
The pharmaceutical industry is on the
defensive over its prices in markets
around the world, and could have its
future growth stunted if it fails to win
some key battles in the near future.

Developments in the last few weeks in
the US, Europe and Asia are threatening
to undermine the industry’s bid to re-
establish strong growth.

In the US, the world’s biggest and most
profitable market for the industry, leading
pharma executives say it could be only a
matter of time before it adopts stringent
price cuts similar to those used in many
European countries.

In the UK, a competition watchdog has
declared that the health service is paying
millions of pounds too much for its med-
icines. It has recommended the scrapping
of the UK’s current free pricing system,
widely regarded as the most pharma-
friendly in Europe.

Meanwhile, another key battle over
prices and patents is soon to be decided in
India, one of the key emerging markets
for pharma. Novartis has mounted a legal
challenge to plans by the Indian govern-
ment to overturn the patent on its block-
buster cancer drug Glivec.

The company says it is opposing a fla-
grant abuse of its intellectual property, but
campaigners have condemned it, saying it
wants to deny access to cheap medicines
to the most needy.

The industry is reliant on US sales to
support profits and current global busi-
ness models, and significant price cuts
there would hit earnings and force a faster
than expected restructuring in the sector.

The European Nightmare
Charles Bouchard, Executive Director,
European Government Affairs at Merck
Sharp & Dohme warned that the US
could soon catch the European disease.

“There’s no question that US legislators
are looking at European models. There’s
no doubt about it. There is a lot of politi-
cal pressure to do this,” he explained at
The Economist pharmaceuticals confer-
ence in London.

“Luckily, we are not seeing the worst of
the European price-cuts in the US yet,”
said Bouchard, but he added that the US
could be facing “the nightmare of the
European market”.

Pamela Santoni, Senior Principal at
consultants IMS Health said: “I have no
doubt that some big price-cuts are coming
in the US – it’s just a matter of when and
how it occurs. It could take a lot of differ-
ent forms – from capped price controls to

something where [the federal insurance
administrators] the CMS begins to negoti-
ate certain prices in certain therapeutic
areas.”

Santoni warned that if neither the US
nor Europe were willing to pay the price
for ‘incremental’ innovation – how medi-
cine has worked in most cases until now –
then long-term improvement in treatment
could be jeopardised.

The German government is currently
considering whether to introduce ‘thera-
peutic reference pricing’ whereby drugs
for the same condition are grouped
together regardless of mechanism.  

The industry says this would be anoth-
er blow to the German industry. Despite
having the highest prices in Europe, the
German reference pricing system strong-
ly discourages innovation and investment. 

MSD’s Charles Bouchard said: “If
there had been therapeutic reference pric-
ing where, for example, a statin is a statin
is a statin, we would have missed out [on
some real therapeutic advances].”

Also addressing the Economist confer-
ence, Paul Herrling, Head of Corporate
Research at Novartis said the company’s
India patent battle was attracting huge
media attention, and admitted it had been
surprised by the strength of opposition.

Glivec controversy
“We didn’t expect quite such an uproar,
but there you go,” he said, adding that a
“misunderstanding somewhere” had been
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the most likely cause of the row.
The battle over Glivec’s patent

could have far wider implications.
Critics say if Novartis wins its
case, India’s generic manufactur-
ers will no longer be able to supply
cheap generics for poorer markets
worldwide, but Novarits denies
this will happen. 

Outlining his role in working on
a number of vital, not-for-profit
R&D projects with developing
world governments, Herrling said
relationships in developing mar-
kets were often very good. 

Herrling said he regularly has
conversations with governments
about how to build up successful
pharma and biotech sectors, but
many have a long way to go in
understanding just what it is that
the industry requires. 

“Many of these people are very
inexperienced in knowing what it
really takes [to nurture pharma
R&D], and when I show them how
much it takes to invest in people
and resources, they say ‘that’s not
as quick as bottling up a medicine
and shipping it out’.”

Novartis holds mini-symposia
with local scientists and its own
researchers, a tactic Herrling says
has proved very effective in gener-
ating excitement about possible
investment and collaborations. 

It has also brought a new
dimension to reimbursement deci-
sions in these countries. Citing one
recent conversation, Herrling said:
“We said no Glivec [reimburse-
ment], no research collaboration.
And we got it.”

Despite criticism of price pres-
sure from governments, the execu-
tives also admitted there was room
for improvement in pharma indus-
try practices.

Chairing the conference,
Richard Barker, head of the UK
industry body the ABPI, said the
industry had to improve its failing
productivity, the number of new
drugs having fallen in recent years
while R&D spending has soared.

He said: “We have the problem
in research of starting out with one
million molecules and then ending
up with just one. 

“We absolutely have to invest in
biomarkers and use technology
such as stem cells for predictive
toxicology.”

Better R&D productivity would
also  take the pressure of new drug
prices, with companies under less
pressure to recoup their overall
costs from just a few products.

Barker concluded: “Unless we
can get this one million to one
problem cracked, we will always
be struggling.” 

You are reading the first edition of Pharmafocus
Europe, a new publication set to become an indis-
pensable business tool for all pharmaceutical indus-
try executives with an interest in Europe.

Launched in March, the new quarterly publica-
tion will be received by pharmaceutical and biotech
executives in senior marketing, sales and R&D
positions across Europe.

The new publication is a spin-off from the
monthly UK publication Pharmafocus, which has
established itself as the most authoritative UK phar-
ma industry monthly.

Pharmafocus Europe will provide readers with
the best analysis and news round-ups from
European and global markets, including new prod-
uct launches, developments in national healthcare
markets and much more.

“Pharmafocus has established a very strong rep-
utation in the UK for its unique editorial content,
which provides readers with news and analysis that
will help them in their working lives,” said Andrew
McConaghie, Executive Editor of Pharmafocus and
Pharmafocus Europe.

For executives who need to keep up-to-date with
customers and competitors, but who don’t have
time to read long-winded articles, Pharmafocus
Europe provides well written and easy-to-read arti-
cles in clearly defined sections.

“We feel that existing publications which cater
for the pan-European pharmaceutical industry don’t
really provide an easy-to-read and informative
digest of this fast-moving industry,” said Andrew.

“There are some publications published frequent-
ly which cover the week-by-week events in pharma,
but don’t pick out the top stories and trends which
emerge over a year. 

“Other pharma magazines cover Europe, but
don’t provide a news digest or much analysis, mak-
ing it hard to see the bigger picture.

“So every quarter, Pharmafocus Europe will be
there to provide an informative and accessible
update on both recent events and major events on
the horizon.”

UK readers clearly agree that Pharmafocus is
providing an indispensable service.  A recent inde-
pendently conducted poll found Pharmafocus to be
the most thoroughly read of all UK monthly phar-
ma publications, and the one that most would
choose to read above all others.
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European biotech compa-
nies ThromboGenics and
BioInvent are to start a phase
I trial of a new drug which
could prove to be a safer and
more convenient anti-clotting
treatment. 

Patients taking anti-coagu-
lants today have to be
monitored closely to ensure
the drugs do not cause bleed-
ing, but early data suggest the
new TB-402 is free of this
concern. The study will
investigate the safety, tolera-
bility and pharmacokinetic
properties of the drug, with
results expected in late 2007. 

The companies were
awarded a €2m grant by the
EU in December to fund the
programme. TB-402 repre-

sents the first drug in a wider
alliance between Thrombo-
Genics and BioInvent to
reach the clinical phase.

TB-402 is a human anti-
body binding to Factor VIII,
which plays a crucial role in
the coagulation of the blood.
Extensive testing in several
animal models has shown
that TB-402 strongly reduces
the risk of thrombosis with-
out increasing the risk of
bleeding.

The companies hope to
continue development into
phase IIa trials in patients
undergoing orthopaedic
surgery who are at risk for
thrombosis. TB-402 is also
expected to be developed as a
treatment to prevent blood

clots in patients with certain
types of heart arrhythmia,
such as atrial fibrillation. 

Professor Désiré Collen,
chief executive of Thrombo-
Genics commented: “The

entry of TB-402 into formal
clinical development is an
important milestone for
ThromboGenics and our
partner BioInvent. 

“We are both excited about

the potential of this novel
anti-coagulant, which acts
via binding to Factor VIII, to
prevent thrombosis in a num-
ber of important disease
settings.” 

The development of TB-
402 is part of an alliance
between ThromboGenics and
BioInvent, launched in Sep-
tember 2004. The companies
are also working on the
development of TB-403
(anti-PlGF), a novel anti-
angiogenesis therapy for
treatment of tumours, inflam-
mation and eye disease. 

ThromboGenics, based in
Leuven in Belgium, has five
products already in phase II
development, three of which
are in cardiovascular disease

and two in ophthalmology.
The company’s lead prod-

uct is microplasmin, a stable
proteolytic enzyme which is
in phase II trials for eye dis-
ease and thrombotic disease.

BioInvent is based in Lund,
Sweden, and is collaborating
with a number of other com-
panies on developing new
drugs, including ALK-
Abelló, Antisoma, Glaxo-
SmithKline and Immuno-
Gen.

In January, BioInvent
struck another licensing deal
which may prove to be one of
its most important. Genen-
tech, the company behind
drugs such as Herceptin and
Avastin, signed a deal with
the company to develop and

co-market a new cardiovas-
cular drug.

BI-204 is in pre-clinical
development, but could be
the first drug to directly
block the furring-up of arter-
ies which can lead to heart
attacks and strokes.

Genentech has made an
upfront payment of $15m to
BioInvent, with up to $175m
in milestone payments and
further royalties on sales in
North America also due if
and when the drug reaches
the market.   

Genentech and BioInvent
co-develop the drug, with
Genentech marketing the
drug in North America, and
BioInvent holding marketing
rights in the rest of the world. 
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Novartis attacked for legal action over Glivec patent
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Hello and welcome to the very first issue of 

Pharmafocus Europe. 

Don’t worry – this isn’t one of those rambling editorial mono-
logues you see at the front of some publications. I know you’re
busy, so I won’t keep you long.  

Pharmafocus Europe is a brand new quarterly publication for
anyone with an interest in keeping abreast of the pharmaceutical
industry in Europe and around the world. 

We won’t present you with acres of print to read just to get a feel
for the basic facts. If you want the very latest updates, you can use the internet (including
www.pharmafocus.com) but if you are looking for a news review which puts events into
some context, then look no further. 

We’ve picked out the top stories of recent weeks, added in key developments expected in
coming weeks and months – and put them together in a short, sharp, and easy-to-read for-
mat.

Instead of feeling overwhelmed with information and bogged down in print, we think you’ll
feel informed and enlightened reading Pharmafocus Europe.

That’s all from me. I hope you enjoy our first issue, and watch out for the publication every
quarter.  

All the best

Andrew McConaghie, Editor

P.S.  Tell us what you think about Pharmafocus Europe (compliments and criticisms wel-
come) by emailing us at pharmafocus@wiley.co.uk

Novartis has come up against
fierce resistance in its attempt to
secure a patent for Glivec in India
and its challenge to the country’s
ambiguous patent laws.

The company wants an Indian-
court to clarify what intellectual
property protection exists in the
country, but denies the case is
about restricting patient access to
medicines.

But the company’s critics see its
move very differently. Non-govern-
mental organisations Oxfam and
Medicins Sans Frontieres have
mounted a campaign against the
company, and say the move is an
attack on India’s generic drug
industry and the cheap medicines it
produces – particularly those for
HIV/Aids.

Medical director of MSF’s Cam-
paign for Access to Essential
Medicines Dr Unni Karunakara
said: “Novartis is trying to shut
down the pharmacy of the develop-
ing world. Indian drugs account for
at least a quarter of all medicines
we buy and form the backbone of
our Aids programmes.

“Over 80% of the medicines we
use to treat Aids come from India
and we cannot stand by and let
Novartis turn off the tap.”

Novartis says it is only trying to
safeguard incentives for research
into new medicines and that grant-
ing Glivec a patent won’t lead to
generic versions of the drug being
blocked in India or affect the avail-
ability of HIV/Aids drugs in poorer
countries.

Managing director of Novartis
India Ranjit Shahani said: “This
case in India is not about patient
access. Lost in this debate is the
point that patents help patients by
stimulating the long-term research
and development efforts needed to
develop breakthrough therapies
like Glivec.” 

The company says there is no real
market for Glivec in the country,
where even generic versions of the
drug still cost more than four times
the average annual income. Less
than 7,500 patients are prescribed
Glivec in India and of these, 99%

receive it free of charge from
Novartis through its patient assis-
tance programme. 

The nature of Novartis’ legal
challenge has led NGOs like MSF
to accuse it of overstepping the
mark by challenging not just the
section of law that denied Glivec a

patent, but also the country’s intel-
lectual property system.

Before 2005, India had no patent
laws, but in 2003, Novartis was
granted exclusive marketing rights
by the Indian Patent Office – mak-
ing it the first pharma company to
receive such a distinction.

But officials have ruled that
Novartis’ patent application in
2005 was not more efficacious than
the base compound Novartis first
invented in 1993, before refining it
into the drug that became Glivec.
Under Indian law, patent applica-
tions can be refused for medicines
in the public domain prior to 1995.

The idea that Glivec is not an
advance in treatment seems absurd
to most who are familiar with the

cutting-edge science behind it and
its exceptional ability to extend
lives of patients with Philadelphia
chromosome-positive chronic
myeloid leukaemia.

