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(57) ABSTRACT

Provided 1s a guidewire including a core shait, an outer flex-
ible tube, and an inner flexible tube that surrounds a distal end
portion of the core shait. The inner flexible tube 1s disposed in
the outer flexible tube so that a distal end thereot 1s positioned
between the distal end of the core shait and a proximal end of
the core shait so as to be separated from the core shaft. A first
joint 1s formed so as to join the distal end of the mner flexible
tube to the core shaft. At least one second joint 1s formed so as
to j01n the outer tlexible tube to the inner flexible tube. The at
least one second joint 1s positioned between the first joint and
the proximal end of the core shaft.
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1
MEDICAL GUIDEWIRE

Matter enclosed in heavy brackets [ ] appears in the
original patent but forms no part of this reissue specifica-
tion; matter printed in italics indicates the additions
made by reissue; a claim printed with strikethrough indi-
cates that the claim was canceled, disclaimed, or held
invalid by a prior post-patent action or proceeding.

BACKGROUND OF THE INVENTION

1. Field of the Invention

The present mvention relates to a medical guidewire used
for medical purposes such as 1nserting a catheter into a blood
vessel, a ureter, or an organ or 1nserting an indwelling device
into part of a blood vessel suffering from an aneurysm.

2. Description of the Related Art

In general, 1t 1s required that a medical guidewire have a
flexible distal end portion, and it 1s also required that the
medical guidewire smoothly transmit an operation performed
at the proximal end portion to the distal end portion. In order
to fulfill such requirements, a guidewire 100 of the related art
includes a core shait 101 and a coil spring 102 that surrounds
the core shait 101, and the diameter of a distal end portion 103
ol the core shatt 101 1s made small so as to improve flexibility
(see FIG. 8).

When using the guidewire 100 to guide a device, such as a
catheter or an indwelling device, to a target region 1n a human
body, the distal end portion of the guidewire 100 may be
unintentionally bent into a U-shape. For some operations, the
guidewire 100 1s bent into a U-shape before insertion in order
to prevent misinsertion of the guidewire 100 1nto a nontarget
blood vessel or in order that the guidewire 100 1s securely held
by a blood vessel wall by using the resilience of the guidewire
100.

When performing such operations, in which the guidewire
100 1s intentionally bent into a U-shape before insertion into
a blood vessel, there are cases 1n which only a part of the distal
end portion of the guidewire 100 1s bent into a U-shape and
there are cases 1in which the entirety of the distal end portion
of the gmdewire 100 1s bent mnto a U-shape. Which case
occurs depends on the diameter or the shape of a target blood
vessel into which the guidewire 100 1s 1nserted.

The guidewire 100 of the related art has a low rigidity
because the diameter of the distal end portion 103 of the core
shaft 101 1s small, so that the gmdewire 100 1s easily bent due
to stress concentration. Once the core shait 101 1s bent into a
U-shape, plastic deformation occurs, so that the core shaft
101 has a residual angle even after the U-shaped bending 1s
released. Due to the presence of the residual angle, the oper-
ability of the guidewire 100 1s reduced and the guidewire 100
may have to be replaced during the operation.

A modification of the guidewire 100 uses a stranded wire as
the distal end portion 103 of the core shaft 101 (see Japanese
Unexamined Patent Application Publication No. 2008-
161491). The guidewire 100 has a certain degree of resilience
aiter having been bent. However, when the guidewire 100 1s
bent 1into a U-shape having a large curvature, the guidewire
100 may not recover its original shape even after the
U-shaped bending 1s released. Therefore, the drawback due to
the presence of a residual angle remains.

Another modification of the guidewire 100 includes a
radiopaque 1nner coil disposed between the coil spring 102
and the core shaft 101 (see Japanese Unexamined Patent
Application Publication No. 08-17354"7 and Japanese Unex-
amined Patent Application Publication (Translation of PCT
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Application) No. 2006-511304). With the guidewire 100, the
rigidity of a part of the distal end portion having the inner coil

1s increased. However, this modification also has the draw-
back due to the presence of a residual angle after having been
bent into a U-shape.

SUMMARY OF THE INVENTION

The object of the present invention, which has been
achieved in order to overcome the drawback described above,
1s to 1mprove the resilience of a distal end portion of a
guidewire after the distal end portion has been bent into a
U-shape and to prevent the U-shaped bend from becoming
larger during use.

