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Summary of Facts and Subm ssi ons

0108. D

Thi s appeal is against the decision of the exam ning
di vision dated 5 March 2002 to refuse European patent
application No. 95 307 394.7.

The ground of refusal was that claim 1l was not clear
and therefore did not neet the requirenment of

Article 84 EPC. However, if the claimwere to be
interpreted by reference to the description, then the
subject-matter of claim1 was not novel, having regard
to any one of the follow ng docunments:

D1: EP-A-0 505 232

D2: WO A-88/10108

D3: US-A-5 245 995

On 3 May 2002 the appellant (applicant) | odged an
appeal against the decision and paid the prescribed fee
on the sanme date. On 3 July 2002 a statenment of grounds
of appeal was filed by letter dated 2 January 2004.

The appel | ant requests that the decision under appeal
be set aside and that a patent be granted on the basis
of claims 1 to 6 filed

Caim1l reads as foll ows:

"A standby control (17) for apparatus (10) for applying
a continuous positive airway pressure to a patient's
respiratory system the apparatus including a bl ower
(12) for establishing a positive air pressure, a mask
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(11) adapted for sealed communication with a patient's
nose, and a hose supplying pressurized air fromsaid

bl ower to said nmask characterised in that said contro
(17) includes neans for operating said blower in a
standby node in the absence of breathing of the patient
into the mask wherein no or a low airway pressure is
provided and in a normal node wherein a positive
pressure is maintained by the bl ower during breathing,
means (16) for detecting when the patient begins
breathing into said mask, and neans for changing the
operation of said blower fromsaid standby node to said
normal node in response to the detection of the patient
breathing into said nmask.".

Claims 2 to 6 are dependent on claim 1.

Reasons for the Decision

0108. D

The appeal is adm ssible.

The application

The decision is based largely on a m sconstruction of
the terns "standby node" and "nornmal node", so that it
will be useful to first set out the Board's

under standi ng of the application and the neani ng of
these terns as derived therefrom

The application concerns continuous positive airway
pressure (CPAP) respiratory therapy apparatus having a
bl ower for applying airway pressure to a patient's
respiratory system A sufficiently high continuous
positive pressure is applied to the patient's airway to
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prevent its collapse or blockage, and this is terned a
pneumatic splint. The opening parts of the description
review the relevant prior art which describes apparatus
whi ch operates in a bi-level manner wherein the air
pressure is adjusted according to the patient's

breat hing pattern and applied to a mask t hrough which
the patient breathes. In particular there is described
apparatus enploying a "soft-start™ in which, for
patient confort, a |ow pressure is applied while the
patient falls asleep and the applied pressure is

i ncreased subsequently.

The technical problemw th the prior art apparatus is
set out in colum 2, lines 28 to 44 of the Al docunent,
and may be summarised as follows: In the event that the
apparatus is switched on before the nask has been
applied to the patient's face in a sealing manner, or
the mask is accidentally knocked so as to break the
seal, or the patient renoves the mask before turning
the apparatus off, then the prior art apparatus would
tend to increase the pressure at the mask, which is
futile and could lead to disconfort should the patient
then refit the nmask

The solution proposed in the application and defined in
claiml is to provide a control which operates the

bl ower in a standby nobde in the absence of breathing of
the patient into the mask, and neans are provided for
detecting when a patient begins breathing into the mask
and changi ng the operation of the apparatus fromthe
standby node to the normal nobde in response to the
detection of the patient breathing into the nmask.
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In the standby operating node, according to the
application, (colum 5, lines 52 to 56) the apparatus
is switched on but the blower is off or operated at a
| ow speed. However, this | ow speed nust be even | ower
than that necessary for a soft start since the
application states that when the controller senses
breathing in the mask, the controller begins a soft
start cycle (colum 5, lines 57 and 58). A person
skilled in the art would know the difference between
the pressure during a soft start and the | ow pressure
in the standby node, given their respective functions.

