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1. 

CLEAR CYCLE FOR VIENTILATION 
DEVICE 

CROSS REFERENCE TO PRIORITY 
APPLICATION 

The present application claims the benefit of U.S. Provi 
sional Patent Application No. 60/503,897 filed Sep. 22, 
2003, the content of which is incorporated herein by refer 
ence in its entirety. 

BACKGROUND OF THE INVENTION 

1. Field of the Invention 
The present invention relates to ventilation devices, and in 

particular, ventilation devices including a patient interface in 
fluid communication with a flow generator via a conduit. 

2. Description of Related Art 
Ventilation devices such as non-invasive positive pressure 

ventilation (NIPPV) and continuous positive airways pres 
sure (CPAP) devices function to supply a patient with a 
Supply of clean breathable gas (usually air, with or without 
Supplemental oxygen) at a prescribed pressure or pressures 
at appropriate times during the patient’s breathing cycle. 
An example of such a ventilation device is the AutoSet(RT 

device (ResMed Ltd., Australia), which may be used for 
treating sleep disordered breathing, Such as Obstructive 
Sleep Apnea (OSA), as described in U.S. Pat. No. 5,704,345 
(Berthon-Jones). 
One problem of such devices is that debris and/or water 

condensate can enter a flow path of the ventilation device, 
which typically includes a flow generator in fluid commu 
nication with a patient interface Via a conduit. The patient 
may attempt to use the ventilation device, despite the 
presence of the debris in the flow path of the ventilation 
device, because the patient may not be able to determine 
whether debris is present in the flow path prior to use. 

The debris can be of such a nature that its presence does 
not substantially affect the flow characteristics of the ven 
tilation device. Debris that does not substantially affect the 
flow characteristics of the ventilation device can easily go 
undetected. In use, the debris can travel along the flow path 
into the patient’s airways. The debris can be of such a nature 
that it lodges in the flow path, affecting flow characteristics 
and partially or completely blocking flow from the ventila 
tion device to the patient. Therefore, there is a need in the 
prior art for an improved apparatus and a method of per 
forming a clear cycle with the apparatus to increase patient 
comfort and safety prior to treatment. 

SUMMARY OF THE INVENTION 

It is an aspect of the present invention to provide a clear 
cycle for a ventilation device and, in another form, a clear 
cycle with fault detection for a ventilation device which 
improves patient comfort and safety prior to treatment. 

Accordingly, one embodiment of the present invention 
provides a method of performing a clear cycle in a ventila 
tory assistance apparatus including a flow generator in fluid 
communication with a patient interface in a flow path. The 
method includes examining a plurality of operational param 
eters, determining whether the flow generator should gen 
erate flow based on at least one of the plurality of operational 
parameters, warning the patient to avoid interfacing with the 
patient interface of the ventilation device prior to generating 
the flow, and operating the flow generator to generate the 
flow in accordance with at least one of the plurality of 
operational parameters. 

In another embodiment, the present invention provides a 
ventilatory assistance apparatus including a flow generator 
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2 
in fluid communication with a patient interface in a flow 
path, configured to perform a clear cycle. The ventilatory 
assistance apparatus includes a data storage configured to 
store a plurality of operational parameters, a controller 
configured to determine whether the flow generator should 
generate flow based on at least one of the plurality of 
operational parameters, and a display configured to warn the 
patient to avoid interfacing with the patient interface of the 
ventilation device prior to the controller determining that the 
flow generator should generate the flow, wherein the con 
troller instructs the flow generator to generate the flow in 
accordance with at least one of the plurality of operational 
parameters. 

In yet another embodiment, the present invention pro 
vides a computer-readable medium carrying one or more 
instructions for performing a clear cycle in a ventilatory 
assistance apparatus including a flow generator in fluid 
communication with a patient interface in a flow path. The 
instructions include examining a plurality of operational 
parameters, determining whether a flow should be generated 
based on at least one of the plurality of operational param 
eters, warning the patient to avoid interfacing with the 
patient interface of the ventilation device prior to generating 
the flow, and operating the flow generator to generate the 
flow in accordance with at least one of the plurality of 
operational parameters. 

In yet another embodiment, the present invention pro 
vides a computer data signal embodied in a carrier wave 
including one or more instructions for performing a clear 
cycle in a ventilatory assistance apparatus including a flow 
generator in fluid communication with a patient interface in 
a flow path. The instructions include examining a plurality 
of operational parameters, determining whether a flow 
should be generated based on at least one of the plurality of 
operational parameters, warning the patient to avoid inter 
facing with the patient interface of the ventilation device 
prior to generating the flow, and operating the flow generator 
to generate the flow in accordance with at least one of the 
plurality of operational parameters. 

These and other aspects of the invention will be described 
in or apparent from the following detailed description of 
preferred embodiments. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 is a top schematic view of a ventilation device 
configured with a clear cycle; 

FIG. 2A is a first part of a flow chart of a setup process; 
FIG. 2B is a second part of the flow chart of the setup 

process; 
FIG. 3A is a first part of a flow chart of a startup process; 
FIG. 3B is a second part of the flow chart of the startup 

process; 
FIG. 4 is a flow chart of a clear cycle process; 
FIG. 5 is a flow chart of a simplified setup process; 
FIG. 6 is a flow chart of a simplified startup process; and 
FIG. 7 is a flow chart of a simplified clear cycle process. 

DETAILED DESCRIPTION OF PREFERRED 
EMBODIMENTS 

As shown in FIG. 1, a ventilation device 10 typically 
includes a flow generator 12 and an air delivery conduit 14 
connecting the output of the flow generator 12 to a patient 
interface 16. The flow generator 12 develops a flow of 
breathable gas, which flows along a flow path formed by the 
flow generator 12, the conduit 14 and the patient interface 
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16. The patient interface 16 delivers the flow of breathable 
gas from the flow generator 12 into the patients airways. 