According to an aspect of the present invention, there 1s
provided a medical guidewire (hereinafter referred to as a
“ouidewire”) including a core shait including a distal end
portion having a small diameter; an outer flexible tube that
surrounds an outer surface of the core shaft; and an inner
flexible tube disposed in the outer flexible tube, the nner
flexible tube surrounding the distal end portion of the core
shaft. With this structure, the resilience of the guidewire 1s
improved because the inner tlexible tube surrounds the outer
surface of the core shaft.

A distal end of the core shatt i1s joined to a distal end of the
outer flexible tube. The mner flexible tube 1s disposed so that
a distal end thereol 1s positioned between the distal end of the
core shaft and a proximal end of the core shait so as to be
separated from the distal end of the core shaft. A first joint 1s
formed so as to join the distal end of the inner flexible tube to
the core shaftt, and at least one second joint 1s formed so as to
join the outer flexible tube to the inner flexible tube, the at
least one second joint being positioned between the first joint
and the proximal end of the core shaft.

With this structure, the ngidity of a portion of the
guidewire between the first joint and the distal end of the
guidewire and the rigidity of a portion of the guidewire
between the first joint and the proximal end of the guidewire
differ from each other. Moreover, the guidewire has a high
rigidity at the first joint. That 1s, the portion of the guidewire
between the first joint and the distal end 1s constituted by “the
outer tlexible tube and the core shait” and the portion of the
guidewire between the first joint and the proximal end 1is
constituted by “the outer flexible tube, the inner flexible tube,
and the core shaft”. Therefore, these portions of the
guidewire, which are divided by the first joint, have different
rigidities. Moreover, the guidewire has a high rigidity at the
first joint, because the distal end of the inner flexible tube and
the core shaft are fixed to each other at the first joint. The
guidewire has a high rigidity at the second joint because the
outer flexible tube and the inner flexible tube are fixed to each
other at the second joint.

Therefore, even when the distal end portion of the
guidewire 1s bent into a U-shape when the guidewire 1is
inserted into the lumen of a blood vessel or the like, the
portion of the guidewire between the first joint and the proxi-
mal end 1s not bent due to the presence of the first joint having
a high rnigidity. As a result, only the distal end portion of the
guidewire, which has a high tlexibility, 1s bent into a U-shape.
That 1s, only the distal end portion having a high resilience 1s
bent 1nto a U-shape, so that the guidewire 1s not plastically
deformed 1n the bent state. Therefore, the resilience of the
guidewire can be improved.

Even 11 the first joint fails to stop the U-shaped bending of
the guidewire and the portion of the guidewire between the
first joint and the proximal end 1s bent, a portion between the
second joint and the proximal end 1s not easily bent due to the
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presence of the second joint having a high ngidity, which 1s

formed at a position between the first joint and the proximal

end of the guidewire. That 1s, the first joint and the second
joint prevent the U-shaped bend of the guidewire from
becoming larger 1in a stepwise manner. Because the second
joint stops the U-shaped bending, only a portion of the
guidewire 1n which the nner flexible tube 1s disposed and
which has a high resilience 1s bent into a U-shape. Therefore,
the guidewire has a high resilience after the bending 1s
released.

When performing operations in which the guidewire 1s
intentionally bent into a U-shape before insertion 1into a blood
vessel, there are cases 1n which only a part of the distal end
portion of the guidewire 1s bent into a U-shape and there are
cases 1 which the entirety of the distal end portion of the
guidewire 1s bent into a U-shape. Which case occurs depends
on the diameter or the shape of a target blood vessel mnto
which the guidewire 1s inserted. With the guidewire according,
to the aspect of the mvention, a user can easily operate the
guidewire 1 accordance with the type of an operation by
selectively using the functions of the first joint and the second
jo1nt.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 1s a partially sectional side view of a guidewire
according to a first embodiment;

FI1G. 2 1s a sectional side view of a distal end portion of the
guidewire according to the first embodiment;

FIGS. 3A and 3B illustrate the distal end portion of the
guidewire according to the first embodiment that 1s being bent
into a U-shape 1n a blood vessel;

FI1G. 4 1llustrates the distal end portion of the guidewire
according to the first embodiment that 1s being bent mnto a
U-shape 1n a blood vessel;

FIG. 5 1s a sectional side view of a distal end portion of a
guidewire according to a second embodiment;

FIG. 6 1s a partial side view of a core shait of a guidewire
according to a modification;

FI1G. 7 1s a sectional side view of a distal end portion of a
guidewire according to another modification; and

FIG. 8 1s a sectional side view of a distal end portion of a
guidewire of the related art.