Therefore, according to the application, the "standby
node" is the state in which the apparatus is swtched
on but in a dormant condition, ie not active as a
pneumatic splint, and this node is operative when the
patient is not breathing into the mask. Neverthel ess,
the apparatus is in a state of readi ness poised to
apply pressure sufficient to act as a pneumatic splint
upon detection of the patient breathing into the mask.
Two types of standby node are provided if no breathing
into the mask is detected. The apparatus initially may
enter a | ow pressure standby node and, if no breathing
is sensed during a predetermned tinme interval, it may
be switched to a blower off standby node to save

ener gy.

This definition of "standby node" is consistent with
everyday usage as applied, for exanple, to conmonpl ace
apparatus such as donmestic el ectroni c apparatus
including television sets, VCRs, etc which are provided
with a "Standby" button. The apparatus, when not in
use, is in the standby node in which the apparatus is
swi tched on but not active, and rapidly switches into



0108. D

- 5 - T 0802/ 02

active use upon operation of the "Standby" button. The
pur pose of such a state is to save power yet enable a
rapid transition into the fully operational state

W thout a tiresone waiting period.

By "normal node" is neant the standard operating node
of such apparatus in which positive pressure is applied
to the mask as per the patient's requirenments so as to
deliver a therapy, for exanple to apply a pneunatic
splint. The normal node is described in colum 5,

lines 29 to 51.

Amrendnent s

Claim 1 corresponds to claim 16 as originally filed,
but anplified to explicitly define the terns "standby
node"” and "nornmal node", which definitions, as
expl ai ned above, are consistent with the application
and hence properly supported by the original

di scl osure.

Dependent clains 2 to 4 correspond to original

claims 17 to 19, respectively. Cdaimb5 is supported by
the description in colum 10, lines 19 to 25, for
exanple, and claim6 clains a conbination of the
control together with the apparatus for applying a
continuous positive airway pressure to a patient's
respiratory system and is also supported by the

original disclosure.
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Article 84

From point 2 above it should be evident that the
expressions "standby node" and "normal node" are clear
in the context in claiml and their definition is also
consistent wth the description. The reservations
expressed in the decision under appeal in this respect
are m spl aced, accordingly.

Al though claim 1l relates to a standby control and
defines features of the control, it additionally
defines features of the respiratory apparatus which the
control is nmeant to supervise. It is clear, however
that the scope of the claimis restricted to the
control itself and not to the conbination of the
control and the respiratory apparatus.

This does not, as argued by the exam ning division,
lead to lack of clarity since the control is an

i ndependent vendi bl e product and entitled to patent
protection per se. Arecitation of the features of the
respiratory apparatus, such as the mask, in the claim
facilitates the understanding of the control itself.
The control is a dedicated device since it clearly has
no application other than to respiratory apparatus of
the kind defined in claim1l and no confusion arises in
claimng a control for the respiratory apparatus. The
conbi nation of the respiratory apparatus and the

control is nowclained in claimb®6.

The claimis consistent with the objects of the
invention. As stated above in point 2 above probl ens
arise in prior art apparatus consequent upon the mask
bei ng accidentally knocked or renoved before turning
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the apparatus off, in which case the prior art
apparatus would tend to increase the pressure at the
mask which could lead to disconfort should the patient
then refit the mask. The problemis solved by the
claimed control which, in the absence of breathing of
the patient into the nask, operates the blower in the
standby nobde and no excessive pressure is applied to
the mask which could |ead to patient disconfort. The
features of the control, as defined in claim1, solve
this problem

Since the decision is based on a m sunderstandi ng of
the clained invention, it is not surprising that the
exam ning division found that its own interpretation of
the claimwas not supported by the description. Wth

t he understandi ng of the application and the clains as
set out above there is no inconsistency between the
description and the clainms, the latter being fully
supported by the description.

Novel ty

None of the prior art docunents D1 to D3 describes a
standby control for apparatus for applying a continuous
positive airway pressure to a patient's respiratory
system which is capable of operating in the standby
node. While the prior art apparatus is capable of
operating in tw different nodes, neither of these can
reasonably be considered to be a standby node.