Typically, the patient interface 16 can be a mask. The 
mask can be a nasal mask, a mouth mask, a nasal and mouth 
mask in combination, a full face mask, nasal pillows or nasal 
prongs. Any reference to a patient interface 16 is to be 
understood as embracing all of the above-described forms of 
patient interfaces. 
The ventilation device 10 can include a controller 18, a 

motor 20, and an impeller 22 rotatably connected to the 
motor 20. The controller 18 can direct the motor 20 via 
appropriate signal lines to operate the impeller 22 based on 
specific criteria and thereby develop a flow of breathable 
gas. The ventilation device 10 can include data storage 30 
for storing various operational parameters 36. It is contem 
plated that data storage 30 can be incorporated into control 
ler 18. The ventilation device 10 may also include a display 
34 and a menu interface 38 connected to the controller 18, 
for communication with a patient or other user. For example, 
the display 34 can be an LCD readout and the menu interface 
38 can be a keypad. The ventilation device 10 can include a 
buZZer and/or a speaker (not shown) to provide an audible 
warning and/or informative instructions. 

The controller 18, based on the stored operational param 
eters 36, can direct the flow generator 12 to perform a clear 
cycle upon startup of the ventilation device 10, prior to the 
patient wearing the patient interface 16, by generating a flow 
which can be capable of displacing loose debris 32 or water 
condensate in the flow path of the ventilation device 10. 
Clearing the flow path of loose debris 32 prior to patient use 
can improve patient safety because the debris 32 can be 
discharged to the environment prior to use, and not into the 
patient’s airways during use. 
A clear cycle can represent an economical Solution to the 

problem of debris and/or water condensate in the flow path 
prior to use by a patient, because the clear cycle can be 
implemented with appropriate Software, using existing hard 
ware provided in a typical ventilation device. 

Ventilation device 10 can be used in a non-clinical setting 
Such as the patient's home. Typically the patient is untrained 
to detect debris 32 in the flow path of the ventilation device 
10. Use of the ventilation device 10 with debris 32 in the 
flow path can result in non-optimal treatment administered 
to the patient. It is possible that, after a period of non-use, 
debris 32 can be introduced inadvertently into the flow 
generator 12, conduit 14 or patient interface 16. For 
example, debris 32 can be a rodent or insect present in the 
flow path, and/or a rodent or insect can contaminate the flow 
path of the ventilation device 10 with debris 32, without the 
patient’s knowledge. When the patient attempts to use the 
ventilation device 10, the flow generator 12 can force the 
debris 32 into the patient’s airways, or the debris 32 can 
prevent the ventilation device 10 from producing sufficient 
airflow for treatment. 
The ventilation device 10 can be arranged to perform a 

clear cycle to displace debris 32 from the ventilation device 
10, and performing the clear cycle can allow the ventilation 
device 10 to provide fault diagnosis information understand 
able to those without clinical or technical skills. One 
embodiment of the clear cycle can be a simplified process 
which operates the flow generator 12 for a predetermined 
duration of time prior to patient use. Another embodiment of 
the clear cycle can be a process which checks for fault 
conditions during the operation of the flow generator 12 for 
a predetermined duration of time prior to patient use. 

In use, pressure can develop along the flow path, which 
can be related to the flow impedance characteristics of the 
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4 
flow path. For example, during operation of the flow gen 
erator 12, pressure in the flow path can increase when the 
patient wears the patient interface 16, because the patient 
wearing the patient interface 16 increases flow impedance. 
Debris 32 in the conduit 14 can increase flow impedance as 
well. Sensors can be used to differentiate between an 
increase in flow impedance caused by debris 32 and an 
increase in flow impedance caused by the patient wearing 
the patient interface 16. 
The ventilation device 10 can include a sensor 24 con 

nected to the controller 18 for sensing pressure in the flow 
path. As illustrated, the sensor 24 can be arranged within the 
housing 11 of the ventilation device 10. With such an 
arrangement of sensor 24 in the housing 11, an auxiliary 
conduit 15 can be arranged in fluid communication with the 
patient interface 16 to communicate the pressure at the 
patient interface 16 to the sensor 24 in the housing 11. 

Alternatively, the sensor 24 can be arranged at the patient 
interface 16 to directly sense the pressure at the patient 
interface 16. With such an arrangement, a wire or other 
signal line can be arranged to carry a signal indicative of the 
sensed pressure from the sensor 24 at the patient interface 16 
to the controller 18, rather than using the auxiliary conduit 
15 to communicate pressure. 
The ventilation device 10 can include a sensor 26 con 

nected to the controller 18 for sensing pressure in the flow 
path upstream of the pressure in the flow path sensed by 
sensor 24. The sensor 26 can measure pressure at the flow 
generator 12. It is contemplated that a plurality of additional 
sensors 28 can be arranged along the conduit 14 to sense 
pressure along the flow path within the conduit 14. 
The controller 18 can obtain the overall pneumatic per 

formance, or air delivery, of the ventilation device 10 during 
an auto pressure calibration, for example. Typical pneumatic 
performance criteria can be factory set in the controller 18. 
A clear cycle process 200, illustrated in FIG. 4, may be used 
to check the overall pneumatic performance of the ventila 
tion device 10 (at step 212, for example), and can compare 
the pneumatic performance of the ventilation device 10 
during the clear cycle process 200 with the calibrated or 
typical pneumatic performance previously obtained. 
At a given rotational speed of the motor 20, and a given 

air delivery circuit pneumatic impedance, the flow generator 
will deliver gas at a particular pressure. An acceptable range 
of measured pressure values at the output of the flow 
generator 12 and at the patient interface 16 may be calcu 
lated for a given set of conditions, which can be defined by 
upper and lower characteristic curves (i.e., “high” and “low” 
pressures, for example). The output of the flow generator 12 
may be increased to maintain an acceptable output pressure 
as a response to increased impedance. Pressure outside an 
acceptable range may be indicative of debris 32 lodged in 
the air delivery circuit. 

