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Description

BACKGROUND OF THE INVENTION

[0001] The presentinvention relates to a pain sensory
nerve stimulation apparatus which, with respect to the
primary pain sense produced by stimulation of AS fibers,
and the secondary pain sense produced by stimulation
of C fibers, can perform only stimulation of C fiber.
[0002] Inorderto stimulate only the pain sense by elec-
trical stimulation, an electrode disclosed in Patent Ref-
erence 1 has been developed. According to the elec-
trode, it is possible to stimulate Ad fibers (see Fig. 3 of
Patent Reference 1).

[0003] By contrast, in order to early detect a disorder
of peripheral nerve which is one of the three major com-
plications of diabetes, a method in which only C fibers
are stimulated and a reaction to the stimulation is
checked is highly requested. This is based on that C fib-
ers have a thickness of 0.4 to 1.2 um, A3 fibers have a
thickness of 2 to 5 wm, A fibers which are connected to
mechanoreceptors of the tactile sense, the pressure
sense, and the like have a thickness of 5 to 12 um, and
a nervous disorder begins from small fibers. When it is
possible to stimulate C fibers which are smaller than A
fibers that can be stimulated in Patent Reference 1, there-
fore, development of a nervous disorder can be known
more early, thereby largely contributing to knowing of pro-
gression of and adequate control of a diabetic nervous
disorder. In a related-art technique of stimulating only C
fibers, a laser apparatus is used. In the case where a
laser apparatus is used, however, large-scale testing
equipment and facility are required, and the size, cost,
and complexity of the apparatus are increased to cause
a problem of versatility. The accuracy of C fiber stimula-
tion by laser light has not yet reached to a satisfactory
level, and the probability of C fiber stimulation is lower.
Therefore, a laser apparatus has not been used in a clin-
ical application.

[0004] Also in Patent Reference 1, when stimulation is
applied while a needle terminal of the stimulation elec-
trode is set as a negative pole and the surrounding elec-
trode is set as a positive pole, it is possible to selectively
stimulate A$ fibers, but C fibers cannot be selectively
stimulated.

[0005] In the field of the art, a related-art technique in
which electrical stimulation of the negative polarity is ap-
plied to a stimulation object electrode attached to a de-
sired stimulation portion, and the positive polarity is ap-
plied to an end electrode is employed because excitation
of peripheral nerves is generated immediately below a
stimulation electrode of the negative polarity. Also Patent
Reference 1 describes that stimulation is applied while
the needle electrode of the stimulation electrode is set
as a negative pole and the surrounding electrode is set
as a positive pole, so that AS fibers can be selectively
stimulated. However, in the field, even when the electrical
polarity is inverted, the inversion exerts no effect or in-
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fluence on nerve stimulation from the skin surface which
is used in a measurement of the somatosensory evoked
potential SEP (see Fig. 9).

[0006] Patent Reference 2 discloses a related-art ap-
paratus which automatically measures in an electrophys-
iologic or quantitative manner the electrical current per-
ceptive threshold and the algestic tolerant threshold. In
the related-art apparatus, stimulation is applied by using
a sine wave, and C fibers, Ad fibers, and Ap fibers are
most responsive to stimulation of frequencies of 5 Hz,
250 Hz, and 2,000 Hz, respectively. Patent Reference 2
does not provide a technique in which C fibers, Ag fibers,
and Ap fibers can be independently stimulated. In the
related-art apparatus, stimulation due to a sine wave is
required. Therefore, the apparatus is complicated in
structure for producing and controlling stimulation, as
compared with the case where stimulation is applied by
a pulse wave which is typified by a square wave.
[0007] The technique disclosed in Patent Reference 2
uses a surface electrode, and hence the stimulation in-
tensity to be applied is larger than the case where an
electrode is inserted into the skin. In stimulation of small
fibers such as C fibers, namely, there is a large possibility
that also other nerve fibers such as the tactile sense are
stimulated. Therefore, itis considered that selective stim-
ulation of only C fibers is difficult.

[0008] PatentReference 3 discloses arelated-art tech-
nique in which specific tactile sensory receptors are se-
lectively stimulated by using a surface electrode and with-
out performing stimulation on the pain sense. This tech-
nique is effective in stimulating the tactile sense. Since
the surface electrode is used, however, the stimulation
intensity is aslarge as about2 mA. Furthermore, Aé fibers
and C fibers which relate to the pain sense are small
fibers, and hence stimulation is hardly performed. In the
related-art technique disclosed in Patent Reference 3,
therefore, itisimpossible to selectively stimulate A fibers
and C fibers. The related-art technique disclosed in Pat-
ent Reference 3 has a further problem in that a complex
process such as a weighted change is required in selec-
tive stimulation of receptors.