DESCRIPTION OF THE PR
EMBODIMENTS

L1
M

ERRED

A guidewire according to a first embodiment includes a
core shaift, an outer flexible tube, and an inner flexible tube.
The core shatt has a distal end portion having a small diam-
cter. The outer flexible tube surrounds the outer surface of the
core shait. The inner flexible tube 1s disposed in the outer
flexible tube and surrounds the distal end portion of the core
shaft. A distal end of the core shatit 1s joined to a distal end of
the outer tlexible tube. A distal end of the 1nner flexible tube
1s positioned between the distal end of the core shait and a
proximal end of the core shait so as to be separated from the
distal end of the core shatt. A first joint 1s formed so as to join
the distal end of the 1nner flexible tube to the core shatt. At
least one second joint 1s formed so as to join the outer tlexible
tube to the inner flexible tube. The at least one second joint 1s
positioned between the first joint and the proximal end of the
core shatt.

The distal end portion of the core shait includes a step
portion and a small-diameter portion that extends from the
step portion to the distal end of the core shaft. The second
joint 1s formed near to the step portion in the axial direction.
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The 1nner tlexible tube 1s a hollow stranded-wire coill made by
stranding multiple metal strands. The inner flexible tube has a

tapered shape i which the outside diameter gradually
decreases toward the distal end. The 1nside diameter of the
inner flexible tube 1s umiform from the distal end to the proxi-
mal end. The metal strands of the hollow stranded-wire coil
are made of a stainless steel alloy.

The outer flexible tube 1s a single-wire coil including a
large-pitch portion that extends from the distal end of the
outer flexible tube toward the proximal end by a certain dis-
tance. The large-pitch portion has a pitch larger than that of a
proximal end portion of the outer tlexible tube. A proximal
end of the large-pitch portion 1s positioned between the first
joint and the proximal end of the outer flexible tube.

A guidewire according to a second embodiment includes a
stranded wire that 1s disposed in the mnner flexible tube. The
stranded wire extends parallel to the distal end portion of the
core shaft.

EMBODIMENTS

Structure of First Embodiment

Referring to FIGS. 1 to 3, the structure of a gmdewire 1
according to the first embodiment will be described. In FIGS.
1 and 2, the right side 1s the distal end side, and the leit side 1s
the proximal end side. The guidewire 1 includes a core shaft
2, an outer flexible tube 4 through which the core shait 2 1s
inserted, and an 1nner flexible tube 5 disposed in the outer
flexible tube 4. The core shaift 2 1s inserted through the inner
flexible tube 5, and the 1nner tlexible tube 5 1s 1nserted through
the outer flexible tube 4.

The core shatt 2 1s made of a stainless steel alloy. The core
shaft 2 has a grip 21, which has a large diameter, positioned
adjacent to the proximal end thereof and a distal end portion
22, which has a small diameter, positioned adjacent to the
distal end thereof. The diameter of the distal end portion 22 of
the core shait 2 decreases stepwise. The distal end portion 22
of the core shaft includes a step portion 23 and a small-
diameter portion 25 that extends from the step portion 23 to
the distal end of the core shatft 2. In the first embodiment, the
small-diameter portion 25 has an outside diameter of, for
example, 0.03 mm.

The outer flexible tube 4 1s a single-wire coi1l made of a

stainless steel strand. In the first embodiment, for example,
the stainless steel strand has an outside diameter of 0.05 mm
and the outer tlexible tube 4 has an outside diameter of 0.355
mm. In order to provide flexibility to the distal end portion of
the outer flexible tube 4, the outer flexible tube 4 includes a
large-pitch portion 43, which has a larger coil pitch, 1n the
distal end portion thereof. The large-pitch portion 43 extends
in the axial direction from the distal end of the outer tlexible
tube 4 to a position between a distal end 51 of the inner
flexible tube S (described below) and the proximal end of the
outer flexible tube 4. As long as the outer flexible tube 4 has
flexibility, the outer tlexible tube 4 need not be a single-wire
coil and may 1nstead be a hollow stranded-wire coil, a resin
tube, or the like.
The outer flexible tube 4 surrounds only a distal end portion
of the core shaft 2. A proximal end 42 of the outer flexible tube
4 1s fixed to an outer surface of a large-diameter portion of the
core shait 2 near to the proximal end. An outer surface of the
outer flexible tube 4 1s coated with a hydrophilic resin.

