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

[: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. D 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. III  QObservations 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:

This application contains the following inventions or groups of inventions which are not so linked as to form a single general inventive
concept under PCT Rule 13.1.

Group I: Claims 1-7 and 22-32 are directed toward a device for modulating excitable tissue in a patlent‘s body and a kit comprising an
implantable lead and instructions on the use of the implantable lead.

Group II: Claims 8-14 are directed toward a device for treating pain in a body of a patient.

Group llI: Claims 15-21 are directed toward a system for modulating excitable tissue in a body of a patient comprising a control device.

*kw

-+**_ Continued on Supplemental Page -

1. E] As all required additional search fees were timely i)aid 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. D 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. C_onsequemly, this international search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

1-7 and 22-32

Remark on Protesf D 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.

I:I No protest accompanied the payment of additional search fees.
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-***- Continued from Box lil - Observations where unify of invention is lacking -***-

The inventions listed as Groups |-l 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 circuitry for generating one or more electrical impulses at the electrodes using the pulse generator as the only source of power,
‘the electrical impulses being sufficient to modulate excitable tissue adjacent to or near the exiting nerve root or the dorsal root gangtion,
which are not present in Groups II-11}; the special technical features of Group Il include a lead comprising a distal portion; said distal
portion having a diameter less than 1.8 mm, which are not present in Groups | and Iii; the special technical features of Group Il include
a control device having a transmitter located outside of the patient's body and configured to transmit an input signal, which are not
present in Groups I-I1.

The common technical features of Groups | and Il are a lead comprising one or more electrodes; circuitry; a receiving antenna; wherein
the receiving antenna is configured to receive an input signal containing electrical energy and waveform parameters through radiative
coupling from a transmitter located outside of the patient's body; and wherein the circuitry is configured to generate an electrical impulse
from the input signal sufficient to modulate a nerve or a nerve ganglion at a target site.

These common technical features are disciosed by US 2007/0021803 A1 to Deem, et al. (hereinafter 'Deem’). Deem discloses a lead
comprising one or more electrodes (systems may include electrodes; paragraph [0064]); circuitry (systems may include electrodes
(circuitry); paragraph [0064)); a receiving antenna (systems may include electrodes (antenna); paragraph [0051]); wherein the receiving
antenna is configured to receive an input signal containing electrical energy (a partially implantable system 120 includes a receiver 124;
figure 7; paragraph [0065]) and waveform parameters (energy delivery parameters; paragraph [0058]) through radiative coupling (relies
upon radio frequency to transmit the energy to the lead or electrode; paragraph [0065]) from a transmitter located outside of the patient's
body (transmitters are carried outside the body, while the receiver is implanted inside the body; paragraph [0065]); and wherein the
circuitry is configured to generate an electrical impulse from the input signal sufficient to modulate a nerve or a nerve ganglion at the
target site (nerve modulation utilizing pulsed electric fields; stellate ganglion; root nerves; paragraphs [0026], [0048]; [0051]).

Since the common technical features are previously disclosed by the Deem reference, the common features are not special and so ’
Groups | and Il lack unity. ’ '

The common technical features of Groups | and Ill are a lead comprising one or more electrodes; circuitry; a receiving antenna; being
sized and configured for placement adjacent to or near a target site at an exiting nerve root or a dorsal reot ganglion; an input signal
containing electrical and waveform parameters through radiative coupling; and wherein the lead is configured to generate an electrical
impulse from the input signal sufficient to modulate a nerve or a nerve ganglion at a target site .

These common technical features are disclosed by the Deem reference. Deem discloses a lead comprising one or more electrodes
(systems may include electrodes; paragraph [0064]); circuitry (systems may include electrodes (circuitry); paragraph [0064)); a receiving
antenna (systems may include electrodes (antenna); paragraph [00511); being sized and configured for placement adjacent to or near a
target site at an exiting nerve root or a dorsal root ganglion (target tissue may be treated from one or more locations either adjacent to or
at a distance from target tissue; stellate ganglion and associated nerves; root nerves, the darsal root nerves; paragraphs [0026], (0048],
[0064]);.an input signal containing electrical (a partially implantable system 120 includes a receiver 124; figure 7; paragraph {0065]) and
waveform parameters (energy delivery parameters; paragraph [0058]) through radiative coupling (relies upon radio frequency to transmit
the energy to the lead or electrode; paragraph [0065]); and wherein the lead is configured to generate an electrica! impulse from the
input signal sufficient to modulate a nerve or a nerve ganglion at a target site (nerve modulation utilizing pulsed electric fields; stellate
ganglion; root nerves; paragraphs [0026]; [0048]; [0051]). :

Since the common technical features are previously disclosed by the Deem reference, the common features are not special and so
Groups | and Ill fack unity. ) . .

The common technical features of Groups il and lIl are a lead comprising one or more electrodes; a receiving antenna; an input signal
containing electrical energy and waveform parameters to the receiving antenna through radiative coupling; and wherein the circuitry is
configured to generate an electrical impulse from the input signal sufficient to modulate a nerve or a nerve ganglion at a target site within
the patient’s body.

These common technical features are disclosed by the Deem reference. Deem discloses a lead comprising one or more electrodes
(systems may include electrodes; paragraph [0064]); a receiving antenna (systems may include electrodes (antenna); paragraph [0051]);
an input signal containing electrical (a partially implantable system 120 includes a receiver 124; figure 7; paragraph [0065]) and
waveform parameters (energy delivery parameters; paragraph [0058]) through radiative coupling (relies upon radio frequency to transmit
the energy to the lead or electrode; paragraph [0065]); and wherein the circuitry is configured to generate an electrical impulse from the
input signal sufficient to modulate a nerve or a nerve ganglion at a target site within the patient's body (nerve modulation utilizing pulsed
electric fields; stellate ganglion; root nerves; paragraphs [0026], [0048]; [0051]).

Since the common technical features are previously disclosed by the Deem reference, the common features are not special and so
Groups It and Ill lack unity. - . .
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