The innovative science behind the
breakthrough cancer drug has been
widely recognised across the scien-
tific community. It has won many
awards, including the the presti-
gious UK Prix Galien award in
2002, when it was one of two
‘smart’ cancer drugs to take joint
top honours. 

Running parallel to the Glivec
battle is another patent controversy
in Asia. Merck took the decision in
February to cut the price of its HIV
treatment Efavirenz by around 14%
for the world’s poorest countries
and those hardest hit by the disease,
in a bid to prevent the Thai govern-
ment using an Indian-made generic
version of the drug.

While many have sympathy with
Thailand’s efforts to cut HIV drug
prices, it has also overturned
patents on Sanofi-Aventis’ clot-
busting drug Plavix, which is not
classed as an essential medicine for
public health.  

Dr Margaret Chan, director-gen-
eral of the World Health
Organisation took the unusual step
of writing to the Thai health minis-
ter recently, suggesting it had
overstepped the mark on the Plavix
patent, but Thailand remains unde-
terred and stands by its decision.

Pharmafocus Europe
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2007 Launches
Pharma looks set to see a healthy year for
new product launches in 2007, but the pace
of patent expiries is also picking up and
price pressures continue. 

This year, some 25-35 new product
launches are expected, a comparable level
to 2006’s 30 launches, but many of these
will be speciality products serving niche
markets. This means new products will con-
tribute less to overall market expansion –
and company profits – than in the past.

Moreover, market expansion from new
products is not keeping pace with the loss
of patent protection by older products. In
2007, marketed products with a value over
$16 billion are likely to lose patent protec-
tion, coming on top of the $23 billion of
products that lost protection in 2006.

Potential new blockbuster products
include Janssen-Cilag’s Paliperidone ER
for schizophrenia, Wyeth’s desvenlafaxine
for depression and in diabetes Merck’s
Januvia and Novartis’Tekturna.

Pharma Re-Organises
In January, Pfizer announced plans to cut
10,000 jobs worldwide, including the
closure of its R&D operations in France
and manufacturing sites in Germany. More
on page 9. 

Meanwhile, rumours of a Sanofi-Aventis
and Bristol-Myers Squibb merger began to
circulate. A union of the two Plavix co-
marketers would create a company to rival
Pfizer’s size – but Sanofi-Aventis  appears
to have cooled on the idea, with agreement
not reached over the value of BMS. Page 6

AstraZeneca announced plans to cut
3,000 jobs in its supply chain operations,
while even the currently top-performing
company Roche has decided the time is
now right to re-organise its R&D
operations.

German health reforms
Germany looks set to finally bring in new
laws to reform its healthcare system, after
the country’s lower house passed a bill in
February.

Most agree reform is needed – Germany’s
healthcare is one of the world’s best and
most expensive – but there has been long-

standing disagreement about how changes
should be made.

Chancellor Angela Merkel has had to
compromise on plans she originally put for-
ward in 2005. The reforms are meant to
streamline the parallel state and private
health insurance systems to cut costs and
bureaucracy. Supporters say it will make
the €140 billion a year system more trans-
parent and market-orientated. But critics
say the ruling coalition’s compromise
agreement will increase bureaucracy and
raise costs for the public. Page 4

Anti-corruption drive in China
The former head of China’s medicines reg-
ulator was arrested in January on suspicion
of corruption. Zheng Xiaoyu is under inves-
tigation for alleged taking of bribes, with
five senior figures in the agency arrested on
similar charges. 

The government said some Chinese drug
companies had given bribes to gain
approval for substandard or dangerous
medicines. One drug, Xinfu, an antibiotic
made by a company in Anhui province in
eastern China is said to have caused 10
deaths in the last year before it was banned.

Paediatric legislation
New EU legislation on paediatric medicine
was introduced in January. The laws contain
both obligations to test on children as well
as commercial incentives to carry out
research, notably a six-month market exclu-
sivity extension. 

FDA post-marketing checks
US regulator the FDA is to monitor new
drugs more closely with the aim of avoiding
another Vioxx-style safety scare. The
agency is to pilot a programme to produce
reports on selected new drugs 12-18
months after their approval, which would
flag up any potential concerns.

Critics, nevertheless, see the FDA’s plans
as insufficient, and want to see new laws
passed to strengthen the agency’s monitor-
ing powers. The US pharma body PhRMA
worked closely with the regulator on the
plans and strongly supports them, fearful
that new laws could create extra hurdles for
new drugs to clear.

Healthcare in Germany is changing

This is not about patient

access – lost in the debate

is that patents help

patients.

Novartis India’s Ranjit

Shahani

The Future of Medical Communications

Studying for an MBA in Europe

The Take Home Message
Concentrated Pharma News 

p4

p10-15

p16

Spring 2007 Vol 1 Issue 1



4

The Office of Fair Trading wants to
reform the way prescription medi-
cines are priced to reflect the
benefits they bring to patients.

Its long-awaited report into UK
drug pricing recommends replacing
the current Pharmaceutical Price
Regulation Scheme (PPRS) after it
found the NHS was paying too
much for some treatments.

OFT chief executive John Fingle-
ton said: “Focusing prices on the
needs of patients rather than on the
costs of drug companies would be
good not only for patients, but for
business, too.

“It would allow more patients bet-
ter access to more effective
treatments, and it would focus drug
company innovation and investment
on the areas where patients need it
the most, creating more valuable
drugs in the future.”

The report identified a number of
treatments where prices were “sig-
nificantly out of line with patient
benefits”, including cholesterol,
blood pressure and stomach acid
drugs.

The NHS spends about £8 billion
a year on branded prescription med-
icines, but some drugs currently
prescribed in large volumes are up
to 10 times more expensive than
substitute treatments that deliver
very similar benefits to patients, the
report said.

The current PPRS allows compa-
nies to set their own prices within
very broad profit constraints. The
voluntary scheme is negotiated
every five years between the
Department of Health and the Asso-
ciation of the British
Pharmaceutical Industry, with the

current scheme running from 2005
to 2010.

The OFT proposes replacing it
with a fully reformed PPRS from
2010, with maximum prices for
branded drugs set on value-based
principles. Similar systems are
already used by a number of coun-
tries, including Sweden, Australia
and Canada.

In the UK, cost-effectiveness
analysis would be undertaken by
NICE, the Scottish Medicines Con-
sortium and the All Wales
Medicines Strategy Group with
work coordinated by agreement
between the health departments in
the UK.

The OFT estimates its proposed
scheme would save the NHS around
£500 million, which could be used
to improve patient access to medi-
cines and other treatments they are
currently denied.

The OFT launched its unprece-
dented investigation into the PPRS
in September 2005. 

In the course of its inquiry, it
worked with the National Audit
Office to analyse the scheme’s
workings, surveyed 1,000 GPs
about their prescribing behaviour
and consulted with key stakeholders
in government, industry and NHS.

The Department of Health and
Department of Trade and Industry
now has 120 days to consider and
respond to the OFT’s findings and
recommendations.

Another report, from the National
Audit Office looking at NHS pre-
scribing, is expected shortly. The
industry hopes it could provide an
alternative solution to increasing
value-for-money in medicines.

European 
Review

universal healthcare coverage for
decades, but with their country
being faced with having to pay
for medical advances for an age-
ing population – a cost pressure
common to other developed
nations – the government has
been striving to cut spending.

In addition to improving health
insurance coverage, the reforms
also introduce changes to the way
medicines are reimbursed in Ger-
many – an already fraught area
for pharmaceutical companies.

Since 1989, the German indus-
try has been subject to reference
prices, which establish maximum
limits for which health insurance
funds pay for certain drugs.

This system was expanded in
2004 through the SHI Modernisa-
tion Act, which placed drugs
without a novel mode of action or
therapeutic improvement at risk
of being subject to reference
prices.

The Act also brought back
‘jumbo class’ reference pricing,
whereby drugs are grouped into
large classes, such as statins, sar-
tans and triptans, and patented
and generic treatment reimbursed
at the same rate.

Since the Act became law, every
manufacturer has had to cut the
price of their new drugs to match
the reimbursement rate with only
one exception – Pfizer and Sortis.

The drug company was told its
blockbuster Lipitor, which is sold
in Germany as Sortis, was not
innovative enough to be excluded
from the pricing system. The
company refused to reduce its
price to the reference price for

statins for fear of affecting prices
in other European markets and so
patients had to pay the difference
between the reference price and
the market price and sales conse-
quently fell by some 60%.

More recently, insulin prices
were put under the microscope by
the health ministry, forcing manu-
facturers to shave up to 30% off
their prices.

Lilly, Novo Nordisk and Sanofi-
Aventis all cut the price of their
fast-acting insulins after Ger-
many’s health-cost panel
concluded benefits from the
newer products did not merit a

higher price than older ones. 
Sanofi has also come to blows

with the government over its deci-
sion to count the obesity
treatment Acomplia as a
‘lifestyle’ drug and therefore not
eligible for reimbursement.

The French firm said it consid-
ered the classification unjustified
given its drug’s therapeutic pro-
file and it will contest the ruling
in court.

Acomplia was launched across
Europe last summer and a num-
ber of markets have decided to
reimburse it, including France,
Sweden and Ireland. 

The issue of pricing and reim-
bursement came up last year in a
meeting between US deputy sec-
retary of health Alex Azar and his
German counterparts.

He told them: “Government
actions affect prices, prices affect
investment, investment affects
innovation, and innovation affects
health.

“The more free competition
there is in the pharmaceutical and
medical device market and the
more barriers to innovation gov-
ernments remove, the more
innovation and health the world
will enjoy.”

The German parliament has
finally cleared Chancellor Angela
Merkel’s reforms to healthcare
funding, paving the way for their
introduction on 1 April.

From April, all Germans will
have access to statutory health cov-
erage for the first time, bringing
particular benefits to the 300,000
mostly self-employed and freelance
workers who currently lack regular
health insurance.

Health Minister Ulla Schmidt told
parliament: “Everyone will in
future be insured and for those cur-
rently without it, this means
welcome to solidarity: you are now
insured, too.”

Since its election in November
2005, Merkel’s coalition govern-
ment has made healthcare policy a
priority for its four-year term, but
political wrangling has made the
Bill’s passage towards law difficult
and has forced compromises.

Critics in government and opposi-
tion have argued the reforms will
not lower employer and employee
health insurance premiums, will sti-
fle competition between insurers
and increase red tape.

Supporters say it will provide
more competition and flexibility to
the health insurance market and

guarantee high-quality medical
treatment for all in future. 

German citizens have had near-

Merkel breakthrough on German health reforms
After months of wrangling, reforms have been agreed - but will they solve Germany’s problems?

Both houses of parliament have finally agreed the healthcare reforms

The UK industry association
the ABPI has opposed the
OFT plans, saying they could
introduce a system similar to
reference pricing seen
elsewhere in Europe, which is
universally seen as damaging
for competition in the
industry.

“The UK gets its life-improv-
ing – and saving – medicines
at a fair and reasonable price,
and the broad assertions that
the OFT has made in launch-
ing its study are wrong,” said
Dr Richard Barker, Director
General of the ABPI.

“However, the pharmaceutical
industry wholeheartedly sup-
ports the desire of the NHS to
deliver value for money, and
we are ready to sit down with
the government to discuss
ways in which this might be
better achieved.”

Having made healthcare a

priority, Chancellor Merkel’s

reforms offer universal

access to statutory health

coverage for the first time 
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Industry opposes new ‘Value-Based’ 
pricing system proposed for UK market

Sebivo (telbivudine), from
Novartis, for treatment of
chronic hepatitis B in adult
patients with evidence of viral
replication and active liver
inflammation. 

Toviaz (fesoterodine), from
Schwarz Pharma for the symp-
tomatic treatment of overactive
bladder syndrome. 

Astellas Pharma’s Advagraf
(tacrolimus) is a more conve-
nient, prolonged-release hard
capsule formulation of its drug
tacrolimus for the prevention
and treatment of transplant
rejection. 

The drug is already available
as Prograf administered via
intravenous infusion.

Licence extensions –  two new
cancer licences for Roche

Avastin is now licensed for use
in combination with paclitaxel
for the first-line treatment of
patients with metastatic breast
cancer. 

Avastin was first authorised
in Europe in January 2005 and
is currently authorised for the
treatment of patients with
metastatic carcinoma of the
colon or rectum. 

Xeloda has gained an addi-
tional licence as a first-line
treatment of patients with
advanced gastric cancer in
combination with a platinum-
based regimen. 

First authorised in the EU in
October 2000, Xeloda is cur-
rently licensed for the
treatment of patients with

colon cancer, metastatic col-
orectal cancer and locally
advanced or metastatic breast
cancer. 

Prevenar (pneumococcal con-
jugate vaccine), from Wyeth to
extend the indication from
active immunisation against
bacteraemic pneumonia to
active immunisation against
pneumonia caused by strepto-
coccus pneumoniae serotypes
4, 6B, 9V, 14, 18C, 19F and 23. 

Prevenar was first approved
in the EU in February 2001 and
is currently approved for active
immunisation of children from
two months to five years of age
against sepsis, meningitis, bac-
teraemic pneumonia and
bacteraemia caused by the
same serotypes. 

Second mock-up pandemic
influenza vaccine receives pos-
itive opinion 

The Committee for Medicinal
Products for Human Use
(CHMP) has adopted a positive
opinion recommending for
Focetria, Novartis Vaccines’
mock-up pandemic influenza
vaccine.