During flow generation, pressure values sensed by the 
plurality of sensors 24, 26, 28 are measured and compared 
with acceptable ranges of measured pressure values. When 
the values fall outside of the acceptable ranges, corrective 
action can be taken. For example, the controller 18 can issue 
a warning and/or shut down the ventilation device 10. An 
error message can be displayed on display 34, an audible 
warning can be given (for example, an alarm and/or infor 
mative verbal instructions), and appropriate action can be 
taken (e.g., the ventilation device 10 can be shut down). 
Accordingly, the patient can be informed of a problem, when 
the patient is not qualified to diagnose that there is a problem 
with the ventilation device 10. 
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In use, controller 18 can monitor the pressure at the 
patient interface 16 indicated by the pressure sensor 24 and 
can monitor the pressure indicated at the flow generator 12 
by the pressure sensor 26. For example, controller 18 can 
monitor low pressure at the patient interface 16 and high 
pressure at the flow generator 12, which can be an indication 
of flow blockage caused by debris 32. Flow blockage can 
cause pressure to increase upstream of the flow blockage and 
decrease downstream of the flow blockage. The controller 
18 can accordingly respond to the sensed pressure condi 
tions. For example, the controller 18 can shut down the 
motor 20, or the controller 18 can instruct the flow generator 
12 to generate flow for a duration of time to force debris 32 
out of the flow path. When flow blockage is caused by debris 
32 that cannot be dislodged, the motor 20 can be disabled. 
The entire operation of the ventilation device 10 can be 
disabled until service can be performed. Such a mode can be 
termed the “service required mode. 
As described above, low pressure at the patient interface 

16 and high pressure at the flow generator 12 is one of 
several conditions that the controller 18 can identify. The 
controller 18 can also identify low pressure at both the 
patient interface 16 and the flow generator 12. Such a 
condition could indicate that the patient interface 16 is not 
being worn by the patient, or that the conduit 14 is discon 
nected from the flow generator 12, for example. 

Additional sensors 28 can sense pressure along the con 
duit 14 to provide additional pressure readings at points 
along the conduit 14. The readings are provided to the 
controller 18. In the case where one additional sensor 28 is 
arranged within the conduit 14, the controller 18 can obtain 
a pressure reading corresponding to the location of the 
sensor 28 in the conduit 14. For example, the sensor 28 can 
be located mid-way between the patient interface 16 and the 
flow generator 12. The reading can be used to determine if 
a high, a normal, or a low pressure condition exists in the 
conduit 14, and can be used in conjunction with the readings 
from sensors 24 and 26 to more specifically identify the 
location of debris 32. For example, if sensors 26 and 28 
(sensor 28 located mid-way between sensors 24 and 26) 
sense a high pressure, and sensor 24 Senses a low pressure, 
debris 32 can be identified as being located between the 
patient interface 16 and sensor 28. If sensors 24 and 28 sense 
a low pressure, and sensor 26 senses a high pressure, debris 
32 can be identified as being located between the flow 
generator 12 and sensor 28. Determination of where debris 
32 could potentially be located can be provided for diag 
nostic purposes. Of course, more than one sensor 28 (three 
sensors 28 as shown in FIG. 1) can be used to further 
increase the diagnostic resolution to better identify the 
location of blocking debris 32. 

There may be a relationship between the pressures mea 
sured by sensors 24-28 such that acceptable ranges of the 
pressures can be determined for acceptable operation of the 
ventilation device 10. Debris 32 can cause unacceptable 
ranges of measured pressure, which can result in a fault 
condition. The clear cycle may diagnose a fault if the sensed 
parameters fall outside the acceptable range for an instant in 
time, or for some duration of time. 

If diagnosis of debris 32 resulting in a fault condition 
occurs, the response can be one or more of the following: 
issuing a warning of the fault condition, recording a descrip 
tion of the fault condition, transmitting a warning and/or 
description of the fault condition to a remote location, 
adjusting operational parameters and Switching between 
functional and stand-by or stop modes, or Switching the 
device to a service-required mode. 
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Any reference to “operational parameters' is to be under 

stood to relate to any form of data or state signal, sensor or 
actuator, and the mechanical and electrical functions of 
components elements/apparatus of the ventilation device 10. 
Any reference to clear cycle is understood to be imple 
mented by hardware and/or software. 

Advantageously, the clear cycle is implemented in Soft 
ware. In this case, no additional hardware is needed. The 
clear cycle can be implemented in a ventilation device 10 
using appropriate computer readable storage media and/or 
via a transmission of computer readable instructions. For 
example, a magnetic or optical disk can be used, a serial, 
parallel or network interface can be used, and/or the internet 
can be used to implement embodiments of the present 
invention. Alternatively, the clear cycle can be implemented 
in hardware by storing instructions in a control module 
adapted for installation and/or retrofitting in an existing flow 
generator. The clear cycle process may be executed in 
conjunction with existing software. Aspects of exemplary 
embodiments of a clear cycle process are illustrated in the 
flow charts of FIGS. 2-7. 
Upon startup of the ventilation device 10, the display 34 

displays a Welcome Screen. After running any automatic 
processes upon startup, the display 34 then displays a Main 
Menu Options screen. When the Main Menu Options screen 
is displayed, the patient has the option of selecting various 
processes, including a setup process 100. 

