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Summary of Facts and Submissions

IT.

ITT.

IV.

VI.

0776.D

European patent No. 0 872 562 based on the divisional
application 98 110 423.5 and claiming the priority date
2 May 1991 of the parent application No. 92 106 989.4
(filed on 24 April 1992 and published as EP-A-0 512 334)

was granted on the basis of 10 claims.

Claim 1 of the divisional application as filed read:

"l. An instrument for monitoring a nucleic acid
amplification reaction comprising:

a thermal cycler having a support adapted for
accomodating [SIC] one or more nucleic acid
amplification reaction volumes; and

an optical system adapted for being optically coupled
to the one or more nucleic acid amplification reaction

volumes accommodated by the support."

Five notices of opposition were filed. Revocation of
the patent was requested on the grounds of

Article 100 (a) EPC, lack of novelty (Article 54 EPC)
and lack of inventive step (Article 56 EPC),

Article 100 (b) EPC, and Article 100(c) EPC.

Notice of intervention was filed by M. J. Research, Inc.

(opponent 06) .

Opponent 05 withdrew its opposition.

During oral proceedings, the opposition division
decided to take evidence by hearing Prof. Biebricher as
a witness regarding the question whether or not the

document "Report on Evolution Research" (referred to as
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document D30) was made available to the public during
the workshop held in Goéttingen, Germany, on April 18 to
20, 1991. The opposition division came to the
conclusion that document D30 was made available to the

public at said workshop.

The opposition division revoked the patent pursuant to
Article 102 (1) EPC because the subject-matter of
claim 1 of all the three claim requests before it was

considered to lack novelty (Article 54 EPC).

VIT. An appeal was lodged by the patentee against the

decision of the opposition division.

VIII. Notice of intervention was filed by Stratagene Inc.

(opponent 07).

IX. Opponent 04 withdrew its opposition.

X. With letter of 2 June 2006, the patentee (appellant)
filed a new main request and four new auxiliary

requests.

The main request contained ten claims with claim 1
directed to an apparatus and claims 2 to 9 dependent on
claim 1. Claim 10 was directed to a use of the

apparatus according to any one of claims 1 to 9.

Claims 1, 2, 7 and 8 read:

"l. An apparatus for monitoring a polymerase chain

reaction (PCR) for nucleic acid amplification over

multiple thermal cycles, comprising:

0776.D
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a thermal cycler for carrying out an automated PCR
process, said thermal cycler capable of
alternately heating and cooling, in a reaction
vessel, a PCR amplification reaction mixture
comprising a target DNA, reagents for said nucleic
acid amplification, and a detectable nucleic acid
binding agent; and

an optical system including a detector operable to
detect an optical signal related to the amount of
amplified nucleic acid in the reaction mixture
over a multiple-cycle period, without opening the
reaction vessel once the amplification reaction is

initiated.

The apparatus of claim 1, wherein the thermal
cycler is capable of alternately heating and
cooling a plurality of reaction vessels, each

containing a said amplification reaction mixture.

The apparatus of any of the preceding claims,
further comprising a reaction vessel adapted to
contain a said amplification reaction mixture
comprising a target DNA, reagents for said nucleic
acid amplification, and a detectable nucleic acid

binding agent.

The apparatus of claim 7 which comprises a
plurality of reaction vessels, each adapted to

contain a said amplification reaction mixture."

Oral proceedings before the board took place from 4 to

6 July 2006.
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On the first day of these oral proceedings, opponent 02

withdrew its opposition.
As parties to these proceedings, there now remain the
patentee (appellant), and opponents 01 and 03, and the

interveners/opponents 06 and 07 (respondents).

The following documents are mentioned in the present

decision:

Dl: EP O 512 334 (parent application as filed)

D4: Higuchi et al., Biotechnology 10, 413-417 (1992)

D6: Haff et al., Amplifications 1, 8-10 (1989)

D11: Morrison et al., Analytical Biochemistry 183,
231-244 (1989)

D12: EP-A-0 236 069

D15: Chehab and Kan, P.N.A.S. USA 86, 9178-9182 (1989)

D17: Holland et al., FASEB Journal 5, pA621 (1989)

D19: Cardullo et al., P.N.A.S. USA 85, 8790-8794 (1988)

