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(57) ABSTRACT 

A stent, to be implanted in a human body, is made of a 
super-elastic metal Which is formed approximately cylindri 
cally and integrally and Which shoWs super-elasticity before 
and after said stent is inserted into said human body. The 
stent has a plurality of annular parts (expansion element) 
deformable in a direction in Which an outer diameter thereof 
contracts, When a stress is applied thereto and a plurality of 
connection parts (connection element) each connecting said 
adjacent annular parts to each other, With said annular parts 
arranged in an axial direction of said stent. Each of said 
annular parts is elastically deformable oWing to super 
elasticity thereof, Whereas each of said connection parts is 
substantially a plastically deformable part not super-elastic 
entirely or partly. 
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STENT TO BE IMPLANTED IN HUMAN BODY 
AND METHOD OF PRODUCING STENT 

BACKGROUND OF THE INVENTION 

[0001] The present invention relates to a stent that is 
implanted in lumens such as the blood vessel, the bile duct, 
the trachea, the esophagus, the ureter, and the like so that it 
is used to improve a stenosed portion or a closed portion 
generated in the lumens. 

[0002] To cure various diseases that are caused When the 
blood vessel or lumens in the human body are stenosed or 
closed, the stent Which is a tubular medical appliance is 
implanted at the stenosed portion or the closed portion to 
expand them and secure the lumen thereof. Because the stent 
is inserted into the human from outside, its diameter is small. 
The stent is dilated or returned to its original shape to make 
its diameter large at the stenosed or closed portions to keep 
the dilated state of the lumen. 

[0003] The stent is classi?ed into a self-expandable stent 
and a balloon expandable stent, depending on the function 
and dilating mode thereof. 

[0004] The balloon expandable stent Which itself has no 
dilating function is inserted into a desired portion. Then, a 
balloon provided in the stent is in?ated to dilate (plastically 
deform) the stent so that the stent is ?xed to the inner surface 
of the desired lumen, With the stent in close contact there 
With. That is, it is necessary to dilate the stent of this type in 
implanting it in the desired portion. 

[0005] Fundamentally, the self-expandable stent is made 
of an elastic material. The ?nal siZe of the self-expandable 
stent is set When it is expanded. In introducing the self 
expandable stent into the human body, it is folded into a 
small siZe and put into a member (plastic tube in most cases) 
restricting its con?guration. Then the member, namely, the 
tube is introduced into the human body. The self-expandable 
stent is discharged from the tube at the desired portion. The 
self-expandable stent dilates itself oWing to its elasticity. 

[0006] The dilating mode of the balloon expandable stent 
and that of the self-expandable stent are different from each 
other. The characteristic of the balloon expandable stent and 
that of the self-expandable stent are also different from each 
other. These tWo kinds of the stents have merits and demer 
its. The balloon expandable stent dilates in the form of a 
plastic deformation in conformity to the dilation of the 
balloon. Therefore the balloon expandable stent can be 
embedded in a curved blood vessel, With the balloon 
expandable stent curved plastically. HoWever, in the case 
Where the balloon expandable stent is embedded in a sub 
limis blood vessel (artery near the surface of human body 
such as carotid arteries, femoral artery, and the like), there is 
a fear that the balloon expandable stent is deformed plasti 
cally by an external force. Generally, embedded into such a 
portion is the self-expandable stent that is capable of return 
ing to its original con?guration by its elasticity, even though 
it is deformed by an external force applied thereto. The 
self-expandable stent has property of returning to its original 
con?guration. In most cases, the stent is formed straight in 
its longitudinal direction. Thus even though the self-expand 
able stent is so con?gured that it can be curved at a light 
force, it Will return to its original (straight) con?guration in 
the human body. Therefore When the self-expandable stent is 
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implanted in a curved blood vessel, the force of the self 
expandable stent of returning to its original straight shape is 
alWays applied to both ends thereof. 