It is the second mock-up pan-
demic influenza vaccine to
receive a positive opinion from
the committee, following
GSK’s last year.

Mock-up pandemic influenza
vaccines are approved only for
use in a declared pandemic
influenza situation. 

The aim is to have a market-
ing authorisation in place for a
vaccine molecule that can be
adapted quickly to include the

virus strain responsible, once it
has been identified. 

Fosrenol launched in UK
Shire has launched Fosrenol
(lanthanum carbonate) in the
UK as a treatment to control
high levels of phosphates-
hyperphosphataemia in chronic
renal failure patients on
haemodialysis or continuous
ambulatory peritoneal dialysis
(CAPD). 

If it is not managed success-
fully, hyperphosphataemia can
cause serious long-term health
risks leading to renal osteodys-
trophy (resulting in bone pain,
brittle bones and skeletal defor-
mities) and potentially
contributing to cardiovascular
disease, which accounts for
almost half of all deaths among
dialysis patients.

Fosrenol is already available
in Austria, Belgium, the Czech
Republic, Denmark, Finland,
France, Germany, Iceland, Ire-
land, The Netherlands, Poland
and Sweden.

Dr Alastair Hutchison from
the Manchester Institute of
Nephrology & Transplantation
welcomed the UK launch and
said: “Control of hyperphos-
phataemia remains an unmet
clinical need in many patients
with chronic kidney disease,
with many still having phos-
phate levels well above the
recommended limit. 

“The introduction of Fosrenol
to the UK provides patients
with a new, effective therapy
that is easy and convenient to
take, helping to simplify their
control of phosphate levels.”

Approvals & Launches



Ranbaxy has already
launched its atorvastatin
product in India and some
other emerging markets, but
the company hopes Denmark
will be the first of many
mature markets to which it
can gain entry. 

Analysts say the small size
of the Danish market – which
spends an estimated $30 mil-
lion on Lipitor a year –
makes it a good test market,
with fewer risks attached. 

Ranbaxy is one of a hand-
ful of major generics
companies now challenging
the industry’s top sellers, but
it has had limited success in
challenging Lipitor patents
so far. But favourable ver-

dicts in Norwegian, Aus-
tralian and Canadian courts
have boosted Ranbaxy’s
belief that eventually it will
be able to market atorvastatin
on a permanent basis.

Speaking on the day of its
launch in Denmark in early
February, Malvinder Mohan
Singh, chief executive of
Ranbaxy, said: “The intro-
duction of atorvastatin in
Denmark is a significant
milestone in Ranbaxy’s ator-
vastatin strategy and heralds
the beginning of the com-
pany’s determined efforts to
bring affordable atorvastatin
to patients in Europe and
other parts of the world.” 

He continued: “Generic

atorvastatin will bring signif-
icant and immediate cost
benefits to the Danish health-
care system.”

So far, Pfizer has been very
successful in defending its
patents on Lipitor in the
major markets around the
world, including the US and
the UK.

Pfizer has another four
years before its basic Euro-
pean patent on Lipitor
expires in 2011, and will
fight to maintain its grip on
the drug, which is the main-
stay of its sales.

Lipitor earned sales of $13
billion worldwide in 2006,
representing more than a
quarter of Pfizer’s total sales.

Pfizer has gained a court
injunction ordering the
withdrawal of a generic
version of its top-seller
Lipitor (atorvastatin).

Indian generics company
Ranbaxy launched its copy
of the world’s biggest sell-
ing drug in Denmark on 12
February, but the court
order blocked its sale just
11 days later.

The Danish launch of
generic atorvastatin was
the first in the western
world, and Ranbaxy
launched the drug ‘at risk’
knowing that the court
could intervene shortly
afterwards.

Pfizer and Ranbaxy are
awaiting a definitive court
ruling on the drug’s patent
in Denmark, but the
generic company had

seized an opportunity to
launch its product ahead of
the verdict.

Ranbaxy had gambled on
the pre-emptive launch
helping it to seize market
share, but it may ultimately
have to pay damages to
Pfizer if it loses the case.

“This ruling is another
significant milestone in
our defence of Lipitor
patents around the world,”
said Pfizer senior vice
president and general
counsel Allen Waxman.
“And it’s an important out-
come for Pfizer and other
medical innovators who
invest in high-risk research
to develop life-saving
medicines for millions of
patients,” added Karin Ver-
land, country manager of
Pfizer Denmark.

Court orders withdrawal of generic Lipitor in Denmark
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A court injunction has forced Ranbaxy to
withdrawl its competitor to Lipitor, above

Swiss specialist pharma
company Actelion saw
sales revenue rise 43% in
2006 thanks to rapid
growth in its two prod-
ucts, Tracleer and
Zavesca.

Founded 10 years ago,
Actelion specialises in
innovative science related
to the endothelium – the
single layer of cells sepa-
rating every blood vessel
from the blood stream.

Tracleer (bosentan) is
licensed to treat pul-
monary arterial
hypertension, a rare but
potentially fatal heart con-
dition which has few other
treatment options.

The company’s other
drug, Zavesca, is an
enzyme replacement ther-
apy for another rare
condition, the inherited
Gaucher’s disease caused
by a genetic fault.

Chief Executive Jean-
Paul Clozel commented:
“In 2006, Actelion has yet
again improved its finan-
cial performance, driven
by strong product sales
and a careful upsizing of
our infrastructure. Impor-
tantly, we are now more
and more benefiting from
our ongoing efforts in
research, as our product
pipeline rapidly expands. 

“The S1P1-partnership
we entered into with
Roche in mid-2006
clearly demonstrates the
innovation power of Acte-
lion’s research as well as
our determination to max-
imise the medical
potential and the related
value creation from our
compounds.”

The company says its
pipeline is maturing well,
with 10 different chemical
entities in clinical devel-
opment, (five in phase III)
by the end of 2007.

Jean-Paul Clozel says all
the molecules focus on
areas of high unmet med-
ical need, such as an
orexin receptor antagonist
for sleeping disorders,
where he says many
patients are going
untreated because of the
limitations of current
therapies available.

The company says
spending on its R&D
pipeline and company
acquisitions will continue.

It has just finalised the
buy-out of Californian
biotech CoTherix which
specialises in treatments
for cardiovascular dis-
ease. Ventavis (iloprost) is
one of the CoTherix’s key
drugs, and like Tracleer, is
also for pulmonary arter-
ial hypertension, but in a
complementary subset of
patients.

Christian Chavy, presi-
dent of business
operations, said: “In 2006,
we have been able to wit-
ness a further expansion
of the pulmonary arterial
hypertension (PAH) mar-
ket. As the market leader,
we have been, and will
continue to be, committed
to increasing disease
awareness through a wide
variety of educational
efforts. Based on the
strong clinical data with
Tracleer in many different
forms of PAH, we have
been and will be able to
reach out to a growing
number of different spe-
cialists treating patients
likely to suffer from this
progressive disorder.

“We expect disease
awareness to increase fur-
ther with the upcoming
availability of other
endothelin receptor antag-
onists. Actelion is well
positioned to benefit from
the resulting market
expansion, especially as
the recently concluded
EARLY study again
showed that our dual
endothelin receptor antag-
onist is delaying time to
clinical worsening, even
in the less advanced PAH
patients.”

A number of further
indications for Tracleer
are the cornerstone of the
company’s pipeline, plus
it has some 25 active drug
discovery programmes
currently in progress.

The company says its
discovery efforts could
lead to as many as two or
more compounds entering
full pre-clinical testing
every year. 

Two products fuelling
Actelion’s growth spurt
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Sanofi-Aventis cools on takeover bid for Bristol-Myers Squibb
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Bulgaria and Romania
became the latest coun-
tries to join the European
Union on 1 January this
year, swelling the number
of member states to 27.

The neighbouring East-
ern European countries
are among the poorest in
Europe, but their pharma-
ceutical markets are
growing fast. 

Foreign drugs make up
less than a third of pre-
scriptions in both
countries, but in sales
terms account for  two-
thirds of the region’s
spending on medicines.

Many consumers favour
foreign-made medicines,
and will purchase these

products if and when they
can afford them.

Romania currently has
different reimbursement
rates for patent-protected
branded medicines and
generics – 50% and 65%,
respectively, a highly
unpopular policy with the
pharma industry.

Reference pricing was
also recently introduced in
the country, seemingly
confirming fears that the
government is targeting
foreign-made medicines.

Bulgaria has also been
warned by the European
Commission over signs
that its patent laws may be
weakened by a recent
amendment to them.

Romania and Bulgaria 
join European Union

Merger talks between
Sanofi-Aventis and its
Plavix co-marketer Bris-
tol-Myers Squibb have
reportedly stalled.

Disagreement over just
how much Sanofi-Aven-
tis should pay to buy
BMS is understood to be
the main sticking point,
and the situation is fur-
ther complicated by the
impending legal battle
over the marketing of
Plavix in the US.

The mishandling of
negotiations with a
generic challenger to
Plavix in the US has
been the undoing of
BMS, with chief execu-
tive Peter Dolan forced
out in September last
year.

Since then, BMS has
been open to takeover
bids, but Sanofi has
always been the most
likely buyer because of
the Plavix partnership.

An article in The
Times, published in the
UK, claimed Sanofi was
not happy to pay the $28
per share valuation sug-
gested by BMS, a report
the French companies
declined to comment on.

BMS’ head of mergers
and acquisitions Tamar
Howson left the com-
pany in early February
just as negotiations with
Sanofi were believed to
be getting underway,
suggesting that the com-
pany’s top management
is split over the best
strategy to follow.

Most analysts believe
that a takeover is
inevitable for BMS, and
that it could find a num-
ber of other interested
major pharma compa-
nies if Sanofi drops out
of the running for good.

Sanofi’s figures dented
The fall-out from the
entry of a generic Plavix
product in the US badly
eroded 2006 sales at both
companies.

Demand for the drug,
in both its branded and
generic form (clopido-
grel, pictured) rose
throughout the year in
the US, but Plavix sales
fell 61% in the final
quarter.

Overall, Sanofi’s sales
rose by 2.5% to €25.8
billion in 2006, Sales of
its top 15 products,
which include Plavix,
Lovenox, Stilnox and
Taxotere accounted for
two-thirds of annual
sales (€17.3 billion).

Sanofi faces another
generic battle after a US
court overturned the
patent on its blood thin-
ner Lovenox. The drug
remains the company’s
best-seller, with sales of
€2.4 billion worldwide,
up 12.9% on the previ-
ous year.

Healthcare reforms
have led to public spend-
ing restrictions in France
and Germany, which
Sanofi says also under-
mined its performance
during 2006.

Europe in Pictures

Decision delayed? Sanofi-Aventis’ chief executive Gerard Le Fur (pictured, far right) and chairman Jean-Francois Dehecq may be waiting

until legal wrangles in the US over Plavix are resolved.  A Sanofi-BMS merger would overtake Pfizer to become the sector’s biggest.
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Four new pan-European pharmaceutical companies have emerged
after a whirlwind period of mergers and acquisitions towards the end of
2006. German companies were involved in each of the four mergers,
but of these, only the tie-up between Bayer and Schering retained a
headquarters in that country.

Damstadt-based Merck bought Italian biotech Serono but moved
across the border into Switzerland, which Serono had chosen as the site
for its HQ before the merger.

Bad Homburg’s Altana was acquired by Finland’s specialist pharma
company Nycomed, and the combined group’s headquarters will oper-

ate from Zurich.  Pictured (top right) is opening of the company’s UK
headquarters, with country manager Julian Trimming on the left and
regional head Timo Tiiovla.

Finally, Belgian pharma company UCB (not pictured) acquired
Schwarz Pharma, and will retain its headquarters in Brussels.

European pharma’s newly-merged, mid-sized companies launched

Pictured: vets release a goose from a barn after it
was vaccinated in the village of Sharapovo outside
Moscow after a case of the H5N1 bird flu virus was
found nearby.

GSK is one of a handful of companies attempting
to develop vaccine which could combat the con-
stantly mutating virus should it cross from animals
into humans.

Pharmafocus Europe Spring 2007

Europe in Pictures

On 1 February, France became the latest Euro-
pean nation to introduce a ban on smoking in
most public places, 

Smoking in bars, restaurants, hotels and night-
clubs will be banned from 1 January, 2008.

The European Commission is now urging a ban
across all 27 members of the EU.

Russia on bird flu alert

France says ‘non’ to
smoking in public places
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Hello James, and thanks for taking time to tell us
about your work at Novartis. Getting straight to the
point, what’s the Number One challenge in drug
development today in your view?

Shannon: “Continuing to bring novel medicines to
market which bring value to patients is, of course, the
really fundamental challenge.

“An illustration of how hard the industry as a whole
has found that recently is the figure for the number of
approvals. Last year, the FDA approved just 17 or 18
new molecules. That is the lowest for many years. 
At Novartis, we think we have a good chance of
changing that situation. If you look at our pipeline,
we have 138 projects and 50 NMEs in clinical devel-
opment, and included in there are a lot of truly
innovative medicines.

“We are bringing through medicines which aren’t
all ‘me too’ molecules but ones which are a little bit
cutting edge and have new mechanisms.
“Among our newest products are the first renin
inhibitor for hypertension (Tekturna) and the first

monoclonal antibody for asthma ( Xolair).”

So, is Novartis’ R&D policy a little bit riskier than
that of other companies, in terms of pursuing
innovation?

