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Summary of Facts and Subm ssi ons

2568. D

The Applicant filed international patent application
PCT/ GB00O/ 00740 on 1 March 2000. The application
cont ai ned 27 cl ai ns:

"1l. A nethod for identifying bacteria in a sanple which
conprises anplifying a portion of the 23S r DNA present
in the sanple using, as one priner, a degenerate primner
set conprising one or nore DNA nol ecul es consi sting
essentially of DNA having the sequence(s)

5' GCGATTTCYGAAYGGGGRAACCC

the other prinmer consisting essentially of DNA having
t he sequence

5' TTCGCCTTTCCCTCACGGTACT

and testing the resulting anplicon by hybridisation to
one or nore oligonucl eotide probes designed to identify
one or nore bacteria likely to be present in the
sanpl e.

2. Method according to claim1l1, in which at |east 8
bacterial species are tested for.

3. Method according to claim2, in which the organi sns
tested for conprise at |east one of Escherichia coli,
St aphyl ococcus aureus, Pseudonpbnas aer ugi nosa,

Ent erococcus spp., Kl ebsiella spp., Enterobacter spp.
Prot eus spp, Pneunpbcocci, and coagul ase negative

St aphyl ococci .
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4. Method according to claim11, in which at |east 10
bacterial species are tested for.

5. Method according to claim4, in which the organi sns
tested for conprise at | east one of Pseudononas

aerugi nosa, Proteus mrabilis, Enterococcus feacium

Ent erococcus feacalis, Staphylococcus aureus, coagul ase
negati ve Staphyl ococcus, Listeria species,

St enot rophononas mal tophilia , Burkhol deria cepaci a,
and Escherichia coli.

6. A nethod according to claiml1, in which the

ol i gonucl eoti de probe or probes has/have a sequence(s)
sel ected fromthe group consisting of

SEQ ID Nos 3-7, 9-13, 15-19, 21-28, 30-32, 39-41
44-49, 51, and 53-58.

7. A nethod according to claiml, in which the

ol i gonucl eoti de probe or probes has/have a sequence(s)
sel ected fromthe group consisting of

SEQ I D Nos 8, 14, 20, 29, 33-38, 42, 43, 50, 52,

and 59.

8. A nethod according to claim1, in which the

ol i gonucl eoti de probe or probes has/have a sequence(s)
sel ected fromthe group consisting of

SEQ I D Nos 3-59.

9. A nethod according to claim1, in which the

ol i gonucl eoti de probe or probes has/have a sequence(s)
sel ected fromthe group consisting of

SEQ I D Nos 60- 63.
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10. A method according to any of clains 1 to 9, in
whi ch anplification is carried out by the pol ynerase
chain reaction (PCR)

11. A method according to any of clains 1 to 9, in
whi ch anplification is carried out by transcription
medi ated anplification.

12. A method according to any of the precedi ng cl ains,
in which a plurality of oligonucleotide probes are used
attached to a support material.

13. A degenerate priner set essentially conprising DNA
havi ng t he sequences 5 GCGATTTCYGAAYGGGGRAACCC

14. A prinmer consisting essentialiy of DNA having the
sequence 5' TTCGCCTTTCCCTCACGGTACT

15. A DNA sequence according to claim13 or 14, being a
| abel | ed sequence.

16. A Digoxigenin-|abelled DNA sequence according to
cl aim 15.

17. One or nore oligonucl eotides consisting essentially
of one or nore DNA nol ecul es havi ng sequences specified

in claim®@.

18. One or nore oligonucleotides consisting essentially
of one or nore DNA nol ecul es havi ng sequences specified

inclaim?7.
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19. One or nore oligonucleotides consisting essentially
of one or nore DNA nol ecul es havi ng sequences specified

in claimS8.

20. One or nore oligonucl eotides consisting essentially
of one or nore DNA nol ecul es havi ng sequences specified

in claim?9.

