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Some recent industry news
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2% The Human Guinea Pigs
15 March 2006, BBC News

~ Traditional pharmaceutical markets
and concerns under pressure
19 January 2006, Strategic Direction

During a clinical trial in the UK, six out of 8

persons showed heavy adverse reactions The traditional method of drug discovery is under
against the medicine that was tested. The heavy pressure and pharmaceutical companies are
medicine for chronical inflammations and searching for the next ‘blockbuster’ medicine. Not only
leukeamia was only tested in animals before, this is the drug development costly, failure of a drug is
was the first human exposure. even more costly.

The two ‘surviving’ men saw how the other six Pfizer, the world’s largest pharmaceutical company
young healthy men transformed into patients that foresees a difficult time because of the disappointing
were approaching death. sales results of Viagra and the association of their

products with cardiovascular diseases
32 Pharmaceutical industry spends more on
charity

11 February 2006, Elsevier

~ Akzo Nobel brings Organon to the stock market

‘Infected’ by Microsoft’s Bill Gates,
7 February 2006, MD/ANP

pharmaceutical industry are more and more
involved in charity. The industry does not have

the best reputation and many people think that Akzo Nobel wants to distract its pharmaceutical

the industry makes profit out of their patents, business unit from the other activities by bringing it to
which makes people in Africa die from HIV. the stock market as a separate company: ‘Organon
Charity seems to be a way to change this Biosciences’.

reputation. Swiss Novartis gave almost 700
million dollar (11% of their profit) away to charity
funds in 2005
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The world pharmaceutical market

With 47,8 %, North America (US and Canada)
has the largest pharmaceutical market share

The European market is the second largest
market

Currently, the consumer demand for medicines
in third-world countries is low, but is expected to
increase within 2 or 3 generations

Of all producing countries, India is the fastest-
growing newcomer
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The pharmaceutical industry: a key asset to the

European economy

Trends and Issues in Pharmaceuticals Sector

The pharmaceutical industry is one of Europe’s
best performing high technology sectors

The R&D investments have an opportunity to
grow. Currently they are relatively low compared
to the US. Since the last decade, the US is seen
as a more attractive territory for pharmaceutical
and biotechnology companies than Europe.



Top-30 Pharmaceutical companies in the world

Source: 7th annual report on the world’s top 50 pharmaceutical companies
By Nicole Gray
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Pharmaceutical R&D: A Lengthy, Costly and
Risky process

Lengthy: By the time a medicinal product is introduced on the market, an average of 12-13
years will have elapsed since the synthesis of the new active substance

Costly: The cost of researching and developing a new chemical or biological entitiy was
estimated at 870 million euros in 2001

Of a high risk nature: on average, out of every 10,000 substances synthesised in
laboratories, only one or two will successfully pass all the stages to become marketable
medicines

Source: EFPIA member associations 2005

Trends and Issues in Pharmaceuticals Sector



R&D investments compared to other Dutch
sectors are growing in the Netherlands

Year Total R&D expenditure Total R&D expenditure
Netherlands by pharmaceutical Netherlands by companies from
companies other sectors

Millions € Growth % Millions € Growth %

1994 198 2.915

1995 212 7 3.132 7

1996 306 44 3.342 7

1997 308 1 3.714 11

1998 327 6 3.720 0

1999 419 28 4.263 15

2000 396 -5 4.457 5

2001 401 1 4.712 6

2002 382 -5 4.543 -4

2003* 455 19 4.476 -1

Source: Centraal bureau voor de Statistiek ©, Voorburg/Heerlen on basis of SBI code 244
NB Outsourced research & development study not included; exclusively own study
* Preliminary figures
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R&D investments in Europe and Japan stay
behind the United States
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The Dutch market is appealing to pharma companies, and
producing pharma companies successfully register their

products

The majority of applications for the
Dutch drug register lead to
registration

Source: Dutch Medicines Evaluation Board, Annual Report 2005
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However, the Dutch consumption of medicines is
relatively low

Extramural medicine consumption in Europe
€ per inhabitant

France
Switzerland
Germany
Belgium
Italy
Sweden
Austria
Portugal
Netherlands
Spain
England

Denmark

o

100 200 300 400 500

Source: SFK Data and facts 2004, based on 2002
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Advanced new technologies cause a significant
Increase in development costs
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Cost-breakdown of the R&D process; Over 55% of total
costs is determined by Pre-Clinical and Phase lll studies
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Regulation is the pivot of the industry

Alongside other industries where safety and quality are critical, the pharmaceutical
industry is heavily regulated by the US Food and Drug Administration and the
European Medicines Evaluation Agency. And for obvious reasons: mistakes in product
design or production can have severe, even fatal consequences for patients.

Not only do the regulating agencies assure the quality and safety of drugs, they as well
are an important reason why the drug development process is costly and lengthy

Despite the high regulations, it is estimated that 5 % of the drugs on the world market
are fake, mostly encompassing Viagra-like drugs produced in Asia
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Imitation medicines

Imitation medicines are marketed and presented as ‘legal’ drugs, but have never been
officially approved. Pharmaceutical companies not only fear for their market share, but also
for their reputation. This is because the imitation drugs have not been checked for quality,
safety and efficacy by the regulatory authorities.

The World Health Organization (WHQO) estimates that 5 % of medicines is ‘fake’.