[0009] In electrical stimulation, excitation is more eas-
ily caused in the sequence of AR fibers, AS fibers, and C
fibers. Namely, electrical stimulation is more easily per-
formed on larger medullated fibers having an axial fiber,
and excitation due to electrical stimulation most hardly
occurs in C fibers which are small fibers, and which are
nonmedullated fibers. Therefore, stimulation in which on-
ly C fibers are selectively stimulated without stimulating
other fibers is very difficult.

[Patent Reference 1] JP-T-2006-59430

[Patent Reference 2] U.S. Patent No. 5,806,522
[Patent Reference 3] Japanese Patent No.
3,543,097
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SUMMARY

[0010] It is therefore an object of the invention to pro-
vide a simple pain sensory nerve stimulation apparatus
which can accurately stimulate only C fibers by electrical
stimulation with a very high probability and irrespective
of the skill of the operator and to provide a pain sensory
nerve stimulation apparatus which can independently
stimulate C fibers in an adequate manner according to
individual differences.

[0011] In order to achieve the object, according to the
invention, there is provided a pain sensory nerve stimu-
lation apparatus comprising: an electrode portion includ-
ing: a first electrode, a tip end of which is adapted to be
inserted into a skin; and at lease one second electrode
which is disposed in a circumference of the first electrode
without being electrically conductive with the first elec-
trode, and which is adapted to be in contact with a skin;
and a stimulation signal supplying unit, supplying a bipo-
lar stimulation signal between the first electrode and the
second electrode, the bipolar stimulation signal including
a first waveform signal and a second waveform, the first
waveform which is convex in a negative direction in the
first electrode, the second waveform signal which is con-
vex in a positive direction in the first electrode.

[0012] The pain sensory nerve stimulation apparatus
may further include: a rising/falling controlling unit,
changing at least one of a rising time and a falling time
of each of the first and second waveform signals.
[0013] At least one of rising and falling of each of the
first and second waveform signals may be changed so
as to have a rectilinear inclined shape.

[0014] At least one of rising and falling of each of the
first and second waveform signals may be changed so
as to have an exponential shape.

[0015] The pain sensory nerve stimulation apparatus
may further include: a stimulation intensity controlling
unit, changing at least one of a voltage and a current of
each of the first and second waveform signals.

[0016] The pain sensory nerve stimulation apparatus
may further include: a waveform controlling unit, chang-
ing at least one of a waveform duration, waveform inter-
val, and waveform number of each of the first and second
waveform signals.

[0017] In the bipolar stimulation signal, the second
waveform signal may be supplied after the first waveform
signal is supplied, and the first and second waveform
signals may be connected to each other.

[0018] A peak value of the first waveform signal may
be different from a peak value of the second waveform
signal.

[0019] A peak value of the second waveform signal
may be higher than a peak value of the first waveform
signal.

[0020] Thebipolarstimulation signal may have a wave-
form duration of 0.1 to 100 ms.

[0021] A peak value of the second waveform signal
may be five times or more a peak value of the first wave-
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form signal.

[0022] Rising and falling times of the first waveform
signal may be equal to rising and falling times of the sec-
ond waveform signal.

[0023] The second electrode may be annularly dis-
posed in the circumference of the first electrode.

[0024] The pain sensory nerve stimulation apparatus
may include a plurality of the electrode portion.

[0025] The stimulation signal supplying unit may be
adapted to successively supply a plurality of times the
bipolar stimulation signal.

BRIEF DESCRIPTION OF THE DRAWINGS

[0026]

Fig. 1 is a block diagram showing the configuration
of an embodiment of the pain sensory nerve stimu-
lation apparatus of the invention.

Fig. 2A is a sectional view showing the configuration
of electrodes used in the embodiment of the pain
sensory nerve stimulation apparatus of the inven-
tion.

Fig. 2B is a perspective view showing an example
of the electrodes used in the embodiment of the pain
sensory nerve stimulation apparatus of the inven-
tion.

Fig. 3 is a view showing waveforms of a stimulation
signal which is supplied in the embodiment of the
pain sensory nerve stimulation apparatus of the in-
vention.

Fig. 4 is a view showing the stimulation signal shown
in Fig. 3 with reducing the time scale.

Fig. 5is a view illustrating first and second waveform
signals constituting the stimulation signal which is
supplied in the embodiment of the pain sensory
nerve stimulation apparatus of the invention.

Fig. 6 is a view illustrating various waveforms of the
first and second waveform signals constituting the
stimulation signal which is supplied in the embodi-
ment ofthe pain sensory nerve stimulation apparatus
of the invention.

Fig. 7 is a view showing waveforms of stimulation
signals which are supplied in the embodiment of the
pain sensory nerve stimulation apparatus of the in-
vention, and in which the rising and falling times are
made different.

Fig. 8 is a view showing waveforms of stimulation
signals which are supplied in the embodiment of the
pain sensory nerve stimulation apparatus of the in-
vention, and in which the peak values are made dif-
ferent.

