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There’s an interesting lobbying campaign
going on in the UK at the moment in
which a women’s group is fighting for

the cancer treatment drug Herceptin to be
made more widely available on the
country’s National Health Service.
The campaign was started when a
woman from Stoke-on-Trent was
informed that the drug was not yet
approved for treating women in the
early stages of breast cancer.
Herceptin is given to breast cancer
patients after they have had
treatment with radiotherapy or
chemotherapy in order to prevent
cancer developing further. The
proportion of women in which
it is effective is about one
in six.

‘No’ for primary
cancer care 
The problem in the UK at the moment is that
Herceptin is not licensed for treating primary
breast cancer, it is licensed for treating people
who have cancer for a second time. Herceptin
is currently going through approval and
licensing procedures. However, it may be
2007 before the drug is made widely
available, and the campaigners claim that in
the meantime this could lead to the deaths of
thousands who could have been treated and
saved. The UK government has ordered that
all women diagnosed with early breast cancer
should be tested to see if they can be treated
with Herceptin and that there should be a
‘fast-track’ assessment of the drug which
could speed up the approval process
conducted by the UK’s National Institute for
Health and Clinical excellence (NICE). The
manufacturer, Roche, is due to submit an
application for the use of Herceptin in early
cancer early next year. The UK government
says it is determined to take action in getting
Herceptin licensed.   

There are several issues here. The obvious
one is why is there a time lag in making

available a drug that has been shown to be
efficacious and is already available for early
cancer treatment in a number of countries? Is
it not possible for pharma companies to

pursue licensing at an earlier stage? One
of the important issues, of course, is
the cost of the drug, but given the time
spent on the R&D of a new drug it
isn’t surprising that the treatment is
expensive. Governments can argue
with pharma companies all they like
about pricing but isn’t it more
important to get the approval and

licensing procedure completed
much more quickly than

present systems, not just
those in the UK, seem
to allow?

Getting fast-track
drug approvals

Another issue is fast-track approvals. If these
are possible, why is there a ‘normal’ approval
process that takes so long and what are the
criteria for a drug to be fast-tracked? In the
case under discussion, it is public pressure
that has forced the fast-tracking of the drug,
which is hardly an ideal situation.

The pharmaceutical industry obviously
wants to have its products approved quickly,
governments want to provide the best health
care possible for the public, and agencies like
NICE want to meet these goals too, though
obviously with safety as a primary concern.
With a product like Herceptin, which has
been approved elsewhere already, it is
difficult to understand the delay in approval
for primary cancer treatment in the UK.
Governments are meant to play the major role
in setting the health care agenda and
ensuring that the best treatments the
pharmaceutical industry can produce, in
particular those for unmet medical needs, get
to the public as quickly as possible. It
shouldn’t need a public campaign to make
this happen. 

Editor’s Page

Tom Mulligan

Tom Mulligan, MSc
Editor – sp2

Speeding drug approvals



SciFiSP2.fh10 6/17/04 11:19 AM Page 1 

Composite

C M Y CM MY CY CMY K

Not only does SciFinder provide access to more proteins and nucleic acids than any
publicly available source, but they’re a single click away from their referencing patents
and original research.

Coverage includes everything from the U.S. National Library of Medicine’s (NLM) MEDLINE® and
much more. In fact, SciFinder is the only single source of patents and journals worldwide.

Once you’ve found relevant literature, you can use SciFinder’s powerful refinement tools to focus on a
specific research area, for example: biological studies such as target organisms or diseases; expression
microarrays; or analytical studies such as immunoassays, fluorescence, or PCR analysis. From each reference,
you can link to the electronic full text of the original paper or patent, plus use citation tools to track how
the research has evolved and been applied.

Visualization tools help you understand results at a glance. You can categorize topics and substances,
identify relationships between areas of study, and see areas that haven’t been explored at all.

Comprehensive, intuitive, seamless—SciFinder directs you. It’s part of the process. To find out more, call
us at 0800.89.6626 (United Kingdom) or 1-614-447-3700 (worldwide) or visit www.cas.org/SCIFINDER.

A division of the American Chemical Society. SciFinder is a registered trademark of the American Chemical
Society. “Part of the process” is a service mark of the American Chemical Society.

It is.

Part of the process.SM

What if moving from one particular
protein to the most relevant journal
and patent literature were as easy

as pushing a button?
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