Shannon: “You see us being pretty much out there on
the edge in terms of innovation. And in terms of new
molecular entities, I think we are prepared to take
more innovative molecules forward, and we have a
very clear push.

“But there is always a balance to be struck between
innovation and the more predictable projects. The
classic ratio within the overall pipeline is about two
thirds life cycle management or licence extension
projects to one third  innovative molecules.

“Even among the innovative medicines, we have
some, like the respiratory molecule QAB 149, which
is a long-acting beta agonist. So, it’s a new molecule,
but from a well-known class.

“It’s innovative because it’s once daily and it’s more
effective than others in its class, but it’s from a class
of drugs we are familiar with and which we know
how to develop and work on.

“It’s important to have that balance in your pipeline
when you bring a totally new molecule to a regula-
tory agency, because safety is inevitably a major
question in their minds when looking at first-in-class
drugs.”

Animal side-effects in Tekturna and Galvus
A recent example of that contrast for Novartis has
been the progress of Exforge and Tekturna. Shannon
says Exforge, a combination of the tried and tested
valsartan and amlodipine “just sailed through the
regulatory process” but that the FDA has taken a far
more cautious approach to Tekturna.

Shannon: “With a drug like Tekturna, you can
demonstrate superior efficacy compared to existing
treatments, but the safety question dominates the dis-
cussion.”

“Animal trials of Tekturna showed it had an irritant
effect on the gut in animals, and one tumour in rats
was recorded. A colonoscopy study looking at bowel
irritation was conducted by Novartis and supplied to
the FDA, which showed absolutely no irritation of the
human gut, which is consistent with all of our pre-
clinical data from primate studies.

“They are now going to review the data and we
don’t have any more information, but there is nothing
in that study that should cause them to be concerned.”

Galvus has experienced similar delays over safety,
in this case because of skin lesions seen in trials on
monkeys. The FDA issued the drug with an ‘approv-
able’ letter in late February, meaning further studies
need to be carried out before it is authorised, includ-
ing in this instance, studies of its safety and efficacy
in specific patient groups with renal impairment.
Despite the delay, Shannon is confident about the
drug’s safety profile.

Shannon: “There are more than 2,500 patient years
[worth of clinical trial data] on Galvus, which makes
it the best-examined diabetes drug ever. There is
absolutely nothing in that data which would cause us
to believe the drug is not safe.”

Merck’s Januvia is in the same class as Galvus, of
course. What kind of claims can Novartis make
about Galvus in comparison to its rival?

“It’s difficult to make that head-to-head statement
until we see the FDA label. As we have studied it in
phase III, I think the perception in the marketplace is
that Galvus has slightly better efficacy than Januvia.
But we will look at how the FDA label looks to see
how we can profile and position the drug.”

Biomarkers: the future of drug development
These kinds of delays could be overcome with the use
of so-called biomarkers – technology which essen-
tially allows drug developers to predict how a drug
will work inside the human body. The promise of bio-
markers is that they will allow researchers to skip
animal testing, which is time-consuming and fre-
quently not an accurate indictor of how humans will
respond.

In the US, the FDA has launched the Critical Path
Initiative to look at how biomarkers and other
approaches can cut attrition in drug development,
especially in the early stages. In Europe, the EMEA
has a similar programme called the European Road
Map. 

Shannon: “These initiatives are all about changing
the way the regulatory authorities work with the
industry. There are lots of obstacles to getting new
drugs onto the market, which we can anticipate and
tackle together.”

Does that mean new technology will have to be
developed?

“Yes, but there is also the sense that we haven’t really
leveraged the technologies that are already available
to us today – including genomics and biomarkers.

“We have a big ongoing project within Novartis to
look at biomarkers, we have research agreements
with the FDA looking specifically at renal biomark-
ers, while other companies are looking at hepatic
biomarkers and cardiac biomarkers.

“The intention is that through the Critical Path, we
come up with predictive biomarkers, so that when-
ever we look at animal studies, we can predict better
what may or may not happen in humans.

“A lot of the discussions we have had with the FDA
about Tekturna and Galvus have linked clinical sys-
tematology with genomic markers which we have
seen in animals.

“The aim is to be able to say ‘here is the mechanism
of what you have seen in animals – but you don’t have
that mechanism in humans, therefore it is not likely to
occur in humans’.”

And the FDA really wants to see the same result as
the industry in this area?

“Absolutely. But this process is still in the early days.
The FDA is trying to validate the biomarkers because
at the moment it doesn’t know how truly predictive
these markers are.The FDA says that in order to con-
solidate the data it has, it needs data standardisation,
which is another really big challenge for the pharma
industry and healthcare.

“We need to be able to standardise data from the
patient, through to the hospital or the doctor’s prac-
tice, on to the company and finally arriving at the
regulator.

“That way, we can do a lot more of these analyses
and cross-comparisons – really trying to make the
data flow as seamlessly as possible and electronically.

You could envisage a situation where the data flows
from a sensor attached to the patient [in a clinical
trial] right through to the agency without us having to
fill out a case record form and all of the paperwork.”

The industry has been talking about that for some
time now, hasn’t it?

“Yes, but I think we are getting closer to it now.”

Just how long will that take, in your view? Will we
see something like that in, say, five years?

“Oh, maybe more! But Novartis is certainly making
progress on this front. For example, we are doing a
clinical study using only electronic data capture. We
were the first to do that and we continue to be lead-
ing in its use.

“So, where you will see many companies saying it
will take 3-4 months to close a database after the last
submission, we can have the initial results after just

four or five days from the last patient. That’s a
tremendous improvement in productivity. Until then,
we have to continue looking at each trial in isolation.
Each trial has to be approved individually, which is
like re-inventing the wheel every time.

“If you look at other industries, like aerospace, they
would never dream of doing what we do. They have
a data model, have a hypothesis and then go on to
prove that the data model is correct.

“So, whenever they build a plane, they have the
design on a computer and all the risk factors are built
into that computer model because they ask someone
to fly it. Whereas, we have to ask researchers to ‘fly
blind’ and test a drug without any of that sort of com-
puter modelling.”

Entelos and the promise of in-silico modelling
Entelos is a US-based company specialising in com-
puter ‘in silico’models which simulate how drugs will
work in humans. Analysts say the technology has the
potential to dramatically reduce costs of drug devel-
opment and increase the chance of finding a safe and
effective molecule.

Shannon: “Novartis is working with Entelos to try to
build models around diabetes, for example, so we can
have an in silico model of how a body reacts to drugs,
and its interactions with other biological processes,
and how it interacts with food..

“This modelling allows you to run thousands of
simulations that can tell you what the range of doses
will be, what may or may not have an effect, and what
the right patient population is.

“Diabetes is probably the most advanced in this
respect, but we also have produced these models for
GI and respiratory.

“As we turn biology more into a physical science, as
we understand pathways and what follows what, then
you can start to get more reliable and more pre-
dictable data every time.”

Finally, turning to the people who make those
sorts of breakthroughs you’ve been talking about
– what motivates you and your staff?

Shannon: “As our portfolio has grown from 20-30
projects 10 years ago to 138 now, our people are con-
sistently looking for easier, better and more efficient
ways to do their work. They love the challenge of
constantly raising the bar. But I think they get most
excited by results from the molecules.

“Developing really innovative products is a very
meaningful way to spend your time, and it creates an
exciting and challenging workplace. People naturally
want to be part of that.

“We are made up of scientists who are fascinated
and who love to do novel and innovative studies with
biomarkers, and we have also brought people from
the outside to do model simulation – really skilled
people. So, it’s a mixture of different things.”
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Novartis’ James Shannon talks to Pharmafocus Europe about how the company 

is pioneering new technology to transform the science of drug development

“At the moment every trial has to be

approved individually, which is like re-

inventing the wheel every time.

If you look at other industries, like

aerospace, they would never dream

of doing what we do.”

Let’s stop flying blind 
R&D Focus

James Shannon, 
Head of Drug
Development,
Novartis

Novartis’ pipeline therapy areas



Roche is restructuring its
global research and devel-
opment operations in a
bid to make the company
faster on its feet. 

The company’s scien-
tists will now be organised
around disease biology
areas (DBAs), with new
leadership teams in the
US and Switzerland. Each
team is expected to man-
age a drug’s journey to
market through discovery,
clinical research,
exploratory development,
clinical development and
strategic marketing. 

Reporting to a newly-
created committee made
up of senior pharma man-
agers, they will decide
which medicines to pur-
sue in their area.
Previously, the people
responsible for specific
areas were often in differ-
ent geographical
locations, so the new
model is a bid to simplify
and accelerate decision-
making. 

Roche believes the new
approach will be more
efficient and effective in
translating research activ-
ity into clinically
differentiated medicines. 

“We’re taking the oppor-
tunity to refocus at a time
of economic strength on
the challenges that lie
ahead,” said William

Burns, head of the com-
pany’s pharmaceuticals
division.

Roche is indeed in the
midst of a golden period,
with oncology products
such as MabThera/Rit-
uxan, Herceptin and
Avastin in particular,
fuelling sector-leading
growth.

Significantly, almost all
its new blockbusters were
developed by its sub-
sidiary Genentech based
in the US, which has been
allowed to retain its small-
scale biotech status.
Roche, like many of its
competitors is now look-
ing to mimic many of the
benefits of this smaller,
less bureaucractic busi-
ness model. 

Burns added: “New
structures and flatter hier-
archies will enable us to
be more aligned and
focused, take decisions
faster, implement ideas
more rapidly, and bring
more new products
through the pipeline.” 

The company says it
currently has 32 projects
in research and 41 in
development in oncology,
while in metabolism there
are 29 in research and 11
in development.

Katja Prowald, head of
R&D communications for
Roche Group, confirmed

there will be an increase
this year in both R&D
headcount (currently
7,000 worldwide) and
budget, which is CHF6.5

billion (£2.7 billion) at
present.

Roche’s move is part of
a trend that has seen
Pfizer and GlaxoSmithK-

line tinker with their R&D
structures in recent times,
and there are several man-
agement changes.

Co-ordinating research
across Roche Pharmaceu-
ticals, Roche Diagnostics,
Chugai, Genentech and
other partners will be
Jonathan Knowles, head
of group research. 

Lee Babiss, research site
head in Nutley, New Jer-
sey, will become head of
Roche Pharma research,
reporting to Burns. His
remit in the newly-created
role will include oversee-
ing research sites in Basel
in Switzerland, Nutley
and Palo Alto both in the
US, and Penzberg, Ger-
many – where therapeutic
protein research is
expected to be stepped up
– and Shanghai, where
R&D activities will be
expanded to support
DBAs worldwide.

Meanwhile, chief med-
ical officer Eduard
Holdener will continue to
oversee drug safety and
quality audit and be
responsible for setting up
Roche’s development cen-
tre in Shanghai until his
retirement at the end of
this year. Jean-Jacques
Garaud, his successor as
head of global pharma-
ceutical development,
took over last month. 
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“New structures and flatter hierarchies

will enable us to be more aligned and

focused, take decisions faster, implement

ideas more rapidly, and bring more new

products through the pipeline,”

William Burns, head of Roche Pharma

Roche’s R&D operations will now be organised
around disease biology areas (DBAs) with new
leadership teams in the US and Switzerland.

These five new therapeutic areas are: 
• oncology (based in Nutley, New Jersey)
• virology
• inflammation (both in Palo Alto, California)
• metabolism 
• central nervous system (both Basel)

Pfizer is to close no fewer
than five research sites
around the world, as part
of radical top-to-bottom
restructuring of the com-
pany’s processes.

Jeffrey Kindler was
appointed the company’s
new chief executive in
August last year, and has
announced a series of
major changes, with
R&D productivity taking
centre stage. 

Pfizer plans to simplify
its R&D organisation and
improve productivity by
consolidating each of the
research teams focused
on any given therapeutic
area (TA) which are cur-
rently distributed in
multiple locations around
the globe, in many cases. 

The teams will be
brought together at one of
four major sites.  The
company says each TA
will be run by a single
leader with “more respon-
sibility, authority and
accountability” as well as
more control over
resource decisions. 

As part of the plans,
Pfizer will close three US
research sites, all in
Michigan – its site in Ann
Arbour (pictured), a facil-
ity belonging to acquired
biotech Esperion also in
Ann Arbor, and a third

site in nearby Kalamazoo.
Its R&D operations in

Nagoya, Japan will also
close, as will those at
Amboise in France,
where just over 500 jobs
will be lost.

Pfizer has decided to
exit discovery research in
gastroenterology and der-
matology, but will
continue to develop com-
pounds already in the
pipeline and seek external
licensing opportunities in
these areas.

“Our simplified struc-
ture will help drive the
growth of our expanding
pipeline – including our
goal to deliver four new
internally generated prod-
ucts per year by 2011 –
while maintaining current
R&D investment levels,”
said Pfizer’s head of
R&D John LaMattina.

He continued: “This
will give us the ‘best of
both worlds’ – the entre-
preneurial spirit of a
small company, aligned
with the world-class tech-
nologies, platforms and
capabilities that only a
company of Pfizer’s size
can provide.”

The company says its
drive to cut down on
bureaucracy and reduce
the number of manage-
ment layers will include

the elimination of “many
unnecessary committees
and cross-functional
teams” and at present, it is
in the process of cutting

at least three to four layers
of management in its
pharmaceutical, R&D
and manufacturing divi-
sions, as well as in its

support functions com-
pany-wide.

