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REMOVABLY ATTACHABLE TO THE CLEAT

(57)  Aphysiological monitorincludes a cleat adapted
to be securable to a subject such as a patient. The cleat
includes an A electrode which includes an A electrode
connector portion. The cleat also includes a B electrode
whichincludes a B electrode connector portion. An equip-
ment module is removably attached or removably attach-
able to the cleat in a transverse direction. The equipment
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module has an A module connector portion and a B mod-
ule connector portion arranged such that the A and B
module connector portions connect withthe Aand B elec-
trode connector portions respectively when the equip-
ment module is connected to the cleat thereby placing
the cleat and equipment module in signal communication
with each other.
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Description

[0001] The subject matter described herein relates to
medical vital signs monitors and particularly to a modular
monitor having a module which is wearable by a subject
(e.g. a medical patient) and a detachable module which
is detachable from the wearable module. When the pa-
tient participates in activities which might be harmful to
components of the detachable module, the detachable
module can be detached from the wearable module while
the wearable module remains in place on the patient.
The detachable module can be subsequently reattached
to the wearable module.

[0002] Wearable monitors for monitoring medical vital
signs and other physiological parameters are advanta-
geous because they can provide continuous monitoring
of the vital signs of a subject, such as a hospital patient.
Wearable monitors include an adhesive layer for secur-
ing the monitor to the patient. A caregiver presses the
adhesive layer of the monitor against the patient’s skin
to secure the monitor to the patient’s body.

[0003] One drawback of wearable monitors is the need
to remove the monitor from the patient when the patient
participates in activities that could cause damage to com-
ponents of the monitor. Such activities include bathing,
showering, and radiological procedures. At the conclu-
sion of the activity itis desirable to resecure the wearable
monitor to the patient. However the previous act of re-
moving the monitor may have compromised the strength
of the adhesive so that the monitor will no longer adhere
reliably to the patient. Even if the monitor can be suc-
cessfully reapplied to the patient, it is difficult to position
the monitor exactly as it had been before removal. As a
result the quality and/or consistency of the monitored sig-
nals may suffer. The monitor described herein over-
comes at least these shortcomings of conventional vital
signs monitors.

[0004] The invention will now be further described by
way of example with reference to the accompanying
drawings, in which:

FIG. 1 is a schematic cross sectional elevation view
showing a cleat component and an equipment mod-
ule component of the physiological monitor with the
equipment module separated from the cleat and also
showing A and B cleat electrodes, A and B connector
portions of the electrodes, and A and B connector
portions of the equipment module.

FIG. 2 is a view similar to FIG. 1 showing the equip-
ment module attached to the cleat.

FIG. 3A is an elevation view showing the cleat of
FIG. 1 with only the A electrode illustrated to assist
the reader in identifying the features of the A elec-
trode.

FIG. 3B is an elevation view showing the cleat of
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FIG. 1 with only the B electrode illustrated to assist
the reader in identifying the features of the B elec-
trode.

FIG. 4 is a perspective view of the cleat of FIG. 1.

FIG.5is anillustration showing the concepts of radial
(R) and circumferential (C) in the context of a non-
circular geometry (G).

[0005] FIGS. 1 and 2 show a physiological monitor 10
in an assembled or connected state and a disassembled
or disconnected state respectively and also show lateral,
longitudinal, and transverse reference axes 14, 16, 18.
The monitor includes a cleat 20 adapted to be securable
to a subject, such as a patient. The illustrated cleat in-
cludes an adhesive layer 22 (shown only in FIG. 1) for
securing the cleat to a patient. As seen bestin FIGS. 3A
and 3B, the cleat includes a pair of cleat electrodes 26A,
26B which are referred to herein as A and B electrodes.
In one embodiment the electrodes are electrocardiogram
(EKG) electrodes. In another embodiment the electrodes
are excitation and sensing electrodes of the type em-
ployed in impedance electrocardgraphy.