FIG. 2A illustrates a first part of the setup process 100. 
The setup process 100 allows a patient to set various 
operational parameters 36 to customize the operation of the 
clear cycle. It is understood that, besides the patient, a user 
such as a technician or health professional can interface with 
the ventilation device 10 to set the operational parameters 
36. 
The operational parameters 36 can be set to acceptable 

values prior to clinical use, corresponding to the preferences 
of a particular patient or an average setting representative of 
the most common typical patient preferences. The setup 
process 100 can be selected from the options menu of the 
ventilation device 10. Even if the clear cycle is set to 
automatically run at startup, the setup process 100 is always 
available to reconfigure clear cycle preferences via the 
operational parameters 36. 
At step 110, the controller 18 prompts the patient via 

display 34 to choose whether to set the clear cycle options. 
Selecting “No” via the menu interface 38 exits from the 
setup process 100 to the main menu options 136. Selecting 
“Yes” at step 110 causes the setup process 100 to proceed to 
step 112 and the patient is prompted to specify the duration 
of the clear cycle, preferably in seconds. The patient can 
enter the preferred duration of the clear cycle in seconds via 
the menu interface 38, typically a keypad. Ranges of the 
duration can fall within 5-20 seconds, for example. 
The patient is then prompted to indicate to the controller 

18 whether to run the clear cycle, or provide a reminder to 
manually run the clear cycle, daily at step 114, weekly, at 
step 116, monthly, at step 118, or quarterly, at step 120. 
Selecting “Yes” at one of steps 114-120 can cause the 
controller 18 to store corresponding operational parameters 
36 in data storage 30 indicating how often to run the clear 
cycle or provide a reminder, and proceed to step 122, where 
the patient can select whether to automatically run the clear 
cycle upon startup. If the patient chooses at step 122 not to 
run the clear cycle automatically upon startup, the controller 
18 can store a setting in data storage 30 which indicates that 
the controller 18 should not automatically run the clear cycle 
(i.e., not perform an auto clear) upon startup. At step 129 the 
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patient is then prompted to acknowledge that auto clear is 
not set by selecting "OK. Of course, the patient has the 
option of manually running a clear cycle if auto clear is not 
set (see, for example, FIG. 3A, step 164). 

If the patient chooses at step 122 to run the clear cycle 
automatically upon startup, the controller 18 can store a 
setting in data storage 30 which indicates that the controller 
18 should perform an auto clear upon startup. At step 130 the 
patient is then prompted to acknowledge that auto clear is set 
by selecting “OK”. After step 129 or 130, or step 120 if the 
patient chooses not to specify an interval for running the 
clear cycle or displaying a reminder to run the clear cycle at 
steps 114-120, the setup process 100 proceeds to step 124. 

FIG. 2B illustrates a second part of the setup process 100. 
At step 124, the patient can choose to set or disable the clear 
cycle reminder at steps 126 or 128, respectively. The con 
troller 18 can store operational parameters 36 corresponding 
to the setting of the reminder in data storage 30, and request 
acknowledgement from the patient by selecting “OK” in 
steps 126 or 128. 
The patient is further prompted to determine whether to 

set an audible warning at step 132. If the patient decides not 
to set the audible warning, the audible warning is disabled 
at Step 133, and the patient is prompted to acknowledge that 
the audible warning is disabled by selecting "OK.” The 
controller 18 then exits to main menu options at step 136. If 
the patient decides to set an audible warning at step 132, the 
controller 18 sets the corresponding operational parameter 
36, requests acknowledgement at step 134, and exits to the 
main menu options at Step 136. 

FIG. 3A illustrates a first part of an embodiment of a 
ventilation device 10 startup process 150. Upon startup of 
the ventilation device 10, the controller 18 of the ventilation 
device 10 can retrieve the stored operational parameters 36 
from the data storage 30 of the controller 18 at step 156. The 
controller 18 can retrieve stored operational parameters 36 
obtained during the setup process 100. For example, the 
controller 18 can retrieve the operational parameters 36 
corresponding to the duration of the clear cycle obtained in 
step 112, how often the clear cycle should be run obtained 
in any one of steps 114-120, whether to run the clear cycle 
automatically upon startup obtained in step 122, whether a 
clear cycle reminder prompt should be disabled obtained in 
step 124, and/or whether to provide an audible warning 
obtained in step 132. 

At step 158 the controller 18 examines one or more of the 
operational parameters 36 corresponding to whether the auto 
clear parameter is set. If auto clear is set, the controller 18 
proceeds to step 160. The controller 18 can include an 
internal timer and/or real-time clock for checking the time 
since the last clear cycle run and/or for checking the current 
time/date. Additionally, an external signal can be used. At 
step 160, the controller 18 checks the timer to determine 
whether it is time to run the clear cycle. If at step 160 it is 
not time to run the clear cycle, the startup process 150 exits 
to the main menu options 136. 

Ifat step 158 the controller 18 determines that auto clear 
is not set, the startup process 150 proceeds from step 158 to 
step 162. At step 162 the controller 18 determines whether 
a clear cycle reminder is set based on the stored operational 
parameters 36. If the clear cycle reminder is not set, the 
startup process 150 exits to the main menu options at step 
136. If the clear cycle reminder is set, the controller 18 
determines at step 163 whether it is time to remind the 
patient to perform a manual clear cycle. The determination 
can be made based on an internal timer, a real time clock, 
and/or an external signal. If it is not time to provide a 
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8 
reminder, the startup process 150 exits to the main menu 
options at step 136. If it is time to remind the patient, the 
patient is prompted at step 164 to determine whether to run 
the clear cycle manually. If the patient chooses not to run the 
clear cycle manually, the patient is prompted with the main 
menu options at step 136. 

If the patient chooses at step 164 to manually run the clear 
cycle, or if the controller 18 determines at step 160 to run the 
clear cycle, the startup process 150 proceeds to step 166, at 
which step the controller 18 determines whether the audio 
warning has been set based on the stored operational param 
eters 36. If the audio warning has been set, the controller 18 
instructs an alarm or speaker (not shown) to issue an audible 
warning at step 168. The audible warning can be a beep 
and/or arousing/informative voice prompt. If the audio 
warning is not set, the startup process 150 proceeds from 
step 166 to step 170 without providing an audible warning. 
At step 170, the controller 18 instructs the display 34 to 
display a visual warning message. For example, the display 
34 displays an informative warning to the patient that the 
clear cycle is about to start and that the patient should not 
wear the patient interface. 

