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(57) Abstract: A device is disclosed that includes an external
unit configured to communicate with an implant unit beneath
the skin of a subject and an indicator associated with the ex-
ternal unit. The indicator is configured to produce an indicat-
or signal when the external unit is within a predetermined
range of the implant unit. In addition, the indicator may be
configured to vary the indicator signal according to a distance
between the external unit and the implant unit. Furthermore, a
method of locating an external unit with respect to an implant
unit is disclosed that includes detecting a distance between the
external unit and the implanted unit located beneath the skin
of a subject, producing an indicator signal when the external
unit is within a predetermined range of the implant unit, and
varying the indicator signal as a function of a distance
between the external unit and the implant unit.
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Box No. Il Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. I:] Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. D Claims Nos.:

because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

3. |:| Claims Nos.:

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No. Il  Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:

Group I: Claims 1-14 are directed toward a sleep apnea treatment device, comprising: an external unit configured for location on a neck
of a subject to communicate with an implant unit implanted proximal to a tongue of a subject; and an indicator associated with the
external unit, wherein the indicator is configured to produce an indicator signal when the extemal unmit is within a predetermined range
of the implant unit, and wherein the indicator is configured to vary the indicator signal according to a distance between the external unit
and the implant unit.

Group II: Claims 15-25 are directed toward a device, comprising: an external unit configured to communicate with an implant unit

beneath the skin of a subject; an indicator associated with the external unit; and at least one processor configured to: generate a primary
signal on a primary antenna associated with the external unit, the primary signal being configured to cause a secondary signal on a
secondary antenna associated with the implant unit; determine a degree of coupling between the primary antenna associated with the
extemal unit and the secondary antenna associated with the implant unit; and cause the indicator to produce a signal when the degree of
coupling exceeds a predetermined threshold.

***Continued on Supplementa! Sheet*

1. D As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. D As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.

3. I_—_] As only some of the required additional search fees were timely paid by the applicant, this international search report covers
only those claims for which fees were paid, specifically claims Nos.:

4. No required additional search fees were timely paid by the applicant. Consequently, this international search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:
1-14

Remark on Protest El The additional search fees were accompanied by the applicant’s protest and, where applicable, the

payment of a protest fee.

D The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.
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***Continuation of Box {II***

Group WlI: Claim 26 is directed toward a device, comprising: an external unit configured to communicate with an implant unit beneath the
skin of a subject; and an indicator associated with the external unity, wherein the indicator is configured to produce an indicator signal
when the external unit is within a predetermined range of the implant unit, and wherein the indicator is configured to vary the indicator
signal according to a distance between the external unit and the implant unit.

Group IV: Claim 27 is directed toward a hypertension therapy device for affecting blood pressure, the hypertension therapy device
comprising: a housing configured for location on a subject to communicate with an implant unit implanted proximate to at least one of the
renal nerve, a baroreceptor, and a glossopharyngeal nerve; and an indicator associated with the housing, wherein the indicator is
configured to produce an indicator signal when the housing is within a predetermined range of the implant unit, and wherein the indicator
is configured to vary the indicator signa! according to a distance between the housing and the implant unit.

Group V: Claim 28 is directed toward a head pain management device, comprising: a patch configured for placement on a side of a
hariline opposite a substantially haried region of a subject; and an indicator associated with the patch, wherein the indicator is configured
to produce an indicator signal when the patch is within a predetermined range of the implant unit, and wherein the indicator is configured
to vary the indicator signal according to a distance between the patch and the implant unit.

The inventions listed as Groups |-V do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or corresponding special technical features for the following reasons: the special technical features of Group |
include a sleep apnea treatment device, comprising: an extemnal unit configured for location on a neck of a subject to communicate with
an implant unit implanted proximal to a tongue of a subject; and an indicator associated with the external unit, wherein the indicator is
configured to produce an indicator signal when the external unmit is within a predetermined range of the implant unit, and wherein the
indicator is configured to vary the indicator signal according to a distance between the external unit and the implant unit, which are not
present in Group 1, Group Il having special technical features including a device, comprising: an external unit configured to
communicate with an implant unit beneath the skin of a subject; an indicator associated with the external unit; and at least one processor
configured to: generate a primary signal on a primary antenna associated with the extemal unit, the primary signal being configured to
cause a secondary signal on a secondary antenna associated with the implant unit; determine a degree of coupling between the primary
antenna associated with the external unity and the secondary antenna associated with the implant unit; and cause the indicator to
produce a signal when the degree of coupling exceeds a predetermined threshold, which are not present in Group lll, Group ill having
special technical features including a device, comprising: an external unity configured to communicate with an implant unit beneath the
skin of a subject; and an indicator associated with the external unity, wherein the indicator is configured to produce an indicator signal
when the external unit is within a predetermined range of the implant unit, and wherein the indicator is configured to vary the indicator
signal according to a distance between the external unit and the implant unit, which are not present in Group IV, Group IV having special
technical features including a hypertension therapy device for affecting blood pressure, the hypertension therapy device comprising: a
housing configured for location on a subject to communicate with an implant unit implanted proximate to at least one of the renal nerve,
a baroreceptor, and a glossopharyngeal nerve; and an indicator associated with the housing, wherein the indicator is configured to
produce an indicator signal when the housing is within a predetermined range of the implant unit, and wherein the indicator is configured
to vary the indicator signal according to a distance between the housing and the implant unit, which are not present in Group V, Group V
having special technical features including a head pain management device, comprising: a patch configured for placement on a side of a
hariline opposite a substantially haried region of a subject; and an indicator associated with the patch, wherein the indicator is configured
to produce an indicator signal when the patch is within a predetermined range of the implant unit, and wherein the indicator is configured
to vary the indicator signal according to a distance between the patch and the implant unit.

Groups |-V share the technical features including device, comprising: an external unit configured for an extemnal location of a subject to
communicate with an implant unit implanted within a subject; and an indicator associated with the external unit, wherein the indicator is
configured to produce an indicator signal when the external unit is within a predetermined range of the implant unit.

However, these shared technical features are previously disclosed by US 6,261,247 B1 to Ishikawa, et al. (hereinafter ‘ishikawa').
Ishikawa discloses a device (abstract), comprising: an external unit (Claim 1) configured for an extemal location of a subject to
communicate with an implant unit implanted within a subject (abstract; Claims 1, 7); and an indicator associated with the external unit
(absatract; alarm providing audible alerts), wherein the indicator is configured to produce an indicator signal when the external unit is
within a predetermined range of the implant unit (abstract; column 5, lines 44-53; if the distance is less than some predetermined value
set by the control panel 114, the CPU 112 can generate an alarm, such as a series of rapid beeps, using the audible alarm 120).

Since none of the special technical features of the Groups I-V inventions is found in more than one of the inventions, and since all of the
shared technical features are previously disclosed by the Ishikawa reference, unity of invention is lacking.
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