The inner tlexible tube 5 1s a hollow stranded-wire coil
made of multiple stainless steel strands. The hollow stranded-
wire coil may be made by stranding multiple strands around
a core by using a wire stranding machine and then removing
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the core, or by stranding multiple strands 1into a hollow shape.
In the first embodiment, for example, the inner flexible tube 5,
which has an outside diameter of 0.188 mm, 1s formed by
stranding six stainless steel strands each having an outside
diameter of 0.04 mm, so that the flexibility and the torque
transmission are well balanced. A distal end portion 52 of the
inner flexible tube 3 is electro-polished so that the outside
diameter decreases toward the distal end. The inside diameter
of the inner flexible tube 5 1s uniform from the proximal end
to the distal end.

The 1nner flexible tube 5 has an outside diameter that 1s
smaller than the inside diameter of the outer tlexible tube 4.
The 1nner tlexible tube S has a length 1n the axial direction that
1s smaller than that of the outer flexible tribe 4. The distal end
51 of the 1inner flexible tube 5 1s positioned between the distal
end of the outer tlexible tube 4 and the proximal end 42 of the
outer tlexible tube 4 1n the axial direction. A proximal end 53
of the mner flexible tube 5 1s positioned between the proximal
end 42 of the outer flexible tube 4 and the distal end of the
outer flexible tube 4 1n the axial direction.

The distal end 51 of the inner tlexible tube 5 1s positioned
between the distal end of the core shaft 2 and a proximal end
of the small-diameter portion 25. The proximal end 53 of the
inner flexible tube 3 1s positioned between the step portion 23
and the proximal end of the core shait 2. That 1s, the 1nner
flexible tube 3 1s disposed so that the distal end 51 of the 1nner
flexible tube 5 1s positioned between the distal end of the core
shall 2 and the proximal end of the core shait 2 so as to be
separated from the core shatt 2 in the axial direction.

In the guidewire 1, a first joint 6 1s formed so as to join the
distal end 51 of the 1nner tlexible tube 5 to the core shait 2. To
be specific, the first joint 6 1s formed by soldering the distal
end of the inner flexible tube 5 to the core shait 2. A proximal
end of the large-pitch portion 43 15 positioned between the
first joint 6 and the proximal end of the outer tlexible tube 4.
The proximal end 33 of the inner tlexible tube 5 1s fixed to the
outer surface of the core shait 2.

In the guidewire 1, two second joints 7a and 7b are formed
so as to jo1n the outer flexible tube 4 to the inner flexible tube
5 at positions between the first joint 6 and the proximal end of
the outer flexible tube 4. The second joint 7a 1s formed by
soldering the outer tlexible tube 4 to the mner flexible tube 5
at a position corresponding to the step portion 23 1n the axial
direction. The second joint 7b 1s formed by soldering the outer
flexible tube 4 to the inner flexible tube 3 at a position between
the second joint 7a and the proximal end 53 of the inner
flexible tube 5 1n the axial direction.

Operational Effect of the First Embodiment

In the guidewire 1, the diameter of the distal end portion 22
of the core shait 2 decreases stepwise toward the distal end.
The mner tlexible tube 5 1s disposed 1n the outer flexible tube
4 and surrounds the distal end portion 22 of the core shaift 2.
With this structure, the inner flexible tube 5 surrounds the
distal end portion 22 of the core shaft 2, which has a small
diameter 1n order to increase tlexibility. Therefore, the resil-
ience of the guidewire 1 1s improved.

The inner flexible tube 5 1s disposed so that the distal end 51
thereot 1s positioned between the distal end of the core shaft
2 and the proximal end of the core shatt 2 so as to be separated
from the distal end of the core shait 2. The first joint 6 1s
formed so as to join the distal end 51 of the inner flexible tube
5 to the core shait 2.

With this structure, the ngidity of a portion of the
guidewire 1 between the first joint 6 and the distal end of the
guidewire 1 and the rigidity of a portion of the guidewire 1
between the first joint 6 and the proximal end of the guidewire
1 differ from each other. Moreover, the gmidewire 1 has a high
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rigidity at the first joint 6. That 1s, the portion of the guidewire
1 between the first joint 6 and the distal end 1s constituted by
“the outer flexible tube 4 and the core shaft 2”” and the portion
of the guidewire 1 between the first joint 6 and the proximal
end 1s constituted by *““the outer flexible tube 4, the nner
flexible tube 5, and the core shait 2”. Therefore, these portions
of the guidewire 1, which are divided by the first joint 6, have
different rigidities. Moreover, the guidewire 1 has a high
rigidity at the first joint 6, because the first joint 6 1s formed by
soldering the distal end 351 of the mner flexible tube 3 to the
core shaift 2.