D22: GB-A-1 486 210

D25: DE 26 51 356

D26: Brochure of Eppendorf AG (undated)

D28: EP-A-0 487 218
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D29:

D30:

D33:

D34:

D35:

D36:

D37:

D42:

D47 :

D48:

D49:

D50:
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FR 2 250 991
Report on Evolution Research; Department of
Biochemical Kinetics of the "Max-Planck-Institut

flir biophysikalische Chemie", Gottingen

Fluorolog-2 Spectrofluorometer, Spex (brochure;

undated)

Fluorolog-2 Spectrofluorometer, Spex (brochure;

1996)

English translation of JP 294305/90 (priority of
EP-A-0 487 218, document D28)

Letter from Bojan Savic to Prof. Eigen of

30 August 2000

Reply from Prof. Eigen's secretary to Dr Savic of

5 September 2000

Holland et al., P.N.A.S. USA 88, 7276-7280 (1991)

Affidavit of Prof. Eigen of 20 December 2000

Affidavit of Dr Winkler-Oswatitsch of 20 December
2000

Report on the International Workshop Selection -
Natural and Unnatural - In Biotechnology (June

1991)

Declaration of Prof. Eigen (undated)
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D51:

D55:

D56:

D57:

D58:

D60 :

Do6l:

D62 :

D63:

D66:

D67:

D68 :

D69:

D70:
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Affidavit of Prof. Biebricher of 22 April 2004

Real Time PCR - An Essential Guide; Eds. Edwards,

Laugan and Saunders; 2004; Chapters 1 and 2

Declaration of Prof. Biebricher of 10 June 2004

Mullis and Faloona, Methods Enzymol 115, 335-350
(1987)

Affidavit of Prof. Eigen of 19 September 2004

Declaration of Dr Schober of 7 December 2004

Affidavit of Dr Lindemann of 19 December 2000

Affidavit of Dr Schwienhorst of 18 December 2000

Affidavit of Dr Gunther of 20 December 2000

Declaration of Dr Schroéder of 24 February 2005

Sworn declaration of Prof. Sydney Brenner of

17 March 2005

Sworn declaration of Steven Dickman of 25 February

2005

Sworn declaration of Prof. Lawrence Gold of 6 May

2005

Declaration of Prof. Joyce of 14 July 2005
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D71:

D72:

D73:

D74:

D75:

D76:

D77:

D78:

D79:

D80 :

D82:

(In the following,
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Instruction manual of Thermo Haake Bath and

Circulator A81 (undated)

Holton et
4014-4024

Affidavit

Affidavit

Affidavit

Affidavit

Affidavit

Affidavit

Affidavit

al.

, Nucleic Acids Research, vol. 29,

(2001)

of

of

of

of

of

of

of

Dr Daum of 11 September 2005

Mrs Haake of 12 September 2005

Mrs Lechten of 8 September 2005

Dr Rohde of 11 September 2005

Dr Lindemann of 7 September 2005

Dr Ginther of 13 October 2005

Dr Rigler of 12 September 2005

Sworn declaration of Prof. von Kiedrowski of

2 December 2005

Declaration of Prof. von Kiedrowski of 5 June 2006

affidavits, sworn declarations and

declarations will be referred to as "declarations".)

The submissions made by the respondents in writing and

during the oral proceedings as far as they are relevant

for the present decision, may be summarized as follows:

Article 76(1) EPC with respect to the divisional

application as filed
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When the divisional application underlying the patent
in suit was filed, it did not comply with Article 76 (1)
EPC. Page 3, lines 52 to 57 of the published version of
the divisional application referred to advantages of an
apparatus, which advantages had been presented in the
parent application only for the disclosed method.
Furthermore, the instrument disclosed in the divisional
application in the passage from page 3, line 58 to

page 4, line 3 (published version) and in claim 1
extended beyond the content of the parent application
which disclosed neither a thermal cycler having a
support adapted for accommodating one or more nucleic
acid amplification reaction volumes, nor an optical
system as broadly defined as in the divisional
application. Only optical systems for detecting a
signal generated by a DNA binding agent were disclosed
in the parent application (see page 8, line 7 of the

published version).

Main request

Article 84 EPC

In claim 1, the expression "for carrying out an
automated PCR process", which was not present in the
claims as granted, was unclear since it left the reader
in doubt as to what aspect was to be automated.

