Go to http://www.bio2bevents.com/registrations to complete your registration enquiry online

+44 (0)207 691 3568

Package
CRO Sponsor

Silver Sponsor
Silver Sponsor

Exhibition Sponsor

Gold Sponsor

Key Sponsor

Sole Trader Consultant Rate (applicable to Sole
Trader or Limited Company where proprietor
consultant is the sole employee)

Book Now By:
http://www.bio2bevents.com/registrations
info@bio2business.com

Price
£2575

£2885

£3415

£5500

£6825

Price Available on Request

£545

Features/Conditions

Biotech & Pharma Package

£545 + VAT

Available to biotech and pharma delegates
(non service providers only)

Single delegate access to event and pre event access to partnering software

Single delegate access to Event and pre event access to partnering software
Branding Package (see media pack for details)

X2 delegate access to Event and pre event access to partnering software
Branding Package (see media pack for details)

X3 delegate access to Event and pre event access to partnering software
Stand (Table Top Stand Solution)
Branding Package (see media pack for details)

X4 delegate access to event and pre event access to partnering software
15 Minute Outsourcing Case Study Presentation

Stand (Table Top Stand Solution)
Branding Package (see media pack for details)

I Key CRO Sponsors I
Gold Sponsors Exhibition Sponsors Silver Sponsors
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Insight
from expert
Global Quality

speakers, Senior Group
including; § Leader, Process R&D,
' Actehon

Early and late stage CMC
outsourcing for small molecules
and biopharmaceuticals

Basel 2016

28th and 29th june  INENNIESY@ NN ENMENIIS Wil Elle

I CMC Project Manager, I CMC Outsourcing

Sen Director, Head of Formulation,

i External Supply, ¢ Director, Huvepharma i Medimmune Genmab Manager, Zealand Pharma
i BioTherapeutics : : :
: Pharmaceutical

Sciences, Pfizer

Introduction to BOS c¢mc Basel and to the BOS Events Formula

PRINCIPAL
PROGRAMME BLOCKS

Outsourcing Technical Ops

Drug Substance
Drug Product
Regulatory/QA

-+

4

Master Class
Topics

Launched in 2006, Biotech Outsourcing Strategies
Events are niche, outsourcing focused, partnering
events for the biotech, pharma and contract

services community. The event formula consists of: .

@ Presentations: From thought leaders in the industry

@ 1 to 1 Partnering: Delivered by BOS Events Partnering
Software

@ Exhibition: Meet leading international CMOs in the
development phase CMC space

@ Informal Networking: Open and friendly, the BOS ethos
encourages networking
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BOS cmc 2016 Small Molecule Programme

09.00

10.00

10.30

11.00

11.30

Small Molecule Drug Substance Outsourcing Module

16.00

16.30
17.00

17.30

1 :
¥ :
Who should attend ‘ |>
BOS cmc? | '

Basel 2016

From Biotech & Pharma: Executives involved in the following disciplines:
lead optimisation, early scale up, scale up, pre-clinical development, pre-
formulation, formulation, CMC, regulatory affairs, clinical CMC development,
drug product, drug substance, drug analytics, project managers, programme
managers, outsourcing managers, contracts managers.

From CROs and CMO - business development, sales, marketing and corporate
management functions.

Day 1
BOS cmc 2016 Biologics Programme

Registration Opens
Business Process in Outsourcing — Plenary Session

Chair: TBC

Building a culture of excellence in outsourcing process.
Mr Maarten van Geffen, Senior Scientist, Drug Product Development, Janssen Infectious Diseases & Vaccines

CMO Partnering to drive lean, accelerated development to PoC.
Dr D. Scott Coffey, Sr. Director CMC, Lilly | Chorus

Progress towards an extended enterprise for AZ’s Clinical Supply Chain and our Strategic Partnering initiatives.
Emma Williams, Sourcing Project Manager, R&D Supply Chain, Pharmaceutical Development, AstraZeneca.

Expediting virtual development: Creating an ecosystem for effective outsourcing partnership.
Speaker TBC

Lunch and partnering
Biologics Drug Substance Outsourcing Module

Chair: TBC

Challenges and Successes in Externalization of the ADC
Supply Chain. Dr Firelli Alonso, Senior Director, External
Supply, BioTherapeutics Pharmaceutical Sciences, Pfizer

Chair: Dr Raffael |. Koller, Senior Scientist, pPCMC Process
Research, Roche Innovation Center Basel, F. Hoffmann-La
Roche Ltd

Sourcing strategies to support Process R&D in a mid-
sized biopharmaceutical company. Dr Stefan Abele, Senior
Director Process R&D, Actelion

How to kick-start a collaboration.

Dr Signe Maria Christensen, Principal Professional, LEO
Alliance Management, Leo Pharma & Jozsef Repasi, Managing
Director, Soneas

Recreating the Pharma — CDMO relationship for 2020s :
Addressing future expectations. Dr Paul Deutsch, Head,
Chemical Process Development, UCB Pharma

Case Study in Drug Substance Outsourcing.
Case Study in Drug Substance Outsourcing.