Kindler said: “By
reducing middle manage-
ment and increasing

spans of control, we’re
getting leaders closer to
colleagues and customers
and giving colleagues a
clearer line of sight to

those aspects of the busi-
ness for which they are
accountable. As a result,
our managers will dele-
gate, empower and focus
on developing colleagues
more than ever, and our
colleagues will grow and
take on more responsibil-
ity than ever.” 

Kindler concluded: “I
am convinced that prod-
ucts and services that
contribute meaningfully
to the public’s health –
and that address areas of
major unmet medical
need – will always be
highly valued. 

“But I believe Pfizer
must transform the way
we’ve done business in
the past in order to be suc-
cessful in the future.”

Less Bureaucracy, More R&D

“This will give us the

'best of both worlds' –

the entrepreneurial

spirit of a small

company, aligned with

the world-class

capabilities that only a

company of Pfizer’s

size can provide.”

John LaMattina.

Pfizer’s head of R&D

Roche: “Flatter hierarchies” and faster decisions

Pfizer:  French R&D centre to close in shake-up

Roche, currently Big Pharma’s fastest growing company, and Pfizer, the sector’s
biggest, have both announced major re-organisations of their global R&D operations.



M ax Jackson was recently appointed
President of Emerging Markets and
Businesses at Publicis Healthcare

Communications Group.
This means Max now manages the group’s

presence in the pharma industry’s fast-growing
and most exciting markets – namely, Asia
Pacific, South America and Central Europe. 

Not only that, Max is also the group’s lead
thinker on the use of new technologies and
capabilities in the digitial, e-business and
interactive areas.

We asked him where medical
communications and medical education fitted
into the overall picture in this fast-changing
world of pharmaceutical marketing.

What’s your view on the current state of med
ed in Europe?

A few years ago, we were all very excited about
medical education  – it was very high growth
and it has now established itself firmly in
Europe. But to be honest, my feeling is that the
growth in medical education has slowed down.

That’s probably because it built from a small
base, but also because we are running into some
significant governmental legislation pressures,
as well as time pressures on the doctors. 

Another factor is that Europe still doesn’t
have a unifying continuing medical education
approach. There is no unifying certifying body
and each country does it very differently, so
CME certainly hasn’t grown here to the extent
seen in the US.

Just how disparate are European countries in
their approach to CME?

At one extreme, in Italy there are more than
5,000 CME accrediting bodies – any hospital or
institution or persons attached to those can
become an accrediting body – so it is absolute
chaos in terms of predicting the quality of the
programmes.

In the UK, the funding for CME is in flux. So
what was a solid and simple thing, is beginning
to get complicated.

The UK government has been content to let
the pharmaceutical industry run CME for them
– because it was cheap – but I think the
government will now want to control what
information is provided to its doctors. I sense
that change is going to happen. 

The other two big markets are Germany and
France. I think the governments there take CME
very seriously. We are seeing those two markets
starting to make the most sense in Europe.

In the US, the trend towards separating
promotional medical education and non-
promotional medical education is well
established, with CME definitely in the latter.

We are starting to see that trend now in
Europe, and a number of pharmaceutical
companies are starting to get very nervous about
having the same agency working on their
promotional and non-promotional work.

Isn’t it difficult to see where the non-
promotional crosses the line into the
promotional?

Yes, it can be. I think the promotional element of
medical education will actually decline. We will
see a very different type of medical education,
where we are giving the best possible education
for the physician and the consumer, so they can
make the informed choice.

Patients are increasingly more informed, but
communicating with patients hasn’t been
viewed as medical education, it has been
thought of as direct-to-consumer or PR.

But in many senses, med ed is now serving
that purpose, because it needs to talk to the
consumer.  That’s a big trend.

The European Commission has said it doesn’t
want to follow the US model, and there are

grounds to oppose that, I think.
A well-known study from New Zealand

suggested that the US direct-to-consumer
television advertising was not informing, but
instead, confusing the consumer.

However, I think governments across Europe
have stated that they want patients to take more
responsibility for their own healthcare, and that
they should work with doctors to decide on the
best healthcare for them. In that context, they do
have to be provided with educational
information. 

Governments want to provide education to
consumers which is balanced and isn’t
confusing, but governments haven’t got
sufficient resources to do that, so I think they
will increasingly work in partnership with
pharma companies in that endeavour.

It’s going to be a question of how we get the
balance right between the commercial need of
the pharmaceutical company versus ensuring
the consumer is properly informed.

I think a better informed consumer will help
the physician make the right choice – and
naturally that could be one of the drugs the
company is producing.

What do you make of the Herceptin case in
the UK? 
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The  Future of Pharma’s Relationships with Key Opinion Leaders

Key opinion leaders (KOLs) have become
very important in helping the industry
promote new medicines to doctors, but
there has been a tightening of rules about
this across Europe. Where does that leave
the industry/KOL relationship today?

I think key opinion leaders are now very
much more aware and savvy. They know
what pharmaceutical companies are trying
to do, and are very aware of marketing. I
would say they are more cautious than they
used to be.

They are less inclined to totally commit to
a company; there is a general feeling that it’s
not a good thing to be too much of an
advocate for any single company.

Relationships are still good, and it’s a very
important relationship – most of the
research done is being funded by the
industry in one way or another.

There is a great deal of wariness, and a lot
of government scrutiny on KOLs. In Italy,
the government now prohibits doctors being
paid to go to conferences. So, the classic
relationship of a pharma company hosting a
number of key opinion leaders at high
profile events – that is changing very, very
rapidly. In fact, I think it will probably
disappear altogether.

What elements will disappear?

The practice of hosting, of taking people to
symposia and sponsoring them at different
events is going to be increasingly under
pressure from regulatory bodies. That will
change relationships, and it is probably
going to become much more of a working
relationship, be it a clinical study or an
advisory board. I think all those activities
are going to be under quite strong scrutiny.

In Italy, the government now prohibits

doctors being paid to go to conferences. 

So the classic relationship of a pharma

company hosting a number of key

opinion leaders at high profile events –

that is changing very, very rapidly. 

In fact, I think it will probably disappear

altogether.

The changing face of
medical communications
Four senior figures from European medical communications and PR share their

views on where the future of pharmaceutical marketing lies.

Max Jackson

“I don’t think we’ll look back and say
‘that was the ‘End of Marketing’.  We’re
just moving into a different phase.”



That is a bad example of patient power, because I
think people were getting some degree of education,
but it was probably getting a bit whipped up by the
media.

But you can envisage a healthy situation where
people can learn about their condition, and
understand where a particular therapy fits into their
treatment, and can then help their doctor make that
choice.

So how can we take this forward in Europe?

There probably needs to be some kind of body to
endorse or certify information. But we really are
talking only about disease states and awareness.
Things will move much more slowly when it comes
to communicating about the therapeutic options
available.

And how do the EUmember states differ on this
subject currently?

Everyone is a little paralysed in this area, I have to
say.  Because there was a European Directive saying
‘No DTC’, everyone assumes you can’t do anything.

Germany was very much at the forefront, but there
has been a government clampdown on this recently.
Before that, there were some public relations-led
articles published for the general population which
actually named brands. That’s been stopped now,
because it was going too far. 

Few countries stand out, really, but in my opinion,
Spain is probably the most forward-thinking at this
stage. In that country, there tends to be much more
thinking about public health and talking to consumers
in an informed way more than anywhere else in
Europe. 

You say that the practice of pharma sponsoring
doctors to attend symposia will probably die out
(see box below) That will be a major  won’t it?

Yes, a huge change. I look at these market places, and
the traditional channels for getting messages to
doctors are all being closed down, to be honest. I
don’t think we are going to look on these things in a
few years time and say that was the ‘End of
Marketing’ – it is just a phase and we will have to
learn to adapt and work within it.

Honestly, the standard of information and
promotion is going to have to get better, and focus on
getting the right information to the right people
without being biased.

There are a million restrictions on actually
communicating to people without their consent, such
as the Data Protection Act, and in most European
countries these have made operating quite difficult,
so the industry has to find new ways to get their
message across.

So, amidst all this change, is there one medium
emerging as the pre-eminent channel?
As with the consumer world, we are seeing a huge
fragmentation of our channels. Once, you would say
there were three channels – advertising, med ed and
PR. There are now at least another 10 or 15 channels
coming in – from the internet, to call centres, social
marketing and viral marketing and so on.

The dominant channels have been chipped into by
these fragmented channels. So, where agencies were
once experts in one discipline, clients are going to
need expert planning in healthcare across the
channels – people who know what the appropriate
vehicle is going to be for them at any given time,
rather than just being experts in their one particular
channel.

But the old way is a lot simpler.

The pharmaceutical company that lets go and
embraces a new approach – and there are one or two
I know that are starting to do this – they may just be
the ultimate winners. They have anticipated the
future, and therefore, will be much better prepared for
this when it happens.

In my experience, the pace of change has
accelerated very quickly.

It is going to be a mix of caution and risk-taking.
You can’t abandon the tried and tested, because they
work and they are still there. But I think you are going
to have to start investing in some of the new
technologies and approaches. 

I recently saw some promotional spending figures
for Germany. The overall advertising promotional
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spend, including medical education, has been
declining year on year. But at the same time,
what they classify as ‘dialogue marketing’ –
communicating in a whole range of non-
traditional ways – is increasing at about the
same rate. So, the market overall is decreasing

but the opportunity is significant.
Advertising has been ‘globalised’ – is med
ed next?

There hasn’t been a lot of standardisation in
med ed. Med ed has generally been done on a

localised basis. There will be a global message
plan and a global publications plan, but
generally most of the med ed will be left to the
local countries.

But yes, pharma companies are now
looking to standardise med ed and PR across
the regions, mainly from a financial basis.
How successful that will be, I don’t know –
because there is such a big variation across
market places in terms of what you can and
can’t do.

From my experience with clients, when you
start trying to standardise it, you can end up
with a lowest common denominator that is not
very efficient in those market places where
you can be a little bit more aggressive. So, I
think you have to be a little careful with
standardisation in this arena.

People are now talking about a situation
where globalisation is coming full circle
with a return to a more local approach.
Do you think that will happen? 
continued over the page:

“If you look at Coca-Cola, McDonald’s

and some of the other big companies,

they went through globalisation in the

1990s, and now in the 2000s, they are

much more about localisation” 



continued from previous page
You can almost guarantee it. There are
many arguments for globalisation, or
at least there are many arguments for
not duplicating. I think people
confuse those.  

If you look at Coca-Cola,
McDonald’s and some of the other
big companies, they went through
globalisation in the 1990s, and now in
the 2000s, they are much more about
localisation. They are saying ‘OK, the
brand has an equity, but you need to
do whatever you need to do in your
local market in order to capture the
imagination. That’s why you will get a
counter-reaction to globalisation,
because you get these bland adverts
which don’t mean anything to anyone.

You are also in a market place
where you are competing against
local companies which have just
localised their campaign and this is
resonating with the target audience.

But I don’t think we will get a
reversal of globalisation in terms of
large contracts, bulk buying and
duplication of effort. I think people
will say  ‘we don’t have to have the
same words and the same picture in
every market place’. The way to go is
to say that we want to communicate
the same emotion wherever we are in
the world.

We do have to adapt and we do

have to be creative in how we use our
channels locally. So, I suppose that is
the wheel turning halfway. But
everyone is under so much financial
pressure, I don’t think the old days
will come back.

How does that change come about?

Well, how does change happen
generally? You need somebody with a
vision who has enough power to form
a ‘powerful coalition’, as they say. It is
usually someone who decides that
things have got to be done differently. 

At the moment, we have got a lot of
very big companies who are in that
state. They are going to be the ones
who realise that the old models aren’t
going to work for them anymore.

There are a couple of companies
that everyone looks at, and when one
of those companies suddenly says ‘we
are going to do X’, the door will be
opened for everyone else.

Turning to your new remit in the
emerging markets; are they already
influencing the way the industry
works in the mature markets?

The big emerging markets are China,
India, maybe Russia and Brazil, with
the central European markets
following behind. 

Nothing that is happening in those
markets is currently having an impact
on what we do, but when you look at
the long-term impact of India and
China – with very large populations
which are very geographically
diffused, speaking many different
languages, and all needing some kind
of adaptation – I can see that being a
catalyst to the regionalisation,
localisation and personalisation of
our communications.

Maybe one area that may influence
the communications globally is the
sheer scale of the Chinese market. In
China, you can’t physically print
enough paper in patient leaflets to
satisfy those markets.

I know of clients there who will
print out 200,000 patient leaflets and
put them in a hospital, and they will
be gone the next day, because there is
such a thirst.

You have to say this is not the way
to communicate to people – maybe
they have read the leaflet, or maybe
not. So, you look at other ways of
communicating. Around 10% of
China has internet access – that is
small in percentage terms, but
represents more people online than in
the US. But they are not accessing it
from computers necessarily; they are
looking at it on their phones. That
knowledge is going to be transferable
to other marketplaces.

Aren’t marketers in the developed
markets already having to fight to
prevent their budgets from being
reallocated to those markets which
are growing more rapidly?

This is where you have to be careful
about the emerging markets. China is
a very exciting market, but when you
examine the numbers of those who
can afford to pay for healthcare, it is
equivalent to a market like Spain’s.