Therefore, claim 1 did not comply with Article 84 EPC.

Article 76(1) EPC with respect to the claims of the

main request
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The omission from claim 1 of a reference to the optical
signal to be detected being generated by a DNA binding
agent, which feature was presented as an essential
feature in the parent application, resulted in added

subject-matter.

Furthermore, there was no basis in the parent
application for a thermal cycler capable of alternately
heating and cooling as stated in claim 1, since the
term "alternately" required that a heating step was
always followed by a cooling step and vice versa,

whereas PCR could require two heating steps in sequence.

Also, the feature in claim 1 that a detector was
operable to detect an optical signal over a multiple-
cycle period, which covered the concept that the
monitoring could be done over a fraction of the
amplification process, for example over as few as two
cycles, was not directly and unambiguously derivable

from the parent application.

There was also no basis in the parent application for
the optical signal to be detected being related to the
amount of amplified nucleic acid in the reaction

mixture, as stated in claim 1.

Moreover, the references to a plurality of reaction
vessels in claims 2 and 8 extended beyond the content
of the parent application, since the term "plurality"
was to be interpreted as a range of from two up to
infinity, and there was no disclosure of two reaction

vessels in the parent application.
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Scope of the claims of the main request when compared
to the scope of the claims of the divisional
application as filed

Since the claims of the main request required neither
the optical coupling of the optical system to the
reaction volumes, nor the presence of a support adapted
for accommodating the reaction volumes, their scope was
broader than that of the claims of the divisional

application as filed.

Added subject-matter (Article 123(2) EPC)

The subject-matter of the claims of the main request
contained added subject-matter, contrary to

Article 123 (2) EPC. The respondents arguments were the
same as those under Article 76 (1) EPC. Furthermore,
claim 1 did not comply with Article 123 (2) EPC since it
did not state that the thermal cycler had a support
adapted for accommodating one or more nucleic acid
amplification reaction volumes and that the optical
system was adapted for being optically coupled to the
one or more amplification reaction volumes accommodated
by the support, contrary to claim 1 of the divisional

application as filed.

Novelty (Article 54 EPC)

Prior art status of documents D4 and D30

"Intermediate’ document D4; entitlement to priority of
the patent
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Document D4 was novelty-destroying because the patent
was not entitled to the claimed priority date. The
priority document did not disclose the invention now
claimed. In particular, claim 1 of the main request did
not state that the optical signal to be detected was
generated by the DNA binding agent, although this
feature was presented in the priority document as an
essential feature. Therefore, the nature of the

invention was no longer the same.

Document D30

The standard of proof required was that of balance of
probabilities and not proof beyond reasonable doubt.
The correct test was not whether it was possible to
entertain a doubt, even a reasonable doubt, but whether
it was sufficiently proven that it was more likely than
not that the document was available (see the
established case law of the boards of appeal, for

example decisions T 381/87 and T 729/91).

The declarations by Prof. Eigen (documents D47, D50 and
D58), Prof. Biebricher (testimony and documents D51 and
D56), Dr Winkler-Oswatitsch (document D48), Prof. Joyce
(document D70) and Prof. von Kiedrowski (document D8O0)

showed the public availability of document D30.

For the details of this evidence see point 36 below.
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Public prior use

From a number of declarations (documents D60, D70 and
D80) it was apparent that the feasibility of an
apparatus capable of performing a nucleic acid
amplification reaction and of monitoring the production
of amplification products during the course of the
reaction by fluorescence was shown and explained to
attendees of the laboratory demonstrations held at the
workshop in Gottingen in April 1991 referred to in

these documents.

During the oral proceedings the respondents no longer

maintained the objection based on the public prior use.

Document D11

Claim 1 of the main request lacked novelty over the
apparatus disclosed in document D11, pages 234 and 235
under the heading "melting curves", said apparatus
having a circulating refrigerated water bath with
external temperature-control linked to a
spectrophotometer or spectrofluorometer, whereby the
temperature-control of the circulating water bath and
the data acquisition were automated by use of a
computer. The apparatus was used to follow sample
adsorption or fluorescence while the sample temperature
was linearly increased or decreased. Although the
document disclosed the apparatus in the context of the
measurement of melting curves, this apparatus could
also be used for performing PCR since it was capable of
alternately heating and cooling a reaction mixture over
multiple cycles. Document D71, page 5, last paragraph,
showed that temperatures from -50 to 150°C could be
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achieved with the water bath used in document D11. The
fact that in document D11, the temperature was
increased and decreased relatively slowly did not mean
that faster rates were not possible. In any case, PCR
could also be carried out slowly. In order to get
amplification, it was not necessary to use an optimized
PCR machine. Documents D57 and D72 showed that PCR

could be performed using a single water bath.