FIG. 3B illustrates a flow chart of the second part of the 
startup process 150. At step 174, the controller 18 deter 
mines whether the patient is wearing the patient interface 16. 
The ventilation device 10 may be automatically started when 
the patient dons the patient interface 16 and may be auto 
matically stopped when the patient removes the patient 
interface 16. The controller 18 can be programmed to 
determine whether the patient interface 16 is being worn, 
e.g., by use of appropriate pressure and/or proximity sen 
SOS. 

The controller 18 can use additional sensors (not shown) 
installed in the patient interface 16 to determine whether the 
patient interface 16 is worn. For example, the patient inter 
face 16 can have a sensor to sense contact between facial 
cushions of the patient interface 16 and the patient’s face, 
and/or the patient interface 16 can have a sensor to sense 
heat from the patient’s face. 

If the controller 18 determines at step 174 that the patient 
is wearing the patient interface 16, the controller 18 imme 
diately halts flow from the flow generator 12 and instructs 
the display 34 to display a warning message to remove the 
patient interface at step 176. An audible warning can be 
generated as well. At step 176, the controller 18 waits for the 
patient to remove the patient interface 16 and acknowledge 
the warning message by selecting "OK.” Upon acknowl 
edgment, the startup process 150 returns to step 174 where 
the controller 18 again determines whether the patient is 
wearing the patient interface 16. 

After confirming that the patient is not wearing the patient 
interface 16, the startup process 150 proceeds to step 178, 
where the controller 18 for example displays via display 34 
a message that the clear cycle is currently running and that 
the patient should please wait. 

Because it is necessary to operate the ventilation device 
10 during the clear cycle while the patient interface 16 is not 
worn, it is necessary to disable SmartStart(R) during the clear 
cycle. At step 179, the controller 18 disables SmartStart(R) (if 
applicable). By disabling SmartStart(R) at step 179, the 
controller 18 is able to operate the flow generator 12 even 
though the patient is not wearing the patient interface 16, so 
the clear cycle can be run. At step 180, the clear cycle is run 
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(see FIG. 4). After running the clear cycle at step 180, the 
startup process 150 proceeds to step 182, where the con 
troller 18 enables SmartStart(R). The startup process 150 ends 
and prompts the patient with the main menu options at step 
136. 

FIG. 4 illustrates an embodiment of the clear cycle 
process 200 called by step 180 of the startup process 150 
shown in FIG. 3B. At step 210, the controller 18 retrieves 
from the stored operational parameters 36 the duration of the 
clear cycle, obtained for example in step 112 of the setup 
process 100. The controller 18 then starts a timer countdown 
of this duration and proceeds to step 212. At step 212, the 
controller 18 tests the sensor parameters from the sensors, 
which can include sensors 24, 26, and 28 (if applicable), and 
proceeds to step 214. 

At step 214, the controller 18 determines whether the 
sensor parameters are within a valid range. For example, a 
valid range of the sensor parameters could be a normal 
pressure at the patient interface 16 sensed by the sensor 24, 
and a normal pressure at the output of the flow generator 12 
sensed by the sensor 26. In this case, a low pressure would 
be below about 0-2 cm H2O, a high pressure would be above 
15-20 cm H2O, and a normal pressure would be between 0-2 
cm H2O and 15-20 cm H2O. An example of an invalid range 
of the sensor parameters would be a low pressure at the 
patient interface 16 sensed by sensor 24, and a high pressure 
at the output of the flow generator 12 sensed by sensor 26. 
The controller 18 can calculate an acceptable range of 

measured pressure values for a given set of conditions. For 
example, a pressure obtained from sensor 24 can have an 
upper value limit corresponding to the safety of the patient 
during treatment, e.g., 15-20 cm H2O. Additionally, the 
pressure obtained from sensor 26 can have an upper value 
corresponding to a predetermined range of values within 
which the flow generator 12 can safely operate. 

In a case where the sensor parameters are not within a 
valid range at step 214, the controller 18 determines that a 
fault has been detected, and the clear cycle process 200 
proceeds from step 214 to step 216. The controller 18 can 
issue a visual warning via display 34, issue an audible 
warning, shut down the ventilation device 10, and/or take 
appropriate fault handling actions, depending upon the 
severity of the fault detected. For example, the controller 18 
can send a signal remotely via the internet indicating that 
service is required. 

It is possible in the event of particular fault conditions for 
the controller 18 to maintain operation of the motor 20 for 
a duration of time to dislodge debris 32. In the case that 
debris 32 cannot be dislodged, which results in the pressure 
sensed at the sensor 26 increasing over a duration of time, 
the controller 18 can shut down the motor 20 and enter the 
service required mode, for example. The clear cycle process 
200 can then exit to the main menu options 136. 

If the controller 18 determines that the sensor parameters 
are within a valid range at step 214, the clear cycle process 
200 proceeds to step 220, where the controller 18 determines 
whether the patient is wearing the patient interface 16. If the 
controller 18 determines that the patient is wearing the 
patient interface 16, the patient is prompted at step 222 to 
remove the patient interface 16 and indicate that it is “OK” 
to continue. 

After ensuring that the patient is not wearing the patient 
interface at steps 220-222, the clear cycle process 200 
proceeds to step 224, where the controller 18 checks whether 
the duration timer countdown has expired. If the countdown 
has not expired, the clear cycle process 200 proceeds to step 
226. At step 226, the controller 18 instructs the flow gen 
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erator 12 to generate flow. The pressure and flow rate of the 
flow generated can vary based on settings factory pre-set or 
based on the operational parameters 36 set via the main 
menu options 136, for example. The clear cycle process 200 
then proceeds to step 212 to repeat applicable steps 212-226. 
If the controller 18 determines at step 224 that the count 
down timer has expired, the clear cycle process 200 ends at 
step 228 and flow control returns to step 182 of the startup 
process 150. 
The flow rate generated by the flow generator 12 can have 

an upper limit that can correspond to a flow rate resulting in 
a pressure at the patient interface 16 of, for example, 15-20 
cm H2O if the patient interface was being worn by a patient. 
By limiting the maximum flow rate of the flow generator 12 
during the clear cycle process 200, the patient can be 
protected in cases where the patient inadvertently wears the 
patient interface 16 while a maximum flow rate is being 
delivered to the patient interface 16. A pressure of 15-20 cm 
H2O can be used because, depending on the patient and the 
effect the pressure has on the patient, delivering a flow at a 
pressure of 15-20 cm H2O typically does not damage the 
patient’s airways. 

