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Description

[0001] The invention relates to a medical guide wire generally used as a catheter which is introduced into e.g., a
cardiovascular system.
[0002] A medical guide wire has been used as a catheter to insert a very thin flexible tube into a blood vessel to take
a picture of a vascular system. The medical guide wire has been also used as the catheter to insert a thin wire to place
a balloon catheter at a specified blood vessel area so as to positively guide the balloon catheter safely when reopening
a clogged coronary artery. These are illustrated by Japanese Provisional Patent Publication No. 4-25024 and Japanese
Laid-open Patent Application No.4-292175. Document EP-A-0 812 599 discloses a guide wire according to the pre-
amble of claim 1.
[0003] By way of an example, a medical guide wire 1a (referred to as "guide wire" hereinafter) advances its front
end portion 4a into a complicatedly curved blood vessel 6a or bifurcated blood vessel 7a as shown in Fig. 3. This
requires a flexible property for the front end portion 4a, and at the same time, requiring a buckle resistant property
against a load resisting in the direction which the guide wire 1a advances. The guide wire 1a is manipulated to turn
around its axis at a handle portion 5a outside the body while advancing the front end portion 4a into the blood vessel
7a. This requires two mechanical properties. One is a corresponding torsional rigidity against the turning motion. The
other is a favorable maneuverability to advance the front end portion 4a into the blood vessel 7a by manipulating the
handle portion 5a.
[0004] For this reason, the front end portion 4a includes a basic structure having a very thin core front wound by a
helical spring.
[0005] Before inserting the guide wire 1a into the bifurcated blood vessel 7a, the front end portion 4a is plastically
deformed manually into a hook-shaped configuration by way of illustration. When the hook-shaped portion 8a reaches
near a bifurcation of the bifurcated blood vessel 7a, the guide wire 1a is turned around its axis to introduce the hook-
shaped portion 8a into another path of the bifurcated blood vessel 7a as shown in Fig. 3. This manipulation enables
operators to smoothly advance the front end portion 4a into the bifurcated blood vessel 7a.
[0006] In order to make the manipulation easier when introducing the front end portion 4a into the bifurcated blood
vessel 7a, it is important to deform the hook-shaped portion 8a easily while ensuring a form-keeping property with the
hook-shaped portion 8a. The hook-shaped portion 8a preferably has a property in which the front end portion 4a is
easily deformed only in one specified direction, but has a corresponding rigidity in which the front end portion 4a resists
to deform in directions other than the specified direction. In order to impart the bending property with the front end
portion 4a, the front end portion 4a has been formed rectangular in cross section in which the front end portion 4a has
a lateral length and a vertical length.
[0007] In the prior guide wire 1a, a priority has been put on the mechanical property that the very thin front end portion
4a is flexible and an outer diameter of the helical spring 3a generally confined to 0.355 mm. This structure is insufficient
to impart an appropriate torsional rigidity with the core elongation which serves as a main role when transmitting an
inserting force while turning the front end portion 4a around the axis. This may cause the front end portion 4a trapped
in e.g., a blood vessel stricture area 9a to block the front end portion 4a from turning around the axis as shown in Fig.
5. This may torsionally deform the core elongation to eventually result in a rupture, which remains a ruptured piece
inside the blood vessel.
[0008] When the helical spring 3a lacks the appropriate torsional rigidity upon moving in combination with the core
elongation, a very thin line element W of the helical spring 3a may plastically deform wavily due to the torsional moment,
thereby losing a smoothness of the line element W (Fig. 6) and expanding an outer diameter of the helical spring 3a.
This may cause a lesion in a wall of the blood vessel due to the unfavorable deformation of the helical spring 3a
engaging directly against the wall of the blood vessel.
[0009] When merely strengthening the torsional rigidity of the core elongation and the helical spring 3a in order to
solve the above inconvenience, the maneuverability reduces to aggravate pains when inserting the core elongation
into the blood vessel to give remedial measures to patients. Upon giving the remedial treatment on the coronary artery
stricture area, a medical guide wire has been demanded which concurrently satisfies two conflicting requirements in
which the front end portion 4a is sufficiently thin, while at the same time, having a torsional rigidity enough to timely
respond to the turning motion transmitted from the handle portion 5a particularly when the front end portion 4a is stuck
in the blood vessel stricture area.
[0010] Therefore, the present invention has been made with the above drawbacks in mind, it is a main object of the
invention to provide a medical guide wire which is capable of satisfying the above two conflicting requirements simul-
taneously.
[0011] According to the present invention, there is provided a medical guide wire comprising: a core member having
a flexible front end portion rectangular in cross section; a helical spring wound around the flexible front end portion of
the core member; the core member having a torsional rigidity coefficient of 16 or less in terms of K 3 103 ; and the
helical spring having a helical diameter-to-line diameter ratio in the range of 2.5 , 3.5. Where the torsional rigidity
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coefficient is a divided value of (a maximum torsional stress based on a torsional moment to which the core member
is subjected)/(the torsional moment to which the core member is subjected), and the helical diameter-to-line diameter
ratio is a value of (a mean value of outer and inner diameters of the helical spring) /(a line element diameter of the
helical spring). In other words, the helical diameter means a distance from a center to a central line of the helical line
element of the helical spring.
[0012] With the front end portion of the core member placed in the helical spring in which the outer diameter generally
measures 0.355 mm, the front end portion is rectangular in cross section in the guide wire according to the invention.
Considering the mechanical property that when inserting the core member into the blood vessel, the rigidity against
the torsional moment to which the front end portion is subjected varies depending on the lateral-to-vertical length ratio
of the front end portion, an attention is paid to the torsional rigidity property of the core member. Such is the above
structure as to overcome the technical problems i.e., "lack of the insufficient torsional rigidity which the front end portion
has" and "unfavorable deformation to which the line element of the helical spring is subjected due to the torsional
moment". This is done based on experimental test results implemented with a multitude of medical guide wires em-
ployed herein.
[0013] In the medical guide wire according to the invention, the ratio of the vertical length to the lateral length of the
front end of the core member is defined in the range of 1.25 , 1.75. This is to ensure a good maneuverability when
inserting the front end portion into the blood vessel.
[0014] Preferred forms of the present invention are illustrated in the accompanying drawings in which:

Fig. 1 is a plan view of a medical guide wire but partly sectioned;
Fig. 2 is a cross sectional view of a front end portion of a core elongation taken along lines II-II of Fig. 1;
Fig. 3 is a schematic view of a prior medical guide wire in use for a blood vessel;
Fig. 4 is a schematic view of an experimental device to confirm that the medical guide is improved in its maneu-
verability; and
Fig. 5 is a schematic view of the prior medical guide wire in which a line element of a helical spring is wavily
deformed due to a torsional moment to which the line element is subjected when inserting the front end portion
into the blood vessel while turning the front end portion around its axis.
Fig. 6 is a schematic view of a prior art core elongation to show how the core elongation deforms due to a torsional
moment.

[0015] Referring to Figs. 1 and 2 which show a medical guide wire 1 according to a first example of the invention,
the medical guide wire 1 has a handle grip 5 and a core elongation 2 (core member) in which a front end portion 2A
is wound by a helical spring 3 to form a leading head 4. The front end portion 2A rectangular in cross section has a
lateral length (a = 0.099 mm) and a vertical length (b = 0.052 mm). A mean value (D) of outer and inner diameters of
the helical spring 3 is 0.265 mm, and a line element diameter (d) measures 0.090 mm. From these numerical meas-
urements, important factors are calculated as follows:

A torsional rigidity coefficient K 3 103 6 14.7
A helical diameter-to-line diameter ratio (D/d) 6 2.94
A length ratio (a/b) 6 1.90

[0016] Where the torsional rigidity coefficient is a divided value of (a maximum torsional stress based on a torsional
moment to which the core elongation 2 is subjected)/(the torsional moment to which the core elongation 2 is subjected),
and the helical diameter-to-line diameter ratio is a value of (the mean value (D) of the outer and inner diameters of the
helical spring 3) /(the line element diameter (d) of the helical spring 3).
[0017] The above three formulas satisfy the torsional rigidity coefficient of 16 or less and the ratio (D/d) of 2.5 , 3.5
respectively.
[0018] As a second example of the invention, the front end portion 2A rectangular in cross section has the lateral
length (a = 0.093 mm) and the vertical length (b = 0.070 mm). The mean value (D) of the outer and inner diameters of
the helical spring 3 is 0.265 mm, and the line element diameter (d) measures 0.090 mm. Based on these numerical
measurements, the important factors are calculated as follows:

A torsional rigidity coefficient K 3 103 6 9.5
A helical diameter-to-line diameter ratio (D/d) 6 2.94
A length ratio (a/b) 6 1.329