[0007] The self-expandable stent is disclosed in Us. Pat. 
No. 6,042,606 (WO99/16,387). The stent disclosed therein 
is formed straight in its longitudinal direction. Thus even 
though the self-expandable stent is so con?gured that it can 
be curved at a light force, it Will return to its original 
(straight) con?guration in the human body. Therefore When 
the self-expandable stent is implanted in a curved blood 
vessel, the force of the self-expandable stent of returning to 
its original straight shape is alWays applied to both ends 
thereof. 

SUMMARY OF THE INVENTION 

[0008] Therefore, it is an object of the present invention to 
provide a stent of a self-expandable type to Which little stress 
is applied to both ends thereof after it is implanted in the 
blood vessel of the human body. 

[0009] According to a ?rst aspect of the invention, there is 
provided a stent, to be implanted in a human body, made of 
a super-elastic metal Which is formed approximately cylin 
drically and integrally and Which shoWs super-elasticity 
before and after said stent is inserted into said human body; 
said stent having a plurality of annular parts deformable in 
a direction in Which an outer diameter thereof contracts, 
When a stress is applied thereto and a plurality of connection 
parts each connecting said adjacent annular parts to each 
other, With said annular parts arranged in an axial direction 
of said stent, Wherein each of said annular parts is elastically 
deformable oWing to super-elasticity thereof, Whereas said 
connection part is substantially a plastically deformable part 
not super-elastic entirely or partly or a normal elastically 
deformable part not super-elastic entirely or partly. 

[0010] According to a second aspect of the invention, 
there is provided a method of producing a stent to be 
implanted in a human body, comprising the steps of: forming 
a base material for said stent having a plurality of annular 
parts deformable in a direction in Which an outer diameter 
thereof contracts, When a stress is applied thereto and a 
plurality of connection parts each connecting said adjacent 
annular parts to each other, With said annular parts arranged 
in an axial direction of said stent, by partly removing a side 
surface of a prepared approximately cylindrical pipe, made 
of a super-elastic metal, having an outer diameter suitable 
for a portion of the human body in Which said stent is 
implanted; and heat-treating a part or an entirety of said 
connection part of said base material for said stent to 
substantially eliminate super-elasticity of said connection 
part and impart plastic deformability or normal elasticity 
thereto. 

[0011] According to a third aspect of the invention, there 
is provided a method of producing a stent to be implanted in 
a human body, comprising the steps of: forming a base 
material for said stent having a plurality of annular parts and 
a plurality of connection parts each connecting said adjacent 
annular parts to each other, With said annular parts arranged 
in an axial direction of said stent by preparing an approxi 
mately cylindrical metal pipe having an outer diameter 
smaller than an inner diameter of a portion in Which said 
stent is implanted and having super-elasticity or a shape 
memory characteristic or to Which said super-elasticity or 



US 2003/0105513 A1 

said shape memory characteristic can be imparted and by 
partly removing a side surface of said pipe; forming an 
expanded mode of said base material for said stent by 
expanding said base material for said stent so that an outer 
diameter thereof becomes suitable for said portion in Which 
said stent is implanted and by heat-setting said base material 
for said stent in an expanded state to store a con?guration of 
said expanded base material for said stent and alloW said 
super-elasticity to appear; and heat-treating said expanded 
base material for said stent by heating an entirety or a 
portion of said connection part to eliminate super-elasticity 
thereof substantially and impart plastic deformability or 
normal elasticity thereto. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0012] FIG. 1 is a front vieW shoWing a stent according to 
an embodiment of the present invention. 

[0013] FIG. 2 is a development vieW shoWing the stent 
shoWn in FIG. 1. 

[0014] FIG. 3 is a partly enlarged vieW shoWing the stent 
shoWn in FIG. 1. 

[0015] FIG. 4 is an explanatory vieW shoWing a state in 
Which a connection part of the stent shoWn in FIG. 3 has 
been stretched. 

[0016] FIG. 5 is a front vieW shoWing a state in Which the 
stent shoWn in FIG. 1 has been contracted. 

