

11.40

Lyocycle Development: the journey from labscale to

production scale - assessment of the critical process

parameters through Lyorobustness testing to establishing the

process boundaries and the process design space -

a case study

* Linking critical quality aftributes to process parameters — the
development lyocycle

 Risk assessment to establish the critical process parameters
for transfer

* Lyocyclerobustness testing on labscale to establish process
boundaries

* Use of PAT (TEMPRIS®) to mitigate the risk when transferring
from labscale to production scale

Dr Andrea Weiland, Managing Director, Heading CMC

Development and Project Management, Explicat Pharma

GmbH

12.20

1.40

2.20

3.00

3.30

4.10

4.50

www.lyophilisatio

Networking lunch

Advancements in Lyophilised Drug Product Development

and Scale-up

¢ Characterisation of lab-scale to manufacturing scale
freeze-dryers for robust scale-up

* Reducing cycle time - effect of drying above Tg’

* PAT tools for lyophilisation

Jamie Biddlecombe, Formulation Development Scientist,

Medimmune

Real-time evaluation of protection ability of stabilizers for

protein formulations by vibrational spectroscopic

measurements during pharmaceutical freeze-drying

* In-process visualization of protein-stabilizer interactions
during freezing and drying

* Comparison of stabilizing ability of different cryo- and
lyoprotectants for protein formulations by in-process
visualization

¢ Evaluation of process analytical techniques for product
visualization during freeze-drying

Professor Dr Thomas de Beer, Laboratory of Pharmaceutical

Process Analytical Technology, Ghent University

Afternoon Tea

Porous and nanofibrous polymeric structures by freeze-drying

and some relevant applications

* |ce-templating and freeze-drying: a versatile route for
preparation of porous materials

* Combining emulsion-templating and freeze-drying: a
systemic funing of material porosity

* Drug nanocrystals by emulsion-freeze-drying and solvent
evaporation within porous polymers

* Instantly forming emulsions by hand shaking with the freeze-
dried porous polymers

Dr Haifei Zhang, Lecturer, Department of Chemistry,

University of Liverpool

Experience with PAT implementation in pharmaceutical

spray drying

¢ Types of PAT used in spray drying

* Practical considerations in implementation of PAT

* Case study: PAT applicability in a small scale spray dryer

¢ Case study: PAT implementation and results in a production
scale spray dryer

Dr Sune Klint Andersen, Principal Scientist, Novo Nordisk

Chairman’s Closing Remarks and Close of Day One

WHO SHOULD ATTEND? This event is for professionals in the fields of:

¢ Pharmaceutical and biologicals storage
* Freeze-drying and lyophilisation

* Research and development

* Chemical engineering

« Sterility Product development

» Outsourcing Business development

¢ Quality assurance and quality control

* Protein stabilisation

* Cold chain distribution

* Pre-filled syringes

* Quality by design

¢ Up-scaling

¢ Vaccine storage

¢ Formulation

e Clinical trial logistics

¢ Freeze-dryer manufacturers
¢ Pharmaceutical packaging & labelling

SPONSORSHIP AND EXHIBITION OPPORTUNITIES

SMi offer sponsorship, exhibition, advertising and
branding packages, uniquely tailored to complement
your company’s marketing strategy. Prime networking
opportunities exist to entertain, enhance and expand
your client base within the context of an independent
discussion specific to your industry. Should you wish to
join the increasing number of companies benefiting
from sponsoring our conferences please call:

Alia Malick, Director on+44 (0) 20 7827 6168 or

email: amalick@smi-online.co.uk

Register online at: www.lyophilisation-conference.com ¢ Alternatively



PHARMACEUTICALS AND BIOPHARMACEUTICALS: LYOPHILISATION

-conference.com

Day Two | Tuesday 8th July 2014

8.30 Regisiration & Coffee

9.00 Chairman’s Opening Remarks
Andrea Weiland, Managing Director, Explicat Pharma GmbH

1.40
OVERCOMING CHALLENGES IN LYOPHILISATION

s Y

KEYNOTE ADDRESS

Mathematical modelling, design and scale-up of freeze-

drying cycles

* Mathematical models in freeze-drying science

* Mathematical modelling for rapid cycle development:
the strength and weakness of in-line and off-line methods,
determination of model parameters, application to
industrial equipment