[0006] As seen best in FIGS. 3A and 4, A electrode
26A includes an A electrode connector portion 28A and
an arcuate A contact portion 30A. Contact portion 30A
is the portion of the A electrode intended to be in contact
with the patient.

[0007] Referring additionally to FIG. 3B, B electrode
26B includes a B electrode connector portion 28B and
an arcuate B contact portion 30B. Contact portion 30B
is the portion of the B electrode intended to be in contact
with the patient.

[0008] In embodiments in which the electrode contact
portions 30A, 30B are EKG electrodes, the contact por-
tions may hydrogel contact portions.

[0009] The A and B electrode connector portions 28A,
28B areradially spaced from each other. The A electrode
connector portion 28A is radially inboard of the B elec-
trode connector portion 28B. The A electrode contact
portion 30A is radially spaced from and radially outboard
of the A electrode connector portion 28A. The B electrode
contact portion 30B is radially spaced from and radially
outboard of the B electrode connector portion 28B. In
this specification, the use of the term "radial" and variants
thereof is not intended to limit the form of any component
to a circular shape, such as that seen in FIG. 3. Instead,
"radial" is used to describe spatial relationships relative
to a reference point or axis, such as axis 34. The terms
"inboard", "outboard" and their variants are used to de-
scribe locations which are respectively closer to or more
distant from a reference axis or reference point. The use
of "circumferential" and its variants in this specification
is also not intended to limit the form of any component
to a circular shape. FIG. 5 shows the concepts of radial
(R) and circumferential (C) in the context of a noncircular
geometry (G).
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[0010] A cleat O-ring seat 40 resides radially between
the A and B electrode connector portions 28A, 28B. A
cleat O-ring 42 resides radially between B connector por-
tion 28B and contact portions 30A, 30B.

[0011] An A conductor element 38A connects the A
contact portion 30A to the A connector portion 28A in
order to convey signals between contact portion 30A and
connector portion 28A. A B conductor element 38B con-
nects the B contact portion 30B to the B connector portion
28B in order to convey signals between contact portion
30B and connector portion 28B. As illustrated, conductor
elements 38A, 38B are considerably more localized than
the connector and contact portions 28A, 28B, 30A, 30B,
all of which have a substantial circumferential spread.
Nevertheless, conductor elements 38A, 38B could be
more circumferentially extensive than those illustrated.
[0012] The monitor also includes an equipment mod-
ule 50 removably attached to or removably attachable to
the cleat as described in more detail below. Equipment
module 50 includes electronic components of the monitor
housed in an equipment compartment 52. The electronic
components may include at least a processor for
processing data signals from electrodes 26A, 26B and
from one or more sensors other than the electrodes (de-
scribed below). The compartment may also house one
or more amplifiers, one or more filters to amplify and de-
noise the sensor and electrode signals, and a transceiver
to provides communication with remote devices such as
information displays and user controls. The compartment
may also house a battery. Further examples of equip-
ment modules, cleats, and their architectures may be
found in US provisional patent applications 62/588,598
filed on Nov. 20,2017, 62/592,602 filed on Nov. 30, 2017,
62/618,772 filed on Jan. 18, 2018, and 62/607,646 filed
on Dec. 19, 2017. The contents of the foregoing applica-
tions are incorporated herein by reference.

[0013] Equipment module 50 has an A module con-
nector portion 58A and a B module connector portion
58B. The A module connector portion 58A is radially in-
board of the B module connector portion 58B. As aresult
the A and Bmodule connector portions 58A, 58B connect
respectively with the A and B electrode connector por-
tions 28A, 28B of the cleat when the equipment module
is connected to the cleat as in FIG. 2. In the illustrated
embodiment the A module connector portion 58A and
the A electrode connector portion 28A are adapted to
mate or connect with each other by being in mutual con-
tact. The mutual contact establishes an A signal connec-
tion and resultant signal communication between the
cleat and the equipment module, but does not establish
a mechanical connection between the cleat and the
equipment module. Likewise the B module connector
portion 58B and the B electrode connector portion 28B
are adapted to connect with each other by being in mutual
contact thereby establishing a B signal connection and
resultant signal communication, but not a mechanical
connection, between the cleat and the equipment mod-
ule. Mechanical connection is provided by mechanical
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connector elements described below.