Fig. 9 is a view showing an arrangement of elec-
trodes with respect to a living body in a measurement
of the somatosensory evoked potential SEP.
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DETAILED DESCRIPTION OF EMBODIMENTS

[0027] Hereinafter, the pain sensory nerve stimulation
apparatus of the invention and examples of a method of
using the apparatus will be described with reference to
the accompanying drawings. In the pain sensory nerve
stimulation apparatus, as shown in Fig. 1, a current/volt-
age controlling portion 21, a power supplying portion 22,
a displaying portion 23, and an operating portion 24 are
connected to a signal generation body unit 10. A polarity
switching portion 25 is connected to the current/voltage
controlling portion 21, and an epidermal stimulation elec-
trode portion 30 is connected to the polarity switching
portion 25.

[0028] The epidermal stimulation electrode portion 30
is structured in a substantially same manner as the elec-
trode disclosed in Patent Reference 1. Fig. 2A is a sec-
tional view of the portion. The epidermal stimulation elec-
trode portion 30 includes: a needle electrode 31 function-
ing as a first electrode in which the tip end has a shape
that allows the tip end to be slightly inserted into the skin
(for example, from the skin surface to the papilla); and a
contact electrode 32 functioning as a second electrode
which is to be used while being in contact with the skin.
As seen from Fig. 2, the needle electrode 31 is projected
with respect to the contact electrode 32. The tip end of
the needle electrode 31 is not always necessary to be
pointed, and may have a spherical or rod-like shape. The
contact electrode 32 may have a cylindrical shape which
surrounds the needle electrode 31 while being centered
at the needle electrode 31, or alternatively a plurality of
contact electrodes 32 may be cylindrically placed so as
to be centered at the needle electrode 31. The contact
electrode has an inner diameter of, for example, 1 mm.
As shown in Fig. 2B, a part of the contact electrode 32
may have a sharp shape which enables the part to be
slightly inserted into the skin.

[0029] Aspacer 33 configured by aninsulating material
may be embedded in the gap between the contact elec-
trode 32 and the needle electrode 31. An external fitting
portion 34 which has a columnar shape using the contact
electrode 32 as a core, and which is formed by an insu-
lating material is disposed in the circumference of the
contact electrode 32.

[0030] Thesignal generation body unit 10 is configured
by an analog/digital microprocessor, and includes a stim-
ulation signal supplying unit 11 which generates and sup-
plies a stimulation signal, a rising/falling controlling unit
12, and a waveform controlling unit 13. The stimulation
signal supplying unit 11 supplies a bipolar stimulation
signal formed by a combination of a first waveform signal
P1 which is convex in the negative direction in the needle
electrode 31, and a second waveform signal P2 which is
convex in the positive direction in the needle electrode
31, between the needle electrode 31 and the contact
electrode 32. In the embodiment, the waveforms of the
signals are configured so that the second waveform sig-
nal P2 has a peak value different from that of the first
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waveform signal P1. Specifically, for example, the bipolar
stimulation signal has the waveform shown in an en-
larged view of Fig. 3.

[0031] As shown in Fig. 4, the stimulation signal sup-
plying unit 11 can successively supply the bipolar stim-
ulation signal a plurality of times (for example, 100 times).
When the stimulation signal is decomposed, as shown
in Fig. 5, the signal is configured by combining a sawtooth
wave which is the first waveform signal P1, with another
sawtooth wave which is the second waveform signal P2.
The bipolar stimulation signal is formed as a pulse-like
stimulation signal by alternately successively (without no
interval between the waveform signals) arranging the first
waveform signal P1 and the second waveform signal P2.
[0032] In the stimulation signal supplied from the stim-
ulation signal supplying unit 11, preferably, the peak val-
ue of the first waveform signal P1 is different from that
of the second waveform signal P2. As far as the convex
directions of the waveform signals are opposite to each
other, the stimulation signal may be configured by any
of: a waveform signal in which inclined rising and falling
portions are linear as shown in column a of Fig. 6; that
in which the portions are exponential as shown in column
b; and thatin which the portions are gently upward convex
(a parabolic shape, or the like) . Alternatively, the stimu-
lation signal may be a usual pulse signal.

[0033] In the case where the first waveform signal P1
and the second waveform signal P2 are combined with
each other, waveforms which are convex in the same
direction may be continued five times at the maximum,
oracombination in which waveforms of the first waveform
signal P1 and those of the second waveform signal P2
are not regularly arranged in the same number may be
used. Intervals (flat portions) may be disposed between
waveforms of the first waveform signal P1 and those of
the second waveform signal P2.