[0017] FIG. 6 is perspective vieW shoWing a stent accord 
ing to another embodiment of the present invention. 

[0018] FIG. 7 is perspective vieW shoWing a stent accord 
ing to another embodiment of the present invention. 

[0019] FIG. 8 is a front vieW shoWing a stent according to 
an embodiment of the present invention. 

[0020] FIG. 9 is a development vieW shoWing the stent 
shoWn in FIG. 8. 

[0021] FIG. 10 is a partly enlarged vieW shoWing the stent 
shoWn in FIG. 8. 

[0022] FIG. 11 is a front vieW shoWing a stent according 
to an embodiment of the present invention. 

[0023] FIG. 12 is a development vieW shoWing the stent 
shoWn in FIG. 11. 

[0024] FIG. 13 is a partly enlarged vieW shoWing the stent 
shoWn in FIG. 11. 

[0025] FIG. 14 is an explanatory vieW for explaining an 
example of a heat treatment apparatus to be used in a heat 
treatment step. 

[0026] FIG. 15 shoWs a heat sink of the heat treatment 
apparatus shoWn in FIG. 14. 

[0027] FIG. 16 shoWs a state in Which a base material for 
the stent is mounted on the heat sink shoWn in FIG. 15. 

[0028] FIG. 17 shoWs a heat sink according to another 
embodiment. 

DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

[0029] The stent of an embodiment of the present inven 
tion Will be described beloW With reference to the draWings. 
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[0030] A stent 1 of the present invention is implanted in a 
human body. The stent 1 is made of a super-elastic metal 
formed approximately cylindrically and integrally. The 
super-elastic metal shoWs super-elasticity before and after 
the stent 1 is inserted into the human body. The stent 1 has 
a plurality of annular parts 2 (in other Words, expansion 
element) deformable in a direction in Which an outer diam 
eter thereof contracts, When a stress is applied thereto and a 
plurality of connection parts 3 (in other Words, connection 
element) each connecting the adjacent annular parts 2 to 
each other, With the annular parts 2 arranged in the axial 
direction of the stent 1. The annular part 2 is elastically 
deformable oWing to its super-elasticity. The connection part 
3 is substantially a plastically deformable part not super 
elastic entirely or partly or a normal elastically deformable 
part not super-elastic entirely or partly. 

[0031] The connection part 3 has a plastically deformable 
part or a normal elastically deformable part. 

[0032] The stent 1 of the embodiment is an integral 
product having a plurality of the annular parts 2 arranged in 
the axial direction of the stent 1 and a plurality of the 
connection parts 3 each connecting the adjacent annular 
parts 2 to each other. 

[0033] As shoWn in FIGS. 1 and 2, the annular parts 2 
formed of the super-elastic metal shoWing the super-elas 
ticity are arranged almost linearly. Each annular part 2 has 
a deformation assistant function of assisting the deformation 
of the stent 1 in the direction in Which the outer diameter 
thereof contracts, When a stress is applied to the stent 1. The 
adjacent annular parts 2 are connected to each other With the 
connection parts 3 constituting the plastically deformable 
part or having the plastically deformable part. The connec 
tion parts 3 may constitutes the plastically deformable part 
or has the plastically deformable part. As shoWn in FIG. 5, 
the diameter of the stent 1 of the embodiment contracts, 
When a load is applied radially inWardly to the entire side 
(peripheral) surface thereof. 

[0034] As shoWn in FIGS. 1, 2, and 3, the stent 1 of the 
embodiment has a plurality of the annular parts 2 each 
composed of a linear material 4 that is Wavy (Zigzag) and 
annular and functions to keep the stent 1 expanded. The 
annular parts 2 are connected to one another With the 
connection parts 3 (connector) in such a Way that the 
adjacent annular parts 2 do not separate from each other. A 
plurality of the annular parts 2 are arranged almost linearly 
in the axial direction of the stent 1, With valleys and 
mountains of the axially adjacent Wavy annular parts 2 
proximate to each other. 

