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Summary of Facts and Submissions

IT.

ITI.

Iv.

The appellant (opponent) lodged an appeal against the
interlocutory decision of the opposition division which
maintained European patent 1 996 246 in the form of the
then pending auxiliary request 2, which is the main
request of the respondent (patent proprietor) in these

appeal proceedings.

Notice of opposition had been filed inter alia on the
ground of insufficiency of disclosure
(Article 100(b) EPC).

The opposition division concluded that the invention
was disclosed in a manner sufficiently clear and
complete for it to be carried out by a person skilled
in the art, as the parametric definitions in claim 1
were redundant since they were inherent properties of

dihydrate paclitaxel and amorphous paclitaxel.

With the statement setting out the grounds of appeal,
the respondent filed auxiliary requests 1 to 8.
Auxiliary request 9 was filed during the oral
proceedings before the board, which took place on

29 June 2017.

Claim 1 of the main request and of auxiliary request 6

reads as follows:

"A coated implantable medical device comprising an
implantable medical device having at least one surface
and a coating on the at least one surface, wherein the
coating comprises a first layer comprising a taxane
therapeutic agent in a first taxane solid form having a
vibrational spectrum including at least two peaks

between 1735 and 1705 cm™! and having a solubility of
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less than 20% wt. after 24 hours in porcine serum at
37°C, the first layer positioned between the abluminal
surface of the medical device and a second layer
comprising a taxane therapeutic agent in a second
taxane solid form having a vibrational spectrum

1 and

including only one peak between 1735 and 1705 cm™
having a solubility of greater than 50% wt. after
24 hours in porcine serum at 37°C; wherein said first
taxane solid form is dihydrate paclitaxel and said
second taxane solid form is paclitaxel in an amorphous

solid form."

Claim 1 of auxiliary request 1 contains, in addition to
the feature of claim 1 of the main request, the

following:

"and wherein the coating is free of a polymer."

Claim 1 of auxiliary requests 2 and 7 contains all the

features of claim 1 of the main request, adding that

"and wherein at least 20% of the first layer comprises
the taxane therapeutic agent in the first taxane solid

form."

Claim 1 of auxiliary requests 3 and 8 contains all the

features of claim 1 of the main request adding that

"wherein more than 50% of the first layer comprises the
taxane therapeutic agent in the first taxane solid
form; and wherein more than 50% of the second layer
comprises the taxane therapeutic agent in the second

taxane solid form."

Claim 1 of auxiliary request 4 combines the features of

claim 1 of auxiliary requests 1 and 2. Similarly,
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claim 1 of auxiliary request 5 combines the features of

claim 1 of auxiliary requests 1 and 3.

Lastly, claim 1 of auxiliary request 9 contains all the
features of claim 1 of the main request and, in

addition, the following:

"wherein the porcine serum has a constant flow rate of
16 mL/min; and wherein the porcine serum is a modified
porcine serum prepared by adding 0.104 mL of a 6.0 g/L
heparin solution to porcine serum at 37°C and adjusting
the pH to 5.6 +/- 0.3 using a 20% v/v aqueous solution

of acetic acid."

The arguments of the appellant relevant for the present

decision were the following:

The claimed invention was not sufficiently disclosed,
as the patent in suit did not describe how to prepare
medical devices with a coating containing a layer
comprising dihydrate paclitaxel having a solubility of
less than 20% wt. after 24 hours in porcine serum at
37°C. This feature did not describe the solubility of
dihydrate paclitaxel, but related to the whole coating
layer. In view of the discrepancy between the term
"solubility" and the units in which it was expressed,
the feature should be interpreted as meaning the
solubility rate. The data provided in the patent in
suit showed that dihydrate paclitaxel in the coating
required by claim 1 did not have the required
solubility and, for that reason, the claimed invention
was insufficiently disclosed. The appellant also
requested that auxiliary request 9 not be admitted into

the proceedings.
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The arguments of the respondent relevant for the

present decision were the following:

"Solubility" was a thermodynamic property and had a
clear meaning, so that the description of the patent in
suit did not need to be taken into consideration for
interpreting it. It referred to the amount of
paclitaxel dissolved in porcine serum in equilibrium
with its solid form. Paclitaxel dihydrate inherently
had a solubility of less than 20% wt. after 24 hours in
porcine serum at 37°C, so the latter feature was in

fact redundant.

Even if the required solubility were not an inherent
property of paclitaxel dihydrate, the skilled person
would not have any difficulty in achieving the required
solubility, either by using less porcine serum, by
increasing the amount of paclitaxel in the coating, or

by measuring solubility under static conditions.