It is contemplated that the flow generator 12 can deliver 
a maximum flow rate during the clear cycle that could 
potentially result in a pressure at the patient interface 16 
greater than 15-20 cm H2O if the patient interface 16 is 
worn, provided that in the event the patient interface 16 is 
worn, flow delivery is immediately halted. The controller 18 
can constantly monitor whether the patient interface is worn. 
For example, the controller 18 can monitor output of the 
sensor 24 corresponding to the pressure at the patient 
interface 16. A pressure at the patient interface 16 which 
exceeds a value of 15-20 cm H2O, for example, can be 
indicative of the patient wearing the patient interface 16. The 
flow generator 12 can be shut down immediately to protect 
the patient if the controller determines that the patient 
interface 16 is worn. The determination whether the patient 
interface 16 is worn can be made based on the output of 
other sensors (not shown) Such as heat sensors or pressure 
sensors in cushions of the patient interface 16 to detect the 
patient's face. 
The flow generator 12 can deliver maximum flow rate for 

a duration, even though the sensor 26 which monitors the 
output of the flow generator 12 registers a high value, 
provided that the controller 18 determines that the patient 
interface 16 is not worn. The flow generator 12 can be 
operated at maximum flow rate for a duration sufficient to 
dislodge the debris 32, while ensuring that the patient 
interface 16 is not worn. It is contemplated that the duration 
of time that maximum flow rate is developed for dislodging 
debris 32 can be adjustable. 
The plurality of operational parameters 36 are obtained 

and stored in data storage 30 of the ventilation device 10. 
Data storage 30 can include memory, disk, and/or other 
Suitable storage devices. The operational parameters 36 can 
also be stored externally to the ventilation device 10. The 
preferences can be transmitted to and from a remote location 
via a public communication system Such as the public 
telephone system or the internet. The preferences can be 
obtained and stored remotely. For example, the preferences 
can be sent from a doctors office to the ventilation device 
10 at a patient's home, and stored remotely at a data 
warehouse. Additionally, the setup process, startup process, 
and clear cycle process similarly can be updated to change, 
eliminate or incorporate new steps or otherwise improve the 
operation of the clear cycle. 
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FIGS. 5-7 illustrate flow charts of a simplified embodi 
ment of a clear cycle. In this embodiment, various features 
in the embodiment illustrated in FIGS. 2-4 are omitted. For 
example, in a simplified setup process 300, options to 
choose at what interval to run a clear cycle (steps 114-120 
of the setup process 100), whether to disable a reminder 
(steps 124-128), or whether to set an audible warning (steps 
132-134), are omitted. In a simplified startup process 400, 
checks of the date and/or time to determine if a clear cycle 
should be run or whether a reminder is set (steps 160-163 of 
startup process 150) are omitted. Some of the audio and 
visual warnings (steps 166-170) are omitted as well. In a 
simplified clear cycle process 500, fault detection steps 
(steps 212-216 of the clear cycle process 200) are omitted. 
Additionally, a check for the patient interface 16 being worn 
is omitted (for example, steps 220 and 222 of the clear cycle 
process 200). In the simplified embodiments, flow is deliv 
ered below 15-20 cm H2O to minimize the chance of 
damage to the patient’s airways if the patient interface 16 is 
inadvertently worn during clear cycle flow generation. Of 
course, StepS/features from setup process 100, startup pro 
cess 150, and clear cycle process 200 can be incorporated 
into the simplified embodiments. 

FIG. 5 illustrates the simplified setup process 300. The 
simplified setup process 300 queries at step 310 whether to 
perform the simplified setup process 300 to obtain informa 
tion from the patient. The patient can select “No” and exit to 
main menu options 136. If the patient selects "Yes,’ the 
simplified setup process 300 proceeds from step 310 to step 
312, at which step the simplified setup process 300 queries 
for the duration of the clear cycle (typically in the form of 
a time in seconds). After obtaining the clear cycle duration 
at step 312, the simplified setup process 300 proceeds to step 
322. At step 322, the simplified setup process 300 queries 
whether to run a clear cycle automatically upon startup of 
the ventilation device 10. If the patient selects “Yes” at step 
322, the simplified setup process 300 proceeds to step 330 
at which step a corresponding operational parameter 36 is 
stored and the patient acknowledges that auto clear is set by 
selecting “OK.” The simplified setup process 300 then 
proceeds to the main menu options at step 136. If, at Step 
322, the patient selects “No” to running an auto clear on 
startup, the simplified setup process 300 proceeds to the 
main menu options 136 without setting an operational 
parameter 36 corresponding to performing an auto clear. The 
simplified setup process 300 can include a check for dis 
abling a reminder, as shown, for example, in steps 124-128 
of the setup process 100 illustrated in FIG. 2B. 

FIG. 6 illustrates a simplified startup process 400. At step 
456, the simplified startup process 400 retrieves the stored 
operational parameters 36 corresponding to whether to run 
the clear cycle automatically and the duration of the clear 
cycle (parameters typically obtained during operation of the 
simplified setup process 300). At step 460, the simplified 
startup process 400 checks whether the auto clear parameter 
is set. If not, the simplified startup process 400 proceeds to 
step 464 and the patient can select whether to manually run 
a clear cycle. If the patient does not select to manually run 
a clear cycle, the simplified startup process 400 exits to the 
main menu options at step 136. If the auto clear is set (step 
460), or if the patient selects to perform a manual run (step 
464), the simplified startup process 400 proceeds to step 
474. It is contemplated that, for example, a check to perform 
a manual clear cycle at step 464 can be omitted. 
The simplified startup process 400 determines at step 474 

whether the patient interface 16 is being worn, and warns the 
patient at step 476 to remove the patient interface and 
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acknowledge that it is “OK” to proceed. After determining 
that the patient interface is not being worn at steps 474 and 
476, the simplified startup process 400 proceeds to step 478 
and the controller 18 instructs the display 34 to display a 
visual indication of the clear cycle. SmartStart is disabled at 
step 479, the simplified clear cycle is run at step 480, and 
SmartStart is enabled at step 482. The simplified startup 
process 400 ends by returning to main menu options at Step 
136. 