[0034] The rising/falling controlling unit 12 changes at
least one of the rising and falling times of waveform sig-
nals of the stimulation signal supplied from the stimula-
tion signal supplying unit 11. The operating portion 24
constituting an instruction inputting portion may be con-
figured by dials, buttons, a keyboard, a touch panel, or
the like, and includes a rising/falling time instructing unit.
The rising/falling time instructing unit can give an instruc-
tion input for changing the stimulation signal to a signal
configured by a combination of waveform signals having
desired rising and falling times, to the rising/falling con-
trolling unit 12. Furthermore, the rising/falling controlling
unit 12 can select either of a rectilinear mode where the
rise and fall of each waveform signal have rectilinearly
rising andfalling shapes, and an exponential mode where
the rise and fall of each waveform signal have exponen-
tially rising and falling shapes, so that the stimulation sig-
nal can be produced in which waveform signals having
one shape thatis selected from a plurality of shapes such
as shown in Fig. 6 described above are combined with
each other while setting upward convex and downward
convex.
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[0035] In the instruction input from the rising/falling
time instructing unit, the rising time and the falling time
can be designated. As the rising time and the falling time,
for example, a desired value can be selected from 0 ms
to about 15 ms. Fig. 7 shows three kinds of second wave-
form signals P21 to P23 which are in the rectilinear mode,
in which their falling times are 1 ms, 2 ms, and 3 ms,
respectively, and which are convex in the positive direc-
tion.

[0036] The waveform controlling unit 13 disposed in
the signal generation body unit 10 changes the waveform
duration, waveform interval, and waveform number of
the stimulation signal supplied from the stimulation signal
supplying unit 11. The operating portion 24 includes a
waveform instructing unit. The waveform instructing unit
can giveinstructions for causing the waveform controlling
unit 13 to change the stimulation signal to a signal con-
figured by waveforms of a desired waveform duration,
waveform interval, and waveform number.

[0037] The waveform duration, the waveform interval,
and the waveform number are selected. The waveform
duration can be selected from 0.5 to 30 ms in increments
of, for example, 0.1 ms, the waveform interval can be
selected from 1 to 100 ms in increments of, for example,
1 ms, and the waveform number can be selected in in-
crements of, for example, 1.

[0038] The current/voltage controlling portion 21 con-
nected to the signal generation body unit 10 is a stimu-
lation intensity controlling unit for changing at least one
of the voltage and current of each of the first waveform
signal P1 and second waveform signal P2 supplied from
the stimulation signal supplying unit 11. The voltage and
the current correspond to the peak value of the first wave-
form signal P1 or the second waveform signal P2. The
operating portion 24 includes a stimulation intensity in-
structing unit. The stimulation intensity instructing unit
can give instructions for causing the current/voltage con-
trolling portion 21 functioning as the stimulation intensity
controlling unit, to change the peak values of the first
waveform signal P1 and the second waveform signal P2
to desired currents or voltages.

[0039] In the case of the current control, for example,
the current/voltage controlling portion is configured so
that the current can be raised from 0.0 mA at 0.01 mA
intervals to a predetermined value (also can be lowered
from a desired value) . After the needle electrode 31 and
the contact electrode 32 are attached, the inter-electrode
impedance is seemed to be constant. Therefore, the por-
tion may be configured so that the voltage can be raised
from a predetermined value (for example, 0 V) at 0.2 V
intervals to another predetermined value (also can be
lowered from a desired value). Alternatively, a configu-
ration in which the peak value of the first waveform signal
P1 can be input, and a multiplication factor (actually, a
fraction) of the peak value of the second waveform signal
P2 with respect to the first waveform signal P1 can be
input may be employed, or by contrast that in which the
peak value of the second waveform signal P2 can be
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input, and a multiplication factor of the peak value of the
first waveform signal P1 with respect to the second wave-
form signal P2 can be input may be employed. The ex-
ample of Fig. 8 shows waveform signals P2(a), P2(b),
P2(b) in which the peak values of the second waveform
signals P2 are set respectively to four, eight, and ten
timesinthe positive side with respect to the first waveform
signal P1 that is 0.1 mA in the negative side.

[0040] The polarity switching portion 25 connected to
the current/voltage controlling portion 21 functions as an
electrical polarity converting unit for converting between
the electrical polarity of the needle electrode 31 and that
of the contact electrode 32. The operating portion 24 in-
cludes a polarity conversion instructing unit. The polarity
conversion instructing unit can give instructions for caus-
ing the polarity switching portion 25 functioning as the
electrical polarity converting unit to convert the electrical
polarity. According to the configuration, the electrical po-
larity of the needle electrode 31 may be set as the positive
pole, and that of the contact electrode 32 may be set as
the negative pole. When the stimulation signal of Fig. 3
or 4 is supplied in this state, a bipolar stimulation signal
configured by a combination of a first inverted waveform
signal in which, in the needle electrode 31, the first wave-
form signal P1 is convex in the negative direction, and a
second inverted waveform signal in which, in the needle
electrode 31, the second waveform signal P2 is convex
in the positive direction is supplied. By contrast, the elec-
trical polarity of the needle electrode 31 may be set as
the negative pole, and that of the contact electrode 32
may be set as the positive pole. In this case, when the
stimulation signal of Fig. 3 or 4 is supplied, a bipolar stim-
ulation signal configured by a combination of a first in-
verted waveform signal in which, in the needle electrode
31, the first waveform signal P1 is convex in the positive
direction, and a second inverted waveform signal in
which, in the needle electrode 31, the second waveform
signal P2 is convex in the negative direction is supplied.
[0041] Character information produced by the gener-
ation body unit 10, such as the present stimulation inten-
sity (mA), the rising times, falling times, waveform dura-
tions, waveform intervals, and waveform numbers of the
waveform signals, and the polarities of the electrodes
can be displayed on the displaying portion 23.

