
Enabling personalisation of
medicines by integration of
surrogates & diagnostics with
development & promotion
of proprietary medicines

Background
Most large healthcare consultancies (PWC, IBM, BCG) agree that widespread adoption of personalised
medicines is some 10 to 15 years away. Integrated Medicines Limited (IML) provides a roadmap towards
personalised medicines by initially focussing on the co-development of surrogates & diagnostics with
proprietary medicines. This integrated approach can, in part, be achieved by (a) pharmaceutical companies
realising the value, to their products, of biomarkers transitioning through validated surrogates to approved
diagnostics; (b) diagnostics providers recognising that their products can positively impact development
& promotion of medicines; and (c) associated businesses, e.g., CRO’s & (bio)technologists, diligently
supporting this novel approach. External pressures are also guiding change in that healthcare providers are
demanding more cost-effective therapies, regulators are demanding new entities that have demonstrable
efficacy, and physicians & patients are gaining greater awareness of disease pathogenesis & treatment
options. IML provides services and products that embrace this new paradigm.
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Services ....
IML offers a number of outsourcing services that compliment the
core capabilities of customer organisations:

• IML can articulate the various benefits of an integrated medicines
approach at a strategic level to influence greater internal
awareness and/or support;

•. IML can design, implement and manage integrated projects and
programmes, including clinical research with bespoke contract
& academic partners;

• IML can identify the most appropriate diagnostics, surrogates or
biomarkers, and their potential vendors, to sustain integrated
programmes;

• IML can guide and manage third party business development
relations between pharma and OEM diagnostics companies,
technology developers and CRO’s.

In overall support of these products and services, IML will proactively influence the external acceptance of integrated testing and
development & marketing of medicines through contact with representative professional, trade and lobby organisations.

www.integratedmedicines.co.uk

.... & Products
To support opportunities identified through our services, IML offers
products in two forms via discovery labs, GLP partners and OEM
relationships:

(1) A shorter term option of providing a diagnostic test manufactured
exclusively for the purpose of supporting (a) the launch &
marketing of a late-stage medicine; (b) the line-extension of an
approved medicine into additional disease indications; or (c) the
rescue of a failing medicine by favourably changing the
risk-to-benefit ratio.

(2) A longer term option of developing an entirely novel companion
test, beginning anywhere in the continuum from biomarker
discovery through clinical validation of surrogate biomarkers and
ending with an approved diagnostic, conducted in parallel with
the development programme of the associated medicine.
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The IML board comprises Drs Blair & Bacarese-Hamilton, Professor Chris Lowe (Cambridge), Professor Andrea Crisanti (Imperial) plus a
chair & advisors from business management. IML is supported by UK DTI grants and is seeking additional funds to sustain market research,
business development and an IP portfolio.

www.integratedmedicines.co.uk

Potential benefits ....

For Contract Research Organisations
(CRO’s):
Offering support services that include the assessment of disease
surrogates & biomarkers, in addition to pharmacodynamic surrogates,
remains an underdeveloped opportunity which will differentiate the
proactive CRO. In addition, with appropriate consent documents, it
may be possible to use clinical sample repositories to undertake
clinical validation of biomarkers in particular disease areas. The
technology required, such as automated sample handling,
immunoassay development, liquid chromatography, mass spectrometry
and also HPLC & NMR, operating under GLP, are those found in the
modern bioanalysis laboratory. The ability to handle large numbers of
patient samples under GCP guidelines are core capabilities of most
clinical CRO’s. Therefore the technical & operational investment is
minimal whereas the returns, through contribution to pharma partner
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developmental savings, can be in the several millions of pounds.
The business interfaces will include both traditional customers (pharma
companies) and also new partners in the clinical diagnostics and
biomarker discovery industries. IML has developed CRO value
propositions and project maps to articulate the key role of CRO’s in
advancing the concept of personalised medicines.

Therapeutic areas:
Oncology and anti-infectives are particularly receptive to integrated
approach but considerable opportunities for integration of medicines &
test development lie in neurosciences (Alzheimer’s & Parkinson’s) and
respiratory disease (COPD & asthma). Examples are already evident
in metabolic disease (diabetes therapies & glucose monitoring),
urology (prostate cancer & PSA tests) and cardiovascular (lipid
lowering statins & cholesterol testing).

About IML management ....