[0014] Anequipmentmodule O-ring 44 resides radially
between module connector portions 58A, 58B. An equip-
ment module O-ring seat 46 resides radially outboard of
B module connector portion 58B. When the equipment
module is connected to the cleat as seen in FIG. 2, cleat
O-ring 42 fits into module O-ring seat 46, and module O-
ring 44 fits into cleat O-ring seat 40.

[0015] Equipment module 50 includes a module me-
chanical connector element 62 which extends trans-
versely from the A module connector portion 58A. The
illustrated connector element 62 comprises two cylindri-
cal sections 64, 66 and an intervening ring 68 whose
diameter is greater than that of the cylindrical sections.
[0016] Cleat 20 includes a cleat mechanical connector
element 72 which extends transversely from A electrode
connector portion 28A. The illustrated connector element
72 comprises two cylindrical sections 74, 76 and an in-
tervening groove 78 with a diameter greater than that of
the cylindrical sections. The module and cleat mechan-
ical connector elements are adapted to mate with each
other to affect a mechanical connection between cleat
20 and equipment module 50. In particular ring 68 snaps
into groove 78 to affect the mechanical connection. The
ring is also separable from the groove so that the equip-
ment module can be detached from the cleat. As noted
earlier in this specification, the fact that the equipment
module is attachable to and detachable from cleat allows
the equipment module to be temporarily removed from
the cleat when the patient participates in activities that
could cause damage to components of the equipment
module. The equipment module can be subsequently re-
attached to the cleat.

[0017] In the illustrated embodiment the mechanical
connection between the cleat and the equipment module
is distinct from the A signal connection defined by the A
connector portions 28A, 58A of the cleat electrodes and
the equipment module and is also distinct from the B
signal connection defined by the B connector portions
28B, 58B of the cleat electrodes and the equipment mod-
ule.

[0018] When the cleat and equipment module are con-
nected to each other as seen in FIG. 2, The A and B
electrode contact portions 30A, 30B are radially outboard
of both the electrode A and B connector portions 28A,
28B and the A and B equipment module connector por-
tions 58A, 58B.

[0019] In the specific embodiment shown in the draw-
ings the A and B electrode connector portions 28A, 28B
are circumferentially complete, i.e. they extend circum-
ferentially 360 degrees to define an A signal connector
ring 28A and a B signal connector ring 28B which cir-
cumscribes the A signal connector ring. The A cleat con-
tact portion 30A is radially spaced from and is in signal
communication, by way of conductor 38A, with the A cleat
signal connector ring 28A. The B cleat contact portion
30B is radially spaced from and is in signal communica-
tion by way of conductor 38B, with the B cleat signal
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connector ring 28B. The A and B module connector por-
tions 58A, 58B are also complete signal connector rings
arranged so that the B module signal connector ring 58B
circumscribes the A module signal connector ring 58A.
[0020] Referringto FIG. 2, the A cleat signal connector
ring 28A and the A module signal connector ring 58A
have similar frustoconical profiles having a virtual vertex
82A. The B cleat signal connector ring 28B and the B
module signal connector ring 58B also have similar frus-
toconical profiles having a virtual vertex 82B. (In the il-
lustration the conical profiles are represented by the in-
terface between rings 28A and 28B and the interface
between rings 58A and 58B, hence the presence of only
a single apex on each side of the monitor.) "Similar" is
used in the geometric sense of having the same shape.
When the equipment module is connected to the cleat
the apexes 82A, 82B are transversely separated from
each other on opposite sides of center plane P. The A
module signal connector ring 58A nests radially inside
the A cleat signal connector ring 28A, and the B cleat
signal connector ring 28B nests radially inside the Bmod-
ule connector ring 58B.