* Mathematical modelling for process fransfer and scale-up:
overview of benefits and drawbacks within model-based
approaches, methodologies used to characterise heat and
mass transfer in industrial apparatus, examples of scale-up
of freeze-drying cycles

Dr Roberto Pisano, Assistant Professor, Politecnico di Torino

9.10

2.20

9.50 Studying Lyophilisation Kinetics Using Freeze Drying

Microscopy

* Using freeze drying microscopy to accurately measure
collapse temperatures

* Measuring sublimation kinetics from direct visualisation of
sublimation front movement

» Furthering our understanding of the factors affecting
sublimation kinetics in vial based (and other) systems

* Discussion of results for a model lactose system and
comparisons with vial drying experiments

Andy Stapley, Senior Lecturer, Chemical Engineering,

Loughborough University

3.00

3.30

10.30 Morning Coffee

ADVANCES IN LYOPHILISATION FIELD

11.00 3-stage validation approach for Lyophilized Products

* Evaluating technology transfer of an existing commercial
product

¢ Developing a new lyophilised product

» Discussion of advances in the lyophilisation field

Massimo Rastelli, Project Leader Biopharm, GSK

4.10

11.40 Fogging in glass vials and new container systems for

lyophilisation development

* Fogging in DP vials is fairly common and can lead to
product loss

* Multiple factors attribute to fogging

* Mitigation strategies to minimise fogging in glass vials

* Novel coating and container systems for lyophilisation

Mark Yang, Director of Fill Finish Development, Late Stage

Proces Development, Genzyme 4.50

12.20 Networking lunch

OPTIMISATION AND VALIDATION

Fill finish lyophilisation

* Increasing stability / shelf life

* Lyophilisation cycle time and running sequence

* Proposals for lyophilisation optimisation: costs versus benefits
of opftimising the lyophilisation process

Mr Bertie Daly, Associate Director, Sterile Fill Finish,

Alexion Pharmaceuticals

Cryopreservation of mammalian cells via intracellular

trehalose delivery — one step towards cell lyophilisation

* Overviewing the challenges in cryopreservation and
lyophilisation of mammalian cells

* Discussing the role of frehalose in cell cryopreservation /
lyophilisation

* Infroducing a novel technology for intracellular loading of
frehalose based on a non-toxic, membrane-permeating
polymer

* Demonstrating the application of the technology in
cryopreservation of live cells

Dr Rongjun Chen, Lecturer, Department of Chemical

Engineering, Imperial College London

Afternoon Tea

How to handle dall freeze drying manufacturing equipment

* Challenge of investment: new machine vs retrofitting /
revamping

* Qualification & validation strategies based on risk analysis
approach

* Project case study: from user requirements to
manufacturing

Julie Pagenaud, Sterile Product Manufacturing Manager,

Ipsen

Imaging analysis as a support tool for freeze drying

cycle design

* Frequency domain imaging analysis: overview of main
potentialities in the quality control of freeze dried products
and in the design of industrial cycles

* Imaging analysis for the prediction of the mass transfer
resistance: laboratory results and transfer to industrial
applications

¢ Cycle design and industrial scale-up: benefits and
drawbacks of the imaging approach in the optimisation of
the cycle parameters

Dr Sabrina Grassini, Assistant Professor, Politecnico di Torino

Chairman’s Closing Remarks and Close of Day Two
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HALF-DAY POST-CONFERENCE WORKSHOP A
Wednesday 9th July 2014 18.30am - 12.30pm
Marriott Regents Park, London, UK

Getting the most out of your Physical
Characterisation Analysis

Workshop Leader:
Jason Gray, Director, Allembis

Overview of workshop:

The workshop will provide advice and training on
the latest analytical techniques and how fo get the
best out of them for the physical characterization
of lyophilised products.

