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Continuation of Bax I[.2

Claims MNos.: 1-18 (partially), 19-23 (completely}, 24-51 (partially) and
55-57 {completeliy)

The subject-matter of independent claim 1 and of dependent claims 2-9 is
fundamentally unclear (Article 6 PCT) for the following reasons:

The expression “"pathological conditiens associated with dysregulation

of the insulin pathway" has no well-recagnised meaning in the art and
Teaves the skilled reader in doubt with regard to its scope. The enly
definition provided by the description (page 16, Tines 1-3) is that this
expression "inctudes, but is not limited to", diabetes and Type A
syndrome of insulin resistance.

In view of the numerous biochemical pathways wherein the insulin pathway
might be involved (see for instances all the documents mentioned in the
search report), a meaningful search could only be carried out for
diabetes and Type A syndrome of insulin resistance.

The expression "a modulator of a protein™ alsc has no well-recognised
meaning in the art. Moreover, this expression only describes a desirable
property of the entity but does nof define said entity in ferms of
technical features. The use of this expression hence Teaves the skilled
reader in doubt with regard to its exact scope. This Tack of clarity is
further increased by the reference to "a protein selected from the group
consisting of those disclosed in Table 4 or Table 5" (see below).

In the present case, a meaningful search couid only be carried out for
the modulator classes mentioned in the description, i.e. those explicitiy
mentioned inm e.qg. dependent claims 5 (see also below) and 8.

In view of the content of Tables 4 and/or 5, the expression "a protein
selected from the group consisting of those disclesed 1n Table 4 or Table
E" is absolutely unclear. This lack of clarity arises from the fact that
the tables do not discliose/describe proteins. In fact, these tables
appear to relate to Drosophila genes, some of them being referred to as
"unknown™, to transcripts and to "best human homologues”.

In view of the description, it appears that said expression "a prefein
selected from the group consisting of those disclosed in Table 4 or Table
5" should be understood as referring to the proteins coded by the best
human homelogues (see e.g. page 2, 1ines 12-15). It is however to be
noted that for a number of the Drosophila genes 1isted 1n the tables no
human homolog is indicated. Mareover, others have merely been "predicted
by autemated computational analysis" and/or their function is not known,
so that it 1s absolutely not possibie to search for a modulator of their
function.

In Example 1, three Drosophila genes and their best human homologues
(PDK, SHP-2 and KIMAD336) have been jdentified, using the method of
independent claim 52, as being "genetic modifiers” of the insulin
pathway. Of these three genes, enly EP({3)3459/K1AA0336 1s disclosed
(twice in Table 4: page 57, Tine 19 and page 59, Tine 13) in Table 4 or 5
and is therefore claimed.

The fundamental Tack of clarity of independent claim 1 and of dependent

.23
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FURTHER INFORMATION CONTINUED FROM  PCTASA/ 210

clatms 2-9 makes it impossible to perform a meaningful search of the
subject-matter of these claims over their whole scope.

With regard to the subject-matter of claims 1-9, the International Search
has therefere besen 1imited ta:

A method to treat, prevent or ameliorate diabetes or Type A syndrome of
insulin resistance comprising administering to a subject a effective
amount of a modulator as defined in claims 5 of 8 of the protein coded by
the KIAA0336 gene.

The subject-matter of claims 10-18 does not differ from that defined in
claims 1-2. The search of subject-matter of these claims has hence also
been restricted accordingly.

The subject-matter of claims 19-23 relies on the biochemical function of
the protein disclosed in Table 4 or 5, i.e. protein coded by the KIAAD336
gene {see above). Since the protein coded by the KIAAQ336 gene does not
have a known function (see the description: page 54, lines 12-13}, a
meaningful search af the subject-matier of these claims is not pessible.

Moreover, the arguments presented with regard to the subject-matter of
claims 1-9 also apply for the subject-matter of claims 24-51, the search
of which also been restricted accordingly.

in addition, the subject-matter of independent claim 55 and dependent
claims 56 and 57 refer Lo genetic modifiers identified according to the
method of claim 5Z.

Such a genetic modifier is however net a preduct produced by the
screening methed of claim 52, which relate to methods of itdentification,
It is rather a product that has been identified using said method. The
mere fact that the genetic modifier has been identified by the method of
screening method of claim 52 is however not a technical feature of said
modifier Moreover, this fact does not provide any information regarding
possibie technical features of said modifier.

Sinee the modifiers of claims 55~57 are not defined in terms of technical
features, it is not possible to perform a meaningful search of their
subject-matter.

The applicant’s attention is drawn to the fact that claims, or parts of
claims, relating to inventions in respect of which no international
search report has been established need not be the subject of an
international preliminary examination (Rule 66.1(e) PCT). The applicant
is advised that the EPO policy when acting as an International
Preliminary Exawining Authority 1s normally not fo carry out a
preliminary examination on matter which has not been searched. This is
the case irrespective of whether or not the claims are amended follawing
receipt of the search report or during any Chapter II procedure.

page 2 of 2
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