For these reasons, the claimed invention was

sufficiently disclosed.

The final requests of the parties were the following:

- The appellant requested that the decision under

appeal be set aside and that the patent be revoked.

- The respondent requested that the appeal be
dismissed, i.e. that the patent be maintained as
upheld by the opposition division, or,
alternatively, that the patent be maintained on the
basis of one of auxiliary requests 1 to 9, filed
with letter dated 24 December 2015 (auxiliary

requests 1 to 8) and in the oral proceedings before
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the board (auxiliary request 9).

IX. At the end of the oral proceedings, the decision was

announced.

Reasons for the Decision
1. The appeal is admissible.
Sufficiency of disclosure

2. According to the case law of the Boards of Appeal, the
requirements of sufficiency of disclosure are met only
if the claimed invention can be performed by a person
skilled in the art without undue burden over the whole
area claimed, using common general knowledge and having
regard to the information in the patent in suit
(T 409/91, OJ 1994, 653, Reasons 3.5; T 435/91,
0OJ 1995, 188, Reasons 2.2.1).

3. Claim 1 is directed to a medical device having a
coating with "a first layer comprising a taxane
therapeutic agent in a first taxane solid form having a
vibrational spectrum including at least two peaks
between 1735 and 1705 cm™! and having a solubility of
less than 20% wt. after 24 hours 1in porcine serum at
37°C". This first taxane solid form is dihydrate

paclitaxel.

4., The first issue to be examined is the meaning of the
term "solubility"™ in claim 1. It is not disputed that
the units in claim 1 do not correspond to the usual
thermodynamic property solubility, which is normally
defined as the amount of a compound dissolved in a
solvent and is therefore expressed as a concentration.

Instead, the units used for "solubility" in claim 1 are
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welight percent per amount of time.

Thus, the skilled person, in view of the discrepancy
between the normal definition of "solubility" and the
units employed in claim 1, would seek guidance in the

patent in suit.

With the exception of claim 1, each time the patent in
suit uses the unit weight percent per amount of time,

dissolution rates are concerned (figures 6, 7, 9).

In addition, in general, units define a physical
quantity more accurately than names. The skilled reader
will for this reason consider the feature "solubility"
in claim 1 to refer to dissolution rates, as it
includes time as a variable (weight percent after 24

hours) .

The respondent argued that the term solubility in
claim 5 had usual meaning, and that there was no need

to rely on the description in order to interpret it.

However, this argument is not convincing, since the
units used in claim 1 do not correspond to the normal

meaning of "solubility".

The respondent further argued that paragraph [0139] of
the patent in suit disclosed that the rate of elution
of amorphous paclitaxel in porcine serum at 25°C was
about 100 times faster than that of dihydrate
paclitaxel. In contrast, the difference in "solubility"
required by claim 1 was far lower. The skilled reader
would thus deduce that the percentages in claim 1,
which were of the same order of magnitude, could not

refer to solubility rates.
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However, the percentages in claim 1 (less than 20%,
more than 50%) also cover the situation in which the
elution rate of one form is 100 times faster than that
of the other, as disclosed in paragraph [0139]. Thus,
there is no reason why the passage on paragraph [0139]
should lead to the conclusion put forward by the

respondent.

The other issue to be examined in this context is
whether, as the opposition division concluded and the
respondent argued in these appeal proceedings, the
"solubility" indicated in claim 1 is an inherent
property of dihydrate paclitaxel, and thus redundant in
claim 1, or whether, as argued by the appellant, said

feature further restricts the claimed subject-matter.

The respondent argued that, from a purely grammatical
pointview, the feature referred to the "solubility" of
the taxane form, i.e. of dihydrate paclitaxel. Claim 1
contained two parametric requirements, namely a
specific vibrational spectrum and a specific
"solubility". It was apparent that the vibrational
spectrum related to the taxane form per se, as a
vibrational spectrum of a coating could not be
measured, and there was no reason why the feature

"solubility" should be any different.

It is not disputed that the patent in suit does not
disclose any link between the required "solubility"
threshold, which only appears in the claims of the
patent specification, and either paclitaxel dihydrate

or any other taxane solid form.

Figure 9 discloses (line 922) that after 24 hours
(1440 minutes) the percentage of a coating consisting

only of dihydrate paclitaxel, which is a preferred
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embodiment of claim 1, dissolved in porcine serum is
already more than 20% at 25°C. At 37°C, as required by
claim 1, this percentage will be even higher. Thus, the
patent in suit provides evidence that not every coating
containing dihydrate paclitaxel has the "solubility"

required by claim 1.