The imitation medicines are often Viagra-like products in the western world and HIV/AIDS
medicines in the third world countries

The Chinese imitation-market has also discovered the imitation of medicines: almost 100%
of imitation Viagra is produced in China with a 120 billion dollar turnover

This is a serious threat for healthcare and the pharmaceutical industry

Source: Nefarna
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Pharmaceuticals and Asia

R&D and production is expected to shift partly to Asia. China and India have more and
more gualified employees available at lower cost. Furthermore, clinical studies are in these
countries more often allowed, which makes it possible to reduce the time to market

Activities that are considered as being in conflict with patent rights in Europe and the US
can be done easily in countries that do not support the international patent rights (like India
and the Balkan)

Most fake medicines that have no therapeutic effect are produced in Asia. Turnover of the
Chinese ‘fake medicines’ market is estimated on 120 billion dollar

Source: The Futurist, 01-01-2006

Trends and Issues in Pharmaceuticals Sector



Biotechnology excited the industry

6000
Since the development of biotechnology, the

number of patents in this field has only 5000
increased

4000+

This has not only led to higher R&D costs,

as well to continuous Mergers & 3000-
Acquisitions because the big pharma often

m 1990
W 2000

200015

didn’t have this expertise

Nowadays it is often said that the 10007
expectations of biotechnology may have
been too high, the scientific progress is
relatively disappointing

Although the European biotechnology sector
Is growing steadily, it remains dominated by

Figure 2.13 Biotechnology patents (USPTO)

Trends and Issues in Pharmaceuticals Sector



Generic products throw a spanner into the works

Yet an issue for several years:
pharmaceutical companies after 20 years
lose their rights to protect their intellectual

property

The market-share of generic medicines is
increasing. The generic medicines can be
marketed for a substantial lower price than
the original product, because the discovery
and research is already done by the
branded company
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Parallel trading

A new trend has come up: Parallel trading. Drugs that are approved in the US by the FDA
are traded in Europe, while they have not been approved by the EMEA

The fragmentation of the EU pharmaceutical market as well results in a lucrative parallel
trade which benefits neither social security nor patients but deprives the industry from
additional resources to fund R&D. Parallel trade was estimated to amount to € 4,265

million in the European Union in 2003, which represents 5% of the pharmacy market value
(at ex-factory prices).

Source: EFPIA member associations 2005

Trends and Issues in Pharmaceuticals Sector



Health Economics

INNOVATIVE CONTRIBUTION

Cost-containments in healthcare lead to an
increasing importance of a medicine’s
innovative contribution to society

There is a growing attention for the Cost savings
innovative contribution of medicines to New Dru
: h : - g

society and patients. Expensive medicines _ _ _
are still accepted by health authorities, Improvement in quality of live
though only when the innovative Rapid therapeutic effect
contribution of these medicines is high. o

afety

The Office of Health Economics recently
recommended the following criteria (refer to
picture on the right): Tailor made

Interaction with other drugs

Ease of administration

Prevention of disease

Source: Nefarna
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Pharmaceutical Marketing: The odd man out

The last years the pharmaceutical marketing technics have been under heavy public discussion
Each year, on average 1,2 billion dollar is spent to pharmaceutical marketing

Many new drugs on the market are ‘more of the same’ and do not differ much in pricing. The relation
between the rayon manager and the physician determines the prescription rate of the drug, which puts
pressure on this relation

Recently Glaxo Smithkline started initiatives for ‘marketing’ of their reputation. Its 8,000 sales
employees are send to talk with consumers on the streets about Glaxo and their medicines. One of
the reasons is that the employees can explain why drugs are so expensive, why liability claims are not
always appropriate and why investments are preferable done for blockbusters rather than rare
diseases. These discussions are held in clubs, associations and schools

Source: Advertising Age, 2006
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Increasing importance of IT

Because of financial pressure (earnings of top
companies have fallen by 25%, since 2002),
pharmaceutical companies have to manage two
challenges at once:

Improve the efficiency of IT

Use IT to enhance business innovation and operational

efficiency

Concerning business innovation, pharmaceutical
companies expect IT to improve data collection, speed
up regulatory reporting, manage the progress of clinical
projects and improve the targeting of physicians and
the use of marketing programs

Three trends on IT strategy for pharma companies:
Serial approach: Focus on IT efficiency first, then on
Business Innovation. Streamlining and globalization to
increase scale and efficiency, leading to shared services and
outsourcing
Parallel approach: Split responsibility of IT efficiency and
innovation between two IT-leaders
Outsourcing: Offloading the efficiency piece to a third party

Source: McKinsey on IT, Innovations in IT management, nr. 6, winter 2005
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IT profile of the pharmaceutical industry
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Application spending

While addressing compliance and competitive
iIssues through standardization, consolidation,
and integration efforts, pharmaceutical
organizations are also building the
infrastructure to deal with increasingly
important customer-driven and economic
issues (see Figure)

IT wants more industry-specific software and
more flexible pricing. While survey
respondents are generally satisfied with their
applications, they would like more industry-
specific applications and continue to complain
about software pricing

The use of outsourcing increases. Although
the industry’s regulatory requirements have
limited some outsourcing opportunities, 46%
of respondents plan to increase their
outsourcing activities over the next year.

Source: AMR Research 2004

Trends and Issues in Pharmaceuticals Sector




Compliance related initiatives in IT

Compliance is the top priority.
21% of respondents from an AMR research
survey rank compliance as the most important
IT investment driver. Furthermore, 24% of
respondents were actively implementing
compliance-related initiatives in 2004 (e.g.
Sarbanes-Oxley and Tabaksblat)

Increasing IT budget in Pharma Industry
Smaller companies spend proportionally more
onlIT
IT spending twice as fast for biotech
companies, compared to branded and generic
companies
Increased outsourcing, IT staff focusing on
strategic tasks

IT organizations are becoming lean and
business focused.
IT is not only being tasked with generating
more business benefits, it is also being asked
to do it for less. IT cost containment,
outsourcing, and governance initiatives
therefore belong to the highest in ranking

Source: AMR Research 2004
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