Documents D22, D29, D33, D34, D25, D26, and D19

The patent in suit stated on page 8, lines 20 to 21
that "[i]n a spectrafluorometer capable of heating and
cooling a surface, or vessel, an optic fibre is not
required", and thus made clear that such apparatuses
were covered by the claimed invention. Consequently,
the apparatus of claim 1 lacked novelty over the
optical devices capable of heating and cooling a vessel
as disclosed in documents D22, D29, D33, D34, D25, D26
and D19.

With respect to document D25, it did not matter that
this document described the use of a Peltier element
only as a thermostat, since said element could equally
be used for heating and cooling. From the post-
published document D55, pages 18 to 21, it was evident
that Peltier elements were used in thermocycling

devices.

Document D15

Document D15 described the determination of
fluorescence using a commercially available fluorometer

following DNA amplification by PCR using different
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oligonucleotide primers labelled with different
fluorophores (page 9179, heading "Fluorescent Multiplex
PCR"). Page 9182, column 1, final paragraph, mentioned
the adaptability of the assay to automation and
suggested the determination of the colour of the
amplified DNA by fluorometry through a fiber optic
bundle. Consequently, a thermal cycler and a
fluorometer linked together by a fibre optic bundle to
form an associated piece of apparatus as required by
claim 1 was disclosed in the document. This apparatus
did not necessarily require the opening of the reaction
vessel in order to detect the amount of amplified DNA,
in particular if an oligonucleotide probe of the type
disclosed in document D42 was used, which would be
degraded into detectable smaller fragments by the 5' -

3' exonuclease activity of the Tag DNA polymerase.

If one were to deny a connection between the thermal
cycler and the fluorometer in document D15, as had been
done by the opposition division in its decision, then
one would also have to deny this connection for the
apparatus disclosed in the parent application of the
patent in suit, since its Example VIII stated that the
fibre optic was glued to the top of the reaction tube,

and was thus not linked to the thermal cycler itself.

Document D28

Document D28 disclosed a process for detecting or
quantifying nucleic acids using an intercalating
fluorescent pigment. The device used for carrying out
this process comprised a thermal cycler and a
fluorescence detector, and Example 4 stated that the

fluorescence intensity could be monitored during the
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PCR process under sealed conditions. Consequently, the
document was prejudicial to the novelty of the claimed

subject-matter.

Document D17

Document D17 disclosed a PCR detection method which
generated signal simultaneously with target sequence
amplification. By carrying out this method, the skilled
person would necessarily produce an apparatus falling
under claim 1. The document did not say that an optical
signal was generated, but clearly fluorescence was one
of the possibilities. Later work showed that

fluorescence or radiocactivity were used as signals.

Document D6

Figure 1 of document D6 disclosed a PCR method, whereby
a series of identical samples containing a PCR reaction
mixture were amplified over multiple thermal cycles.
Samples were withdrawn after different cycle numbers,
the dye Hoechst 33258 was added, and the amount of DNA
produced by the amplification process was measured by
fluorescence. By opening a first pot of identical
samples and adding the dye, one could detect a signal
related to the amount of DNA in a second pot, without
opening this second pot. Therefore, the instrumentation
used in this method, a fluorescence spectrophotometer
with an autosampler (page 9, column 1, heading

"Instrumentation") was encompassed by claim 1.

The submissions made by the appellant in writing and

during the oral proceedings, insofar as they are
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relevant to the present decision, may be summarized as

follows:

Article 76(1) EPC with respect to the divisional
application as filed

The content of the divisional application as filed
underlying the patent in suit did not extend beyond
that of the parent application as filed. The changes
made to the divisional application found basis in
particular on pages 16 and 17 of the parent application
as filed (document D1). Furthermore, the disclosure of
the parent application was not confined to optical
signals generated by the DNA binding agent, as was
apparent from page 10, lines 1 to 18 of document DIl1.

