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FURTHER INFORMATION CONTINUED FROM PCTASA! 210

Continuation of Box II.2

Claims Nos.: 1-8,14-39 (partially),9-13,40-44

The application relates to methods for predicting clinical outcome for a
subject diagnosed with colorectal cancer following surgical resection of
said cancer, based on increased expression of one or more mRNAs or their
expression products 1n a biological sample comprising cancer cells
obtained from said subject. A1l independent claims refer to determining
the expression of "one or more" genes; claims 9-12 relate fo
embodiments comprising determining expression levels of at least two,
three, four or five of said transcripts respectively. Insofar as they
relate to more than one gene, the claims are unclear and inconcise
(Art.6 PCT) in that they encompass a huge number of embodiments (the
different choices of any two, three, four, five or more from the total
in the group(s)) such that a meaningful search for all possible
embodiments is impossible. Furthermore, no actual sets of more than one
marker that can be used in the claimed methods has been disclosed in the
application. Therefore, the subject-matter relating to more than one
gene, i.e. claims 1-8,14-39 (in part) and claims 9-12, has not been
searched.

Claim 13 relates to a purely administrative step, namely créating a
report summarizing a prediction. Therefore, said claim relates to
subject matter for which no search is required according to Rule 39 PCT.
Given that the claim is formulated in terms of such subject matter or
merely specifies commonplace features relating to its technological
impiementation, the search examiner could not establish any fechnical
problem which might potentially have required an inventive step to
overcome. Hence it was not possible to carry out a meaningful search
into the state of the art (Art. 17(2)(a)(i) and (ii) PCT; see PCT
International Search Guidelines, Chapter 9).

Claims 40-44 relate to a mere presentation of information, namely a
report of a prediction of clinical outcome, for which no search is
required according to Rule 39.1(v) and Art.17(2)(a)(i) PCT. It is noted
that the actual technical matter to which the claims refer, namely the
method of providing a prediction of clinical outcome, is covered by the
scope of the remaining claims.

The applicant’s attention is drawn to the fact that 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 Examining Authority is
normally not to 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 following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPO, the applicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guideline C-VI, 8.5),
should the problems which led to the Article 17(2) declaration be
overcome.
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Box 1l Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. ]:l Claims Nos.:
because they relate to subject matter not required to be searched by this Authority, namely:

2. TX7 Glaims Nos- 1-8,14-39 (partially),9-13,40-44

because they relate to parts of the International Application that do not comply with the prescribed requirements to such
an extent that no meaningful Intemational Search can be carried out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

3. D Claims Nos.:
because they are dependent claims and are not drafted in accordance with the sscond and third sentences of Rule 6.4(a).

Box IlI Observations where unity of invention is lacking (Continuation of item 3 of first sheef)

This International Searching Authority found multiple inventions in this international application, as follows:

see additional sheet

1. As all required additional search faes were timely paid by the applicant, this International Search Report covers all
searchable claims.

2. [:] As alt searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment
of any additional fee.

8. As only some of the required additional search fees were timely paid by the applicant, this International Search Report
covers only thase claims for which fees were paid, specifically claims Nos.:

1-44(partially)

4, D No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is
restricted o the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant’s protest.

No protest accompanied the payment of additional search fees.

Form PCT/1SA/210 (continuation of first shest (2)) (January 2004)
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FURTHER INFORMATION CONTINUED FROM PCTASA/ 210

This International Searching Authority found multiple (groups of)
inventions in this international application, as follows:

Invention 1. Claims: 1-25,30,31,35-37,40-42 (all in part)

A method for predicting clinical outcome for a subject
diagnosed with colorectal cancer following surgical
resection of said cancer, comprising determining the
expression level of at least one RNA transcript or its
expression product in a biological sample comprising cancer
cells obtained from said subject, wherein said RNA is for
RARB; a report therefor.

Invention 2. Claims: 1-44 (all in part)

A method for predicting clinical outcome for a subject
diagnosed with colorectal cancer following surgical
resection of said cancer, comprising determining the
expression level of at least one RNA transcript or its
expression product in a biological sample comprising cancer
cells obtained from said subject, wherein said RNA is the
second mentioned in Table 1A; a report therefor.

Inventions 3-750. Claims: 1-44 (all in part)

A method for predicting clinical outcome for a subject
diagnosed with colorectal cancer following surgical
resection of said cancer, comprising determining the
expression Tevel of at Teast one RNA transcript or its
expression product in a biological sample comprising cancer
cells obtained from said subject, wherein said RNA is
respectively of each of the remaining mRNAs in Tables 1A,
“1B, 2A, 2B, 3A, 3B, 4A, 4B, BA, BB, 6, 7, 1.2A, 1.2B, 2.2A,
2.2B, 3.2A, 3.2B, 4.2A, 4.2B, 5.2A, 5.2B, 6.2 and 7.2; a
report therefor.
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