21. One or nore oligonucleotides according to any of
claims 17 to 20, imobilised on a solid carrier.

22. A solid support material carrying one or nore
ol i gonucl eoti de probes as specified in clains 6, 7, 8,
or 9.

23. A support material according to claim22, in which
sone or all of the probes are attached to the substrate
by neans of chemically nodified or additional bases.

24. A support material according to claim 23, in which
addi ti onal thym ne bases have been attached to the 3
prime end of the probe to increase hybridization
intensity.

25. A diagnostic kit for the identification of bacteria
conprising one or nore anplification primers specified

in claiml.

26. A diagnostic kit for the identification of bacteria
conpri sing one or nore oligonucl eotide probes as
specified in claim6, 7, 8, or 9.
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27. A diagnostic kit for the identification of bacteria
conprising a solid support material carrying one or
nor e ol i gonucl eoti de probes as specified in claimé6, 7,
8, or 9."

On 17 July 2000, the EPO acting as International
Searching Authority (ISA), issued to the Applicant an
invitation to pay twenty four additional search fees in
accordance with Article 17(3)(a) and Rule 40.1 PCT
because it considered that the international
application covered the twenty five groups of

i nventi ons bel ow:

1. Clainms: 13-16, 25 (conplete); 1-6, 8, 10-12, 17,
19, 21-24, 26, 27 (partial)

| NVENTI ON 1:

A primer set, suitable for anplification of bacteri al
23S rRNA conprising such a sequence, an oligonucl eotide
probe according to SEQID Nos. 3 to 4, suitable for
detecting Proteus species, a solid support materi al
carrying such probe(s), a diagnostic kit conprising
such priners and/or probe(s), as well as a nethod of
identifying bacteria using such prinmers and probe(s).
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2. Clainms: 1to 8, 10 to 12, 17 to 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 2:

An ol i gonucl eoti de probe according to SEQ ID Nos. 5, 8,
10, 37, 48, suitable for detecting E. coli species, a
solid support material carrying such probes, a

di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

3. Clains: 1 to 4, 6, 8 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 3:

An ol i gonucl eoti de probe according to SEQ ID Nos. 6, 7
suitable for detecting Kl ebsiella species, a solid
support material carrying such probes, a diagnostic kit
conpri sing such probe(s), as well as an anplification
nmet hod of identifying bacteria using such probe(s).

4, Clainms: 1to 8, 10 to 12, 17 to 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 4:

An ol i gonucl eoti de probe according to SEQ I D Nos. 9,

38, 49, suitable for detecting Enterobacter species, a
solid support material carrying such probes, a

di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).
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5. Clains: 1, 2, 4, 6, 8 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 5:

An ol i gonucl eoti de probe according to SEQ ID No. 11
suitable for detecting Sal nonella species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

6. Clains: 1, 2, 4, 6 to 8, 10 to 12, 17 to 19, 21
to 24, 26, 27 (partial)

| NVENTI ON 6:

An ol i gonucl eoti de probe according to SEQ I D Nos. 12,
15, 18, 30 to 35, suitable for detecting Streptococcus
species, a solid support material carrying such probes,
a diagnostic kit conprising such probe(s), as well as
an anplification nmethod of identifying bacteria using
such probe(s).

7. Clains: 1to 6, 8 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 7:

An ol i gonucl eoti de probe according to SEQ I D No. 13,
suitable for detecting Pseudononas species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.
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8. Clains: 1, 2, 4, 7, 8, 10 to 12, 18, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 8:

An ol i gonucl eoti de probe according to SEQ I D No. 14,
suitable for detecting Haenophilus species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

9. Clains: 1to 6, 8 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 9:

An ol i gonucl eoti de probe according to SEQ ID Nos. 16
19, suitable for detecting Enterococcus species, a
solid support material carrying such probes, a

di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

10. dains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 10:

An ol i gonucl eoti de probe according to SEQ ID No. 17
suitable for detecting Aeronpbnas species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.
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11. Clains: 1to 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 11:

An ol i gonucl eoti de probe according to SEQ I D Nos. 20

to 26, suitable for detecting Staphyl ococcus species, a
solid support material carrying such probes, a

di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

12. dainms: 1, 2, 4to 6, 8 10 to 12, 17, 19, 21
to 24, 26, 27 (partial)

| NVENTI ON 12:

An ol i gonucl eoti de probe according to SEQ I D No. 27
suitabl e for detecting Burkhol deria species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

13. dains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 13:

An ol i gonucl eoti de probe according to SEQ I D No. 28,
suitable for detecting Stenotrophonbnas species, a
solid support material carrying such probe, a

di agnostic kit conprising such probe, as well as an
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anplification nethod of identifying bacteria using such
pr obe.

14. dainms: 1, 2, 4, 5, 7, 8, 10 to 12, 18, 19, 21
to 24, 26, 27 (partial)

| NVENTI ON 14:

An ol i gonucl eoti de probe according to SEQ I D No. 29,
suitable for detecting Listeria species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

15. dains: 1, 2, 4, 7, 8, 10 to 12, 18, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 15:

An ol i gonucl eoti de probe according to SEQ ID No. 36
suitable for detecting Acinetobacter species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

16. dainms: 1, 2, 4 6 to 8, 10 to 12, 17 to 19, 21
to 24, 26, 27 (partial)

| NVENTI ON 16:
An ol i gonucl eoti de probe according to SEQ I D Nos. 38,

39, suitable for detecting CNS species, a solid support
mat eri al carrying such probes, a diagnostic kit
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conpri sing such probe(s), as well as an anplification
nmet hod of identifying bacteria using such probe(s).

17. dainms: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 17:

An ol i gonucl eoti de probe according to SEQ I D No. 41
suitable for detecting Plesiononas species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

18. Clains: 1, 2, 4, 7 to 12, 18 to 24, 26, 27
(partial)

| NVENTI ON 18:

An ol i gonucl eoti de probe according to SEQ I D Nos. 42,
43, 60, 61, suitable for detecting Neisseria species, a
solid support material carrying such probes, a

di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

19. dains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 19:

An ol i gonucl eoti de probe according to SEQ I D Nos. 44,

45, suitable for detecting Canpyl obacter species, a
solid support material carrying such probes, a
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di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

200 Cains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 20:

An ol i gonucl eoti de probe according to SEQ I D No. 46
suitable for detecting Helicobacter species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

21. dains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 21:

An ol i gonucl eoti de probe according to SEQ I D No. 47
suitable for detecting Ral stonia species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

22. Clains: 1, 2, 4, 6 to 12, 17 to 24, 26, 27
(partial)

| NVENTI ON 22:

An ol i gonucl eoti de probe according to SEQ I D Nos. 50
to 52, 62, 63, suitable for detecting Chlanydi a
species, a solid support material carrying such probes,

2568. D
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a diagnostic kit conprising such probe(s), as well as
an anplification nmethod of identifying bacteria using
such probe(s).

23. Cains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 23:

An ol i gonucl eoti de probe according to SEQ I D No. 53,
suitable for detecting Coxiella species, a solid
support material carrying such probe, a diagnostic kit
conprising such probe, as well as an anplification

nmet hod of identifying bacteria using such probe.

24, Cains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 24:

An ol i gonucl eoti de probe according to SEQ I D Nos. 54,
55, suitable for detecting Rhodococcus species, a solid
support material carrying such probes, a diagnostic kit
conprising such probe(s), as well as an anplification
nmet hod of identifying bacteria using such probe(s).

25. Cdains: 1, 2, 4, 6, 8, 10 to 12, 17, 19, 21 to 24,
26, 27 (partial)

| NVENTI ON 25:

An ol i gonucl eoti de probe according to SEQ I D Nos. 56

to 58, suitable for detecting M/cobacterium species, a
solid support material carrying such probes, a
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di agnostic kit conprising such probe(s), as well as an
anplification nethod of identifying bacteria using such
probe(s).