[0042] The thus configured pain sensory nerve stimu-
lation apparatus is used in the following manner. First,
the epidermal stimulation electrode portion 30 is contact-
ed with the skin in the test area of the subject, and fixed
thereto so that the needle electrode 31 is inserted into
the skin. At this time, the needle electrode 31 is inserted
into the skin by a depth of about 0.01 to 0.3 mm. Next,
the operating portion 24 is operated so as to supply the
stimulation signal of Fig. 3 or 4. In the first waveform
signal P1, then, the needle electrode 31 is in the negative
side, so that the cathode stimulation is performed, and,
in the second waveform signal P2, the needle electrode
31 is in the positive side, so that the anode stimulation
is performed.
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[0043] The operating portion 24 is further operated so
as to cause: the rising/falling time instructing unit to give
an instruction input for causing the rising/falling control-
ling unit 12 to change the stimulation signal to have de-
sired rising and falling times; the waveform instructing
unit to give instructions for causing the waveform con-
trolling unit 13 to change the stimulation signal to have
a desired waveform duration, waveform interval, and
waveform number; and the stimulation intensity instruct-
ing unitto give instructions for causing the current/voltage
controlling portion 21 functioning as the stimulation in-
tensity controlling unit, to change the stimulation signal
to have a desired current or voltage. From the display on
the displaying portion 23, it is checked that desired set-
tings are performed by the operating portion 24, and an
operation of starting stimulation is then performed.
[0044] Asdescribed above, the stimulation signal such
as shown Fig. 3 or 4 is applied between the needle elec-
trode 31 and the contact electrode 32 to perform stimu-
lation. In this state, the operating portion 24 is operated
so as to gradually increase the current value (or the volt-
age value) until the subject feels pain. Alternatively,
measurement may be conducted while the rising and fall-
ing times are changed, or while the waveform duration,
waveform interval, and waveform number are changed.
If the subject has a nervous disorder, this can be deter-
mined from a phenomenon that the subject does not feel
pain, or that, even the subject feels pain, stimulation of
higher intensity is required. Moreover, the epidermal
stimulation electrode portion 30 is contacted with the skin
in another (or the identical) test area of the subject, so
that differences depending on the stimulation position, a
difference between right and left body portions, and the
like can be checked. When the operating portion 24 is
operated so as to convert the electrical polarities of the
needle electrode 31 and the contact electrode 32 and
then measurements are conducted in the same manner
as described above, also knowing of progression of and
adequate control of a diabetic nervous disorder can be
checked.

[0045] In this field, it is said that a C fiber nociceptive
receptor relates to steady or burning pain which is typified
by inflammation, and an Ad nociceptive receptor controls
sharp pain. When the subject was stimulated by the stim-
ulation apparatus of the invention, the number of the cas-
es where the subject felt steady or burning pain irrespec-
tive of the skill of the operator was increased as compared
with the related art. This means that, instead of As fibers,
C fibers can be accurately stimulated.

[0046] Inthe embodiment, in the case where the peak
value of the second waveform signal is five times or more
that of the first waveform signal, remarkable results were
obtained. In the case where the bipolar stimulation signal
was successively supplied a plurality of times, remarka-
ble results were obtained.

[0047] Inthe above-described embodiment, itis a mat-
ter of course that a configuration in which a plurality of
epidermal stimulation electrode portions 30 are disposed
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may be employed and used.

[0048] According to an aspect of the invention, only C
fibers having the thinnest fiber diameter were stimulated
by supplying the bipolar stimulation signal formed by the
combination of the first waveform signal which is convex
in the negative direction in the first electrode, and the
second waveform signal which is convex in the positive
direction in the first electrode. The first electrode has a
needle-like shape, and hence the area contacting with a
living body is very smaller than that of the second elec-
trode. Therefore, there is a possibility that C fibers which
are thinner than AS fibers cannot be adequately excited.
This is caused mainly by the fact that smaller fibers have
a lower threshold with respect to electrical stimulation.
By contrast, C fibers have possibly available physical
properties such as that the distribution density is higher
than A3 fibers, that the fibers run perpendicularly to the
skin surface, and that the fibers extend to the surface
part as compared with ends of mechanoreceptors. Ac-
cording to an aspect of the invention, it was noted that
the number of subjects answering that a sense of burning
pain which is typified by inflammation is caused is very
larger as compared with a case of any of related-art tech-
niques including the technique disclosed in JP-A-
2010-088802 which was previously filed by the inventors
of the present application, and only C fibers can be stim-
ulated without substantially affecting other nerve fibers.
This means that the apparatus of the invention can stim-
ulate only C fibers with a high probability and irrespective
of the skill of the operator.