For this reason alone, it is thus concluded that the
feature "having a solubility of less than 20% wt. after
24 hours in porcine serum at 37°C" is not made
redundant by the feature "said first taxane solid form

is dihydrate paclitaxel™.

A particularly preferred embodiment of the present
invention - [0009], [0011], [0012], examples, claim 4 -
relates to a medical device having a coating whose
layers consist essentially of solid paclitaxel, whereby
said layers comprise either only one paclitaxel form,
or combinations of dihydrate and amorphous paclitaxel.
According to the most preferred embodiment of the
claimed invention, the coating layer does not include
polymers which retard the solubility of the taxanes

present (claim 4 of the main request).

In the following, it will be examined whether these
most preferred embodiments are sufficiently disclosed,
i.e. whether or not the patent in suit has made
available to the skilled reader an implantable medical
device having a first layer comprising a taxane which
is dihydrate paclitaxel, having a "solubility" of less
than 20% wt. after 24 hours in porcine serum at 37°C,
by disclosing at least one way to carry out the
invention, by providing sufficient instructions, or by
relying on the skilled reader's common general

knowledge.
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In this context, the most favourable interpretation of
the feature "solubility" for the respondent is that it
refers to dihydrate paclitaxel present in the coating,
and not to the solubility of the whole coating, as the
solubility of a coating comprising a mixture of slower-
dissolving dihydrate [0143] and faster-dissolving
amorphous paclitaxel [0143] will necessarily dissolve

faster than dihydrate paclitaxel alone.

It is not disputed that none of the coatings disclosed
in the patent in suit has a "solubility" below the

required threshold.

It is further not disputed that the patent in suit does
not provide any teaching on how to change the
"solubility" of dihydrate paclitaxel to bring it below
the required threshold.

The respondent has relied on general technical
knowledge, and argued that the skilled person would not
have any difficulty in providing dihydrate paclitaxel
having the required "solubility" by either

- using less porcine serum, Or
- increasing the amount of dihydrate paclitaxel, or

- measuring it under static conditions.

The claimed devices are intended to release paclitaxel
within a body vessel [0040]. It can thus be assumed
that the "solubility" conditions required by claim 1,
which the respondent acknowledges are not fully
defined, should mimic the conditions in such a vessel.
For this reason, the skilled person would rule out
using small amounts of porcine serum or static

conditions.
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With respect to the argument that the skilled person
could increase the amount of dihydrate paclitaxel in
the coating in order to reduce the "solubility" below
the threshold defined in claim 1, figure 6C of the
patent in suit discloses the elution of dihydrate
paclitaxel in porcine serum at 25°C. Elution profiles
732-734, which correspond to stents coated with a

7:3 mixture of amorphous and dihydrate paclitaxel, show
that, as argued by the respondent, a lower elution rate
of dihydrate paclitaxel can be achieved by increasing

its paclitaxel content.

In contrast, elution profiles 736-738, which relate to
stents coated with a 4:1 mixture of amorphous and

dihydrate paclitaxel lead to the opposite result, i.e.
an increase of the total amount of paclitaxel coating

implied a slower elution rate.

Thus, the experimental data in the patent in suit does
not support the argument of the respondent that the
"solubility" could be reduced by increasing the amount
of paclitaxel in the coating, as this is not always the

case.

As the dissolution rate of amorphous paclitaxel is
100 times higher than that of dihydrate paclitaxel
[143], any combination of dihydrate and amorphous

paclitaxel will dissolve even faster (lines 904 to
920) .

The appellant has not relied on any further evidence
showing that, at the date of filing, a skilled person
knew how to obtain a coating comprising dihydrate

paclitaxel having the required "solubility".

As the application does not contain the required
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information allowing a skilled person to obtain medical
devices comprising a coating containing dihydrate
paclitaxel having a "solubility" of less than 20% wt.
after 24 hours in porcine serum at 37°C, the board
concludes that the subject-matter of claim 1 of the
main request is not disclosed in a manner sufficiently
clear and complete for it to be carried out by such a
person, and thus that the ground under Article 100 (b)

EPC precludes the maintenance of the patent as granted.

It is not disputed that the situation with respect to
sufficiency of disclosure is the same for claim 1 of
any of the auxiliary request on file, and that the
arguments set out above also apply mutatis mutandis,
with the consequence that none of the requests on file

is allowable.

In these circumstances, it is not necessary to decide
whether or not auxiliary request 9 is admitted into the

proceedings.

For these reasons it is decided that:

The decision under appeal is set aside.

The patent is revoked.
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