The | SA reasoned their invitation to pay the additional
fees that oligonucleotide prinmers suitable for
anplifying "universal" or "consensus" parts of
bacterial rRNA genes, especially deriving from
bacterial 23S genes, species-specific oligonucleotide
detection probes, as well as (nultiplex) nethods

conmbi ning such primers and probes for the purpose of
identifying bacterial species within a sanple were

al ready known in the prior art represented by:

(D1) EP- A-0395292;

(D2) Lew. A E et al., J. din. Mcrobiol., Vol. 32,
No. 5, pages 1326 o 1332 (1994); and

(D3) WD- A-96/00298.

Docunent (Dl) disclosed "universal" priners for
anplifying conserved genom c 16S- and 23S-r DNA regi ons
of nunerous phyl ogenetically related m croorgani sns,
foll owed by species identification via the use of

speci es-speci fic probes. Likew se, docunent (D2)

di scl osed detection of Pseudononas species by PCR using
prinmers directed agai nst conserved parts of the 23S

r DNA gene, followed by hybridization with
strain-specific probes, whereas docunent (D3) described
mul ti pl ex detection of mcroorganisns within a sanple
by anplification of the 16S-23S rRNA spacer region

foll owed by detection with taxon-specific probes.
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| V. In the 1 SA"s view, the problemsolved by the
application vis-a-vis this prior could be defined as
the provision of further alternative consensus
ol i gonucl eotide anplification prinmers (SEQ ID Nos. 1, 2)
and ol i gonucl eoti de detection probes (SEQ ID Nos. 3
to 63), suitable within a nmethod for (nultiplex)
detection of bacterial species wthin a sanple. However,
each of the 61 detection probes having each a different
primary structure and a different species specificity
in conbination with the disclosed priner set
represented an i ndependent sol ution concerning the
probl em of the underlying application, taking into
account the fact that no other technical features could
be di stingui shed which, in the light of the prior art,
coul d be regarded as special technical features common
to these solutions, pursuant to Article 17(3)(a) PCT.

V. Nevert hel ess, taking into account the bal ance between
necessary search effort and the | evying of additional
fees, the | SA decided to conbi ne probes referring to
t he sane bacterial species (Proteus, E. coli,

Kl ebsi el l a, Enterobacter, Sal nonella, Streptococcus,
Pseudomanas, Haenophil us, Enterococcus, Aeronobnas,

St aphyl ococcus, Burkhol deria, Stenotrophononas,

Li steria, Acinetobacter, CNS (coagul ase negative
Streptococcus), Plesiononas, Neisseria, Canpyl obacter,
Hel i cobacter, Ral stonia, Chlamydia, Coxiella,
Rhodococcus and Mycobacteriunm) into one group of
invention, so that the application conprised a
plurality of 25 (groups of) inventions.

\Y/ Wth its response of 16 August 2000, the Applicant paid
under protest nine additional search fees for the
search of the inventions identified by the I SA as 2, 3,

2568. D
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4, 7, 9, 11, 12, 13 and 14 and presented argunents that
the inventions identified as 1 to 25 (see Section |
supra) were unitary, because, inter alia, all the
probes hybridized to the particular portions of the 23S
r DNA defined by the prinmers according to SEQ ID Nos. 1
and 2.

Wth a comuni cation dated 12 Cctober 2000, a review
board within the nmeaning of Rule 68.3(c) PCT confirned
the 1SA's opinion regarding lack of unity. It was

poi nted out by the review board that the "down" priner
with SEQ ID No. 156 discl osed on page 64 of docunent
(D3) prinmed at the sane site as the "second" priner
with SEQID No. 2 referred to in present claim1 and
that, therefore, the specific probes according to
docunent (D3) originated fromthe sane region as in the
present application. Furthernore, the review panel
reconsi dered the nunber of additional search fees to be
requested, reducing it to three. Consequently, refund
of six of the nine additionally paid search fees was

or der ed.

The Applicant requested rei nbursenent of the additional
search fees, and of the protest fee.

Reasons for the Decision

1

2568. D

The protest is adm ssible.

