
Book before the

20th December for a  

15% DISCOUNT! 

See inside for

further details.

SPONSOR:

Translational Medicine 2006 
Incorporating latest developments in clinical pharmacology and biomarker studies

www.transmed-events.com

Tuesday 14th February – Wednesday 15th February 2006, Le Meridien Piccadilly, London, UK

Post-conference workshop

Old and novel tumour biomarkers
Thursday 16th February 2006
Led by Prof. Dr. Manfred Schmitt,
Technical University of Munich

Leading clinical speakers
from the pharmaceutical
industry include:

n	Dr. Thomas Senderovitz, M.D., Vice President, 
Experimental Medicine, Global Clinical R&D,  
FERRING PHARMACEUTICALS

n	Dr Donna Johnstone, Cancer & Infection Discovery 
Medicine Director,  ASTRAZENECA

n	Dr. Torsten Reum, MD, Dept. of Scientific Service/ 
Clinical Trials, BfArM

n	David Muirhead, Clinical Assay Group, PFIZER

n	Malcolm Mitchell, Senior Clinical Research 
Physician, ELI LILLY

n	Christopher Kirkpatrick, Head of Clinical Pharmacology 
Unit, ROCHE PRODUCTS LIMITED

n	Johan Luthmann, Head of Neuroscience,  SERONO

n	Jasper Dingemanse, PhD, Vice-President and 
Head of Clinical Pharmacology, 
ACTELION PHARMACEUTICALS

FEATURING CASE STUDY-BASED 
PRESENTATIONS ON KEY ISSUES 
IN TRANSLATIONAL MEDICINE, 
INCLUDING:

n	Translational medicine - are we 
making any decisions on it?

n	Translational cancer research at
	 the EORTC: new directives

n	Translational medicine:
	 a regulator’s view 

n	Using cognitive function
	 assessment to facilitate
	 translational development from 

volunteers to patients

n	Biomarker assay validation

Media Partners:



08:30	 Registration and coffee 

09:00	 Opening remarks from the Chair:
	 Christopher Kirkpatrick, Head of Clinical Pharmacology Unit, Roche Products Limited

STRATEGIC ISSUES – TRANSLATIONAL MEDICINE AS A CONCEPT 
09:10	 Keynote Presentation: managing the discovery-development transition

Importance of the FDA’s Critical Path Initiative
Experience with early interactions with the FDA: the End-of-Phase 2A Meeting
Why is it important to focus of an organisational culture to support filling up the early R&D pipeline?
How to ensure implementation of critical path research initiatives

Dr. Thomas Senderovitz, M.D., Vice President, Experimental Medicine, Global Clinical R&D, Ferring Pharmaceuticals

09:55	 Translational medicine - are we making any decisions on it? 
Translational medicine, translational sciences and discovery medicine – defined
This work is seen as having great promise within pharmaceutical development in being able to ‘identify the winners early’
But how many of us are truly making decisions using the data generated from these studies?

Dr Donna Johnstone, Cancer & Infection Discovery Medicine Director, AstraZeneca

10:40 	 Morning refreshments

11:00	 Translational medicine in the early risk/benefit assessment of drugs: a regulator’s view
The role of pre-clinical data in early drug development
From biomarkers to animal models: do we get an applicable image of human diseases?
SOPs, guidance documents and rapid scientific progress
Dealing with “individual and isolated cases” - regulator’s exception or rule? 
Integral risk/benefit assessment: claims and reality

Dr. Torsten Reum, MD, Dept. of Scientific Service/Clinical Trials, Federal Institute for Drugs and Medical
Devices (BfArM)

CNS AND TRANSLATIONAL MEDICINE
11:45	 Using cognitive function assessment to facilitate translational development from volunteers to patients

Cognitive function: what is it and how is it measured?
The successful implementation of cognitive testing in Phase I
Phase I models of dementia: validity, sensitivity and predictability
Case studies of successful prediction from Phase I to patients in Alzheimer’s disease, ADHD, depression and schizophrenia
The value of integrating cognitive assessment with EEG and MRI in Phase I

Professor Keith A. Wesnes, Chief Executive, Cognitive Drug Research

12:30	 Lunch

14:00	 Contribution of pre-clinical pharmacology to CND drug discovery - highlights and limitations
Relation between PK and PD as necessary condition for rational drug development
Target-based vs. indication-based drug discovery - implications for drug development 
How close we can get with animal studies to human diseases ?
Animal models of CNS diseases - dynamic feedback to knowledge on disease pathomechanisms
Use of reference agents - how much better should new treatments be?