Main request

Article 84 EPC

It was clear for a skilled person that an "automated
PCR process", as referred to in claim 1, was automated

to cycle through the temperatures necessary for PCR.

Article 76(1) EPC with respect to the claims of the

main request

The subject-matter of the claims of the main request
was clearly and unambiguously derivable from the parent
application as filed. The claims did not have to refer
to the DNA binding agent in view of page 10, lines 1 to
19 of document D1. Furthermore, those features which
the respondents considered to be not supported, notably

"alternately heating and cooling", "multiple-cycle
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period", "related to" and "plurality", were all clearly

based on the disclosure of the parent application.

Scope of the claims of the main request when compared
to the scope of the claims of the divisional
application as filed

The question whether the scope of the claims under
consideration was broader than the scope of the claims
of the divisional application as filed was of no
relevance for the patent in suit since question (3) of
decision T 39/03 referred to the Enlarged Board of
Appeal started from the premise of a divisional
application which did not comply with Article 76 (1) EPC
at its actual filing date. In the present case, however,
the divisional application underlying the patent in
suit did comply with Article 76 (1) EPC at its actual
filing date. Notwithstanding this, there was no
broadening anyway, since a thermal cycler adapted for
PCR had to have a support for holding the tubes or
vessels, and since optical coupling was an implicit

feature of the apparatus according to claim 1.

Added subject-matter (Article 123(2) EPC)

The subject-matter of the claims of the main request
did not extend beyond the content of the divisional
application as filed because each of the features of
the claims was directly and unambiguously derivable

from the application documents as filed.

Novelty (Article 54 EPC)

Prior art status of documents D4 and D30
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"Intermediate’ document D4; entitlement to priority of
the patent

The priority document contained support for all
passages of the parent application of the patent in
suit. Since the subject-matter of the claims of the
main request was clearly and unambiguously derivable
from the parent application, the priority was wvalidly
claimed having regard to decision G 2/98. Therefore,
since the patent was entitled to its priority date,

document D4 was not novelty-destroying.

Document D30

The availability of document D30 had to be fully and
properly proven. The evidential burden was high, and it
had to be proved beyond reasonable doubt that the
document was available before the priority date (see
the established case law of the boards of appeal, for
example decisions T 750/94 and T 91/98).

Declarations from external scientists (documents D67,
D69 and D79), journalists (documents D66 and D68) and
from in-house scientists and staff of the Max-Planck
Institute (documents D61 to D63, D73 to D78) showed
that document D30 was not publicly available at the
workshop which took place in Gottingen in April 1991.

For the details of this evidence see point 37 below.
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Public prior use

The evidence provided by the respondents failed to
reach the high standard of proof to be applied in case

of public prior use.

Document D11

The apparatus disclosed under the heading "Melting
curves" on pages 234 and 235 of document D11 was not
prejudicial to the novelty of the subject-matter of the
claims since said apparatus did not comprise a thermal
cycler suitable for carrying out an automated PCR
process. In order to successfully perform PCR, it was
necessary to rapidly and reliably achieve the
temperature jumps required for PCR. This was not
possible with the slow rates of temperature increase
and decrease described for the apparatus in document
D11. Moreover, there was no evidence on file showing
that fast enough temperature rates could be achieved
with this apparatus and that it had the capability of

holding the temperature in the required way.

Contrary to the respondents' assertion, document D57
did not show that PCR was possible using a single water
bath, since in the PCR described on page 340, the
heating to 100°C was performed in a metal block and not

in the water bath used for the cooling to 25°C.

Furthermore, the water bath referred to in document D72
was especially adapted to perform PCR and not

comparable to that described in document DI11.
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Documents D22, D29, D33, D34, D25, D26, and D19

None of the apparatuses disclosed in documents D22, D29,
D33, D34, D25, D26, and D19 comprised a thermal cycler
suitable for carrying out an automated PCR process, as
required by claim 1. The apparatuses disclosed in
documents D22, D29, D25 and D26 were designed to
maintain a sample at a constant temperature, not to

alternately heat and cool it.