According to Rule 13.1 PCT, the international patent
application shall relate to one invention only or to a
group of inventions so linked as to forma single

inventive concept. If the |ISA considers that the clains
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lack this unity, it is enpowered, under Article 17(3)(a)
and Rule 40.2 PCT, to invite the Applicant to pay
addi tional fees.

Lack of unity may be directly evident a priori, ie
before the exami nation of the nerits of the clainms in
conparison with the state of the art reveal ed by the
search (cf., for exanple, decision W13/87 of 9 August
1988). Alternatively, having regard to decision G 1/89
of the Enlarged Board of Appeal (EBA) (QJ EPO 1991
155), the 1SA is also enpowered to raise an objection a
posteriori, ie after having taken the prior art
reveal ed by the search into closer consideration. This
practice is laid down in the PCT/International Search
Qui del ines, Chapter VII: 9. (PCT Gazette Special Issue
66/ 1998) which are the basis for a uniformpractice of
all International Searching Authorities. The Enl arged
Board of Appeal indicated that such considerations
represent only a provisional opinion on novelty and
inventive step which are in no way bindi ng upon the
authorities subsequently responsible for the
substantive exam nation of the application (point 8.1
of the reasons). In point 8.2 of the reasons, the EBA
menti oned that such invitation to pay additional fees
shoul d al ways be made "with a view to giving the
Applicant fair treatnment” and should only be nmade in

cl ear cases.

According to Rule 13.3 PCT, the determ nati on whether a
group of inventions is so linked as to forma single
general inventive concept shall be nmade w thout regard
to whether the inventions are clained in separate

clainms or as alternatives within a single claim
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The |1 SA has based its finding of lack of unity upon a
posteriori considerations (see sections Ill and IV
above). They found that "the common inventive concept™
underlying the present clainms, in the light of the
prior art, could only be seen in the provision of
further alternative consensus oligonucl eotide
anplification prinmers (SEQ ID Nos. 1, 2) and

ol i gonucl eoti de detection probes (SEQ ID Nos. 3 to 63),
suitable within a nethod for (multiplex) detection of
bacterial species within a sanple. However, firstly the
| SA came to the conclusion that each of the 61
detection probes (SEQ ID Nos. 3 to 63) having each a
different primary structure and a different species
specificity in conbination with the disclosed priner
set represented an i ndependent sol ution concerning the
probl em of the underlying application, resulting in 61
separate inventions. The | SA "has taken the decision to
conbi ne probe referring to the sanme bacterial species
into one group of invention" (see invitation of 17 July
2000, point 5) resulting in 25 inventions. The Revi ew
panel finally used its discretion (PCT International
Search Guidelines IV-VII-12) to reduce the nunber of
fees to three.

In order to define the underlying technical problemto
be sol ved by the present application the disclosure of
docunents (Dl1) to (D3) has to be taken into

consi der ati on.

Docunment (1) relates, inter alia, to a nethod as that
of the application, however, the two "universal"”
primers, distant about 100 to 120 bp, flank either the
V2 (prinmers RL and R2) or the V6 (prinmers Ul and U2)
vari abl e regions of the 16S rDNA (see page 9, |ine 37
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to page 10, line 6). Apparently, the "V2 systent
(prinmers Rl and R2) enables anplification of the DNA of
(only) seven bacteria species, as does the "V6" one
(primers Ul and U2) (see page 10, lines 8 to 22),
conpared with the 80 bacteria species of the present
application (see Table 1 on pages 19 to 20) invol ving
only two prinmers.

Primers PPMA and PPMC di scl osed in docunent (2) are

di stant 1,550 bp and have been chosen fromthe 23S r DNA
region (see Figure 1 and | egend thereto). However, they
have been desi gned by conparing the 23S r RNA sequences
of Pseudononas cepacia with that of Pseudononas

aerugi nosa, ie only two bacteria of the sane species
(see page 1327, l|left-hand columm). There is no

di scl osure, however, that these priners are "universal"”
in the sense that they enable anplification of DNAs
from bacterial species different from Pseudononas.