Therefore, even when the guidewire 1 1s bent nto a
U-shape when the guidewire 1 1s inserted into the lumen of a
blood vessel or the like, the portion of the guidewire 1
between the first joint 6 and the proximal end 1s not bent due
to the presence of the first joint 6 having a high rigidity. That
1s, even when the guidewire 1 1s unintentionally bent 1n a
blood vessel (see FIG. 3A) and a user inserts the guidewire 1
deeper 1nto the blood vessel, the bending stops in front of the
first joint 6 because the first joint 6 has a high rigidity (see
FIG. 3B). Therelfore, the U-shaped bend does not become
larger.

As a result, only the distal end portion of the guidewire 1,
which has a high flexibility, 1s bent into a U-shape. That 1s,
only the distal end portion having a high resilience 1s bent into
a U-shape, so that the guidewire 1 1s not plastically deformed
in the bent state. Therefore, the resilience of the guidewire 1
1s improved.

In the guidewire 1, two second joints 7a and 7b are formed
s0 as to j01n the outer flexible tube 4 to the 1inner flexible tube
5 at positions between the first joint 6 and the proximal end of
the core shaft 2. With thus structure, even 1f the first joint 6 fails
to stop the U-shaped bending of the guidewire 1, and the
portion of the guidewire 1 between the first joint 6 and the
proximal end 1s bent, a portion between the second joints 7a
and 7b and the proximal end is not easily bent due to the
presence of the second joints 7a and 7b having high rigidities,
which are formed at positions between the first joint 6 and the
proximal end of the core shatt 2 (see FI1G. 4). That 1s, the first
jomt 6 and the second joints 7a and 7b prevent the U-shaped
bend of the guidewire 1 from becoming larger 1n a stepwise
manner. Because the second joints 7a and 7b stop the
U-shaped bending, only a portion of the guidewire 1 in which
the mner flexible tube S 1s disposed and which has a high
resilience 1s bent into a U-shape. Therefore, the guidewire 1
has a high resilience after the bending 1s released.

When performing operations in which the guidewire 1 1s
intentionally bent into a U-shape before insertion into a blood
vessel, there are cases 1n which only a part of the distal end
portion of the guidewire 1 1s bent into a U-shape and there are
cases 1n which the entirety of the distal end portion of the
guidewire 1 1s bent into a U-shape. Which case occurs
depends on the diameter or the shape of a target blood vessel
into which the guidewire 1 1s inserted. The first joint 6 and the
second joints 7a and 7b prevent excessive U-shaped bending,
of the gmidewire 1 1n a stepwise manner. Therefore, a user can
casily operate the guidewire 1 by selectively using the func-
tions of the first joint 6 and the second joints 7a and 7b 1n
accordance with the type of the operation.

That 1s, when 1nserting the guidewire 1 into a small blood
vessel, the guidewire 1 1s bent at a position between the first
joint 6 and the distal end. In this case, the first joint 6 serves to
prevent the U-shaped bend from becoming larger. When the
guidewire 1 1s bent into a U-shape and then inserted into a
large blood vessel, a portion of the guidewire 1 1s bent at a
position between the first joint 6 and the proximal end and
then 1nserted 1nto the blood vessel. In this case, the second
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joints 7a and 7b serve to prevent the U-shaped bend from
becoming larger (see FIG. 4). In either case, the U-shaped
bend 1s limited to a portion having a high resilience, so that the
guidewire 1 easily returns to 1ts original shape when the
bending 1s released.

In the first embodiment, there 1s a difference 1n the rigidi-
ties of portions of the core shait 2 sandwiching the step
portion 23, and the second joint 7a 1s formed at a position near
to the step portion 23. Therelfore, there exists a substantial
difference 1n rigidity between the portions of the guidewire 1
sandwiching the second joint 7a. Therelfore, the second joint
7a more elfectively prevents the U-shaped bend from becom-
ing larger.