The simplified clear cycle process 500 (called by step 480 
of the simplified startup process 400) is illustrated in FIG. 7. 
Upon running the simplified clear cycle process 500, a 
stored operational parameter 36 is retrieved at step 510, 
corresponding to the duration that flow should be generated. 
Additionally, a timer countdown is started, counting down a 
period of time corresponding to the retrieved duration. The 
simplified clear cycle process 500 then proceeds to step 524, 
at which point the controller 18 determines whether the 
count down timer has expired. If the countdown has not 
expired, the simplified clear cycle process 500 proceeds to 
generate flow at step 526. Flow is typically generated at a 
pressure below 15-20 cm H2O. Accordingly, if the patient 
interface 16 is inadvertently worn, damage to the patients 
airways caused by excessive flow pressure can be avoided. 
Of course, a preliminary check to make Sure the patient 
interface 16 is not worn has already been performed (for 
example at steps 474 and 476 of the simplified startup 
process 400). The simplified clear cycle process 500 pro 
ceeds to step 524 to again check whether the timer has 
expired. If it is determined that the timer has expired at step 
524, flow is no longer generated and the simplified clear 
cycle process 500 ends at step 528 (and returns to step 482 
of the simplified startup process 400). 

Although the clear cycle has been described in conjunc 
tion with a ventilation device which does not include a 
humidifier, the clear cycle can also be implemented in a 
ventilation device with a humidifier. The humidifier may be 
provided with one or more pressure/flow sensors having 
output incorporated into the clear cycle program. 

Further, it is contemplated that the clear cycle program 
may include not only the existence of a blockage, but also 
the location of the blockage, e.g., by identifying the position 
of sensors which indicate an unusual or unexpected level of 
pressure and/or flow. The display could provide an indica 
tion of the position of the sensors between which a problem 
may be found. Alternatively, or in addition, the sensors may 
be provided with a light and/or sound producing device to 
indicate the position of the obstruction. 

Further, the clear cycle may be manually activated. The 
manual activation mode can be used in addition to, or 
instead of the periodic activation which is automatically 
carried out by the controller, as described in relation to FIG. 
2A. For example, the user or operator could press one or 
more buttons to start and implement the clear cycle for as 
long as the buttons are held down. Preferably, a specific 
button or selection of buttons would be preferable to avoid 
inadvertent activation. In one form, the clinical menu can be 
accessed, and one prompt on the LCD may be “For Clear 
Cycle Press UP for 3 seconds then START". Of course, 
other ways to manually activate the clear cycle are contem 
plated which are within the scope of the present invention. 
The foregoing specific embodiments have been provided 

to illustrate principles of the present invention and are not 
intended to be limiting. To the contrary, the present inven 
tion is intended to encompass all modification, alterations, 
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and Substitutions within the spirit and scope consistent with 
the principles and novel features disclosed in any fashion 
herein. 

What is claimed is: 
1. A method of performing a clear cycle in a ventilatory 

assistance apparatus including a flow generator in fluid 
communication with a patient interface in a flow path, the 
method comprising: 

examining a plurality of operational parameters; 
determining whether the flow generator should generate 

flow based on at least one of the plurality of operational 
parameters; 

warning the patient to avoid interfacing with the patient 
interface of the ventilation device prior to generating 
the flow; and 

operating the flow generator to generate the flow in 
accordance with at least one of the plurality of opera 
tional parameters. 

2. The method of claim 1, further comprising monitoring 
a plurality of sensors indicative of flow conditions in the 
flow path. 

3. The method of claim 2, further comprising obtaining at 
least one of the plurality of operational parameters via the 
plurality of sensors. 

4. The method of claim 1, further comprising monitoring 
a plurality of sensors indicative of whether the patient 
interface is being worn by the patient. 

5. The method of claim 4, further comprising obtaining at 
least one of the plurality of operational parameters via the 
plurality of sensors. 

6. The method of claim 1, further comprising obtaining at 
least one of the plurality of operational parameters prior to 
performing the clear cycle. 

7. The method of claim 1, further comprising obtaining at 
least one of the plurality of operational parameters via a 
menu interface. 

8. The method of claim 1, further comprising obtaining at 
least one of the plurality of operational parameters during a 
setup process. 

9. The method of claim 1, further comprising storing at 
least one of the plurality of operational parameters in a 
recordable medium. 

10. The method of claim 1, further comprising storing at 
least one of the plurality of operational parameters at a 
remote location. 

11. The method of claim 1, further comprising transmit 
ting at least one of the plurality of operational parameters via 
a public communication system. 

12. The method of claim 1, further comprising obtaining 
at least one of the plurality of operational parameters from 
a pre-recorded medium. 

13. The method of claim 1, further comprising obtaining 
at least one of the plurality of operational parameters from 
a remote location. 

14. The method of claim 1, further comprising receiving 
at least one of the plurality of operational parameters via a 
public communication system. 

15. The method of claim 1, further comprising performing 
the clear cycle automatically based upon at least one of the 
plurality of operational parameters. 

16. The method of claim 15, further comprising perform 
ing the clear cycle automatically at an interval based upon at 
least one of the plurality of operational parameters. 

17. The method of claim 16, further comprising deter 
mining the duration of the interval based upon an internal 
real-time clock. 
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18. The method of claim 16, further comprising deter 

mining the duration of the interval based upon an internal 
timer. 

