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3 things to know about London Genetics Ltd

A Specialised research organisation
A expert in pharmacogenetics for clinical development
A covering all therapeutic areas

A Single commercial portal to genetics in London
A leading academic institutions and teaching hospitals
A independent and self financing company

A Three business streams
A consultancy, collaboration, technology development
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Harnessing genetic expertise in London

A Company limited by guarantee

A launched in 2007 with backing from university partners
and development grant

A Based in the bioincubator unit at Imperial College

A Experienced management team with a network of
expert advisers to service client needs

A Comprehensive advice on stratified medicine approach
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Pharmacogenetics: the influence of genetics
on the safety and efficacy of medicines
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Strategic advice on clinical development
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Answers to valuable questions across the pipeline

: Responder population Risk management
Target selection . L )
Pathway analysis |dent|f|cat|(_)n | Post marketing
Responders- stratify/enrich surveillance
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Driven by the need to reduce development risks

Pharmacogenetics
Proteomics

Biomarkers
Imaging

Response
Profile

Safety &

tolerability
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AUS/ FDA O6Critical Ma[m
A Critical Path Institute r A

A Innovation or stagnation report (2004)

AEU/ EMEA 6Road Mapb m
A Integrative Medicine Initiatives

A FDA relabeling initiative to include PGx information
(warfarin, Plavix)
A Japan/US/EU ICH harmonised tripartite guideline
A PMDA/FDA/EMEA harmonise PGx terminology
A FDA/EMEA/MHLW biomarker qualification harmonisation
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http://www.emea.eu.int/
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é and by reil mbursement ba

A People do not respond to medicines the same way
A adverse events, dose and efficacy are often difficult to predict

A By 2020 this will be reflected in new pricing policies
A most medicines reimbursed by results
A NHS prices determined by outcome?
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O Oncology

B Alzheimer's

E Incontinence

O HCV

m Osteoporosis

m Migraine (prophylaxis)
B Rheumatoid Arthritis
O Migraine (acute)

B Diabetes

O Asthma

O Cardiac arrythmias
O Schizophrenia

m Depression (SSRI)

B Analgesics (Cox2)
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IPWC Pharma 2020: Challenging business models, which path will you take?


http://www.pwc.co.uk/

Growth in Reviews of Regulatory
Submissions With Genomic Information
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PGx Is beginning to inform decision-making
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Nature Reviews Genetics 5, 6451 656 (1 September 2004) doi:10.1038/nrg1432

Pharmacogenetics and drug development: the path to safer and more effective drugs
Allen D. Roses

Abstract

Pharmacogenetics provides opportunities for informed decision-making along the pharmaceutical
pipeline. There is a growing literature of retrospective studies of marketed medicines that describe
efficacy or safety on the basis of patient genotypes. These studies emphasize the potential
prospective use of genome information to enhance success in finding new medicines. An example of a
prospective efficacy pharmacogenetic Phase-IIA proof-of-concept study is described. Inserting a
rapidly performed efficacy pharmacogenetic step after initial clinical data are obtained can provide
confidence for a commitment to full drug development. The rapid identification of adverse events
during and after drug development using genomic mapping tools is also reviewed.
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. and ease bottlenecks in development

Technologies w ‘
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Example - Abacavir hypersensitivity

Important Safety-Related Label Update for Ziagen (Abacavir
Sulfate)

July 18, 2008

On July 18, 2008, FDA approved changes to the package insert for Ziagen (abacavir sulfate) highlighting
information about the association of the HLA-B=5701 allele (a part of a gene)} and hypersensitivity reactions
(HSR) caused by abacavir-containing therapy.

A Nucleoside reverse transcriptase inhibitor for HIV
A Adverse safety event: hypersensitivity incidence ~5%

A Genetic variant shown highly predictive of patients at risk
A HLA B*5701
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London Genetics offers flexible partnerships

Pre-competitive consortia
Specialist consultancy
Collaborative research
Strategic partnerships
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