[0021] AsseeninFIG. 1, cleat 20 includes a cleat sen-
sor opening 84 radially inboard of cleat A electrode con-
nector portion 28A. Equipment module 50 includes a
module sensor opening 86 radially inboard of the A mod-
ule connector portion 58A. When the cleat is assembled
to the module as seen in FIG. 2, connector portions 84,
86 define a monitor sensor opening 88. In the specific
embodiment in which the A module connector portion is
a full ring 58A, the ring is the border of opening 88. The
sensoropeningis provided to accommodate sensors oth-
er than the electrodes 26A, 26B. Examples of such sen-
sors include photoplethysmogram (PPG) sensors, pho-
nocardiogram (PCG) sensors, and oxygen saturation
(Sp02) sensors.

[0022] The monitor is in the assembled state of FIG. 2
when it is being used to monitor the physiological signs
of apatient. The cleatand equipment module are in signal
communication with each other by way of an A signal
connection established by the A electrode connector por-
tion 28A and the A module connector portion 58A and
by the B electrode connector portion 28B and the B mod-
ule connector portion 58B. The equipment module 50 is
detachable from the cleat 20 in the transverse direction,
as indicated by arrow Tp in FIG. 1, so that the patient
may participate in activities which might be harmful to
components of the detachable equipment module. When
the activity is finished the equipment module can be re-
connected to the cleat in direction T, to reproduce the
assembled state of FIG. 1.

[0023] Although this disclosure refers to specific em-
bodiments, it will be understood by those skilled in the
art that various changes in form and detail may be made
[0024] Embodiments of the invention can be described
with reference to the following numbered clauses, with
preferred features laid out in the dependent clauses:
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1. A physiological monitor comprising:

a cleat adapted to be securable to a subject, the
cleat having an A electrode which includes an
A electrode connector portion and a B electrode
which includes a B electrode connector portion,
the A and B connector portions being radially
spaced from each other;

an equipment module removably attached or re-
movably attachable to the cleat in a transverse
direction, the module having an A module con-
nector portion and a B module connector portion
arranged such that the A and B module connec-
tor portions connect with the A and B electrode
connector portions respectively when the equip-
ment module is connected to the cleat.

2. The monitor of clause 1 wherein the A and B elec-
trodes each include respective A and B contact por-
tions adapted to contact the subject.

3. The monitor of either clause 1 or clause 2 wherein
the A and B electrodes are A and B EKG electrodes.

4. The monitor of clause 3 wherein one of the A and
B electrodes is an excite electrode and the other is
a sense electrode.

5. The monitor of any preceding clause wherein the
A and B electrode connector portions are circumfer-
entially complete.

6. The monitor of clause 5 wherein the cleat includes
a sensor opening radially inboard of the A electrode
connector portion.

7. The monitor of clause 6 wherein the A electrode
connector portion is a ring.

8. The monitor of any preceding clause wherein:

the A electrode connector portion and the A
module connector portion define an A signal
connection between the cleat and the module;
the B electrode connector portion and the B
module connector portion define a B signal con-
nection between the cleat and the module;

the cleat includes a cleat mechanical connector
element;

the equipment module includes a module me-
chanical connector element; and

the cleat and module mechanical connector el-
ements are adapted to mate with each other to
affect a mechanical connection between the
cleat and the equipment module which is distinct
from the signal connections.

9. A physiological monitor comprising:
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a radially extending cleat having:

an A electrode comprised of an A electrode
connector portion and an A contact portion
which is radially outboard of the A electrode
connector portion; and

a B electrode comprised of a B electrode
connector portion and a B contact portion
which is radially outboard of the B electrode
connector portion; and

an equipment module having:

an A module connector portion; and
a B module connector portion;

wherein the A module connector portion and the
A electrode connector portion are adapted to
contact each other, and the B module connector
portion and the B electrode connector portion
are adapted to contact each other.

10. The monitor of clause 9 wherein when the cleat
and module are connected to each other the A elec-
trode connector portion is radially inboard of the B
electrode connector portion, and the A module con-
nector portion is radially inboard of the B module
connector portion.