19. The method of claim 16, further comprising deter 
mining the duration of the interval based upon an external 
signal. 

20. The method of claim 1, further comprising providing 
a reminder to perform the clear cycle based upon at least one 
of the plurality of operational parameters. 

21. The method of claim 20, further comprising providing 
the reminder to the patient. 

22. The method of claim 20, further comprising providing 
the reminder to a remote site. 

23. The method of claim 20, further comprising providing 
the reminder at an interval based upon at least one of the 
plurality of operational parameters. 

24. The method of claim 23, further comprising deter 
mining the duration of the interval based upon an internal 
real-time clock. 

25. The method of claim 23, further comprising deter 
mining the duration of the interval based upon an internal 
timer. 

26. The method of claim 23, further comprising deter 
mining the duration of the interval based upon an external 
signal. 

27. The method of claim 1, further comprising operating 
the flow generator to deliver flow at a pressure and rate 
which are based upon at least one of the plurality of 
operational parameters. 

28. The method of claim 1, further comprising operating 
the flow generator to deliver flow at a predetermined pres 
Sure and rate. 

29. The method of claim 28, wherein the predetermined 
pressure and rate correspond to a maximum pressure at the 
patient interface of 15-20 cm H2O in the case that the patient 
interface is worn during the clear cycle. 

30. The method of claim 1, further comprising operating 
the flow generator to deliver flow at maximum pressure and 
rate based upon at least one of the plurality of operational 
parameters including an indication that the patient interface 
is not being worn by the patient during the clear cycle. 

31. The method of claim 30, further comprising halting 
operation of the flow generator to prevent flow at maximum 
pressure and rate based upon at least one of the plurality of 
operational parameters including an indication that the 
patient interface is being worn by the patient during the clear 
cycle. 

32. The method of claim 31, wherein the indication 
whether the patient interface is being worn by the patient 
during the clear cycle is based upon heat or pressure sensing. 

33. The method of claim 1, further comprising performing 
the clear cycle for a duration based on at least one of the 
plurality of operational parameters. 

34. The method of claim 33, wherein the duration for 
operating the flow generator is based on a countdown timer. 

35. The method of claim 1, further comprising commu 
nicating status of the clear cycle via a visual interface. 

36. The method of claim 35, wherein the visual interface 
comprises an LCD display readout. 

37. The method of claim 1, further comprising commu 
nicating status of the clear cycle via an audio interface. 

38. The method of claim 37, wherein the audio interface 
comprises a buZZer configured to produce an alarm. 

39. The method of claim 37, wherein the audio interface 
comprises a speaker configured to produce an informative 
Voice prompt. 
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40. The method of claim 1, wherein the operational 
parameters include an indication of a duration of the clear 
cycle, an interval corresponding to how often the clear cycle 
should be run, an indication of whether to run the clear cycle 
automatically upon startup, an indication of whether to 
disable a clear cycle reminder, and an indication of whether 
to provide an audible warning. 

41. The method of claim 1, further comprising monitoring 
the operational parameters to determine whether a fault 
condition has occurred. 

42. The method of claim 41, further comprising deter 
mining whether the fault condition is caused by blocking 
debris in the flow path. 

43. The method of claim 41, wherein the fault condition 
is indicated by a visual warning. 

44. The method of claim 41, wherein the fault condition 
is indicated by an audible warning. 

45. The method of claim 41, further comprising stopping 
the flow generator upon determining that the fault condition 
has occurred. 

46. The method of claim 41, further comprising generat 
ing flow for a predetermined duration at a predetermined 
pressure upon determining that the fault condition has 
occurred. 

47. The method of claim 41, further comprising setting the 
ventilatory assistance apparatus into a service required mode 
upon determining that the fault condition has occurred. 

48. The method of claim 41, wherein the determination 
that the fault condition has occurred is based on at least one 
of the operational parameters. 

49. The method of claim 48, wherein the at least one of 
the operational parameters is obtained via a plurality of 
sensors indicative of flow conditions in the flow path. 

50. The method of claim 41, further comprising recording 
a description of the fault condition upon determining that the 
fault condition has occurred. 

51. The method of claim 41, further comprising transmit 
ting to a remote location a description of the fault condition 
upon determining that the fault condition has occurred. 

52. A ventilatory assistance apparatus including a flow 
generator in fluid communication with a patient interface in 
a flow path, configured to perform a clear cycle, comprising: 
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a data storage configured to store a plurality of operational 

parameters; 
a controller configured to determine whether the flow 

generator should generate flow based on at least one of 
the plurality of operational parameters; and 

a display configured to warn the patient to avoid inter 
facing with the patient interface of the ventilation 
device prior to the controller determining that the flow 
generator should generate the flow; 

wherein the controller instructs the flow generator to 
generate the flow in accordance with at least one of the 
plurality of operational parameters. 

53. A computer-readable medium carrying one or more 
instructions for performing a clear cycle in a ventilatory 
assistance apparatus including a flow generator in fluid 
communication with a patient interface in a flow path, the 
instructions comprising: 

examining a plurality of operational parameters; 
determining whether a flow should be generated based on 

at least one of the plurality of operational parameters; 
warning the patient to avoid interfacing with the patient 

interface of the ventilation device prior to generating 
the flow; and 

operating the flow generator to generate the flow in 
accordance with at least one of the plurality of opera 
tional parameters. 

54. A computer data signal embodied in a carrier wave 
including one or more instructions for performing a clear 
cycle in a ventilatory assistance apparatus including a flow 
generator in fluid communication with a patient interface in 
a flow path, the instructions comprising: 

examining a plurality of operational parameters: 
determining whether a flow should be generated based on 

at least one of the plurality of operational parameters; 
warning the patient to avoid interfacing with the patient 

interface of the ventilation device prior to generating 
the flow; and 

operating the flow generator to generate the flow in 
accordance with at least one of the plurality of opera 
tional parameters. 
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