Professor Wojciech Danysz, Head, In Vivo Pharmacology, Merz Pharmaceuticals

PROJECT MANAGEMENT IN TRANSLATIONAL MEDICINE
14:45	 Emerging issues in outsourcing and clinical pharmacology

Knowing why outsourcing is a big market in clinical pharmacology and early phase clinical development
What criteria are used for the selection of an appropriate partner?
Why outsourcing saves money and time and can reduce failure in the pipeline
Why the pharma industry is gaining efficiency at the expense of gaining knowledge

Christopher Kirkpatrick, Head of Clinical Pharmacology Unit, Roche Products Limited

15:30	 Afternoon Refreshments

15:50	 Managing the move from pre-clinical into clinical
Understanding what’s involved in the transition from pre-clinical to clinical
Utilising predictions from the pre-clinical phase to manage the expectations in the move into clinical development
Measuring success and feeding back into pre-clinical for future phase transitions

Johan Luthmann, Head of Neuroscience, Serono 

16:35	 Volunteers versus patients in clinical development – why this is an important healthcare issue
The move towards starting testing on patients as soon as possible – can it fight against disease?
What extra work has to be done in the pre-clinical stage to ensure the compound is safe and predicted to be efficacious?
Regulatory situation and current practice
Does cutting out the traditional Phase I process of testing on healthy subjects have an impact on pharmacology?
Is the recruitment of patients as opposed to volunteers a political move as opposed to a traditional process?

Hermann Fuder, VP, Clinical Research and Development, Neuro3d 

17:00	 Closing Remarks from the Chair and end of day one

17:15	 Drinks Reception
Delegates are invited to join the speakers at an informal drinks reception.
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dAY one – tuEsday 14th FEBRUary 2006

Translational Medicine 2006 



08:30	 Registration and coffee 

09:00	 Opening remarks from the Chair:
	 Dr Andrew Williams, CEO, Marix

BIOMARKERS AND TRANSLATIONAL MEDICINE 
09:10	 Biomarkers for dose selection: how do they increase the probability of technical success? 

The value of emerging technologies such as imaging or the ‘–omics’ in early phase trials
How to identify the best biomarkers among many candidates 
Biomarker validation and innovation 
PK/PD models to support the go/no-go decision and dose selection 
Safety margins: joint assessment of efficacy and safety using biomarkers

Francois Vandenhende, Ph.D., Global Statistics, Eli Lilly and Company

09:55	 Biomarker assay validation issues
Assays need to be ‘fit-for-purpose’ but can there be standardisation within this approach?
Accuracy is often compromised but this need not be an issue
The latest guidelines on BM assay validation
Should the validation approach be influenced by the technology?
Validation issues arising from assay translation

David Muirhead, Clinical Assay Group, Pfizer

10:40 	 Morning refreshments

CARDIOLOGY AND TRANSLATIONAL MEDICINE
11:00	 Measuring cardiac function in the Phase I unit, an integrated approach

Cardiac function: how much can be measured? The possible range of cardiac function measurement in the Phase I Unit
Special population characteristics which may be utilised
Non-invasive cardiac function measurement: echo and modern impedence technology/signal averageing techniques
Case studies of cardiac assessment: e.g. mean atrial fibrillation frequency; acute changes in cardiac function and pulmonary haemodynamics
Integrating pre-clinical and clinical studies - the ‘One Pair of Eyes’ approach

Dr Maurice R Cross, Group Medical Director, Veeda Clinical Research

11:45	 Anxiometry - a new model of anxiolytic drug effects in healthy volunteers
Anxiometry
Modelling anxiolytic drug effects in healthy volunteers
Heart-rate variability/skin conductance

Martin Siepmann, Senior Lecturer, Institute of Clinical Pharmacology, Technical University Dresden

12:30	 Lunch

SCIENTIFIC ASPECTS OF TRANSLATIONAL MEDICINE – CASE STUDIES AND PRACTICAL EXAMPLES
14:00	 Translational cancer research at the EORTC: new directives and tasks

