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The Pharmaceutical industry
(Pharma) must contend with an
increasingly difficult economic
climate; the industry will
remain in an era of delivering
lower returns compared with
the previous decade. Profit
warnings have become the
industry standard. ‘Since June
(2004) the sector measured by
the FTSE US Pharma index, has
been 11% lower than the
S&P500’1.
We do expect growth for the

majority of the top 40 pharma
companies over the next five
years. This will average around
5.2%2. Market growth, however,
will be severely tempered by
aggressive provider/payer
tactics which will continue, and
gain power between now and
2010. R&D pipelines hold
considerable promise with a
portfolio of exciting new
innovative products. Many of
these new products will treat
and in some cases also cure
disease.

The shift
In 2010 pharma will not only
manufacture ‘whitepowders’ for
the palliative treatment of
disease, it will provide a variety
of products and therapeutic

healthcare packages that
include diagnostic tests,
therapeutics, monitoring
devices and mechanisms, as
well as a wide range of services
to support patients. These
targeted treatment solutions
(TTS) will deliver enhanced
growth and beyond 2010 we
expect to see growth returning
to double digits. In order to
achieve this many more
companies must speed up their
learning in order to develop and
deliver TTS.

Discovery and development
Over the next five years further
emphasis will be placed on
gaining an intimate
understanding of how different
diseases function both at a
molecular level and as part of a
biological system. This change
in emphasis across the industry
is epitomised in a recent
comment from Dr Jonathan
Knowles, Head of Global
Research for Roche: “Where we
are distinctive is that most
companies have a strong
weighting to one or other
biological or small molecule.
We are much more driven by
patients and disease.”2 Roche’s
embrace of diagnostics also
reflects this philosophy.
Advancements in molecular
sciences will allow us to define
disease more accurately and
create treatments and services
designed for patients with
specific disease sub-types,
rather than making ‘one size
fits all’ drugs for patients with
similar symptoms but
essentially different diseases.
Many new medicines will be
biologically based rather than
chemical. Discovery and
development will focus on the
faster and easier biological
methods. 
Modelling, simulation and

high performance computing
will play a vital role in the
process. They will enable
pharma to model how drugs act
on the whole body, at organ and
sub-cellular level; to design
accurate trials and conduct
adaptive trials. The rapidly
advancing technology
infrastructure will allow these
tasks to be undertaken with a
much greater degree of
certainty. Population data will
be more easily accessed and
become available to the
industry under regulated
conditions. 
Drugs will be first tested in

main in late stage discovery to
prove safety and efficacy.
Further Phase II testing will be
conducted and the results
submitted for earlier,
conditional approval. They will
be launched on the market and
subject to ‘in-life testing’ using
remote monitoring and
exploiting the wireless age of
advanced bandwidth, safe and
efficient networks, and
miniaturisation.
Collectively a blurring of the

boundaries between discovery
and development, chemistry
and biology will take place
forcing the creation of a much
more integrated model. We
predict a reduction in time and
cost to deliver new product. We
expect a halving of time taken
in today’s model and costs
could be reduced by up to 75%3.
This will be essential for
Pharma to regain its favoured
spot on Wall Street.

Regulation
The FDA has raised the bar. Its
rationale for change, the
approach taken and the
progress achieved has been
well documented4.
In September 2003 the Wall

Street Journal published a front

page article stating Pharma
manufacturing techniques
lagged behind those of potato
chip and laundry soap makers5.
It also correlated the rise in
product recalls with quality
issues. Since then FDA/ICH and
Pharma have been extremely
active to shape new quality
requirements and standards,
this has resulted in a quality
and systems approach, starting
with quality by design in
development and ending with
scientific process control in
manufacturing. Recent
developments also require the
industry to track and trace
product from the factory to the
patient6.
Today and even more so as

we move towards 2010 Pharma
will develop hybrid drug/device
diagnostic combinations,
healthcare packages for
patients with specific disease
sub-types and targeted
treatment solutions. These are
often complex, delicate and
difficult to manufacture and will
require novel skills and
techniques, both in Pharma and
at the regulator.
Pharma companies in 2010

will initiate contact with the
regulators regarding the
development of a particular
treatment while still in the early
stages of discovery. They will
submit clinical data to
regulators on an ongoing
automated basis via a rolling
dossier. The regulator and
Pharma will work more closely
in partnership. The industry will
regain public trust through
open publication of results and
a much improved safety record. 
The very basis on which

regulators grant product
licences will also change. 
One-off endorsement will be
replaced by continuous
evaluation. The right to market
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a drug will be reconfirmed
subject to regular in market
review of safety and efficacy.
Data collection to match clinical
outcome with patient, and
eventually patients genetic
make up, will become the
norm. The industry will engage
more fully with healthcare
payers, physicians as well as
patients. In this way it will
benefit from much enhanced
feedback, both clinical and
financial. The industry will
promote accurate diagnosis and
treatment of disease as well as
support medical practitioners in
the battle to enhance better
outcome through patient
compliance and persistence
programmes.

Sales and marketing
Many more of the new
medicines from Pharma will
cover secondary care rather
than primary care; so that they
will be marketed differently
using smaller more highly
specialist sales teams to
converse with the medical
specialist. Promotion of
medicine and TTS will be based
on the specific disease states
they address and will be
supported by objective evidence
and priced according to
outcome. Rather than
promotion against competing
products and pricing against
rival products. A substantial
part of the value of TTS is in the
services that come with them.
These services will form the
backbone of a comprehensive
network that helps individual
patients, manages the disease
state; targets compliance and
persistence. In conjunction with
TTS, remote monitoring will be
key to improve patient
compliance and persistence,
this alone will substantially and
legitimately improve industry
revenues. 
The salesforce will look very

different in 2010; the product
range will be more complex and
focused across the domains of
the general practitioner as well
as the specialists. e-learning
and e-detailing will be part of

the mix. The current method of
trying to reach the entire
patient population and their
physicians using global brands
and mass messages can no
longer remain the sole
approach. Pharma will
participate far more actively in
the patient lifecycle and provide
greater case management
support. This will lead to a
much more active relationship
with the healthcare provider
and patient.

New supply chains
Over the next five years industry
leading companies will have in
place a set of different supply
chains to cover the new product
types; they will have learned
how to manage them and the
inherent complexity they will
introduce. In 2005, we know our
quality and compliance systems
are stretched to the limit,
quality by inspection is
expensive and does not deliver
sustainable performance and
cannot be used for complex
drug products. Pharma
manufacturing capabilities
today were built to satisfy 25-
year-old GMP standards.
Significant change and
substantial investment is
scheduled over the next five
years to configure production
capabilities to meet the
requirements of the present
portfolios and pipelines and the
breadth of technologies they
require.
We believe adopting the new

model for manufacturing4 can
decrease failure rates from 16%
to 1% and reduce cost of goods
a further 3%, as well as
increase overall performance
levels.

Conclusion
The ability to develop, make and
market TTS will require
significant change at every
stage in the Pharma value
chain.
The scale of the challenge is

massive; so are the rewards.
Our industry research3 shows
that companies that can
maximise revenues from

today’s portfolio and
simultaneously learn how to
make the leap to TTS will see
their value soar, but it is not
just for investors; patients,
physicians, payers and the
regulators will all benefit too. ■
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