[0019] The above three formulas in turn satisfy the torsional rigidity coefficient of 16 or less, the ratio (D/d) of 2.5 ,
3.5 and the length ratio (a/b) of 1.25 , 1. 75.
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[0020] As a third example of the invention, the front end portion 2A rectangular in cross section has the lateral length
(a = 0.101 mm) and the vertical length (b = 0.079 mm). The mean value (D) of the outer and inner diameters of the
helical spring 3 is 0.265 mm, and the line element diameter (d) measures 0.090 mm. Based on these numerical meas-
urements, the important factors are calculated as follows:

A torsional rigidity coefficient K 3 103 6 6.9
A helical diameter-to-line diameter ratio (D/d) 6 2.94
A length ratio (a/b) 6 1.278

[0021] The above three formulas in turn satisfy the torsional rigidity coefficient of 16 or less, the ratio (D/d) of 2.5 ,
3.5 and the length ratio (a/b) of 1.25 , 1. 75.
[0022] As a fourth example of the invention, the front end portion 2A rectangular in cross section has the lateral
length (a = 0.107 mm) and the vertical length (b = 0.067 mm). The mean value (D) of the outer and inner diameters of
the helical spring 3 is 0.275 mm, and the line element diameter (d) measures 0.080 mm. Based on these numerical
measurements, the important factors are calculated as follows:

A torsional rigidity coefficient K 3 103 6 8.5
A helical diameter-to-line diameter ratio (D/d) 6 3.43
A length ratio (a/b) 6 1.597

[0023] The above three formulas in turn satisfy the torsional rigidity coefficient of 16 or less, the ratio (D/d) of 2.5 ,
3.5 and the length ratio (a/b) of 1.25 , 1. 75.
[0024] Upon using the medical guide wire 1 for the remedial treatment of the blood vessel, no phenomena were
experienced that blocked the leading head 4 from turning around its axis, nor that plastically deformed the line element
wavily when stuck in the blood vessel stricture area, thereby producing the medical guide wire of high quality substan-
tially with no defects. The medical guide wires especially represented by the second through fourth examples have a
good maneuverability upon inserting the leading head 4 into the blood vessel, whereby producing evidence that ex-
perimental test data correspond to the blood vessel treatment as described hereinafter in technical analyses.
[0025] The medical guide wire according to the invention is such that the core elongation 2 has the flexible property
in the basic structure capable of a high trap load and blocking unfavorable deformation. This produces the high quality
medical guide wire capable of the good maneuverability upon inserting the leading head 4 into the blood vessel while
advantageously improving the blood vessel treatment further.
[0026] The technical analyses has been done with a multitude number of guide wires usable for a human body
employed herein in order to confirm the numerical definitions in the invention. The numerical definitions were adopted
based on the experimental test data done with the use of the device 10 of Fig. 4. The experimental test device 10 has
the severest requirements conceivable when inserting the medical guide wire for the blood vessel treatment. In the
experimental test device 10, a serpentine mocking blood vessel path 11 is formed within a plastic plate to embed a
plastic tube therein. The path 11 has both ends angularly turned 90 ° degrees while having seven middle main segments
angularly turned 180° degrees alternately at 10 mm intervals. An inner diameter of the plastic tube measures 0.4 mm
with no lubrication medium provided therein.
[0027] In order to confirm how the leading head 4 changes its torsional property depending the torsional rigidity
coefficient K, a multitude of guide wires were prepared in which the leading heads 4 have different torsional rigidity
coefficients K in order to insert the core elongations 2 into the plastic tube. With the use of the handle grip 5, the leading
head 4 was turned around its axis in the same manner as when inserting the leading head 4 into the human blood
vessel. Trap loads were determined when the leading head 4 came out of the plastic tube so that the leading head 4
is ceased its turning motion to observe a relationship between the trap load P and the torsional rigidity coefficient K.
[0028] Various rigidity coefficients K were determined by a wide variety of the combination of the lateral and vertical
lengths (a, b). Two types of the line elements of the helical spring 3 were selected which have the diameters (d = 0.090
mm, 0.072 mm) while determining the mean value (D) of the outer and inner diameters of the helical spring 3 to be
0.265 mm.
[0029] Table 1 shows the relationship between the trap load P and the torsional rigidity coefficient K as the result of
the experimental test. When the torsional rigidity coefficient (K 3 103) exceeds 16, the trap load P reduces substantially
to a constant low level irrespective of the line element diameter (d) of the helical spring 3, which may block the leading
head 4 from turning around its axis at the blood vessel stricture area. When the torsional rigidity coefficient (K 3 103)
is 16 or less on the other hand, the trap load P increases rapidly to permit the leading head 4 turning around its axis
continuously at the blood vessel stricture area.
[0030] The expression (K 3 103), used herein means K/(103 mm-3), i.e. the value of the torsional rigidity coefficient
expressed in units of mm-3 divided by 1000. Thus, the statement (K 3 103) is 16 is equivalent to K = 16 3 103 mm-3.
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[0031] As a supplement, the torsional rigidity coefficient K is calculated based on the lateral length (a) and the vertical
length (b) which the rectangular bar has at its cross section as observed at formulas in Table 2.
[0032] When the rectangular bar is subjected to a torsional moment T, a maximum torsional stress (τ) occurs to the
cross section of the rectangular bar.

