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(54)
1)

(57)  Methods for diagnosing risk of miscarriage
and/or premature birth, foetal abnormalities, cancer (e.g.
prostate cancer) and inflammatory disease (e.g. rheu-
matoid arthritis) are disclosed which involve determining
abnormal levels of macrophage inhibitory cytokine-1
(MIC-1) in a body sample or, otherwise, determining the

Diagnostic assay and method of treatment involving macrophage inhibitory cytokine-1 (MIC-

presence of a MIC-1 variant protein. Also disclosed are
methods for reducing the risk of miscarriage and/or pre-
mature birth in pregnant subjects, and methods for treat-
ment of inflammatory disease and/or cancer.
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The present European patent application comprised at the time of filing more than ten claims.

Only part of the claims have been paid within the prescribed time limit. The present European search
report has been drawn up for the first ten claims and for those claims for which claims fees have
been paid, namely claim(s):

No claims fees have been paid within the prescribed time limit. The present European search report has
been drawn up for the first ten claims.

LACK OF UNITY OF INVENTION

O O O

The Search Division considers that the present European patent application does not comply with the
requirements of unity of invention and relates to several inventions or groups of inventions, namely:

see sheet B

All further search fees have been paid within the fixed time limit. The present European search report has
been drawn up for all claims.

As all searchable claims could be searched without effort justifying an additional fee, the Search Division
did not invite payment of any additional fee.

Only part of the further search fees have been paid within the fixed time limit. The present European
search report has been drawn up for those parts of the European patent application which relate to the
inventions in respect of which search fees have been paid, namely claims:

None of the further search fees have been paid within the fixed time limit. The present European search
report has been drawn up for those parts of the European patent application which relate to the invention
first mentioned in the claims, namely claims:

1-6

The present supplementary European search report has been drawn up for those parts
of the European patent application which relate to the invention first mentioned in the
claims (Rule 164 (1) EPC).
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The Search Division considers that the present European patent application does not comply with the
requirements of unity of invention and relates to several inventions or groups of inventions, namely:

1. claims: 1-6

A method of diagnosis of rheumatoid arthritis comprising
measuring the amount of MIC-1 present in a body sample from
a test subject and comparing said measured amount of MIC-1
against an amount measured in a normal subject.

2. claims: 7-11

A method of diagnosis or assessment of cancer characterized
by an abnormal expression level of MIC-1 comprising
measuring the amount of MIC-1 in the test sample and compare
said amount with that of a normal subject.

3. claim: 12

A method of treating inflammation by administering an
effective amount of MIC-1 to a subject.

4, claim: 13

A method of genotyping a human subject in relation to MIC-1
comprising determining whether said subject is homozygous or
heterozygous for a MIC-1 protein having either an aspartic
acid or histidine at position 202 or a position
corresponding to position 202 of immature human wild type
MIC-1.

5. claims: 14-16 and 18-20

Composition comprising MIC-1 for use in treating a pregnant
subject to reduce the risk of miscarriage and/or premature
birth.

6. claim: 17 and 21

A recombinant adenoviral or adenoviral-associated vector
including an expressible MIC-1-encoding nucleotide sequence
or liposomes containing a linear MIC-1-encoding DNA operably
linked to an appropriate promoter sequence for use in
treating a pregnant subject to reduce the risk of
miscarriage and/or premature birth.
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