Document D15

Document D15 did not disclose an apparatus according to
claim 1 since there was no suggestion in this document
of combining a thermal cycler and an optical system in
a single apparatus. Using the method disclosed in
document D15, it was furthermore not possible to detect
the optical signal related to the amount of amplified

nucleic acid without opening the reaction vessel.

Document D28

Document D28 (prior art according to Article 54 (3) EPC)
described a thermal cycler and a separate fluorescence
detector, but there was no disclosure of combined
equipment capable of thermal cycling of the reaction
mixture and also detecting an optical signal directly
from that sample without the need for additional
manipulation. Thus the subject-matter of the claims was

novel over document D28.

0776.D
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Document D17

Document D17 did not destroy the novelty of the
apparatus of claim 1 since it did not disclose an
apparatus comprising an optical system. From this
document, the skilled person would not infer the use of
fluorescence as the signal. The post-published document
D42 described the use of radicactivity as the signal,

not fluorescence.

Document D6

Document D6 did not disclose an apparatus as claimed,
since claim 1 required that the detector of the optical
system could detect an optical signal related to the
amount of amplified nucleic acid in the sample, not
related to something which was left behind. Moreover,
the autosampler referred to on page 9 under the heading
"Instrumentation" was a device to line up the samples
and to take them to the fluorometer; it was not

attached to the thermal cycler.

Requests

The appellant (patentee) requested that the decision
under appeal be set aside and that the patent be
maintained in an amended version on the basis of the
main request or one of the auxiliary requests I to IV,
all filed with a letter dated 2 June 2006; it requested
to remit the case to the opposition division for
consideration of inventive step and sufficiency.
Further it requested the reimbursement of the appeal

fee.
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The respondents (opponents) requested that the appeal
be dismissed. They further requested to stay the appeal
proceedings until the Enlarged Board of Appeal has
handed down its decision in the cases G 1/05, G 1/06
and G 3/06.

Reasons for the Decision

The appeal complies with the provisions of Articles 106
and 108 EPC and of Rule 64 EPC and is, therefore,

admissible.

The interventions comply with the provisions of
Article 105 EPC and are also admissible. This has not

been contested by the patentee.

Article 76(1) EPC with respect to the divisional application

as filed

0776.D

The respondents argue that the divisional application
as filed underlying the patent in suit contains
subject-matter not directly and unambiguously derivable
from its parent application as filed. The board is
aware of the referrals to the Enlarged Board of Appeal
pending under G 1/05 (referring decision T 39/03, OJ
EPO 2006, 362) and G 3/06 (referring decision T 1040/04,
0OJ EPO 2006, 597) where the issue at stake is whether a
divisional application which does not meet the
requirement of Article 76(1l) EPC at its actual filing
date can be amended later. The question thus arises
whether the present case should be stayed until the
Enlarged Board of Appeal has handed down its decisions.

However, the need to stay proceedings in this case does
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not arise if the requirement of Article 76(1l) EPC was
fulfilled at the filing date. Therefore, the board will
examine this as an initial point. In the following, the
published version of the parent application is referred
to, this wversion being identical to the parent

application as filed.

One point raised by the respondents is that the
advantages of the method disclosed in the parent
application are presented in the divisional application
(page 3, lines 52 to 57 of the published version) as
advantages of an apparatus, and that this contravenes
Article 76 (1) EPC. The board considers, however, that
page 8, lines 6 to 55 of the parent application
(published version) provides a basis for an apparatus
suitable for carrying out the disclosed method in
general, and that a skilled person would thus conclude
that the advantages presented for the disclosed method
(page 4, lines 2 to 7 of the published version of the
parent application) would also apply to this apparatus.
Therefore, the statement on page 3, lines 52 to 57 of
the published version of the divisional application
does not constitute added subject-matter in relation to

the parent application.

As concerns the reference to "a thermal cycler having a
support adapted for accommodating one or more nucleic
acid amplification reaction volumes" in the divisional
application (claim 1 and page 3, line 58 to page 4,
line 1 of the published version), there is indeed no
explicit mention in the parent application that the
thermal cycler used for amplification may have such a
support. Therefore, in accordance with the established

case law of the boards of appeal, it has to be assessed
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whether there is an implicit disclosure of this feature
in the parent application, i.e. whether said feature is
directly and unambiguously derivable from what is
explicitly mentioned (see "Case Law of the Boards of
Appeal of the EPO", 4th edition 2001, IIT.A.3.3., 218).
A skilled person would know from common general
knowledge that a thermal cycler to be used for
amplification would normally have to have some kind of
a support for holding the reaction tubes or vessels and
would not reasonably assume that they would be freely
floating. The board is thus convinced that a skilled
person cannot but conclude from the entire disclosure
of the parent application that the thermal cycler used
should have a support adapted for accommodating the

vessel (s) or tube(s).