[0049] According to an aspect of the invention, the ap-
paratus includes the rising/falling controlling unit for
changing at least one of rising and falling times of each
of the waveform signal. While at least one of rising and
falling times of each of the waveform signal is changed,
therefore, the supply of the stimulation signal in which
only C fibers having the smallest diameter are stimulated
without substantially affecting other nerve fibers can be
performed.

[0050] According to an aspect of the invention, the ap-
paratus includes the stimulation intensity controlling unit
for changing at least one of the voltage and current of
the stimulation signal supplied from the stimulation signal
supplying unit. Therefore, also Ad fibers and Ap fibers
which are larger nerve fibers can be stimulated by chang-
ing the stimulation intensity.

[0051] According to an aspect of the invention , when
the stimulation intensity is changed, respective nerve fib-
ers can be stimulated in the sequence which is opposite
to the excitability sequence (AB, Aj, and C) in the usual
electrical stimulation. Particularly, C fibers can be selec-
tively stimulated at a weak stimulation intensity.

[0052] According to an aspect of the invention, the ap-
paratus includes the waveform controlling unit for chang-
ing the waveform duration, waveform interval, and wave-
form number of the stimulation signal supplied from the
stimulation signal supplying unit. Therefore, a measure-
ment which absorbs individual differences can be per-
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formed while searching the waveform duration, wave-
form interval, and waveform number at which stimulation
of C fibers only is enabled.

[0053] Even when stimulation is performed on a part
of nerve fibers, effects and reactions caused by stimula-
tions are identical with one another. When a plurality of
electrode portions are used or the bipolar stimulation sig-
nalis successively supplied a plurality of times, therefore,
only C fibers can be stimulated with a higher probability
and irrespective of the skill of the operator.

Claims

1. Apainsensory nerve stimulation apparatus compris-

ing:
an electrode portion (30) including:

afirst electrode (31), a tip end of which is adapt-
ed to be inserted into a skin; and

at least one second electrode (32) which is dis-
posed in a circumference of the first electrode
(31) without being electrically conductive with
the first electrode (31), and which is adapted to
be in contact with a skin;

a stimulation signal supplying unit (10), supply-
ing a bipolar stimulation signal between the first
electrode (31) and the second electrode (32),
the bipolar stimulation signal including a first
waveform signal and a second waveform signal,
the first waveform signal which is convex in a
negative direction in the first electrode (cathode
simulation);

the second waveform signal which is convex in
a positive direction in the first electrode (cathode
simulation); and

a stimulation intensity controlling unit, config-
ured to change at least one of a voltage and a
current of each of the firstand second waveform
signals to change stimulation intensity,
characterised in that the apparatus is config-
ured such that C-fibres can be selectively stim-
ulated at a weak stimulation intensity and that
by changing the stimulation intensity C fibers,
AS fibers and Ap fibers can be stimulated in a
sequence which is opposite to an excitability se-
quence.

2. The pain sensory nerve stimulation apparatus ac-
cording to claim 1, further comprising:
a rising/falling controlling unit, changing at least one
of a rising time and a falling time of each of the first
and second waveform signals.

3. The pain sensory nerve stimulation apparatus ac-
cording to claim 2, wherein
at least one of rising and falling of each of the first
and second waveform signals is changed so as to
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10.

1.

12.

13.

have a rectilinear inclined shape.

The pain sensory nerve stimulation apparatus ac-
cording to claim 2, wherein
at least one of rising and falling of each of the first
and second waveform signals is changed so as to
have an exponential shape.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, further comprising:

a waveform controlling unit, changing at least one of
a waveform duration, waveform interval, and wave-
form number of each of the first and second wave-
form signals.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

in the bipolar stimulation signal, the second wave-
form signal is supplied after the first waveform signal
is supplied, and the first and second waveform sig-
nals are connected to each other.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

a peak value of the first waveform signal is different
from a peak value of the second waveform signal.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

a peak value of the second waveform signal is higher
than a peak value of the first waveform signal.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

the bipolar stimulation signal has a waveform dura-
tion of 0.1 to 100 ms.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

a peak value of the second waveform signal is five
times or more a peak value of the first waveform
signal.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

rising and falling times of the first waveform signal
are equal to rising and falling times of the second
waveform signal.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

the second electrode is annularly disposed in the
circumference of the first electrode.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, comprising a plurality of the elec-
trode portion.
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The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein

the stimulation signal supplying unit is adapted to
successively supply a plurality of times the bipolar
stimulation signal.