New directives have led to the formation of the Network of Core Institutions (NOCI) at the EORTC, representing various clinical centres
The EORTC data centre designs, runs and evaluates clinical trials in connection with various interested parties
There is a strong interaction between the disease-oriented clinical groups of the EORTC, the PathoBiology Group, etc
This interaction allows the EORTC to advise the clinical groups in allocating and securing clinical material from cancer patients

	 enrolled in EORTC trials for the determination of biomarkers 
The EORTC is proactive in setting up and maintaining multi-centric biobanks to allow interactive analysis of biomarkers 

Prof. Dr. Manfred Schmitt, Director, Clinical Research Unit, Department of Obstetrics and Gynaecology,
Technical University of Munich

14:45	 Early clinical development of a new principle: urotensin-II receptor antagonism
How to deal with a completely new mechanism of drug action
Early clinical development of a urotensin-II receptor antagonist
How was pre-clinical information used to design Phase I and IIa studies?
Conduct and results of two proof-of-concept studies – lessons learned

Jasper Dingemanse, PhD, Vice-President and Head of Clinical Pharmacology, Actelion Pharmaceuticals

15:30	 Afternoon Refreshments

15:50	 Safety and QT in early-phase clinical trials
Cardiac safety and measurement and the correct usage of ECGs
What regulatory issues do you have to be aware of when conducting QT studies?
Using pre-clinical assays to predict changes in QT
Integrating pre-clinical and clinical QT data

Malcolm Mitchell, Senior Clinical Research Physician, Eli Lilly UK

16:35	 Drug interactions during drug discovery and development
Why drug-drug interactions should be a major part of translational medicine
Understanding why the interacting potential of a new chemical entity should be investigated early during discovery/development
Important aspects of in-vitro studies on drug-metabolism and drug-interaction
The role of metabolites in drug-drug interactions

Stefano Persiani, PhD, Director, Department of Drug Metabolism, Pharmacokinetics and Dynamics, Rotta Research Laboratorium, Rottapharm

17:20	 Closing Remarks from the Chair

17:30	 End of day two and Champagne prize draw
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Translational Medicine 2006 



Sponsors:
Veeda CR is a full service, early clinical development CRO, born 
out of the merger of Phase I Clinical Trials Unit (Plymouth, UK) and 
ClinSearch Labs, a 124 bed unit newly established in Ahmedabad, 
India. Both units are equipped to the highest standards and operate to 
the highest regulatory standards www.veedacr.com

SPONSORS,  EXHIBITORS
& MEDIA PARTNERS 

Exhibitors:

Media Partners:
Journal of Translational Medicine is a peer-reviewed open 
access journal, published by BioMed Central. Submit your research 
today to benefit from fast publication upon acceptance, immediate free 
access and high visibility for your research. www.translational-medicine.com

The Future Science Group publishes commentary and analysis from 
international opinion leaders on topical issues, cutting-edge research and 
emerging developments in healthcare. Through our expanding range of biomedical 
review journals – we provide the clinical community with a unique source of high 
quality, authoritative reviews on best clinical practice. Key publications included 
Pharmacogenomics and Personalised Medicine. www.future-drugs.com

Adis - dedicated to the needs of biomedical researchers and healthcare 
professionals, our journals and newsletters provide comprehensive and up-
to-date information on all aspects of drug development, clinical pharmacology, 
medical biotechnology, pharmacoeconomics and disease management. Adis’ journals are among the most-cited 
publications in their respective fields, and provide a unique blend of original articles and authoritative reviews, drug 
profiles and evaluations. www.adisonline.com

www.PharmCast.com is the world’s leading website designed 
specifically for pharmaceutical, clinical and biotechnology professionals. 
www.PharmCast.com brings up-to-date information on pharmaceutical 
patents, FDA, news, jobs and a Buyer’s Guide to our visitors. www.pharmcast.com

InPharm.com, the online resource providing executives in the pharmaceutical 
and healthcare industries with information services such as news, views, jobs, 
directories of services and thousands of links out into the Net. Sign up today for 
your FREE email alerting services. www.InPharm.com

PharmaVOICE is the executive forum that allows business leaders to engage in 
a candid dialogue on the myriad challenges and trends impacting the life-sciences 
industry. PharmaVOICE reaches more than 17,000 U.S.-based executives who 
influence business strategies and affect change. Published monthly, PharmaVOICE provides readers with insightful 
and thought-provoking commentary through its forums, topics, and articles that cover a range of issues. To Raise 
Your VOICE, contact  feedback@pharmavoice.com