As for docunent (3), it relates to a nethod for
identifying bacteria in a sanple. The review board
concl uded (see section VII supra) that the "down"
primer with SEQ ID No. 156 disclosed on page 64 of
docunent (D3) prinmed at the sanme site as the "second”
primer with SEQID No. 2 referred to in present claiml
and that, therefore, the specific probes according to
docunent (D3) originated fromthe sane region as in the
present application. The board agrees that the "Il ower”
primer with SEQ ID No. 156 5 CCTTTCCCTCACGGTACT (see
page 64, |ine 20) al nbst coincides with the "second”
primer 5 TTCGCCTTTCCCTCACGGTACT of claim1 of the
present application. However, the follow ng two
differences are worth to be noted: (i) the "upper”
primer with SEQ ID No. 155 hybridizes in the 16S-23S
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r RNA spacer region, not in the 23S rDNA region and (ii)
t he specific probes according to docunent (D3)
originate fromthe 16S-23S r RNA spacer region (see eg
page 65, line 7: "fromthe nucleic acid of the spacer
from.."), ie a different region conpared with the
present application. The |atter acknow edges that "the
16S 23S rDNA spacer region is highly variable wthin
many species" (page 2, lines 5to 6). The nethod
according to docunment (D3) further differs fromthat of
the present application in that it contenplates the
additional 14 prinmers listed in clains 43 to 45 of this
docunent. Thus, use is not made of only one pair of

"uni versal primers”

The present application describes a nmethod for
identifying bacteria in a sanple which conprises
anplifying a portion of the 23S rDNA regi on of bacteria
present in the sanple by neans of two "universal”

prinmers distant about 390 to 420 bp (see page 14,

lines 11 to 12) and testing the resulting anplicon by
hybri di sation to one or nore oligonucl eoti de probes
designed to identify one or nore bacteria likely to be
present in the sample. In view of the above, the board
can agree neither to the finding by the I SA that the
prior art already discloses "universal"” or "consensus"

ol i gonucl eotide prinmers deriving from bacterial 23S
genes, nor to the ISA s conclusion that the technical
probl em sol ved by the clainmed subject-matter lies with
the provision of further alternative consensus

ol i gonucl eotide anplification prinmers (SEQ ID Nos. 1, 2)
and ol i gonucl eoti de detection probes (SEQ ID Nos. 3

to 63), suitable for (rmultiplex) detection of bacteri al
species within a sanple. Rather, these consensus

ol i gonucl eotide anplification prinmers (SEQ ID Nos. 1, 2)
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bei ng a specific sequence of the 23S rDNA regi on and

t he oligonucl eoti de detection probes (SEQ ID Nos. 3

to 63) (the latter all bind to the 390-420 bp | ong 23S
rDNA region delimted by the two priners

5' GCCGATTTCYGAAYGGEGGRAACCC and 5" TTCGCCTTTCCCTCACGGTACT
recited in present claim1l) represent the solution to
the problem set out in the present application (see
page 2, lines 14 to 17) of finding a region of the rDNA
gene which enables identifying a | arge nunber of
different bacteria by nmeans of only two priners.

G ven the novelty of the solution defined in the clains,
in order to conclude that there is nevertheless a | ack
of feature linking the solutions defined in the clains
justifying the finding of non-unity of the invention,

an exam nation of the inventive step would be necessary.
However, the board only has to exam ne whet her
considering the reason given by the | SA retaining the
additional fees as justified and it cannot investigate
ex officio whether an objection of lack of unity would
have been justified for reasons other than those given
(see W4/94, QJ EPO 1996, 74, point 5.5 of the reasons).
Since the reasons given in the ISA's invitation for
finding non-unity were only based on | ack of novelty,
the protest is justified to the full extent and the
remai ni ng additional search fees and the protest fee
nmust be refunded.
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Or der

For these reasons it is decided that:

Ref und of the additional search fees and of the protest fee

paid by the Applicant is ordered.

The Regi strar: The Chai rwonman:

P. Crenona U M Kinkel dey
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