The outer tlexible tube 4 1s a single-wire coil including the
large-pitch portion 43, which extends from the distal end of
the outer flexible tube 4 toward the proximal end by a certain
distance. The large-pitch portion 43 has a pitch larger than
that of the proximal end portion of the outer flexible tube 4.
The proximal end of the large-pitch portion 43 1s positioned
between the first joint 6 and a proximal end of the outer
flexible tube 4. With this structure, the distal end of the
guidewire 1 has flexibility, and the guidewire 1 has a smoother
gradation 1n rigidity.

That 1s, the guidewire 1 according to the first embodiment
has a structure having a gradation 1n rigidity in which the
flexural rigidity gradually increases from the distal end
toward the proximal end. To be specific, in the guidewire 1, a
portion constituted by “the large-pitch portion 43 of the outer
flexible tube 4 and the core shait 27, a portion constituted by
“the large-pitch portion 43 of the outer flexible tube 4, the
inner tlexible tube 5, and the core shaft 2, and a portion
constituted by “a normal-pitch portion of the outer flexible
tube 4, the 1nner flexible tube 5, and the core shaft 2 are
arranged 1n this order from the distal end of the guidewire 1.
The flexural ngidity gradually increases in this order. The
remaining portion of the gmidewire 1 near to the proximal end
has a higher tlexural rigidity, because the core shait 2 has a
larger diameter. Therefore, occurrence of stress concentration
due to a sharp difference 1n rigidity 1s suppressed, so that the
torque transmission 1s improved.

Because a hollow stranded-wire coil 1s used as the inner
flexible tube 5, the torque transmission 1s 1mproved as com-
pared with a case 1 which a single-wire coil 1s used as the
inner tlexible tube 5. Therefore, a user can operate the
guidewire 1 at will, so that the treatment time can be reduced.
The distal end portion 52 of the mnner flexible tube 5 has a
tapered shape in which the diameter gradually decreases
toward the distal end. Therelfore, the gradation 1n the rigidity
of the guidewire 1 can be made more moderate and smoother.
The distal end portion of the inner tlexible tube 5 has a small
diameter, so that the tlexibility of the guidewire 1 1s improved
and the guidewire 1 can be more easily iserted 1into a periph-
eral lumen.

The mside diameter of the mner flexible tube 5 1s uniform
from the distal end to the proximal end. Therelfore, the core
shaft 2 can be easily mserted 1nto the mner flexible tube 5, so
that the guidewire 1 can be easily assembled.

The metal strands of the hollow stranded-wire coil are
made of a stainless steel alloy. Therefore, the nigidity of the
inner tlexible tube 5 1s increased, so that the torque transmis-
sion and the operability of the guidewire 1 are improved.
Structure of Second Embodiment

Referring to FIG. §, the structure of a guidewire 11 accord-
ing to a second embodiment will be described with an empha-
s1s on the differences from the first embodiment. In FIG. 5, the
right side 1s the distal end side, and the lett side 1s the proximal
end side. The guidewire 11 includes a stranded wire 8 dis-
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posed 1n the inner tlexible tube 5. The stranded wire 8 extends
parallel to the distal end portion 22 of the core shaift 2. In the
guidewire 11, the core shaft 2 and the stranded wire 8 are
inserted through the 1nner tlexible tube 5, and the inner flex-
ible tube 3 1s mserted through the outer flexible tube 4.

The stranded wire 8 1s made by stranding metal strands
made of, for example, a stainless steel alloy. In the second
embodiment, for example, the stranded wire 8 1s made by
stranding seven stainless steel strands each having an outside
diameter of 0.014 mm. The stranded wire 8 1s disposed par-
allel to the distal end portion 22 of the core shaft 2. A distal
end of the stranded wire 8 and the distal end of the core shatt
2 are soldered to a brazed end portion 41 disposed at the distal
end of the outer flexible tube 4. A proximal end of the stranded
wire 8 1s positioned between the proximal end of the small-
diameter portion 25 and the proximal end of the core shaft 2.
The proximal end of the stranded wire 8 and the core shait 2

are soldered to the inner flexible tube 5.
Operational Effect of the Second -

Embodiment

The strands of the stranded wire 8 can move slightly rela-
tive to each other. Theretfore, the stranded wire 8 has a high
degree of freedom, a high flexibility, a high resistance to
plastic deformation, and a high resilience. Therefore, by dis-
posing the stranded wire 8, which has resistance to plastic
deformation, parallel to the distal end portion 22 of the core
shaft 2, which has a small diameter and thus has flexibility, the
resilience of the guidewire 11 after being bent into a U-shape
1s improved.