In today’s terms, the market isn’t
massive, but the potential growth is
huge. Without doubt, people will be
challenging – should I invest dollars
in this country for zero growth or a
few dollars in this country for a 10%
growth and a huge potential? That is
going to be a real challenge for some
of these marketplaces. 

Realistically however, most of these
companies that are in emerging
markets are struggling to make good
margins for the moment, because they
are not easy to get into. 

Certainly in China, India and
Russia, you are competing with
strong local industries with strong
local influence.  So it would be a
mistake to lose sight of the fact that
most main revenue streams are still
going to come from the US, Europe
and Japan.
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Used as part of a combination
of initiatives to support the
development of new treatments,
pharmaceutical company-sup-
ported medical education is a
defined series of programmes.

These programmes are devel-
oped with the broad aim of
supporting and educating opin-
ion leaders and physicians in
relation to new treatments.

However, the pharmaceutical
industry has other communica-
tion programmes that go beyond
pure education; the term ‘med
ed’ in this arena is probably a
misnomer. 

Medical education is carefully
regulated and enables physi-
cians and other healthcare
professionals to benefit from
education advances through
unrestricted grants – these are
regulated differently in different
countries. 

But these days, customer focus
is more critical than ever, and its
importance will only increase.
Effective communication pro-
grammes are therefore essential

for market development to
ensure the success of brands in
an increasingly competitive

market. With true med-ed
becoming subject to increasing
regulation, it is important to
clearly define broader pro-
grammes – possibly mistakenly
called ‘med ed’ at present – as
marketing communications.
These may embrace elements of
medical education, but they will
have marketing objectives at
their core. 

Outside of the pharmaceutical
industry, ‘marketing communi-
cations’ is a frequently used

term. In pharma, it is important
that we define what the term
‘med ed’ stands for, in order that
‘marketing communications’
can be embraced as a legitimate
way to maximise the potential
of brands. 

William Hind is managing
director at AlphaRmaxim
Healthcare Communication

A Sector Striving to be Creative

Europe med ed remains highly
variable across markets and ther-
apy areas but is in a healthy state
of change. The sector is strug-
gling to become more creative in
a bid to respond to regulatory
scrutiny within individual mar-
kets and the need to provide
learning that is measurably effec-
tive. In our recent experience,
implementing novel approaches
is challenging as European mar-
kets are much more conservative
than the US.

The sector is also becoming
increasingly competitive with a
lot of national boutique agencies
having set up over the last five
years. The global med ed agen-
cies are being reserved more
often for the strategic elements
of medical education.

For our clients, med ed is an
increasingly important compo-
nent of pharma marketing with
public relations and public affairs
also featuring more prominently
in primary care. Many new inter-
ventions require a fundamental
change in practice if outcomes

for patients are to be improved.
Effective education with measur-
able impact is increasingly seen

as the most direct way of achiev-
ing beneficial change.

The impact of cultural under-
currents and regional variations
depends on the global nature of

the therapy area. Greater varia-
tion and more adaptable
programmes are required in ther-
apy areas such as stroke, where
local practice and resources are
highly variable. Where more
common objectives are shared,
such as in infection, we have
found more universal delivery of
education to be successful.
Increasing travel restrictions in
some markets, such as Italy and
Germany, also affect the way in
which education campaigns are
designed.

Formal continuing medical
education remains highly vari-
able across markets and while
European mechanisms exist,
they may not always be as rele-
vant to physicians when there is
recognised professional infra-
structure locally. Delivery of
European CME accredited pro-
grammes will therefore remain
very different to implementation
in the USA.

Chris Gray is managing
director at Adelphi Group

From ‘Med Ed’ to Marketing Communications

There has been a gradual blurring of
the lines between med ed and PR over
the last 10 years, making this an
appropriate time to examine the
patient education challenges faced by
colleagues in PR.

The most high-profile of these was
the introduction in 2006 of a new
code of practice in the UK from that
country’s industry association, the
ABPI.

Key revisions for med ed covered
the presentation of data, standards of
hospitality and communication with
the public and healthcare
professionals via the internet.

On the other side of the fence, the
code heightened the challenge

presented to those in public relations
from issue-driven PR, which is
poised to dominate the healthcare
news agenda as BMS’ Caroline
Almeida explains below.

Public relations practitioners more
than ever have to pay attention to the
ABPI Code of Practice in their day-
to-day work. The code itself has been
tightened and the industry is in the
media’s spotlight.

Examples of this can be seen in the
recent headlines in the UK on the
level of industry involvement and
influence in certain NICE appraisals,
and a reported error of judgement
made by a PR agency in offering

journalists financial incentives to
attend a NICE hearing. The launch of
the new code last year has provided a
platform for industry and agencies to
review the applicability of the code to
the PR sector. 

The code allows for the exchange
of factual information about
medicines to be made available to the
public either directly or indirectly.
The guiding principles are that the
information is presented in a factual
and balanced way. Industry represents
a source of news on a product, disease
area, or access to medicines. We are
likely to be better informed about our
own products than other sources (for
obvious reasons), but carry specific

responsibility to be balanced and
truthful. A media environment
reluctant to write about the merits of
the latest product launch has meant
that PR practitioners have had to find
new ways to get the press to pay
attention to our news.

Those in the PR sector are familiar
with placing patient case studies in
the national press. We are seeing
fewer product-driven patient case
studies in the media.  Instead, there is
a greater tendency towards issues-
based healthcare reporting. 

Working with the consumer press
to profile a disease or an issue facing
a particular group of patients is a
different way to operate and brings

fresh interest and challenges.
Topics such as access to new

medicines, the inequality in access to
treatment experienced by certain
patient populations – mental health
and learning disabilities were profiled
in a recent Disability Rights
Commission report – and adherence
issues seen in disease areas such as
hypertension and HIV are all topics
that resonate with the media and
ultimately the general public. These
encompass a broader issue than just
the product itself.

Caroline Almeida is corporate &
business communications manager,
Bristol-Myers Squibb UK

Patient Education, PR & Codes of Conduct

It is important to define

what ‘med ed’ stands for,

so that ‘marketing

communications’ can be

embraced as a legitimate

way to maximise the

potential of brands.

- William Hind
Recent experience

shows that

implementing novel

approaches is more

challenging in Europe

than in the US - Chris

Gray

The sheer scale of the Chinese market will affect communications globally



Powerful communications in the 
right direction
As part of John Wiley & Sons, one of the world’s largest medical publishers, Wiley Interface is 

perfectly positioned to help educate and inform your key customers by interfacing with our 

market leading healthcare journals, authors, clinical experts and readers.

Developing clear, evidence-based communications, endorsed by key opinion leaders and 

peer reviewers, Wiley Interface can put your educational message across like no-one else.

For further information on Wiley Interface contact Nick Trout 

(ntrout@wiley.co.uk) 01243 770237

The force behind your brand

Pharmafocus Europe Spring 2007

Pharmafocus Europe a Wiley publication

A new treatment for HIV
is to be fast-tracked in
Europe and the US.

Pfizer’s new compound
maraviroc is to receive
an accelerated review – a
process only granted to
medicines that can
demonstrate potential
improvements over cur-
rent therapies.

The FDA will review
the drug in late April and
if eventually approved, it
will be the first in a new
class of HIV/Aids treat-
ments, known as CCR5
antagonists. A European
review is expected
around the same time.

Rather than fighting
HIV inside white blood
cells, CCR5 antagonists
prevent the virus pro-
duced by infected cells
from entering uninfected
cells by blocking its pre-
dominant entry route, the
CCR5 co-receptor.

The discovery of mar-
aviroc goes back 10
years, when Pfizer’s
research scientists at the
company’s R&D head-
quarters in Sandwich,
Kent, first designed the
molecule. 

They found that around
1% of Europeans who
lacked the genes for
CCR5 receptors were the
very ones resistant to
acquiring HIV infection.

John LaMattina, presi-
dent of Pfizer’s global
R&D department, said:
“There is a profound
global need for new
medicines to help
HIV/Aids patients. 

“We expect that CCR5
antagonists, such as mar-
aviroc, will become
critically important, new
treatment options for

patients who are either
resistant to or intolerant
to current HIV/Aids
therapies.” 

Dr Ethan Weiner,
Pfizer’s global R&D vice
president, commented:
“Maraviroc is an out-
standing example of the
rapid development and
continuous innovation
through which
researchers quickly
translated a scientific
hypothesis into a promis-
ing compound in this
area of great medical
need.” 

If the drug is recom-
mended, patients who are
deemed suitable to take
maraviroc will be able to
combine it with another
new class drug, Merck’s
integrase inhibitor MK-
0518, which has shown
impressive results in
patients who have not
responded well to cur-
rent treatments. The
product is currently in
phase III trials.

In September 2006,
Beatriz Grinztejn, head
of the infectious disease
service at the HIV/Aids
unit at the Oswaldo Cruz
Foundation, Rio de
Janeiro, told the Ameri-
can Society of
Microbiology that MK-
0518, when combined
with other therapies, was
well-tolerated in patients
who failed to respond to
or were resistant to the
existing antiretroviral
therapies.

Around 40 million peo-
ple are currently infected
with HIV/Aids world-
wide, and it is estimated
that four million new
infections occur globally
every year.

New HIV therapy 
to be fast-tracked

Sebivo, a new hepatitis B
treatment from Novartis
and Idenix, is set for
approval after gaining a
positive opinion from
Europe’s regulator.

The EMEA’s Committee
for Medicinal Products for
Human Use (CHMP) rec-
ommended approval of
Sebivo (telbivudine), a
once-a-day tablet which
its marketers say sup-
pressed the hepatitis B
virus more rapidly and
profoundly than the estab-
lished drug, GSK’s Zeffix
(lamivudine).

Despite strong results
against Zeffix in its
GLOBE study, the biggest
battle for Sebivo will be in
competing against several
other new entrants into the
market.

Currently there is no
cure for hepatitis, and all

existing treatments work
by suppressing the repli-
cation of the virus within
the body. Patients taking
Zeffix eventually develop
resistance to the drug, but
the main advantage of new
treatments is that this
effect is seen much later.

Roche’s Pegasys is a
newer product which has
been on the market for
some years and is now
firmly established, but
BMS’ Baraclude could be
the brand to beat in the
marketplace.

Baraclude was launched
in markets across Europe
in autumn 2006 by Bris-
tol-Myers Squibb, and
analysts say its potency
and resistance profile,
compared to Zeffix, could
make it the treatment of
choice.

Every year in Europe, an

estimated one million people are
infected with the hepatitis B virus.

Of these, 90,000 will become
chronic carriers and 24,000 will die
from either cirrhosis or liver cancer. 

“Chronic hepatitis B is a very
serious disease affecting more than
350 million people worldwide and a
growing public health problem in
Europe,” said Jean-Pierre Somma-
dossi, Idenix’s chairman and chief
executive. “As no cure currently
exists, a primary goal of treatment
is to reduce the amount of virus in
the blood quickly and for as long as
possible in order to improve long-
term clinical outcomes.” 

He concluded: “We are assem-
bling a strong commercial team in

Europe and look forward to work-
ing with Novartis to make Sebivo
available to European patients as
soon as possible after it is formally
approved.” 

The disease is caused by the
hepatitis B virus (HBV), which
attacks liver cells and can lead to
liver scarring (cirrhosis), liver can-
cer and liver failure or death. 

HBV is 50 to 100 times more
infectious than human immunode-
ficiency virus HIV. The incidence
of hepatitis B ranges from 29 cases
for every 100,000 people in West-
ern Europe to 523 per 100,000 in
Eastern Europe. 

The drug is already approved in
the US (where it is known as
Tyzeka), Canada, Switzerland and
various other countries in Asia and
Latin America. An application for
marketing approval is pending with
the Chinese health authority. 

Novartis and Idenix will co-pro-
mote Sebivo,  (and two other
hepatitis drugs in the pipeline: val-
torcitabine and valopicitabine) in
the US, France, Germany, Italy,
Spain and the UK. 

Novartis has the exclusive right to
commercialise Sebivo, val-
torcitabine and valopicitabine in the
rest of the world. 

New hepatitis B treatment Sebivo set for European approval
European Product News



The pharmaceutical industry is not the
only one where relations between global
head offices and national operations

need expert co-ordination. For example, take
the automotive, food or hotel sectors. Ask any
executive working in them about their global
head office and they will almost certainly tell
you that colleagues located in New York,
Tokyo, or Sydney don’t always understand the
issues they face in London, Frankfurt or
Madrid.

Yet, the issue is especially acute in the
pharmaceutical industry. This is because it is
the responsibility of the international team to
drive new products to market. National
companies are there to launch, market, and
sell existing products, and they rely on their
international colleagues to deliver the
research, development and registration
strategies for their new products. Globally co-
ordinated campaigns are therefore
fundamentally important in this industry.

However, in the past few years, things have
started to change. We have seen a shift from
global campaigns to regional campaigns. This
has been reflected in the increasing emphasis

given by many leading pharmaceutical
companies to their regional head offices in
the US, Europe and South East Asia. To a
large extent, Europeans share a culture and a
regulatory framework, and, as they come to
recognise this, so more and more
pharmaceutical companies are developing
pan-European pre-launch medical
communications campaigns.

While pan-European campaigns may be
more targeted than global campaigns, they are
still challenging to design and implement.
They require a great deal of experience in
medical communications, a clear
understanding of the reasons for taking a pan-
European approach, and, perhaps more than
anything else, an awareness of the potential
pitfalls, and how to avoid them.