11. The monitor of clause 10 wherein when the cleat
and module are connected to each other the A and
B electrode contact portions are radially outboard of
both the electrode A and B connector portions and
the A and B equipment module connector portions.

12. The monitor of any one of clauses 9 to 11 where-
in:

the A electrode connector portion mates with the
A module connector portion to define an A signal
connection between the cleat and the module;
the B electrode connector portion mates with the
B module connector portion to define a B signal
connection between the cleat and the module;
the cleat includes a cleat mechanical connector
element;

the equipment module includes a module me-
chanical connector element; and

the cleat and module mechanical connector el-
ements are adapted to mate with each other to
effect a mechanical connection between the
cleat and the equipment module which is distinct
from the signal connections.

13. A vital signs monitor comprising:

a cleat having:
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an A cleat signal connector ring;

a B cleat signal connector ring circumscrib-
ing the A cleat signal connector ring;

an A cleat contact element radially spaced
from and in signal communication with the
A cleat signal connector ring;

a B cleat contact element radially spaced
from and in signal communication with the
B cleat signal connector ring;

a cleat mechanical connector element; and

an equipment module having:

an A module signal connector ring;

a B module signal connector ring circum-
scribing the A module signal connector ring;
a module mechanical connector element;

wherein the cleat and equipment module are
connectable to an disconnectable from each
other in a transverse direction.

14. The monitor of clause 13 wherein when the cleat
and module are connected to each other:

the A cleat signal connector ring is in contact
with the A module signal connector ring thereby
establishing an A signal connection between the
cleat and the module;

the B cleat signal connector ring is in contact
with the B module signal connector ring thereby
establishing a B signal connection between the
cleat and the module; and

the cleat mechanical connector element and the
module mechanical connector element are mat-
ed with each other to establish a mechanical
connection between the cleat and the module.

15. The monitor of either clause 13 or clause 14
wherein the A cleat signal connector ring and the A
module signal connector ring have similar frustocon-
ical profiles.

16. The monitor of any one of clauses 13to 15 where-
in the B cleat signal connector ring and the B module
signal connector ring have similar frustoconical pro-
files.

17. The monitor of any one of clauses 13 to 16 where-
in:

the A cleat signal connector ring and the A mod-
ule signal connector ring have similar frustocon-
ical profiles having A apexes;

the B cleat signal connector ring and the B mod-
ule signal connector ring have similar frustocon-
ical profiles having B apexes; and

when the cleat and module are connected to
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each other the A apexes lie on one side of a
laterally and longitudinally extending center-
plane and the B apexes lie on the other side of
the laterally and longitudinally extending center
plane.

18. The monitor of clause 17 wherein when the cleat
and the module are connected to each other:

the Amodule signal connectorring nests radially
inside the A cleat signal connector ring; and
the B cleat signal connector ring nests radially
inside the B module connector ring.

19. The module of any one of clauses 13 to 18 where-
in the A and B cleat contact elements have an arcu-
ate profile.

Claims

A physiological monitor comprising:

a cleat adapted to be securable to a subject, the
cleat having an A electrode which includes an
A electrode connector portion and a B electrode
which includes a B electrode connector portion,
the A and B connector portions being radially
spaced from each other;

an equipment module removably attached or re-
movably attachable to the cleat in a transverse
direction, the module having an A module con-
nector portion and a B module connector portion
arranged such that the A and B module connec-
tor portions connect with the A and B electrode
connector portions respectively when the equip-
ment module is connected to the cleat.

The monitor of claim 1 wherein the A and B elec-
trodes each include respective A and B contact por-
tions, adapted to contact the subject.

The monitor of either claim 1 or claim 2 wherein the
A and B electrodes are A and B EKG electrodes.

The monitor of claim 3 wherein one of the A and B
electrodes is an excite electrode and the other is a
sense electrode.

The monitor of any preceding claim wherein the A
and B electrode connector portions are circumferen-
tially complete.

The monitor of claim 5 wherein the cleat includes a
sensor opening radially inboard of the A electrode

connector portion.