[0035] As described above, the annular part 2 is composed 
of the linear material 4 Wavy (Zigzag) and annular. Thus the 
annular parts 2 has the deformation assistant function of 
assisting the deformation of the stent 1 in the direction in 
Which the outer diameter thereof contracts, When a stress is 
applied to the stent 1. Further the annular part 2 is made of 
the super-elastic metal shoWing the super-elasticity. Thus the 
annular part 2 returns to the original con?guration, When the 
stress is eliminated therefrom. 

[0036] Unlike the annular part 2, the connection part 3 is 
not substantially super-elastic entirely or partly and is plas 
tically deformable or normal elastically deformable. Each of 
the connection parts has a plastically deformable part or a 
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normal elastically deformable part. But some of he connec 
tion parts may have a plastically deformable part or a normal 
elastically deformable part. Thereby the stent 1 is capable of 
plastically deformable or normal elastically deformable at 
the connection part 3. Further the connection part 3 reduces 
a stress applied to a lumen such as a blood vessel by both 
ends of the stent 1, When the stent 1 is implanted therein. 
Since the connection part 3 is plastically deformable or 
normal elastically deformable, the connection part 3 is 
curved in conformity to a curvature of the blood vessel and 
keeps its curved con?guration When the stent 1 is implanted 
in a curved blood vessel or the like. Therefore little load is 
applied to both ends of the stent 1. FIG. 3 is an enlarged 
vieW shoWing the neighborhood of the connection part 3 of 
the stent 1. The connection part 3 (portion shoWn With 
oblique lines) shoWn in FIG. 3 deforms plastically or normal 
elastically. When the stent 1 is bent, With the connection part 
3 (portion shoWn With oblique lines) disposed radially 
outWard, the connection part 3 is stretched and deforms 
plastically as shoWn in FIG. 4. Consequently there is an 
increase in the interval betWeen the adjacent annular parts 2 
because the adjacent annular parts 2 are connected to each 
other With the stretched connection part 3. Since the con 
nection part 3 deforms plastically, the connection part 3 
keeps the stretched state. The occupation percentage of the 
plastically deformable portion (or normal elastically 
deformable portion) of the connection part 3 is favorably in 
the range of 10 to 100 and more favorably in the range of 40 
to 100. The occupation percentage of the plastically deform 
able portion (or normal elastically deformable portion) of 
the connection part 3 is more favorably in the range of 50 to 
100 and most favorably in the range of 80 to 100. 