A wider European market

Few campaigns are truly continent-wide. In
most cases, pan-European campaigns are
focused on the key markets – the UK, France,
Spain, Italy and Germany – but companies
are increasingly investing in other
sophisticated markets, such as Scandinavia,

and beginning to explore the potential of the
thriving Eastern European economies. 

These campaigns are most commonly
deployed in the critical few years running up
to launch. Typically, a company will begin
these campaigns once it is confident its
prospective new product will progress to
phase III. How far away this is from launch
varies depending on the therapeutic area.
Oncology and HIV drugs are often fast-
tracked through the approval process and so
the pre-launch phase in extreme cases may
only be a matter of months, while for most
products this is likely to be around four years
from launch.

The target audience

The first stage is to identify the core group of
pan-European level stakeholders who will be
involved, to a greater or lesser extent in the
approval of the new drug. Typically, these will
include leading physicians with an
international profile, and pan-European
patient advocacy groups.

For example, for one of its clients in
ophthalmology, Edelman worked on a summit
that brought together national advocacy
groups, leading physicians and politicians to
develop a global consensus as well as national
level action plans aimed at addressing age-
related macular degeneration. The event
allowed stakeholders from across Europe to
discuss the relevant issues and to present
them in a ‘call to action’ to the members of
the European parliament and other key
stakeholders in their local countries (see box
on next page for more details).

Once the pharmaceutical company, together
with its medical communications agency, has
identified its target audience, the objective of
the campaign is simple: to build the most
positive reputation for the new product by
making these people aware of it, the benefits
it will bring, and why these are important.

Although the objective is simple, attaining
it is less so. It involves a complex range of
interactive, offline and online activities.
These include communicating data
milestones through the medical media,
producing communications materials for key
triallists, organising symposia and meetings
at which spokesmen can talk about the high
science surrounding the product as well as

discussing its practical application, running
advisory boards and smaller discussion
groups where the company and experts can
explore fully the dynamics of the market, the
disease area and how the new product will
help, and then finally, writing up these
activities where appropriate and publishing
them, for example, online or as a supplement
to a peer-reviewed medical journal.

Just before launch, the pan-European team
will usually hand over the relationship with
these key stakeholders to the national medical
communications teams so they can build at a
national level on the foundations laid by the
pan-European team in the run-up to
launch.However, post-launch there is still
work to be done on a pan-European scale. It
can be challenging, since it is easier to talk
about the new than the current, but a major
focus of post-launch campaigns typically
involves developing existing products for use
in new indications and for new patient
populations.

For example, while the national
communications team is launching and
marketing a product that was initially
produced to assist with hypertension, the pan-
European team might be conducting research
into its possible use as a treatment for heart
failure. While it was proving its value in this
new area, the company would need to map
out new key stakeholder groups and start
building relationships with those physicians
and patient groups.

Reaping the benefits of pan-
European campaigns

To a large extent these campaigns must be
conducted on an international scale. For one
thing, no company has the resources to
conduct all of this development work, much
of which is speculative, on a national basis.
For another, new product licences are
increasingly applied for at a regional, EU
rather than national, basis.

However, above and beyond these
necessities, pharmaceutical companies can
reap significant benefits from running
successful pan-European campaigns. The
first is regional consistency of message and
strategic co-ordination. The teams in the UK,
France, Spain, Italy, Germany and elsewhere
will all be referring to the same core package
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On 8 January, 2007, Pfizer

announced that the

European Commission had

granted full marketing

authorisation to cancer

treatment Sutent for first line

use in metastatic renal cell

carcinoma. The drug is the

first and only multiple

receptor tyrosine kinase

inhibitor to have been

approved in this setting.

Edelman’s role was to

gain pan-European

coverage of this event,

publicising it through media

briefings and pre-pitching to

outlets that had previously

covered Sutent stories at the

American Society of Clinical

Oncology (ASCO). 

Edelman had already

delivered substantial media

coverage for Sutent at

ASCO, including 440 unique

media stories, more than

470 million media

impressions, broadcast

coverage in 14 countries,

and Scrip hailed Sutent as

winning “the kidney cancer

crown at ASCO”.

For the marketing

authorisation, Edelman held

individual briefings with

Reuters, Bloomberg,

Associated Press, APM,

Dow Jones and AFX

International. This resulted

in media coverage across

more than 90 outlets. 

Seventy per cent of the

media coverage contained

Sutent’s top three key

messages and 100 per cent

of the coverage was

positive.

Case Study 1: Pan-European media relations support

G
e
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of scientific data, using the same architecture of
key messages, and presenting a strategically
unified, coherent positioning of the product.

The second benefit is economies of scale on
intellectual property. It is highly likely that each of
the teams in those national markets will be
encountering the same issues with a new product,
and so the pan-European communications team
can provide collateral that will help all of them
address these issues. 

For example, when one of our clients was
working with an international patient organisation
on depression, they conducted a survey in 10
countries on key depression issues. The same set of
questions was asked across all 10 countries
allowing for consistent country comparisons to be
made. They were able to launch the results at an
international congress and then give them to the
national teams to use in their own media
campaigns. It was not only a less expensive
solution than having each country conduct its own
research, it was also more effective.

The third potential benefit of pan-European
campaigns is that they provide a good opportunity
for skills training and coaching. The smaller
European countries often lack the medical
communications expertise and resources of the
five largest countries, but by operating a campaign
across the continent, a company can ensure that
skills are transferred and the product has the
greatest potential to succeed in every national
market.

Finally, having a pan-European team taking care
of the future allows the national teams to devote all
their energies to the present. They can focus on
selling and marketing their existing product range,
confident in the knowledge that their international
colleagues are researching, developing and
registering new products and new uses for existing
products. 

Communication all the way

A properly designed and executed pan-European
medical communications campaign can make the
difference between the success and failure of a new
product. There is, however, much that can go
wrong and it is wise to be aware of as many of
these potential pitfalls as possible.

The most common issue that arises with these
communications campaigns is, ironically enough,
a lack of communication between the international
and national offices. The pan-European team may
fail to keep its colleagues at the national level
updated on developments and key milestones.

Similarly, the international team can be
enthusiastic to start promoting a product to a new
audience, while the national team is still struggling
to establish it with the original target audience.
Again, it is about communicating effectively and
jointly, setting key milestones for reviewing the
progress a product is making and examining how
everyone can work together to progress it.

We work with our clients to hold regular
gatherings of all the executives involved in medical
communications. These are typically one or two
days’ long and give everyone a chance to explain
the progress they are making and to find out about
how their colleagues at national or international
level are faring. There is usually a presentation of
international strategy followed by break-out
groups and workshops where smaller groups can
discuss their issues and agree effective steps
forward.

Finding help and support

While the benefits of pan-European campaigns far
outweigh the downsides, there are potential pitfalls
to beware of. We would always recommend
companies to work with an agency that has a
verifiable track record of success in these
campaigns. That agency will be able to help the
client steer a safe course through these pitfalls to
ensure that the campaign is a success.

In Edelman’s experience, whenever the right
team embarks on a pan-European medical
communications campaign, with a well-planned
strategy and proactive buy-in across the
organisation, the campaign contributes
enormously to the successful marketing of a
product.

Mike Kan is UK Managing Director, Edelman

Health. For more information e-mail

mike.kan@edelman.com or visit

www.edelman.co.uk/expertise/health/
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One of our clients in the

ophthalmology area wished to

support an international patient

organisation which was taking

action to address the growing

public health burden of age-

related macular degeneration

(AMD). 

Edelman worked with the

client and the patient group to

design and implement a two-

day summit. The event was

held in partnership with the

global patient advocacy group,

AMD Alliance International, and

brought together national

advocacy groups, leading

physicians and politicians to

develop a global consensus as

well as national level action

plans to address the growing

crisis of AMD. The outputs of

the event were presented to the

media at a separate press

briefing held during day two of

the conference.

The delegates were able to

identify the key priorities to be

supported by governments,

consumer groups and medical

professionals 

The conference allowed

stakeholders from across

Europe to discuss the relevant

issues and to present them in a

‘call to action’ to the members

of the European parliament and

other key stakeholders in their

local countries.

The event was attended by

80 delegates from 21 countries

across the globe, and 24

journalists attended the

accompanying press briefing.

Robert Madelin, the most

senior health official in the

European Commission,

delivered a keynote speech

and letters of support were also

received from national

governments.

The messages are still

continuing to resonate beyond

the conference because it

involved a wide range of

stakeholders – which included

physicians, advocacy groups,

politicians, media and industry,

– and ensured that the event

provided value for each of

them.

Case study 2: pan-European advocacy group partnership

AMD is a leading cause of
blindness in Europe
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Surge of interest in European MBAs 
The number of business schools in Europe offering
MBA programmes has dramatically increased since
the 1990s.

Last year, 658 European business schools offered
the qualification, up from 181 in 1999, a testiment to
the strong student demand in the region for the MBA
qualification.

The US-based Graduate Management Admission
Council (GMAC), which provides the most widely
used assessment for graduate management admis-
sions, said 65% of full-time programmes reported
that application volumes increased last year. This
compared with just 21% of business schools in 2005
and 19% in 2004.

“There is a brilliant bloom on the MBA rose,”
GMAC chief executive David Wilson commented
when the admission results were released last year,

adding that the demand for places on all types of
MBA programmes in countries around the world is
growing.

It is the first time since the early 1990s that an
increase in MBA applications has coincided with a
healthy job market for graduating students. European
business schools are among those to benefit – 15 of
the top 50 institutions were European according to
The Financial Times MBA 2007, a survey of the top
100 full-time MBA programmes around the world.

The schools were ranked according to an audit car-
ried out by managment consultants KPMG. This was
based on information supplied by alumni of the
classes of 2001, 2002 and 2003 on their salaries and
salary increases three years after graduation.

Students who graduated from one of the top 10
global business schools reported an average salary of

$148,609 three years after finishing their course and
their average salary increased some 127% in the
years between starting the MBA and the three years
after graduation.

The audit’s first four places were held by institu-
tions from the US – the traditional heartland for
MBA programmes. 

Top among Europeans was the London Business
School, which has held its fifth placing among global
MBA programmes for the past three years. It was
joined in the top 10 global institutions by France’s
Insead, which recently reported its largest ever MBA
class intake. 

Both regions have strong competitions from emerg-
ing areas like India – where there are now more
business schools than in the US – and China, which
is also seeing continued growth.

Pharmafocus Europe Spring 2007

Prospective MBA students are being invited to apply
for one of five European leadership awards now
being offered by European business school Cranfield
School of Management in the UK. 

The newly announced awards are each worth
£10,000 – approximately €15,000.

Successful candidates will be able to use the awards
towards paying for Cranfield’s full-time MBA start-
ing in October 2007, or the executive (part-time or
modular) MBA programme starting in January 2008.

To qualify for one of the awards, applicants must be
a national of Norway, Switzerland or one of the EU
countries (excluding the UK). Other nationalities res-
ident in these countries or candidates  sponsored by
their organisation will not be eligible to apply. 

To win an award, candidates must go through the
normal admission process for the Cranfield MBA
and possess:

• a good first or second class honours degree or 
equivalent

• at least three years’ postgraduate work experience
• a high GMAT score* (the average at Cranfield is 

660). Anyone able to go to Cranfield for interview,
may take the Cranfield admission tests as an alter-
native to GMAT.

To apply, visit www.cranfield.ac.uk/som/mba and
complete the MBA application form and submit it no
later than 30 April, 2007. 

In addition, to be eligible for consideration for the
award, candidates are required to submit an essay of
no more than 1,000 words answering the question:
“Which European leader do you admire, and why?”
Suitable candidates will be invited to attend an inter-
view at Cranfield during May 2007.

The award winners will be notified of the outcome
of their application and essay in June 2007.

To find out more about the Cranfield MBA, poten-
tial candidates can attend one of several preview days
taking place at Cranfield this year. 

The dates are 2 March, 21 April, 18 May, 30 June,
21 September, 27 October and 20 November. Visit
www.cranfield.ac.uk/som/mba/preview

Cranfield offers European
MBA leadership bursary

University of Pennsylvania: Wharton USA

Columbia Business School               USA

Harvard Business School                 USA

Stanford University GSB                  USA

London Business School                  UK

London Business School                          UK

Insead                                France/Singapore

Instituto de Empresa                             Spain

IMD                                             Switzerland

University of Cambridge: Judge                 UK

lese Business School                            Spain

HEC Paris                                          France

University of Oxford: Said                          UK

Manchester Business School                    UK

Esade Business School                        Spain

Lancaster University Management School UK

RSM Erasmus University             Netherlands

Warwick Business School                         UK

Cranfield School of Management              UK

SDA Bocconi                                      Italy
Source: Financial Times MBA 2007

London Business School

Top five global MBA programmes

Top 15 European MBA programmes

The latest on careers and
appointments, marketing
and communication news
from InPharm.com

coming soon...
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Germany

(Job no. 473914)

Account Director, Healthcare Advertising

Germany

(Job no. 473907)

European Medical Affairs Manager

UK - London

(Job no. 471164)

Global Brand Manager / International

Product Manager

Germany

(Job no. 471154)

REGULATORY AFFAIRS

Regulatory Affairs Project Director

France

(Job no. 488721)

Advanced Regulatory Solutions
134 Liverpool Road
London
N1 1LA

Call Theo Moore or Matt Greig on +44(0)207 697 7300
or cv@advregulatory.com Ref 488965

The Suisse Option - Regulatory Positions
(Job no: 488965)

Our client is a leading pharmaceutical research and development organisation with

significant ground breaking medicines to their credit. The organisation has new

positions at senior associate to global regulatory lead level. Typically these focus on

anti-infectives or oncology. You will work on European and Global projects in a fast-

tracking work environment where individuals are enabled to rise as quickly as they

may.