The monitor of claim 6 wherein the A electrode con-

10

15

20

25

30

35

40

45

50

55

8.

9.

nector portion is a ring.
The monitor of any preceding claim wherein:

the A electrode connector portion and the A
module connector portion define an A signal
connection between the cleat and the module;
the B electrode connector portion and the B
module connector portion define a B signal con-
nection between the cleat and the module;

the cleat includes a cleat mechanical connector
element;

the equipment module includes a module me-
chanical connector element; and

the cleat and module mechanical connector el-
ements are adapted to mate with each other to
effect a mechanical connection between the
cleat and the equipment module which is distinct
from the signal connections.

The physiological monitor of any preceding claim
wherein:

the A electrode includes an A contact portion
which is radially outboard of the A electrode con-
nector portion; and

the B electrode includes a B contact portion
which is radially outboard of the B electrode con-
nector portion.

10. The monitor of claim 9 wherein when the cleat and

1.

module are connected to each other the A electrode
connector portion is radially inboard of the B elec-
trode connector portion, and the A module connector
portion is radially inboard of the B module connector
portion.

The monitor of claim 10 wherein when the cleat and
module are connected to each other the A and B
electrode contact portions are radially outboard of
both the electrode A and B connector portions and
the A and B equipment module connector portions.

12. The monitor of any one of claims 9 to 11 wherein:

the A electrode connector portion mates with the
A module connector portion to define an A signal
connection between the cleat and the module;
the B electrode connector portion mates with the
B module connector portion to define a B signal
connection between the cleat and the module;
the cleat includes a cleat mechanical connector
element;

the equipment module includes a module me-
chanical connector element; and

the cleat and module mechanical connector el-
ements are adapted to mate with each other to
effect a mechanical connection between the
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cleat and the equipment module which is distinct
from the signal connections.

13. The monitor of any one of claims 9 to 12 wherein the
A electrode connector portion and the Amodule con- 5
nector portion are rings having similar frustoconical
profiles and the B electrode connector portion and
the B module connector portion are also rings having
similar frustoconical profiles.
10

14. The monitor of claim 13 wherein:

the similar frustoconical profiles of the A con-
nector rings have A apexes;

the similar frustoconical profiles of the B con- 15
nector rings have B apexes; and

when the cleat and module are connected to
each other the A apexes lie on one side of a
laterally and longitudinally extending center-
plane and the B apexes lie on the other side of 20
the laterally and longitudinally extending center
plane.

15. The monitor of claim 14 wherein when the cleat and
the module are connected to each other: 25

the Amodule connectorring nests radially inside

the A cleat electrode connector ring; and

the B electrode connector ring nests radially in-
side the B module connector ring. 30
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The members are as contained in the European Patent Office EDP file on

The European Patent Office is in no way liable for these particulars which are merely given for the purpose of information.

15-04-2019
Patent document Publication Patent family Publication
cited in search report date member(s) date
US 2008288026 Al 20-11-2008 CN 101321494 A 10-12-2008
EP 1956973 Al 20-08-2008
JP 2009517160 A 30-04-2009
US 2008288026 Al 20-11-2008
WO 2007063436 Al 07-06-2007
US 2008114220 Al 15-05-2008 US 2008114220 Al 15-05-2008
US 2013109937 Al 02-05-2013
US 2012226128 Al 06-09-2012 EP 1776922 Al 25-04-2007
US 2007093705 Al 26-04-2007
US 2010049028 Al 25-02-2010
US 2012226128 Al 06-09-2012

For more details about this annex : see Official Journal of the European Patent Office, No. 12/82
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EP 3 517 030 A1
REFERENCES CITED IN THE DESCRIPTION
This list of references cited by the applicant is for the reader’s convenience only. It does not form part of the European
patent document. Even though great care has been taken in compiling the references, errors or omissions cannot be
excluded and the EPO disclaims all liability in this regard.

Patent documents cited in the description

* US 62588598 B [0012] + US 62618772 B [0012]
* US 62592602 B [0012] * US 62607646 B [0012]
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