The magazine clinically proven to work, Applied Clinical Trials  is 
the first resource for pharmaceutical and medical professionals worldwide 
who design, initiate, conduct and monitor clinical trials.  Published monthly. 
Peer-reviewed. BPA-qualified circulation of 16,255. www.actmagazine.com/appliedclinicaltrials/

PharmacoGenomicsOnline.com, is the web information portal 
dedicated to the field of pharmacogenomics. Updated on a daily basis, the unique 
mix of, specialist supplier listings, events, news, scientific posters and new 
products makes this a one-stop-shop for essential information.  www.pharmacogenomicsonline.com

THE INTERNATIONAL JOURNAL of BIOLOGICAL MARKERS publishes 
original contributions, editorials and current reviews dealing with basic and applied 
research in the field of tumor markers.  The International Journal of Biological Markers 
is indexed in CURRENT CONTENTS/Clinical Medicine, ISI Web of Science, EMBASE/
Excerpta Medica, INDEX MEDICUS/MEDLINE, Current Clinical Cancer, Chemical 
Abstracts Service, BIOSIS/Biological Abstracts. www.biological-markers.com

Wish to exhibit your products and services 
at this successful event?
Where else can you meet the leading clinical research professionals involved in translational 
medicine from Europe, all in one place? We have a number of promotional packages available, 
from exclusive sponsorship through to exhibition stands and inserts in the documentation, with 
competitive prices to suit all budgets.

If you want to be a part of this key industry gathering, please contact Ben Jones 
on + 44 (0)20 7753 4258 or by e-mail at  benjones@vibevents.com



About Your Workshop Leader
Prof. Manfred Schmitt  is Director of the Clinical Research Unit, Department of Obstetrics 
and Gynecology, Technical University of Munich. After gaining a Ph. D in biochemistry 
from University of Mainz, Prof. Schmitt then progressed through academia to his current 
position at the Technical University of Munich, where he has been since 1993. Professor 
Schmitt has 58 patents/patent applications and is co-editor of four journals, including 
Thrombosis and Haemostasis; International Journal of Oncology; Cancer Therapy and 
Critical Reviews in Clinical Laboratory Science. Professor Schmitt is also co-founder of 
Wilex Biotechnology GmbH (now Wilex AG) and the Chairman and Board member of the 
EORTC PathoBiology Group. www.tu-muenchen.de

Post-conference Workshop

09:30	 Delegate registration and coffee

10:00	 Session 1
n	 Biobanking – fresh-frozen tissue vs. fixed tissue
n	 Blood-borne and tissue-derived biomarkers
n	 Established biomarkers as markers of prognosis, etc
n	 Gene profiling at the DNA- and mRNA-level
n	 Gene level vs. protein level: genomics or proteomics?

11:10 	 Morning refreshments

11:25	 Session 2
n	 State-of-the art statistics to explore the potential of biomarkers
n	 Biomarkers as markers of tumour invasion and metastasis
n	 The concept of “predictive oncology”
n	 Quality assurance and quality assessment programs 

12:35 	 Lunch

13:40 	 Session 3
n	 Biomarkers and quality of life issues
n	 Biomarkers and pharmacokinetics
n	 The role of tumour biomarkers as targets for therapy
n	 New tools for the detection of biomarkers: aptamers, etc

14:50 	 Afternoon Refreshments

15:05 	 Session 4
n	 Intellectual property laws
n	 Patients’ rights: written informed consent forms, etc

n	 Different countries, different ethic laws: multi-centre studies

n	 The European Union as a funding body for cancer research

16:15 	 Close of Workshop

Old and novel tumour biomarkers: 
hope or already reality?

Thursday 16th February 2006

Clinical features and histomorphological factors have been used traditionally to predict 
individual cancer patient outcome or direct cancer treatment. With the new concept of 
“individualised treatment and targeted therapies”, tumour-associated biomarkers have 
been given a new role in the selection of cancer patients for treatment and in cancer 
patient management.

Tumour biomarkers can give support to cancer patient stratification and risk assessment, 
treatment response identification, or to identifying those patients who are expected to 
respond to certain anticancer drugs. Owing to high-throughput technologies, gene-, 
protein-, and tissue-arrays, we are now faced with various “cancer gene signatures” 
rather than with single tumour markers. This scenario requires novel methods for the 
simultaneous assessment of the tumour biomarkers; quality assessment and quality 
assurance is also an important issue to consider as well as state-of-the-art statistics to 
evaluate and validate the tumour biomarkers in question.