D1 describes a CPAP apparatus which can operate at two
di fferent predeterm ned pressure val ues during each

breath, a |l ow pressure during the exhal ati on phase and
a higher pressure during the inhalation phase. However,
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both of these are a normal operation of such apparatus
whil st the patient is breathing. No other node of
operating the apparatus is described including what may
reasonably be ternmed a standby node. In particular the
| ow pressure node of operation described in D1 cannot
be equated with a standby node since the apparatus is
not in a dormant state but in an active state during an
active phase of a patient therapy. Al so, there are no
means for operating the blower in a standby node in the
absence of breathing of the patient into the mask.

The apparatus of D2 and D3 are simlar to DL and they
primarily use snoring sounds for controlling air
pressure in a CPAP apparatus. They commence operation
at a | ow pressure | evel when switched on, and increase
the pressure depending on different factors such as
detecting snoring sounds. The initial lowlevel is for
the duration that the patient is falling asl eep, and
corresponds to the "soft-start” described in the
application, and the pressure is increased thereafter
to a therapeutic |evel. Again, no described state of

t he apparatus can reasonably be said to be a standby
state, and there are no neans for operating the bl ower
in a standby node in the absence of breathing of the
patient into the mask. As explained in point 2 above
the | ow pressure soft start node is not the sane as a
| ow pressure standby node. Another distinction is that
according to claim1l the apparatus is in the standby
node in the absence of breathing of the patient into

t he mask, whereas in D2 and D3 the | ow pressure soft
start node is active while the patient is breathing
into the mask
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| nventive step

The technical problemarising in prior art apparatus
consequent upon the mask being accidentally knocked or
removed before turning the apparatus off, which could

| ead to disconfort should the patient then refit the
mask, is solved by the clained control since it
operates the blower in the standby node in the absence
of breathing of the patient into the mask and has neans
for detecting when a patient begins breathing into the
mask so as to change the node to the nornmal node of
operation. The apparatus of Dl to D3 do not have a
standby node and do not have neans for detecting when a
patient begins breathing into the mask, nor do they
address the above probl em

In D1 a control unit nodifies the air pressure applied
to a patient mask as a function of the breathing cycle
of the patient. A slight overpressure is applied in the
i nhal ati on phase, and when the start of the exhal ation
phase is detected the overpressure is lowred to
facilitate exhal ation by the patient (D1, colum 2,
lines 43 to 57). There is no disclosure of a standby
node of operation when the patient is not breathing
into the mask, or of any other nobde of operation, nor
is this apparatus equi pped to cope with the probl em of
t he application.

In D2 and D3 the control apparatus is responsive to
snoring sounds, and characteristic patterns of other
respiratory paraneters such a breathing rate, or

i nhal ed/ exhal ed air volume or flow rate nay be used for
detecting apneas (see, for exanple, D3, colum 4,

lines 28 to 41 and colum 7, lines 1 to 12). Upon the
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occurrence of an extended period of snore-free

breat hing the pressure is decreased (D3, colum 10,
lines 31 to 35), but this | ow pressure phase is again
not equivalent to the standby node since the patient is
still breathing and a therapeutic dose of air is being
adm nistered, ie the systemis active and not in a

st andby node.

The D2 and D3 apparatus are not concerned with the
detection of cessation or starting of breathing, only
that case is illustrated in which the snoring ceases,
whi ch of course occurs when the patient is stil
breathing. There is also no disclosure of a standby
node of operation when the patient is not breathing
into the mask. Were the mask to be knocked creating a
|arge air |eak, the m crophone in the mask may conti nue
to detect snoring sounds and carry on working as

i ntended, and since it has no neans for detecting

ei ther when a patient begins breathing or that it
begins breathing into the mask, it is not capabl e of
sol ving the problem of the application.

Therefore, the standby control of claim1 involves an

i nventive step.
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For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to grant a patent on the basis of clains 1 to 6
filed on 5 January 2004 by letter dated 2 January 2004,
description pages 1, 2, 5to 15 as originally filed,
page 4b filed on 21 Decenber 1999, and pages 3, 4, 4a
filed on 20 February 2001, and Figures as originally
filed.

The Regi strar: The Chai r man:

V. Commar e W D Wil

0108. D