Visit:

STEP 1

Click: Job Search

STEP 2

HOW TO
FIND 
THESE
JOBS

STEP 3

FOR MORE INFORMATION ABOUT EACH VACANCY LISTED, FOLLOW STEPS BELOW.



Otsuka Europe has appoint-
ed Meguru Kajiwara as
managing director.

Mr Kajiwara, who has a de-
gree from the Science
University of Tokyo, joined Ot-
suka in 1978 as a medical rep.
Since then, he has held sever-
al senior roles, including
branch manager Nigata and
Sendai region of Japan, gen-
eral manager Otsuka Taiwan,
and managing director Otsuka
International Arab and Asia
(OIAA). As a result, he brings
to his new role 28 years’ expe-
rience of the Asian market.

Otsuka  is a network of 87 in-
ternational companies and
has its headquarters in Tokyo,
Japan. The company employs
27,000 people worldwide and
has 29 research centres. Its
EU office, where Mr Kajiwara
will be based, is in London. 

Pharmafocus asked Mr Kaji-
wara about his new role:

What attracted you to work-
ing in Europe?

When the prospect of heading

up Otsuka’s European opera-
tion presented itself, I felt it
was the ideal opportunity to
consolidate my 28 years of ex-
perience in Asia, to help shape
Otsuka’s European business.

I was drawn by the challenge
of working in Europe where
Otsuka is experiencing signifi-
cant growth, quite similar to
the development currently tak-
ing place across Asia Pacific. 

Twenty-seven different health-
care agendas, all reforming
towards a common EU health
policy, makes for a very inter-
esting time to operate in
Europe, especially as a foreign
pharmaceutical company. 

Otsuka has a unique Japan-
ese/European business model
and the flexibility of this has al-
lowed us to ‘get back to
basics’ in what is a tough op-
erating environment.

What have been the high-
lights of your career so far?

I very much enjoyed working
in Taiwan as it was during a
period when the country was
just starting to emerge as a se-
rious player within Asia and
the pharmaceutical sector
there was experiencing signifi-
cant growth.

When I later joined OIAA, my
target was to double sales in
the region within five years,
but thanks to the support and
help of the specialist product

managers in the different mar-
kets, I was able to achieve this
goal within four years, which
was very satisfying.

What are your aims, long
and short-term?

In the short-term, I intend to
continue to build on the solid
infrastructure Otsuka has es-
tablished in Europe and on our
alliances with key partners,
such as Bristol-Myers Squibb. 

Looking further ahead, we
have plans to introduce a
more diverse ‘nutraceuticals’
portfolio into Europe. 

Otsuka is a company which
looks to develop products in
areas of high unmet need,
rather than simply concentrat-
ing on potential blockbusters,
and the policy will be to bring
more innovative medicines
and devices to the European
market.

What is your golden rule in
business?

I believe there are three key
factors for business success –
accountability, communication
and transparency – and these
will become even more impor-
tant in the future.

Specialist healthcare PR
consultancy, hsdcommuni-
cations, has appointed
Cosima Zerdik as account
executive in its medical com-
munications division.

Cosima, who is fluent in
English, German and
French, works on the compa-
ny’s international business
for Mölnlycke Health Care,
Bard, Reckitt Benckiser, and
Achive. 

Cosima has worked in
product management at
Johnson & Johnson Medical
and Pfizer, where she was
responsible for products in
vascular access and oph-
thalmics.

She graduated from the
Vienna University of
Economics and Business
Administration with a Masters
in international commerce
and from the CEMS
Programme with a Masters in
international management.
She is currently pursuing a
PhD in business history.

Rachael Pay has joined
Weber Shandwick as man-
aging director of its European
healthcare practice.  

Pay, who most recently
served as managing director
at Euro RSCG Life PR in
New York, will report to Laura
Schoen, president of Weber
Shandwick global healthcare,
and Colin Byrne, CEO of U.K
and Ireland.  

Pay has worked in health-
care public relations for more
than 15 years in the U.S. and
Europe.  

ThromboGenics NV has
made two senior appoint-
ments. 

Dr Patrik De Haes
becomes chief operating offi-
cer and Dr Franky Terras is
appointed as patent counsel. 

Prior to joining
ThromboGenics, Dr De Haes
was senior vice president
and head of the global infu-
sion business at Roche
Diagnostics, and a member
of the executive committee of
Roche Diabetes Care.

Before this, and until its
acquisition by Roche, he was
president and chief executive
officer of Disetronic Medical
Systems, Minneapolis,
Minnesota, USA. 

De Haes has also held
senior positions in pharma-
ceuticals with Sandoz
Pharma (now part of
Novartis. 

Dr Terras has spent more
than seven years as a patent
counsel for a number of
biotechnology companies.

Before joining Thrombo-
Genics, he was patent coun-

sel at Innogenetics in Gent,
Belgium. He was previously
intellectual property liaison
officer at CropDesign (now
part of BASF), Gent,
Belgium. 

Dr Marc Cluzel has been
appointed as senior vice
president, science and med-
ical affairs at Sanofi-Aventis.
He succeeds Gérard Le Fur,
who has been named chief
executive officer.

Dr Cluzel joined Sanofi
Recherche in 1991 within the
clinical development depart-
ment, and was appointed
successively senior project
director in 1993, vice presi-
dent, research projects
management in 1996 and
vice president, international
development in 2001. Since
2005, he was senior vice
president, international devel-
opment.

Dr Jean-Philippe Santoni
succeeds Marc Cluzel as
senior vice president, interna-
tional development. He will
manage the development
activities on a worldwide
basis.

Dr Santoni joined
Synthélabo in 1990 as car-
diovascular development
director and, in 2001, was
appointed vice president,
international clinical opera-
tions, Sanofi-Synthélabo
Research. Since 2004, he
was vice president, interna-
tional clinical development for
Sanofi-Aventis.
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AM-Pharma BV, the biophar-
maceutical company which
develops novel drugs to treat
infectious and inflammatory
diseases, has appointed Bart
Wuurman, as chief executive
officer.

Bart has 18 years of inter-
national pharma and biotech
experience with Organon,
Medeva and Antisoma, where
he was responsible for a
$500 million oncology alliance
with Roche. 

In 2003, Bart became chief
executive officer of De Novo
Pharmaceuticals, Cambridge,
UK, where he successfully
implemented a restructuring
and refinancing strategy.

Dr Andreas Busch and Dr
Kemal Malik have been
appointed to the board of
management of Bayer
Schering Pharma. They will
also become members of
the Bayer HealthCare exec-
utive committee.

Dr. Busch is currently
head of global drug discov-
ery at Bayer Schering

Pharma. He joined Bayer
HealthCare in 2005, where
he was head of discovery
Europe for the pharmaceuti-
cals division in Wuppertal.

Dr. Kemal Malik is current-
ly head of global develop-
ment and chief medical offi-
cer at Bayer Schering
Pharma.

He joined Bayer in 1995
as head of metabolism and
oncology Europe. He subse-
quently served as head of
global medical development
before being appointed
head of global development
and compliance.

Elbion NV, a specialty phar-
ma company with a focus
on neurology and immunolo-
gy, has appointed Dr
Koenraad Blot as chief
medical officer. Dr Blot has
15 years’ international phar-
ma experience and will
oversee Elbion’s clinical pro-
grammes and regulatory
filings. 

Dr Blot was previously
executive director, clinical
research at Theratechnolo-
gies, Montreal, Canada,
where he led the clinical
research division. Prior to
this, he held several posi-
tions at Pfizer in scientific
affairs, medical operations
and clinical research in
Canada, USA and Belgium.

His background is in phar-
maceutical development
and operations, curative
medicine and public health.  
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Merck Serono is conducting
a review of the communica-
tions agencies it uses in
Europe as parts of its efforts
to integrate the different areas
of the business.

Germany’s Merck KGaA
formed the biopharmaceuti-
cal company last September
through its $13.5 billion
acquisition of Swiss biotech
Serono.

A spokesman told Phar-
mafocus: “We are certainly
making progress to integrate
our two companies in the UK
and wider Europe.

“There are several therapeu-
tic areas we are looking at and
it is quite reasonable to recog-
nise that there may be some
possibilities for re-arrange-

ment of agencies.”
The spokesman would not

say how many PR or advertis-
ing agencies the new
company presently had on its
books, but added: “We have a
long-term relationship with a
number of agencies and it is
absolutely routine when a
merger occurs to reflect on
the agencies you have.”

The company has recently
appointed two agencies in the
UK, including a communica-
tions partner for its multiple
sclerosis risk-sharing pro-
gramme.

The programme was
launched in 2002 in a bid to
increase patient access to MS
drugs with a contract between
the UK government and four

pharmaceutical companies.
This put reimbursement on a
sliding scale depending on
how well patients responded

to treatment.
As well as Merck Serono,

the 10-year scheme involves
Schering Health Care and

Biogen, (all of which manu-
facture beta interferon
products) and Teva, the manu-
facturer of Copaxone (a
glatiramer product).

Merck Serono has
appointed Roundhouse
HealthAd to work on a range
of educational and profes-
sional development services
for healthcare professionals.

Merck Serono’s UK general
manager Don Cowling said:
“This really is new territory
where we have actively
engaged with the Department
of Health to recognise that
our responsibilities as a man-
ufacturer extend beyond
simply supplying a drug.

“We have set up a steering
group who will advise which
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Merck Serono examines its agency options across Europe
areas our support will most
positively impact  quality
of patient care”.

The project will initially
run for 18 months and
closely monitor the link
between services and mate-
rials delivered into the
healthcare system and the
subsequent outcome on
improved standards of care.

Mr Cowling added: “It is
critical that we get this right
from the outset. This is a
significant investment, not
only for Serono but also for
the Department of Health.
We have a responsibility to
ensure that the services
provided under this initia-
tive actually achieve what
they are intended to

deliver”.
Roundhouse managing

director Kevin McGetrick
said the agency was enter-
ing uncharted territory in
engaging in an active part-
nership with healthcare
professionals, but that the
move will allow it to bring
together all the skills con-
tained across its parent
group Adventis.

Merck Serono also
recently appointed PR
agency Huntsworth Health
to manage a new UK com-
munications campaign for
its blockbuster Gonal-f,
which supplements or
replaces naturally occur-
ring  hormones in women
with fertility problems.

Specialist healthcare mar-
ket research company
Synovate Healthcare is to
open a new office in Ham-
burg to expand its reach
into Germany, Europe’s
biggest pharmaceutical
market.

Synovate Healthcare
Germany will offer ad hoc
services for domestic
clients, international pro-
jects for German
multinationals and local
affiliate services for Syno-
vate Healthcare’s
syndicated portfolio. 

The setting up of a dedi-
cated healthcare team in
Germany is part of the
company’s plans to
develop its presence in that
market, which has until
now been run from other
European sites, and from
the US and Asia.

Spearheading the com-
pany’s German operations
is Manfred Eberlein who
has been appointed coun-
try manager, Synovate
Healthcare Germany. 

Eberlein was formerly
director of Ipsos Insight
and has 18 years’ experi-
ence in both consumer and
healthcare market research.

Eberlein is joined by
Torsten Brockmeyer, also

from Ipsos Insight Health,
who brings to the team a
strong track record in mar-
ket research and medicine. 

Eberlein, commenting on
the German service, said:
“This is a really exciting
move, both for myself and
for the company. 

“Synovate Healthcare has
established a strong reputa-
tion within the industry
and I look forward to
building on the great work
already conducted. 

“In addition to healthcare
expertise, we have access
to some truly ground-
breaking research
developments from Syno-
vate; I look forward to
bringing these to the Ger-
man pharma market”.

Synovate opens its
first German office

Grey Healthcare Group has
added the Madrid-based
advertising agency, Comu-
nicacion y Servicio, to its
global network.

Comunicacion y Servicio
(CyS) will continue to be
led by general manager
José Antonio Alguacil, who
said he was confident the
deal would quickly bring
benefits to the clients of
CyS and Grey.

“This is an exceptional
opportunity for us to join
forces with a global com-
pany that is focusing on
taking healthcare commu-
nications to the next level
of interactivity and sophis-
tication,” he added.

Founded in 1997, CyS
employs 16 people and its
clients include Bristol-
Myers Squibb, Pfizer,
GSK, Schering-Plough,
Abbott Laboratories and

Boehringer Ingelheim.
In 2005, revenues at the

independent agency
reached €4.3 million and it
had gross assets of €1.5
million.

Chief executive of Grey
Healthcare Group (GHG)
Lynn O’Connor Vos said:
“CyS is one of the top
agencies in Spain and its
reputation for creative
excellence and strategic
thinking is unmatched. This
acquisition will help us
expand our clients’ busi-
ness in Spain, and across
Europe, and continues
GHG’s strategy of develop-
ing networks in important
markets and services.”

GHG is one of the top
five healthcare groups in
the world, with 42 offices
in 21 countries, and is part
of the WPP communica-
tions services group.

Grey acquires Spanish
advertising agency CyS

Elmar Schnee, Merck Serono’s new chief executive

Manfred Eberlein
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