The pain sensory nerve stimulation apparatus ac-
cording to claim 1, wherein,

in the bipolar stimulation signal, the second wave-
form signal is supplied after the first waveform signal
is supplied, and

when the bipolar stimulation signal is supplied,

in the first waveform signal, the first electrode is in
the negative side, so that a cathode stimulation is
performed, and,

in the second waveform signal, the first electrode is
in the positive side, so that an anode stimulation is
performed.

Patentanspriiche

1.

Gerat zur Stimulation schmerzempfindlicher Ner-
ven, umfassend:
einen Elektrodenabschnitt (30), der umfasst:

eine erste Elektrode (31), von der ein Spitze-
nende zum Einflhren in eine Haut geeignet ist;
und

wenigstens eine zweite Elektrode (32), die in ei-
nem Umfang der ersten Elektrode (31) angeord-
net ist, ohne mit der ersten Elektrode (31) elek-
trisch leitend zu sein, und die dazu geeignet ist,
mit einer Haut in Kontakt zu stehen;

eine Stimulationssignal-Zufiihreinheit (10), die
ein bipolares Stimulationssignal zwischen der
ersten Elektrode (31) und der zweiten Elektrode
(32) zuflihrt, wobei das bipolare Stimulationssi-
gnal ein erstes Wellenformsignal und ein zwei-
tes Wellenformsignal enthalt, wobei das erste
Wellenformsignal in der ersten Elektrode in ei-
ner negativen Richtung konvex ist (Kathoden-
stimulation) und das zweite Wellenformsignal in
der ersten Elektrode in einer positiven Richtung
konvex ist (Anodenstimulation); und

eine Stimulationsintensitats-Steuereinheit, die
dazu eingerichtet ist, eine Spannung und/oder
einen Strom des ersten und zweiten Wellen-
formsignals zu andern, um die Stimulationsin-
tensitat zu andern,

dadurch gekennzeichnet, dass das Geratder-
art beschaffen ist, dass C-Fasern selektiv mit
einer schwachen Stimulationsintensitat stimu-
liert werden kdnnen und dass durch Anderung
der Stimulationsintensitat C-Fasern, As-Fasern
und AR-Fasern in einer Sequenz stimuliert wer-
den kénnen, die einer Erregbarkeitssequenz
entgegengesetzt ist.
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2.

10.

1.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, weiterhin umfassend:
eine Anstiegs-/Abfalls-Steuereinheit, die eine An-
stiegszeit und/oder eine Abfallszeit jedes der ersten
und zweiten Wellenformsignale andert.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 2, bei dem

wenigstens eines der beiden Signale, namlich das
steigende und das fallende Signal der ersten und
zweiten Wellenform, so verandert wird, dass es eine
geradlinige, geneigte Form hat.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 2, bei dem

wenigstens ein Anstieg oder ein Abfall des ersten
und zweiten Wellenformsignals so verandert wird,
dass es eine exponentielle Form hat.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, weiterhin umfassend:

eine Wellenform-Steuereinheit, die die Dauer, das
Wellenform-Intervall und/oder die Anzahl der Wel-
lenformen des ersten und des zweiten Wellenform-
signals andert.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

in dem bipolaren Stimulationssignal das zweite Wel-
lenformsignal nach dem ersten Wellenformsignal
zugefiihrt wird und das erste sowie das zweite Wel-
lenformsignal miteinander verbunden werden.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

ein Spitzenwert des ersten Wellenformsignals sich
von einem Spitzenwert des zweiten Wellenformsig-
nals unterscheidet.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

ein Spitzenwert des zweiten Wellenformsignals ho-
her ist als ein Spitzenwert des ersten Wellenformsi-
gnals.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem das bipolare Stimulati-
onssignal eine Wellenformdauer von 0,1 bis 100 ms
hat.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

ein Spitzenwert des zweiten Wellenformsignals we-
nigstens das Funffache eines Spitzenwertes des
ersten Wellenformsignals ist.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem
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die Anstiegs- und Abfallszeiten des ersten Wellen-
formsignals gleich den Anstiegs- und Abfallszeiten
des zweiten Wellenformsignals sind.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem die zweite Elektrode ring-
férmig im Umfang der ersten Elektrode angeordnet
ist.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, umfassend eine Vielzahl des Elek-
trodenabschnitts.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

die Stimulationssignal-Zufiihreinheit so ausgelegt
ist, dass sie nacheinander ein Mehrfaches des bipo-
laren Stimulationssignals zufiihrt.