Programme:
8.30 Registration and coffee

9.00 Welcome and introduction

9.20 Case study identifying the key physical
properties and analytical techniques
¢ Thermal Analysis
* Spectroscopy
* XRD
¢ Vapour sorption
* SEM

10.10 Hints and tips for choosing the right
techniques and method

11.00 Morning coffee

11.15 Making the data work for you
- a case study

12.15 Conclusions and close of workshop

About the workshop host:

Jason Gray has over 20 years’ experience in
characterisation and formulation development
of (bio)pharmaceuticals within industry and
academia. Having studied several hundred
molecules, managing global research/
analytical facilities and project managing multi-
site and mulfi-country development projects
through to regulatory approval, Jason has
now set up Allembis to provide expert advice,
project management and training around
characterisation and formulation development
of (bio)pharmaceuticals. He is also currently a
visiting Lecturer at the University of Sunderland.

Want to know how you can get involved?

Interested in promoting your services to this
market?

Contact Daniel Lee, SMi Marketing on
+44 20 7827 6078,
or email: dlee@smi-online.co.uk
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MARCH

Superbugs & Superdrugs - A Focus on
Antibacterials
5 -6 March 2014, London

Imaging in Cancer Drug Development
12 - 13 March 2014, London

Controlled Release
12 - 13 March 2014, London

Adaptive Designs
24 — 25 March 2014, London

Paediatric Clinical Trials
31 March — 1 April 2014, London

Pre-Filled Syringes USA
31 March — 1 April 2014, USA

Asthma & COPD
2 — 3 April 2014, London

Biosimilars USA
7 — 8 April 2014, USA

MAY

Big Data in Pharma
12 — 13 May 2014, London

Pain Therapeutics
19 — 20 May 2014, London

ADC Summit
19 — 20 May 2014, London

Clinical Trial Logistics
21 - 22 May 2014, London

JUNE

BioBanking

23 — 24 June 2014, London

Peptides

30 June — 1 July 2014, London

ADMET

30 June -1 July 2014, London #

JULY

Lyophilisation
7 —8 July 2014, London

BioNetworks
7 — 8 July 2014, London

Allergies
9 —10 July 2014, London

Immunogenicity
14 - 15 July 2014, London




PHARMACEUTICALS AND BIOPHARMACEUTICALS: LYOPHILISATION

CONFERENCE: 7TH - 8TH JULY 2014, MARRIOTT REGENTS PARK, LONDON, UK | WORKSHOP: 9TH JULY 2014, LONDON

4 WAYS TO REGISTER

ONLINE www.lyophilisation-conference.com

FAX your booking form to +44 (0) 870 9090 712 POST your booking form to: Events Team, SMi Group Ltd, 2nd Floor
PHONE on +44 (0) 870 9090 711 South, Harling House, 47-51 Great Suffolk Street, London, SE1 OBS, UK
( ) (EARLY BIRD [] Book by 31st March to receive £300 off the conference price
\DlSCOUNT [] Book by 30th April to receive £100 off the conference price )
L Jl CONFERENCE PRICES GROUP DISCOUNTS AVAILABLE
( Unique Reference Number ) | would like to attend: (Please tick as appropriate) Fee Total
| Our Reference P-115 J [] Conference & Workshop £2098.00 + VAT £2517.60
e h [] Conference only £1499.00 + VAT £1798.80
[] Workshop only £599.00 + VAT £718.80
Please complete fully and clearly in capital letters. Please photocopy for additional delegates.
Title: Forename:
Surname: PROMOTIONAL LITERATURE DISTRIBUTION
Job Tifle [] Distribution of your company’s promotional
itle:
literature to all conference attendees £999.00 + VAT £1198.80
Department/Division:
Company/Organisation: The Conference fee includes refreshments, lunch, conference papers and
Email: access to the document portal containing all of the presentations.
Company VAT Number:
Address: \ J
LIVE STREAMING/ON DEMAND/DOCUMENTATION
Town/City:
. . . Unable to travel, but would like to watch the conference live,
Post/Zip Code: Country: ask questions, participate as if you were in the room?
Direct Tel: Direct Fax: Price Total
Mobile: [] Live Streaming £999.00 + VAT £1198.80
Switchboard: |:| On demand £599.00 + VAT £718.80
(available 24 hours after the event)
Signature: Date: [] Access to the conference documentation
| agree to be bound by SMi's Terms and Conditions of Booking. on the Document Portal £499.00 + VAT £598.80
ACCOUNTS DEPT [] The Conference Presentations — paper copy £499.00 - £499.00
N (or only £300 if ordered with the Document Portal)
Title: Forename: L y
Surname:
Email: PAYMENT