13.30

14.00 Managing Person In Plant to the benefit of outsourcing

stakeholders. Jesper Valbjern, VP CMC, Genmab
15.00

Understanding and mitigating the risks in outsourcing
the manufacture of biopharmaceutical.

Dr Ulrich Rimenapp, Head of Biotech Projects, Bayer
Pharma AG

Case Study in Drug Substance Outsourcing
Case Study in Drug Substance Outsourcing

Coffee Break
Quality and Regulatory Module

Chair: TBC

Aligning Quality Expectations to Create a Successful Outsourcing Partnership.
Dr Kim K. Burson, Global Head of External Quality, Small Molecule Development, F. Hoffmann-La Roche Ltd

Developing a robust technical agreement to guide productive CMC outsourcing.
Dr Violeta Marmon, Global Quality Director, Huvepharma

Utilising QbD tools to optimise CMO Partnerships.
Dr Rikke Markeberg, Senior Director Formulation and Process Development, Global CMC Development, ALK

Managing quality and regulatory compliance in outsourced development.
Dr Amer Alghabban, VP GxP, Quality Assurance, Compliance & Training, Karyopharm Therapeitics

Drinks Reception

Featured speaker profiles

Here are some comments from past attendees...

Pharma Ltd

BOS cmc 2016 Small Molecule Programme

Small Molecule Drug Product Outsourcing Module

09.00

11.30

11.50
12.10

14.00

14.00
14.50

15.00
15.10
15.20
15.30

"Good size meeting with a good mixtore
of presentations and opportonities to
meet customers and vendors"

Dr Rudolf Hausmann, VP Technical
Development & Operations, Santhera

"BOS 2014 is always a pleasore to attend.
It is well organized, the talks are vsvally of
high quality and the nuomber of suppliers is

suitable for an event of this size. [ can only

recommend attending BOS"

"BOS cmc has become the single most important partnering
event of the year. In one day in a well organized and well crafted
fashion we enjoyed great presentations and touched base with
our most important partners and started the process of finding
new experts who can make our future possible”

Frederik Barfoed Beck, CMC outsourcing
Manager Zealand Pharma A/S

Paul Little, Director of CMC, 7TM Pharma (now Senior Vice
President, CMC, Insusense Therapeutics

Day 2
BOS cmc 2016 Biologics Programme

Biologics Drug Product Outsourcing Module

Chair: Dr Rudolf Hausmann, VP Technical Development &
Operations

Building a robust analytical dataset to guide early
drug product development and attract licensing
partners. Dr David Elder, Consultant and former Dir
Due Dilligence (PQRM), GlaxoSmithKline

Stress Testing in Solid Form R&D. Dr Antonio
Giordani, Director, R&D Chemistry Drug Development &
Outsourcing, Rottapharm Biotech

Managing analytical method development and
stability testing outsourcing.

Lidia Cappellina, Head of Outsourcing Management,
CHIESI FARMACEUTICI

Case Study in Drug Product Outsourcing.

Case Study in Drug Product Outsourcing.

Chair: Paul Little, Senior VP CMC, Insusense Therapeutics

Optimizing biologics formulation development and
how external partners can best support innovators.
Dr Robert Mueller, Senior Group Leader, PTD Biologics
Europe (PTDE-P), F. Hoffmann-La Roche Ltd

Strategies to ensure CMO deliverables meet buyer
expectations for SME biologics development. Dr
Lance Wong, Managing Director, Strand Bio

Managing the challenges of complex peptide
manufacture. Dr Shahid Uddin, Head of Formulation,
Medimmune.

Case Study in Drug Product Outsourcing.
Case Study in Drug Product Outsourcing.

09.00

Coffee Break

Case Studies Showcasing CMC Outsourcing

Chair: TBC

ZP4207 from peptide to patient. A glucagon analogue for liquid formulation.
Dr Frederik Barfoed Beck, CMC Outsourcing Manager, Zealand Pharma

Title TBC.

RPL554 - Development of a new and improved inhaled formulation for the treatment of respiratory diseases.
Dr Peter Spargo, Head of CMC and Manufacturing, Verona Pharma

Lunch and partnering

Outsourcing Business Process — Supplier Relationship Strategies.

How do we unlock value and innovation from CMO partnerships? This session will explore insights into how organizations
can shift along the sourcing continuum from simply exchanging value to driving innovation and creating value. The session
will share perspectives and case studies showcasing productive, innovative Buyer/Supplier partnerships.

Session facilitator: Kate Vitasek, Faculty - Graduate & Executive Education, University of Tennessee, College of Business
Administration

Strategic Sourcing in the New Economy: Harnessing Collaborative Supplier Relationship to Drive Innovation.
Kate Vitasek, Faculty - Graduate & Executive Education, University of Tennessee, College of Business Administration

Trust Creators & Trust Destroyers - Key steps to building a positive outsourcing alliance.
Mr Maarten van Geffen, Senior Scientist, Drug Product Development, Janssen Infectious Diseases & Vaccines

Panel & Audience Participation with a view to exploring and arriving at the key factors shaping collaborative,
sustainable buyer/supplier relationships.

Conference Close and Drinks Reception