Modification

In the first and second embodiments, the diameter of the
distal end portion 22 of the core shait 2 decreases stepwise
toward the distal end. Alternatively, the distal end portion 22
may be tapered toward the distal end.

In the first and second embodiments, the core shaft 2 1s
made of a stainless steel alloy. Alternatively, a part of the core
shaft 2 near to the distal end (at least the small-diameter
portion 25) may be made of a pseudoelastic alloy having a
high resilience (for example, Ni—T11 alloy), and a part of the
core shaft 2 near to the proximal end may be made of a
stainless steel alloy. With this structure, the resilience of the
distal end portion of the guidewire 1 or 11 1s improved, and
the torque transmission and the operability of the gmidewire 1
or 11 are improved.

As illustrated in FIG. 6, a part of the small-diameter portion
25 near to the distal end may be made of a stainless steel alloy
(a first distal end portion 26), a part of the small-diameter
portion 25 near to the proximal end may be made of a pseu-
doelastic alloy (a second distal end portion 27), and a part of
the core shaft 2 between the small-diameter portion 235 and the
proximal end of the core shait 2 may be made of a stainless
steel alloy. With this structure, the pseudoelastic alloy
improves the resilience of the distal end portion 22 of the core
shaft 2. Moreover, because the portions made of a stainless
steel alloy are provided to both sides of the part made of a
pseudoelastic alloy, a torque applied to the proximal end
portion of the guidewire 1 or 11 can be reliably transmaitted to
the distal end portion, so that the torque transmission and the
operability of the guidewire 1 or 11 can be further improved.

In the first and second embodiments, the distal end portion
52 of the inner flexible tube 3 1s tapered toward the distal end.
Alternatively, the diameter of the distal end portion 52 may
decrease stepwise toward the distal end.

In the first and second embodiments, the inner flexible tube
5 1s made of only stainless steel strands. Alternatively, the
inner flexible tube 5 may be made of only pseudoelastic alloy
strands. With this structure, the resilience of the inner flexible
tube 5 can be further increased. As a further alternative, the
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inner tlexible tube 5 may be formed by combining stainless
steel strands and pseudoelastic alloy strands (for example,
three stainless steel strands and three pseudoelastic alloy
strands). In this case, the stainless steel alloy increases the
rigidity of the inner flexible tube 5, while the pseudoelastic
alloy increases the resilience of the mner flexible tube 5.
Theretfore, the torque transmission, the operability, and the
resilience of the guidewire 1 or 11 are improved.

In the first and second embodiments, the outer flexible tube
4 surrounds only the distal end portion of the core shait 2.
Alternatively, the outer flexible tube 4 may surround the
entirety of the core shatt 2.

In the first and second embodiments, only the outer flexible
tube 4 and the 1nner flexible tube 5 are joined at the second
joints 7a and 7b. Alternatively, the mside of the mner flexible
tube 5 may be also fixed by soldering. That 1s, for example, in
the guidewire 11 of the second embodiment, the second joint
7a may be formed by fixing the outer tlexible tube 4, the 1nner

flexible tube 5, the stranded wire 8, and the core shaft 2 to each
other by soldering (see FIG. 7).

The present invention contains subject matter related to
Japanese Patent Application No. 2009-143732 filed 1n the

Japan Patent Office on Jun. 16, 2009, the entire contents of
which are mcorporated herein by reference.

What 1s claimed 1s:

1. A medical gmidewire comprising:

a core shaft including a distal end portion having a small
diameter;

an outer flexible tube that surrounds an outer surface of the
core shaft; and

an inner flexible tube disposed [in] completely within the
outer tlexible tube, the mner flexible tube surrounding
the distal end portion of the core shaft, wherein

[wherein] a distal end of the core shaft is joined to a distal
end of the outer flexible tube,

[wherein] the inner flexible tube is disposed so that a distal
end thereof 1s positioned between the distal end of the
core shalt and a proximal end of the core shait so as to be
separated from the distal end of the core shaft, [and]

[wherein] a first joint is formed so as to join the distal end
of the 1inner tlexible tube to the core shait without joint-
ing the outer tlexible tube so as to be separated from the
outer flexible tube, and at least one second joint is
formed so as to join the outer flexible tube to the mnner
flexible tube without jointing the core shaitt, the at least
one second joint being positioned between the first joint
and the proximal end of the inner tlexible tube, and

the inner flexible tube has a tapered shape in which an
outside diameter of the inner flexible tube gradually
decreases toward a distal end thereof.