According to the respondents, the divisional
application as filed furthermore extends beyond the
parent application as filed since the latter did not
disclose any apparatus comprising an optical system
capable of detecting an optical signal other than the
signal generated by a DNA binding agent, whereas the
apparatus as defined in claim 1 and on page 3, line 58
to page 4, line 1 of the divisional application
(published version) was not limited to the detection of
a signal generated by a DNA binding agent. The board
acknowledges that the presence of the DNA binding agent
is presented in the parent application as an essential
feature of the disclosed method, and page 8, line 7 of
the parent application also refers to an "apparatus for
detecting the signal generated by the binding agent".
However, the board fails to see that the origin of the
optical signal to be detected, be it from a DNA binding

agent or from some other agent, has any influence on
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the nature of the optical system comprised in the
apparatus, and no evidence has been presented by the
respondents to this effect. With other words, the board
is not convinced that an optical system capable of
detecting an optical signal generated by a DNA binding
agent would in any way differ from an optical system as
defined in claim 1. Therefore, the omission of the
reference to the DNA binding agent in the definition of
the apparatus given in the divisional application is
not considered to add subject-matter in relation to the

parent application.

The board concludes that when the divisional
application underlying the patent in suit was filed, it
did comply with the requirements of Article 76(1) EPC.
Therefore, there is no need to stay these proceedings

for this reason.

Main request

Article 84 EPC

0776.D

Claim 1 has been amended to state that the thermal
cycler is "for carrying out an automated PCR process".
While there are various possibilities as to what aspect
of a PCR process could be automated, a skilled person
would recognize that the heating and cooling of the
reaction mixture would represent the essential
technical aspect of a PCR process which at least has to
be automated in order to qualify a process as an
"automated PCR process". Therefore, the board is
satisfied that by this amendment the claims are not
rendered unclear. Thus the requirements of Article 84

EPC are fulfilled.
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Article 76(1) EPC with respect to the claims of the main

request

10.

11.

0776.D

According to the respondents, the subject-matter of the
claims of the main request extends beyond the content
of the parent application as filed. One point raised in
this context is that claim 1 does not state that the
optical signal to be detected is generated by a DNA
binding agent. The same objection is also raised for
the claims of the divisional application as filed, and
the reasons set out in point 6 above thus also apply
here. Consequently, the omission of the reference to
the DNA binding agent in the claims relating to an

apparatus does not contravene Article 76(1) EPC.

The reference in claim 1(a) to a thermal cycler capable
of alternately heating and cooling is not considered to
extend beyond the content of the parent application as
filed in view of the disclosure on page 8, lines 19, 21
to 22 and 39 (published version). In the context of a
thermal cycler suitable for carrying out an automated
PCR process, it is hardly imaginable that the skilled
person could interpret the expression "alternately
heating and cooling”" in the strictest sense as
excluding, for instance, a repeated sequence of two

heating steps followed by a cooling step.

The board further considers that it is directly and
unambiguously derivable from the parent application
that the disclosed apparatus includes a detector
operable to detect an optical signal over a multiple-
cycle period, as stated in claim 1(b). On page 6,

line 6 of the parent application (published version) it
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is explained that "PCR amplification of DNA involves
repeated cycles" and on page 8, lines 7 to 8 it is
stated that "[a]ln apparatus for detecting the signal
generated by the binding agent can be used to detect,
measure, and quantify the signal before, during, and
after amplification". In order to detect the signal
during and after PCR amplification involving repeated
cycles, the detector must necessarily be capable of

detecting the signal over a multiple-cycle period.

As concerns the reference in claim 1(b) to the optical
signal to be detected being related to the amount of
amplified nucleic acid in the reaction mixture, the
board finds basis for this feature in the parent
application, in particular on page 8, lines 11 to 12
(published version) and in Examples II and III, which
disclose that the detected increase in fluorescence is

due to the amplification of nu