











Drug Development

T lymphocytes and cancer cell. Coloured scanning electron micrograph of two T lymphocyte
cells attached to a cancer cell. T lymphocytes recognise a specific site (antigen) on the
surface of cancer cells or pathogens and bind to it. Some T lymphocytes then signal for other
immune system cells to eliminate the cell. Cytotoxic T lymphocytes eliminate the cell
themselves by releasing a protein that forms pores in the cell’s membrane. Magnification:
x4,000 at 10 centimetres wide. lllustration courtesy of Steve Gschmeissner/Science Photo Library

immunology that can make or break the commer-
cial potential for a new class of therapy. In the past
MOA was a ‘nice to have’; today it is ofi ncreasing

importance for regulators, for investors and for the
eventual licensees of the drug candidate. Sadly, this
is never an easy question to answer, particularly
when trying to reconcile results from animal stud-
ies, with human studies and sometimes with

chimeric studies. While Professor Gordon’s team
do not claim to be able to deliver all of the answers
around MOA, the detailed human cell work that
they perform can give a significantly improved res-
olution and often the MOA in man.

In 2005, Professor Gordon founded Celentyx
Limited with Professor Nicholas Barnes, a neu-
ropharmacologist at Birmingham University
Medical School. Their partnership had been inves-
tigating the role of neurotransmitter receptors in
the immune system - a new field they termed
‘Neuro-Immuno-Pharmacology’. Professor Barnes
is CEO of Celentyx: “The frequent issues around
the difficulties in taking immunological drugs from
mouse to man were obvious as were the needs of
those organisations attempting to resolve these dif-
ferences and improve the reliability of the step into
Phase | trials. We were getting frequent requests
for support and advice on this very topic and so the
idea to offer these services on a professional basis
was a natural one.”

Now a number of companies, including
Celentyx, are working to fill the void between
mouse and man by offering services that bring for-
ward human immune cell assays earlier into the
preclinical phase of drug development and in so
doing de-risk the business of developing drugs that
target or interact with the human immune system
(Table 2).

The strategy to better understand the impact of a
novel therapeutic upon the human immune system
- either good or bad - earlier in the drug develop-
ment process will logically improve the efficiency to
convert preclinical projects to efficacious medicines.
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Table 2:Examples of companies offering services that identify potential impact of drugs

upon the human immune system
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A highly desirable situation for all. DDW
COMPANY URL FOCUS
BioAnalab www.bioanalab.com Impact of biologic.drugs Dr Catherine Brady is the Commercial Manager of
:::I:uPport for clinical Celentyx Ltd and was instrumental in the forma-
tion of this spin-out company from the University
Bioneer www.bioneer.dk Impact upon PBMCs, of Birmingham. Formerly she was Innovation
dendritic cells and cell lines Manager for MidTECH — NHS Innovations, a role
that identified and managed intellectual property
il SRR P Ir_"PaCt upon P_BMCS to on behalf of the UK National Health Service,
highly defined immune cell . .
subsets alone o in where she was involved in the successful comple-
aclhes tion of a number ofl icence agreements. Prior to
this, Dr Brady was recipient of a prestigious
Cerep www.cerep.fr Impact upon PBMCs and Medici Fellowship to facilitate the commercialisa-

tion ofi ntellectual property arising from academic
research. Dr Brady read for a BMedSc (Hons)
Pharmacology undergraduate degree at the
University of Birmingham before embarking on a
PhD funded by BASF Pharma investigating human
5-HT receptors within the Cellular and Molecular
Neuropharmacology Research Group.
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