2. The medical guidewire according to claim 1, further

comprising:

a stranded wire disposed 1n the mner flexible tube, the
stranded wire extending from the distal end of the inner
flexible tube parallel to the distal end portion of the core
shaft.

[3. The medical guidewire according to claim 1,

wherein an entire inner flexible tube 1s disposed 1n the outer
flexible tube, and the inner flexible tube has a tapered
shape 1n which an outside diameter gradually decreases
toward a distal end thereof']

4. The medical guidewire according to claim 1,

wherein an entire inner flexible tube 1s disposed 1n the outer
flexible tube, and an outside diameter of the inner flex-
ible tube decreases stepwise toward a distal end thereof.
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5. The medical guidewire according to claim 1,

wherein the inner flexible tube 1s a hollow stranded-wire
coil 1n which a plurality of metal strands are stranded.

6. The medical guidewire according to claim 1,

wherein the outer flexible tube 1s a single-wire coil 1nclud-
ing a large-pitch portion extending from the distal end of
the outer flexible tube toward the proximal end of the
outer flexible tube by a predetermined distance, the
large-pitch portion having a pitch that 1s larger than a

pitch of a proximal end portion of the outer flexible tube,

and

wherein a proximal end of the large-pitch portion 1s posi-
tioned between the first joint and the at least one second
jo1nt.

7. A medical guidewire comprising:

a core shaft including a distal end portion having a small
diameter:

an outer flexible tube that surrounds an outer surface of the
core shaft; and

an inner flexible tube disposed [in] completely within the
outer tlexible tube, the inner flexible tube surrounding
the distal end portion of the core shatt, wherein

[wherein] a distal end of the core shaft is joined to a distal
end of the outer flexible tube,

[wherein] the inner flexible tube is disposed so that a distal
end thereof 1s positioned between the distal end of the
core shaft and a proximal end of the core shait so as to be
separated from the distal end of the core shaft, and

[wherein] a first joint is formed so as to join the distal end
of the mner flexible tube to the core shait without joint-
ing the outer flexible tube, at least one second joint 1s

formed so as to join the outer flexible tube to the mnner

flexible tube without jointing the core shaift, and a third
joint 1s formed so as to join the proximal end of the inner
tflexible tube to the core shait without jointing the outer
flexible tube, the at least one second joint being posi-
tioned between the first joint and the third joint, and
the inner flexible tube has a tapeved shape in which an
outside diameter of the inner flexible tube gradually
decreases toward a distal end thereof.

8. The medical guidewire according to claim 7,

wherein the third joint 1s positioned between the at least
one second joint and the proximal end of the core shaft.

9. The medical guidewire according to claim 7, further

comprising;

a stranded wire disposed in the inner flexible tube, the
stranded wire extending from the distal end of the inner
tflexible tube parallel to the distal end portion of the core
shaft.

[10. The medical guidewire according to claim 7,

wherein an entire inner tlexible tube 1s disposed in the outer
flexible tube, and the inner flexible tube has a tapered
shape 1n which an outside diameter gradually decreases
toward a distal end thereof }

11. The medical guidewire according to claim 7,

wherein an entire inner tflexible tube 1s disposed 1n the outer
flexible tube, and an outside diameter of the inner flex-
ible tube decreases stepwise toward a distal end thereof.

12. The medical guidewire according to claim 7,

wherein the inner tlexible tube 1s a hollow stranded-wire
coil 1n which a plurality of metal strands are stranded.

13. The medical guidewire according to claim 7,

wherein the outer tlexible tube 1s a single-wire coil includ-
ing a large-pitch portion extending from the distal end of
the outer tlexible tube toward the proximal end of the
outer flexible tube by a predetermined distance, the
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large-pitch portion having a pitch that 1s larger than a
pitch of a proximal end portion of the outer flexible tube,
and

wherein a proximal end of the large-pitch portion 1s posi-

tioned between the first joint and the third joint. 5
14. The medical guidewire according to claim 7,
wherein the third joint 1s positioned between the at least
one second joint and the proximal end of the mner flex-
ible tube.

13. The medical guidewire accorvding to claim I, wherein at 10
least a portion of the distal end of the cove shaft is made of a
pseudoelastic alloy, and at least a portion of the proximal end
of the core shaft is made of a stainless steel alloy.
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