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The American Nurses Association
and Society of Hypertension broadly
back the scheme. Barbara Alving, acting
Director of the National Heart, Lung and
Blood Institute said: “If this really gets
the attention of those who otherwise
would not have tried to have their blood
pressure under control, then it’s worth-
while. We have to look at it and say ‘what
is the greater good to be obtained here?’”

However, Jerry Avorn of Harvard
University’s Brigham and Women’s
Hospital says this is “a goofy idea [which]
pushes therapy in a direction that is
counter to what a lot of current research
suggests is appropriate.” Critics such as
Avorn say that $1.2 billion would be
saved in the US if doctors followed cur-
rent guidelines for prescribing cheaper
antihypertensives such as diuretics.

But product guarantees reassure
customers about efficacy, says Driver,
and they seem to work. One example
reported in the news illustrates how this
could be true. A 61-year-old man with
diabetes was previously reluctant to con-
trol his blood pressure of 155/75, but
was apparently persuaded by the guar-
antee, saying,“They must be pretty sure
of their product.”

largely, but not exclusively, by HIV treat-
ments, which weren’t being developed in
the previous analysis,” says DiMasi.

Cardiovascular drug costs remained
around the average value, and CNS drugs
remained stable, rising slightly from 10%
to 13% above average. Analgesics/anaes-
thetics cannot be compared as the first
study looked at NSAIDs only.

The difference in returns from each
therapeutic area hints at how companies
are forming strategy decisions. The ratio
of life-cycle worldwide sales for new
drugs approved during 1990–1994 to
the development costs calculated in the
study was greatest for CNS and cardiovas-
cular drugs (see figure), which included
big-sellers such as SSRIs and ACE
inhibitors. Anti-infectives and analgesics/
anaesthetics fared less well. This differ-
ence in profitability could explain com-
panies’ decisions on allocation of R&D
resources, says Ken Kaitin, Director of
the Tufts Center.“Our findings are con-
sistent with a model that suggests R&D
efforts have generally shifted towards high
net return, and away from low-return
therapeutic areas.”

FDA rejects OTC status for contraceptive
The FDA has rejected the over-the-counter sale of the emergency contraceptive
levonorgestrel (Plan B; Barr), despite the positive decision given by the advisory
committee. The committee voted 22 to 5 that the non-prescription-setting programme was adequate with
respect to consumer access and safe use. However, the FDA said that Barr had not shown that adolescent
women could understand the product instructions without the intervention of a physician, the first time that the
FDA has requested this information for an OTC product. The agency has vigorously defended accusations that
the decision was politically motivated.

Off-label use of gabapentin reprimanded
Pfizer has pleaded guilty to illegally promoting off-label uses of gabapentin (Neurontin). The drug, developed by
Warner Lambert, is approved for partial seizures and post-herpetic neuralgia, but is promoted for at least 11
off-label uses, including restless leg syndrome, bipolar disorder and migraines. David Franklin, a medical liaison
expert for Warner Lambert, successfully charged Pfizer with using fraudulent scientific evidence, such as
suppressing study results and using ghostwriters, to promote the off-label use of the drug. Pfizer agreed to
pay a total of US $430 million in fines and damages — the second largest given in the industry.

Approval for new antithrombotic
AstraZeneca’s keenly awaited thrombosis drug ximelagatran (Exanta) has received the first round of approvals in
the European Union. Ximelagatran, the first alternative to warfarin for 60 years, was approved for the prevention
of thrombosis in patients undergoing hip and knee surgery. The United Kingdom and Ireland have not approved
the treatment, as they want to discuss the timing of its use. But AstraZeneca says the countries have not
questioned the safety or efficacy of the treatment.

First statin to be sold over the counter
The United Kingdom government announced that Merck will get the go-ahead to market a 10-mg dose of
simvastatin, known as Zocor Heart Pro, over the counter in UK pharmacies. Statins are prescribed to 1.8 million
UK patients at a cost of more than £700 million (US $1.25 billion) to the National Health Service. The government
is hoping to make simvastatin available for primary prevention of heart disease to a broader population without
costing the government any extra money. In the highly competitive statin market, Merck hopes that the move will
help rejuvenate sales of its off-patent product. The UK is the first country to sell an OTC statin, and it will be
available in July for reducting the risk of a first major coronary event in people likely to be at moderate risk of
coronary heart disease. 

Pfizer shifts R&D strategy
Pfizer’s CEO Hank McKinnell said the company is moving from short to longer term R&D by seeking biotech
acquisitions to fill its pipeline. Several of Pfizer’s most important drugs are expected to lose patent protection in
the next few years, and the move from in-licensing to improving core R&D capabilities seems to be due to the
current favourable climate for making value-for-money acquisitions. Pfizer hinted at its intentions last year when
it acquired the US biotechnology company Esperion for US $1.3 billion.

NIH addresses staff conflicts of interest 
A National Institutes of Health (NIH) panel has proposed changes to its employment rules to address criticism
about conflicts of interest among its senior staff. The changes were proposed after an article in the Los Angeles
Times in December 2003 suggested shortcomings in the agency’s existing conflict-of-interest policies. The panel
said the NIH should bar its most senior officials from earning money by consulting for industry or academic
institutions. It recommended that scientists who are allowed to do consultancy work should limit their
compensation to 50% of their government salaries and spend no more than 400 hours a year on the work.
Nobody at the NIH should be allowed to accept stocks or stock options as payment, but the health secretary
should raise the cap on the salaries as a recruitment incentive.

Antisense cancer drug shows no effect on survival 
The antisense treatment for BCL2, oblimersen (Genasense; Genta/Aventis), seems not to have an effect on
progression-free survival, according to an FDA Advisory Committee. The committee voted 11 to 5 that oblimersen
plus dacarbazine showed a difference in response rate from dacarbazine alone in patients with metastatic
melanoma. However, the committee voted 12 to 4 that the Genta pivotal trial did not conclusively show a “real
effect” on progression-free survival. Genta has withdrawn this application for approval and reduced its workforce
by nearly a half. The company has stopped marketing gallium nitrate (Ganite) for hypercalcaemia, which was
intended to help establish its sales force before the launch of oblimersen. This now allows for the company to
devote its remaining money — an estimated US $67 million — to resubmitting approval data for oblimersen.
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