[0033] Where k1 is a coefficient determined depending on (a/b).

[0034] Based on the theory derived from the strength of materials, the torsional rigidity coefficient K is eventually
expressed by the formula below.

TABLE 2

[0035]

[0036] In order to prevent the unfavorable deformation of the line element of the helical spring 3, the technical analysis
was done based on the helical diameter-to-line diameter ratio (D/d) which is calculated by (the mean value (D) of the
outer and inner diameters of the helical spring 3)/(the line element diameter (d) of the helical spring 3).
[0037] Table 3 shows how the wavy deformation occurs after maneuvering the medical guide wire on the experimental

τ = T/(k1 ab2)

k1 = 1/ {3 + 1.8(b/a)}

K = τ/T = 1/(k1 ab2)

= {3 + 1.8(b/a)}/(ab2)
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test device 10 in the same manner as when inserting the leading head 4 into the human blood vessel depending on
the helical diameter-to-line diameter ratio (D/d). When the ratio is in the range of 2.5 , 3.5, it is apparently possible to
effectively remove the wavy deformation of the line element of the helical spring 3. Based on the data, the numerical
definition was adopted that the helical diameter-to-line diameter ratio (D/d) is in the range of 2.5 ~ 3.5. When the ratio
(D/d) reduces to less than 2.5, a strong bending stress occurred on the line element invites defects such as cracks
and flakes thereon upon manufacturing the helical spring 3, thus rendering it difficult to put the helical spring 3 into
practical use. This is because the lower limit of the ratio (D/d) is 2.5.

[0038] In order to ensure a good maneuverability when inserting the leading head 4 into the blood vessel, the nu-
merical definition 1.25 , 1.75 of the length ratio (a/b) was adopted based on functional experimental test results below.
Upon implementing the functional experimental test with the use of the experimental test device 10, several medical
guide wires were prepared in which the length ratio (a/b) ranges from 1.0 to 2.5. Ten subject panelists were enrolled
to experience their feeling by inserting the leading head 4 into the plastic tube of the experimental test device 10. The
degree of the feeling was divided into five stages i.e., "good", " rather good", "normal", "not good" and "very bad"
depending on the maneuverability which the subject panelists experienced. The length ratio (a/b) ranging from 1.25
to 1.75 was selected in which all the subject panelists had felt "good" or "rather good". The results of the functional
experimental test are shown in Table 4.
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[0039] With the above technical analyses in mind, although the requisite factors for the present invention resides
chiefly in the numerical limitations, the invention relates to the torsional rigidity coefficient K and the ratio (D/d) of the
helical spring 3 which consists in a new idea based on a novel conception, and not mere limitations depending on
design alterations usually experienced for those versed in the art. It is to be noted that the first article to encounter the
blood vessel stricture area is the leading head 4 in which the core elongation 2 has a minimum cross section with the
torsional rigidity coefficient K applied as the specified numerical range.
[0040] In this instance, as observed in Fig. 1, a semispherical head 12 is secured to a front tip of the core elongation
2 and the helical spring 3 to consolidate the helical spring 3 to the core elongation 2. However, the semispherical head
12 may be omitted when it is deemed unnecessary to secure the head 12.
[0041] The medical guide wire 1 according to the invention which satisfies the requisite factors ensures the high trap
load and blocking unfavorable wavy deformation so as to overcome the problems which the prior art counterpart had.
This produces the medical guide wire 1 capable of the good maneuverability upon inserting the leading head 4 into
the blood vessel which satisfies the numerical requirements regarding the length ratio (a/b) and the torsional rigidity
coefficient K.
[0042] While there has been described what is at present thought to be preferred embodiments of the invention, it
will be understood that modifications may be made therein and it is intended to cover in the appended claims all such
modifications which fall within the scope of the invention.

