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Innovators continue to develop drugs to
further understand how to optimise the use
of known drugs. The European patent system
allows for protection of a known substance
or composition for treating a disease in
further therapy of the same disease, provided
that such further therapy has not yet been
published and provides new and surprising
advantages to the patient. In recent years,
since Enlarged Board of Appeal Decision
G02/08, the European Patent Office (EPO)

has been increasingly flexible in allowing the
protection of second or further medical uses
of a known substance or composition.

Such second or further medical use could potentially be
as broad as to be related to “any specific use of such
substance or composition in a therapeutic method”
(Article 54(5) of the European Patent Convention (EPC)
2000), provided that such use is not comprised in the
state of the art, thereby opening up the possibility to
protect “any such specific use in a therapeutic method”
where it meets all other EPC requirements. It seems to
mirror the exponential development of personalised
medicine, wherein specific drugs are tailored to the
individual patient based on patient (genetic) context.

USE OF KNOWN ANTI-CANCER DRUG ON
NEW SUBGROUP OF CANCER PATIENTS
This analysis is based on an EPO Board Appeal decision
(T108/09).

Due to acquired resistance to a particular cancer
treatment, it is common for cancer patients to first be
treated with a given drug (e.g., tamoxifen), then with a
second drug (e.g., an aromatase inhibitor) as soon as
resistance to the first drug occurs, and possibly with a
third drug (e.g., fulvestrant) as soon as resistance to the
second drug occurs. Using fulvestrant as a third line of
treatment was considered a novel cancer therapy,
although fulvestrant was already known as a first and
second-line cancer treatment. Granted Claim 1 reads:
“Use of fulvestrant in the preparation of a medicament

for the treatment of a patient with breast cancer who
previously has been treated with an aromatase inhibitor
and tamoxifen and has failed with such previous
treatment”.

Novelty

The idea behind the novelty of the third line of treatment
with fulvestrant is that the tumour cells of the patient
treated with the first drug and subsequently with the
second drug have changed from a physiological and
pathological point of view, have become more difficult to
treat and are therefore no longer identical with the
tumour cells of a patient treated with fulvestrant as a
first or second line of treatment.

This decision is in line with T19/86, wherein a new group
of subjects (i.e., sero-positive piglets) was vaccinated
against the same disease against which a vaccination had
already been disclosed for sero-negative piglets. The use
of the same vaccine to a subgroup of subjects (i.e.,
sero-positive piglets) was considered novel.

The decision is also in line with T893/90, in which the use
of a composition for controlling bleeding in non-
haemophilic mammals was considered novel in view of
the same composition for controlling bleeding in
haemophilic subjects. The group of subjects served to
further define the disease to be treated: bleeding in
non-haemophilic subjects compared to bleeding in
haemophilic subjects.

In this new case, a new subgroup of cancer patients was
identified by reference to the drugs used in the first and
second lines of treatment “who previously thavel been
treated with an aromatase inhibitor and tamoxifen and
has failed with such previous treatment”.

Sufficiency of disclosure

It was argued that such a claim would not be sufficiently
disclosed, as there would be no experimental examples
in the application as filed. However, the board did not
find this argument persuasive as the application as filed
as a whole provided ample information as to the dose,
formulation and administration mode of fulvestrant. In
addition, the cancer patient in question is under strict
surveillance by a physician who will decide which
treatment to give, when the treatment has failed and




when a new treatment must be applied. The patent
therefore does not need to disclose a general method
for determining failure of a treatment with an aromatase
inhibitor and tamoxifen.

Inventive step

The use of fulvestrant as a third line of cancer treatment
was also considered inventive in view of the use of
fulvestrant as a second line of cancer treatment. It is
indeed not obvious that a drug that is effective in a
second line of treatment will also be effective in a third
line, since tumour cells treated with two distinct cancer
drugs become increasingly malignant. In addition,
fulvestrant is an oestrogen, as is tamoxifen (i.e., first line
of treatment), and it is therefore surprising that tumour
cells resistant to tamoxifen will still be responsive to
fulvestrant in a third line of treatment. A skilled person
would therefore not be motivated to use as a third line
of treatment a drug belonging to the same class of drug
(i.e., oestrogen) as that used in the first line of treatment.
Finally, other compounds (i.e., progestin) were known
that appear promising as third line of treatment.

Tips

In such an invention (i.e., a second or further medical use
of a known drug), wherein a subgroup of patients is
treated with a known drug, it is advisable to provide
experimental data confirming that the subgroup treated
has a different physiological and pathological status. For
example, in T108/09, it would be interesting to
demonstrate that tumour cells treated with the first and
second lines of treatment are not identical with those
treated only with the first line of treatment: different
markers could be expressed and different behaviours
could be exhibited in response to external stimuli. If such
additional evidence is provided in the patent application,
or possibly as post-published evidence, there will be
strong arguments for getting protection for such new
use of a known drug (i.e., fulvestrant) as a new (i.e., third
line of) cancer treatment.

COMMENT

Although the European patent system has decided to
provide more flexibility to applicants to allow the
protection of a second or further medical use of a known
substance or composition, applicants should be aware
that such new types of invention should meet all EPC

requirements. Even if novelty may be acknowledged on
the balance of doubt, experimental data may be required
to support the presence of an inventive step to
demonstrate that a specific technical advantage is
present for the new subgroup of patients treated with
this known drug.
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