Gerat zur Stimulation schmerzempfindlicher Nerven
nach Anspruch 1, bei dem

in dem bipolaren Stimulationssignal das zweite Wel-
lenformsignal nach dem ersten Wellenformsignal
zugefihrt wird und,

wenn das bipolare Stimulationssignal zugeflhrt
wird,

in dem ersten Wellenformsignal die erste Elektrode
auf der negativen Seite ist, so dass eine Kathoden-
stimulation ausgefuihrt wird, und

sich in dem zweiten Wellenformsignal die erste Elek-
trode auf der positiven Seite befindet, so dass eine
Anodenstimulation ausgefiihrt wird.

Revendications

1.

Appareil de stimulation du nerf sensoriel de la dou-
leur comprenant :
une partie électrode (30) comprenant :

une premiere électrode (31), dont une extrémité
pointue est adaptée pour étre insérée dans une
peau ; et

au moins une seconde électrode (32) qui est
disposée dans une circonférence de la premiére
électrode (31) sans étre électriquement conduc-
trice avec la premiere électrode (31), et qui est
adaptée pour étre en contact avec une peau ;
une unité d’alimentation de signal de stimulation
(10), alimentant un signal de stimulation bipo-
laire entre la premiére électrode (31) et la se-
conde électrode (32), le signal de stimulation
bipolaire comprenant un premier signal de for-
me d’onde et un second signal de forme d’onde,
le premier signal de forme d’onde qui est con-
vexe dans un sens négatif dans la premiere
électrode (stimulation de cathode), le second si-
gnal de forme d’onde qui est convexe dans un
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sens positif dans la premiere électrode (stimu-
lation d’anode) ; et

une unité de commande d’intensité de stimula-
tion, configurée pour changer au moins l'un
d’une tension et d’'un courant de chacun du pre-
mier et du second signal de forme d’onde pour
changer l'intensité de stimulation, caractérisé
en ce que I'appareil est configuré de sorte que
les fibres C peuvent étre sélectivement stimu-
Iées a une intensité de stimulation faible etqu’en
changeant l'intensité de stimulation des fibres
C, les fibres A5 et les fibres AB peuvent étre
stimulées en une séquence qui est opposée a
une séquence d’excitabilité.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1, comprenant en outre :
une unité de commande de montée/descente, le
changement d’au moins 'un d’'un temps de montée
et d’'un temps de descente de chacun du premier et
du second signal de forme d’onde.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 2,

au moins I'une de la montée et de la descente de
chacun du premier et du second signal de forme
d’'onde est changée afin d’avoir une forme inclinée
rectiligne.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 2,

au moins I'une de la montée et de la descente de
chacun du premier et du second signal de forme
d’onde est changée afin d’avoir une forme exponen-
tielle.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1, comprenant en outre :
une unité de commande de forme d’onde, changeant
au moins 'une d’'une durée de forme d’onde, d’un
intervalle de forme d’onde, et d’'un nombre de forme
d’onde de chacun du premier et du second signal de
forme d’onde.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

dans le signal de stimulation bipolaire, le second si-
gnal de forme d’'onde étant alimenté apres que le
premier signal de forme d’onde soit alimenté, et le
premier et le second signal de forme d’onde sont
reliés I'un a l'autre.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

une valeur pic du premier signal de forme d’'onde
étant différente d’'une valeur pic du second signal de
forme d’'onde.



10.

11.

12.

13.

14.

15.

17 EP 2 353 640 B1

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

une valeur pic du second signal de forme d’onde est
supérieure a une valeur pic du premier signal de for-
me d’onde.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

le signal de stimulation bipolaire ayant une durée de
forme d’'onde de 0,1 a 100 ms.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

une valeur pic du second signal de forme d’onde est
cinq fois ou plus une valeur pic du premier signal de
forme d’onde.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

les temps de montée et de descente du premier si-
gnal de forme d’onde étant égaux aux temps de mon-
tée etde descente du second signal de forme d’'onde.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

la seconde électrode étant disposée de maniére an-
nulaire dans la circonférence de la premiére électro-
de.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1, comprenant une plu-
ralité de la partie électrode.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

I'unité d’alimentation de signal de stimulation étant
adaptée pour alimenter successivement une plura-
lité de fois le signal de stimulation bipolaire.

Appareil de stimulation du nerf sensoriel de la dou-
leur selon la revendication 1,

dans le signal de stimulation bipolaire, le second si-
gnal de forme d’'onde étant alimenté aprés que le
premier signal de forme d’onde soit alimenté, et
lorsque le signal de stimulation bipolaire est alimen-
té,

dans le premier signal de forme d’onde, la premiére
électrode se trouve du c6té négatif, de sorte qu'une
stimulation de cathode est effectuée, et,

dans le second signal de forme d’onde, la premiére
électrode se trouve du co6té positif, de sorte qu’une
stimulation d’anode est effectuée.
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