Therefore, before a new tumour biomarker can be recommended for clinical routine 
application, well-designed and controlled biomarker studies have to be conducted to 
allow validation of the prognostic or predictive ability of the tumour biomarkers. Legal 
implications, patients’ rights, and intellectual property rights have to be observed as well.
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Your details

Four Easy ways to book
 1	 Tel: +44 (0)20 7753 4201 

 2	 Fax: +44 (0)20 7753 4250

 3	 Email: events@ViBevents.com

 4	 Register on the event website:
	 www.transmed-events.com 

Registration Form

SAVE 15% EARLY BOOKING PRICES (before 20th December 2005)
	 The two-day conference at £1104.15 +VAT (£1297.38) 	   Ref: 12467A
	 Post-conference Workshop £594.15 + VAT (£698.13) 	 Ref: 12467B
	 All three days (including an additional £100 discount!) £1613.30 + VAT (£1895.63)  	 Ref: 12467C

SAVE 10% EARLY BOOKING PRICES (BEFORE 17th January 2006)
	 The two-day conference at £1169.10 +VAT (£1373.69) 	 Ref: 12467D
	 Post-conference Workshop £629.10 + VAT (£739.19) 	 Ref: 12467E
	 All three days (including an additional £100 discount!) £1708.20 + VAT (£2007.14) 	 Ref: 12467F

 
*FULL PRICE (AFTER the 17th January 2006)

	 The two-day conference at £1299.00 +VAT (£1526.33) 	 Ref: 12467G
	 Post-conference Workshop £699.00 + VAT (£821.33) 	 Ref: 12467H
	 All three days (including a £100 discount!) £1898.00 + VAT (£2230.15)	 Ref: 12467J

	 Hard copy of the documentation for non-delegates at £249 (+ VAT where applicable)	 Ref: 12467K 

Please quote code 12467 and the delegate’s name on all payments.

Date & Venue
The 2-day conference will take place on the 14th 
and 15th February 2006. The post-conference 
workshop will take place on the 16th February 
2006. The venue for all 3 days will be at Le 
Meridien Piccadilly, 21 Piccadilly, London, W1J 
0BH. For further information about the venue, 
please contact Customer Services on +44 (0) 20 
7753 4201.

How to Register
Send your registration form with a cheque, drawn 
on a UK bank, made payable to ViB events at 
Brunel House, 55-57 North Wharf Road, London 
W2 1LA or fax over the form on +44 (0)20 7753 
4250. When we receive your registration we will 
send you confirmation, invoice receipt and a map 
of the venue. If you have not heard from us before 
the event, please call to ensure we’ve received the 
booking.

How to Pay
You can pay by cheque (drawn on a UK bank) 
payable to ViB events or by bank transfer to 
Lloyds TSB, account number 01582785, sort code 
30-00-02, or by major credit card (we accept Visa, 
MasterCard, Amex, Maestro and Solo). Please 
quote delegate name and conference code 12467 
on all payments. Please note we require payment 
in advance 

Cancellations
Cancellations may be made by telephone but 
must be confirmed in writing. Please quote 
the appropriate reference 12467. Cancellations 
before the 31st January 2006 are subject to a 10% 
administration fee. We regret that after this date 
we cannot give refunds although a substitute 
delegate is welcome. 

Have we addressed you correctly?
We realise how irritating it can be to receive 
multiple copies of the same brochure or 
incorrectly addressed mail. We are anxious 
to resolve this problem so, if your details are 
incorrect or you get several identical envelopes, 
please send them back with a covering note. 

Indemnity
Should for any reason outside the control of 
ViB events, the speakers or venue change, 
or the event be cancelled due to industrial 
action, extreme weather conditions or an act 
of terrorism, ViB events will endeavour to re-
schedule. However the client hereby indemnifies 
and holds ViB events harmless from and against 
any and all costs, damages and expenses, 
including legal fees, which are incurred by the 
client. The construction, validity and performance 
of this agreement will be governed in all 
respects by the laws of England to the exclusive 
jurisdiction of whose courts the Parties hereby 
agree to submit. © ViB events 2005

ViB events
ViB events is the new name for Vision 
in Business. We provide high quality 
commercially focused conferences, 
based on our own research and 

our close links with leading practitioners and 
business advisors. ViB events is a trading name 
of SPG Media Ltd., a wholly owned subsidiary of 
SPG Media Group PLC.

Translational Medicine 2006 
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