[0037] The connection part 3 of the stent 1 of the embodi 
ment connects proximate valleys and mountains of the 
adjacent Wavy annular parts 2 to each other and is curved or 
bent. Therefore, When a force is applied to the stent 1 in a 
curved direction after the stent 1 is implanted in the lumen, 
the stent 1 is capable of coping With the applied force 
Without opposing thereto, because the connection part 3 is 
disposed radially outWard and thus capable of stretching. 
Therefore little stress is applied to the lumen in Which the 
stent 1 has been implanted. In the stent 1 of the embodiment, 
the connection part 3 is curved in the direction orthogonal to 
the axial direction of the stent 1. Therefore the connection 
part 3 is capable of reliably stretching, When the connection 
part 3 is curved. The connection part 3 does not necessarily 
have to be orthogonal to the axial direction of the stent 1, but 
may be curved or bent at a predetermined angle With respect 
to the axial direction of the stent 1. Although the connection 
part 3 of the embodiment is U-shaped, it may be V-shaped 
or S-shaped. In the case Where the connection part 3 is bent 
or curved, it is preferable that a bent portion thereof or a 
curved portion thereof is essentially the plastically deform 
able portion (or normal elastically deformable portion). 
[0038] In the stent 1 of the embodiment, the adjacent 
annular parts 2 are connected to each other With a plurality 
of the connection parts 3. It is preferable to connect the 
annular parts 2 to each other by a plurality of the connection 
parts 3. In this case, it is preferable to almost confront them 
at tWo positions of all the positions Where the valleys and the 
mountains of the adjacent annular parts 2 confront each 
other. It is also preferable to dispose three or more connec 
tion parts 3, With the connection parts 3 forming an almost 
equal angle With respect to the axis of the stent 1. In the 
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embodiment, valleys and mountains of the axially adjacent 
Wavy annular parts 2 are proximately formed, With the 
valleys and the mountains connected to each other alter 
nately by the connection parts 3. In the stent 1 of the 
embodiment, the connection part 3 is not disposed inside the 
annular part 2. Therefore in the stent 1, the annular parts 2 
and the connection parts 3 are arranged in the axial direction 
thereof. In the stent 1 of this embodiment, a plurality of the 
annular parts 2 and a plurality of the connection parts 3 are 
alternately arranged in the axial direction thereof, With the 
annular parts 2 disposed at both ends of the arrangement. 
When the connection parts 3 are vieWed from the side 
(peripheral) surface of the stent 1, the connection parts 3 are 
not disposed inside the annular parts 2, but disposed on an 
annular Zone orthogonal to the axis of the stent 1. Therefore 
it is possible to treat a change in properties of the connection 
part 3 easily and reduce an in?uence given to the annular 
part 2 by the treatment of the change in properties of the 
connection part 3. 

[0039] Although the outer diameter of the stent 1 is 
different according to a portion Where the stent 1 is 
implanted, the outer diameter thereof is favorably in the 
range of 2.0 to 30 mm and more favorably in the range of 
2.5 to 20 mm. The thickness of the stent 1 is favorably in the 
range of 0.04 to 1.0 mm and more favorably in the range of 
0.06 to 0.5 mm. The length of the stent 1 is in the range of 
10 to 150 mm and favorably in the range of 15 to 100 mm. 
In the case Where the stent is implanted in a blood vessel, the 
outer diameter thereof is favorably in the range of 2.0 to 14 
mm and more favorably in the range of 2.5 to 10 mm. The 
thickness of the stent is favorably in the range of 0.04 to 0.3 
mm and more favorably in the range of 0.06 to 0.2 mm. The 
length of the stent is in the range of 5 to 40 mm and 
favorably in the range of 10 to 30 mm. 

[0040] As described above, in the stent 1 of the embodi 
ment, the annular part 2 is composed of a plurality of linear 
materials 4 Wavy (Zigzag) and annular. The number of Waves 
is favorably in the range of 6 to 36 and more favorably in the 
range of 8 to 24. The length of the annular part 2 is favorably 
in the range of 1 to 10 mm and more favorably in the range 
of 1.5 to 5 mm. The number of the annular parts 2 is 
favorably in the range of 3 to 30 and more favorably in the 
range of 5 to 20. The distance betWeen the adjacent annular 
parts 2, in other Words, the length of the connection part 3 
in the axial direction of the stent 1 is favorably in the range 
of 0.1 to 5 mm and more favorably in the range of 0.15 to 
3 mm. It is favorable that the Width of the linear material 4 
constituting the connection part 3 is small to alloW the linear 
material 4 to be bent at a small force. More speci?cally, the 
Width of the linear material 4 constituting the connection 
part 3 is favorably in the range of 0.03 to 0.2 mm and more 
favorably in the range of 0.05 to 0.1 mm. The length of the 
connection part 3 is favorably in the range of 0.15 to 8 mm 
and more favorably in the range of 0.2 to 5 mm When the 
connection part 3 is straight. 

[0041] The mode of the annular part of the stent is not 
limited to the above-described one. 

[0042] For example, the stent may have the annular part 
having a form as shoWn in FIG. 6. 

[0043] As in the case of the stent 1, a stent 20 of the 
embodiment is implanted in the human body and made of a 
super-elastic metal formed approximately cylindrically and 
