Address (if different from above): Payment must be made to SMi Group Ltd, and received before the event, by one of
the following methods quoting reference P-115 and the delegate’s name. Bookings
made within 7 days of the event require payment on booking, methods of payment

Town/City: are below. Please indicate method of payment:
Post/Zip Code: Country: D UK BACS Sort Code 300009, Account 00936418
. X " . |:| Wire Transfer Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU
(_Direct Tel: Direct Fax: ) Swiff (BIC): LOYDGB21013, Account 00936418

IBAN GB48 LOYD 3000 0900 9364 18
VENUE marriott Regents Park, Carburton St, London W1W SEE ] Cheque We can only accept Sterling cheques drawn on a UK bank.

[] credit card [OvVisa [ MasterCard [] American Express
ADIf Ple?sel COI‘II:'OCf me4:o(8c;c7>lg ;Ezoh;::el All credit card payments will be subject to standard credit card charges.
ernatively call us on + ,

email: hotels@smi-online.co.uk or fax +44 (0) 870 9090 712 J Card No: DI:“:”:' DDDD I:“:”:”:‘ I:“:”:”:‘
Terms and Conditions of Booking vaiid from [_J[_ /][] exeiry pate [_J[_1/[_][]

Payment: If payment is not made at the time of booking, then an invoice wil be issued and must

be paid immediately and prior to the start of the event. If payment has not been received then CVV Number 3 digit security on reverse of card, 4 digits for AMEX card
credit card details will be requested and payment taken before entry to the event. Bookings within
7 days of event require payment on booking. Access fo the Document Portal will not be given
until payment has been received. Cardholder’'s Name:

Substitutions/Name Changes: If you are unable to attend you may nominate, in writing, another
delegate fo take your place at any time prior to the start of the event. Two or more delegates may

L

not ‘share’ a place at an event. Please make separate bookings for each delegate. S'gnaiure: Date:
Cancellation: If you wish to cancel your attendance at an event and you are unable fo send I agree fo be bound by SMi's Terms and Conditions of Booking.

a substitute, then we will refund/credit 50% of the due fee less a £50 administration charge, e .

providing that canceliation is made in wiiting and received at least 28 days prior to the start of Card Billing Address (If different from above):

the event. Regretfully cancellation after this time cannot be accepted. We will however provide
the conferences documentation via the Document Portal to any delegate who has paid but is
unable to attend for any reason. Due to the interactive nature of the Briefings we are not normally
able to provide documentation in these circumstances. We cannot accept cancellations of
orders placed for Documentation or the Document Portal as these are reproduced specifically to
order. If we have to cancel the event for any reason, then we will make a full refund immediately,
but disclaim any further liability.

Alterations: It may become necessary for us to make alterations to the content, speakers, timing,
venue or date of the event compared to the advertised programme.

Data Protection: The SMi Group gathers personal data in accordance with the UK Data Protection V AT
Act 1998 and we may use this to contact you by telephone, fax, post or email to tell you about
other products and services. Unless you tick here [ ] we may also share your data with third parties . . .
offering complementary products or services. If you have any queries or want fo update any of VAT at 20% is charged on the attendance fees for all delegates. VAT is also charged on live

r
L

the data that we hold then please contact our Database Manager databasemanager@smi- 0 i il
online.co.uk or visit our website www.smi-online.co.uk/updates quoting the URN as detailed above Streaming, on Demand, .Docume.m pq‘rc:l and literafure d Istibution for all UK customers and for those
L Your address on the attached letter. L EU Customers not supplying a registration number for their own country here )
J

If you have any further queries please call the Events Team on tel +44 (0) 870 9090 711 or you can email them at events@smi-online.co.uk