Claims

1. A medical guide wire comprising:

a core member (2) having a flexible front end portion (2A) rectangular in cross section;
a helical spring (3) wound around the flexible front end portion (2A) of the core member (2); characterized in
that
the core member (2) having a torsional rigidity coefficient K of less than or equal to 16 3 103 mm-3, where K
= {3 + 1.8 (b/a)}/(ab2), where a and b are the lateral and vertical lenght in the cross section of the core member
front end portion; and
the helical spring (3) having a helical diameter-to-line diameter ratio D/d in the range of from 2.5 to 3.5 where
D is the mean value of outer and inner diameter of the helical spring and d is a live element diameter of the
helical spring.
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2. A medical guide wire according to claim 1, wherein a ratio of a vertical length (a) to a lateral length (b) of the front
end portion (2A) of the core member (2) around which the helical spring (3) is wound is in the range of from 1.25
to 1.75.

3. A medical guide wire according to claim 1 or 2, wherein the outer diameter of the helical spring (3) is substantially
0.355 mm.

Patentansprüche

1. Medizinischer Führungsdraht, welcher umfasst:

- ein Kernelement (2) mit einem biegsamen vorderen Endteil (2A) von rechteckigem Querschnitt;

- eine um den biegsamen vorderen Endteil (2A) des Kemelements (2) gewundene Schraubenfeder (3), dadurch
gekennzeichnet, dass

das Kernelement (2) einen Torsionssteifigkeitskoeffizienten K von unter oder gleich 16 x 103 mm-3 aufweist, wobei
K = {3 + 1,8 (b/a)}/(ab2), wobei a und b im Querschnitt des vorderen Endteils des Kernelements die seitliche und
die vertikale Länge sind, und
die Schraubenfeder (3) ein Verhältnis von Schraubendurchmesser zu Liniendurchmesser D/d in dem Bereich von
2,5 bis 3,5 aufweist, wobei D der Mittelwert des Außen- und des Innendurchmessers der Schraubenfeder und d
ein Linienelement-Durchmesser der Schraubenfeder ist.

2. Medizinischer Führungsdraht nach Anspruch 1, dadurch gekennzeichnet, dass ein Verhältnis einer vertikalen
Länge (a) zu einer seitlichen Länge (b) des vorderen Endteils (2A) des Kernelements (2), um welches die Schrau-
benfeder (3) gewunden ist, in dem Bereich von 1,25 bis 1,75 liegt.

3. Medizinischer Führungsdraht nach Anspruch 1 oder 2, dadurch gekennzeichnet, dass der Außendurchmesser
der Schraubenfeder (3) im Wesentlichen 0,355 mm beträgt.

Revendications

1. Fil de guidage médical, comprenant :

un élément de coeur (2) comportant une partie d'extrémité avant souple (2A) de section transversale
rectangulaire ;
un ressort hélicoïdal (3) enroulé autour de la partie d'extrémité avant souple (2A) de l'élément de coeur (2) ;
caractérisé en ce que :
l'élément de coeur (2) a un coefficient de rigidité en torsion K inférieur ou égal à 16 x 103 mm-3, où K = {3 +
1,8(d/a)}/(ab2), où a et b sont les longueurs latérale et verticale dans la section transversale de la partie d'ex-
trémité avant d'élément de coeur ; et
le ressort hélicoïdal (3) a un rapport diamètre hélicoïdal/diamètre linéaire D/d situé dans la plage comprise
entre 2,5 et 3,5, où D est la valeur moyenne du diamètre extérieur et intérieur du ressort hélicoïdal et d est
un diamètre d'élément linéaire du ressort hélicoïdal.

2. Fil de guidage médical selon la revendication 1, dans lequel un rapport d'une longueur verticale (a) à une longueur
latérale (b) de la partie d'extrémité avant (2A) de l'élément de coeur (2) autour duquel est enroulé le ressort héli-
coïdal (3) est situé dans la plage comprise entre 1,25 et 1,75.

3. Fil de guidage médical selon la revendication 1 ou 2, dans lequel le diamètre extérieur du ressort hélicoïdal (3)
est sensiblement de 0,355 mm.
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