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(57) ABSTRACT 

The device is used to remove tissue from a patient and to also 
place a marker in the patient. The device has an opening 
through which tissue enters the device. The tissue, which 
enters the opening is cut and the tissue is removed. The device 
may be used a number of times to remove a number of tissue 
masses. The device also includes a marker, which the user 
may release in the patient at the desired time. 
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METHODS AND DEVICES FOR REMOVING 
TISSUE FROMA PATIENT AND PLACING A 

MARKER IN THE PATENT 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

0001. This application claims priority to U.S. application 
Ser. No. 1 1/099.985, filed on Apr. 5, 1005. The complete 
disclosure of which is hereby incorporated for all purposes. 

BACKGROUND 

0002 The present invention is directed to tissue removing 
devices and methods. The invention may be used to remove 
tissue from any part of the body and is particularly useful in 
removing tissue from the breast. Of course, the invention may 
be used in any other part of the body and use in the breast is 
merely exemplary. 

SUMMARY 

0003. In a first aspect of the present invention, a tissue 
removal device is provided which has a tubular element, a 
transport element and a cutting element. The tubular element 
has an open distal end. The transport element and the cutting 
element are positioned at least partially within the tubular 
element and are movable within the tubular element. The 
device is introduced into a patient and the tubular element is 
advanced so that tissue enters the tubular element through the 
open end. The cutting element is then used to cut or part-off 
the tissue which has entered the tubular element and the 
transport element is used to transport the tissue proximally to 
a tissue chamber. 
0004. The transport element may take many forms. In one 
embodiment, the transport element has an open end posi 
tioned proximal to the open end of the tubular element so that 
tissue enters the open end of the transport element when the 
tubular element is advanced into tissue. The transport element 
may also pierce the tissue being removed from the patient. 
Furthermore, the transport element may have a deployable 
anchor, which secures the tissue to the transport element. The 
anchor may take any Suitable shape such as deployable barbs, 
wires or an inflatable balloon. 
0005. In another aspect of the present invention, the device 
may include a cutting element, which parts off the tissue, 
which enters the tubular element and also transports the tissue 
to the tissue chamber. The cutting element may have a first 
part and a second part, which move toward one another to a 
cutting position when cutting the tissue within the tubular 
element. The cutting element may be plastically or elastically 
deformed when moving to a cutting position. 
0006. In another aspect of the present invention, devices 
and methods for removing tissue and placing a marker within 
the patient are described. The device includes an opening 
through which tissue is introduced into the device. The tissue 
is then cut to separate a tissue mass from the Surrounding 
tissue. The device also includes a solid marker housed within 
the device. The marker may be implanted into the patient at 
any time desired by the user. The marker may be delivered 
through the same opening through which tissue is removed or 
the device may include a separate opening for delivering the 
marker. The marker may be mounted to the introducer, stored 
in a storage area in the handle, or may even be stored at a 
location distal to the opening through which tissue is 
removed. 
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0007. In still another aspect of the present invention, a 
method of removing tissue and marking a tissue area is pro 
vided in which the tissue marking element delivers a flowable 
material. The tissue marking element may have a plurality of 
outlets to form a recognizable pattern to help locate and orient 
the tissue area of interest at a later time when the flowable 
marking material is visualized. The tissue marking element 
may be advanced through the lumen of the tubular element 
until an outlet of the tissue marking element is positioned 
distal to the opening in the tubular element. The tissue mark 
ing element may also be part of the introducer with the intro 
ducer having one or more outlets through which the flowable 
substance is delivered. 
0008. These and other aspects of the present invention 
shall become apparent from the following description, draw 
ings and claims. 

DESCRIPTION OF DRAWINGS 

0009 FIG. 1 shows a tissue removing device in accor 
dance with the present invention. 
0010 FIG. 2 shows another view of the device of FIG. 1. 
0011 FIG. 3 is a cross-sectional view of a distal end of the 
tissue removal device with a cutting element in a stored posi 
tion. 
0012 FIG. 4 is a cross-sectional view showing the cutting 
element in a cutting position. 
0013 FIG. 5 shows the device being introduced into tis 
SC. 

0014 FIG. 6 shows an introducer withdrawn from the 
distal end. 
0015 FIG.7 shows a tubular element advanced into tissue. 
0016 FIG. 8 shows a cutting element cutting tissue, which 
has entered the tubular element. 
0017 FIG. 9 shows the tissue being transported proxi 
mally. 
0018 FIG. 10 shows the tissue positioned over a tissue 
chamber and contacting a distal end of the introducer. 
0019 FIG. 11 shows the tissue falling into the tissue 
chamber. 
0020 FIG. 12 is a cross-sectional view of another tissue 
removal device. 

0021 FIG. 13 shows the device of FIG. 12 introduced into 
tissue. 

0022 FIG. 14 shows the introducer retracted. 
0023 FIG. 15 shows the cutting element being advanced 
distally. 
0024 FIG.16 shows the cutting element in a cutting posi 
tion. 
0025 FIG. 17 shows the cutting element moving the tissue 
proximally toward the tissue chamber. 
0026 FIG. 18 shows the tissue being released into the 
tissue chamber by the cutting element. 
0027 FIG. 19 shows another device for removing tissue 
from a patient. 
0028 FIG. 20 shows the cutting element cutting the tissue 
which has entered the tubular element. 
0029 FIG. 21 shows still another device for removing 
tissue from a patient. 
0030 FIG.22 shows anotheranchor for the device of FIG. 
21. 

0031 FIG. 23 shows still anotheranchor for the device of 
FIG 21. 
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0032 FIG. 24 is a cross-sectional view of another device 
for removing tissue from a patient and placing a marker in the 
patient. 
0033 FIG. 25 shows the introducer moved to a position, 
which releases the marker. 
0034 FIG. 26 shows still another device for removing 
tissue from a patient and placing a marker in the patient with 
the introducer withdrawn to permit tissue to be collected 
0035 FIG. 27 shows the introducer withdrawn proximal 
to a marker storage area. 
0036 FIG. 28 shows the introducer advancing the marker 
toward the open end. 
0037 FIG. 29 shows yet another device for removing tis 
Sue from a patient and placing a marker in the patient with a 
cutting element cut tissue, which has entered the device 
through a side opening. 
0038 FIG. 30 shows the marker being released from a 
marker storage area. 
0039 FIG. 31 shows another device for removing tissue 
and marking a tissue area. 
0040 FIG.32 shows a tissue marking element entering the 
lumen. 
0041 FIG.33 shows the tissue marking element advanced 
to the distal end of the lumen with the introducer. 
0.042 FIG. 34 shows the introducer advanced to move a 
piston within the tissue marking element to force the flowable 
Substance into the tissue area. 
0043 FIG. 35 shows yet another device for removing tis 
Sue and marking a tissue area with an introducer having an 
outlet through which a flowable marker is delivered. 
0044 FIG. 36 shows the device of FIG. 35 with the flow 
able material delivered. 
004.5 FIG. 37 shows still another device for removing 
tissue and marking a tissue area. 
0046 FIG.38 shows a tissue marking element moved to a 
working position within an introducer. 
0047 FIG. 39 shows yet another device for removing tis 
Sue and marking a tissue area. 
0048 FIG.40 shows an external view of the device of FIG. 
39. 

DESCRIPTION OF THE PREFERRED 
EMBODIMENTS 

0049 Referring to FIGS. 1-11, a tissue removing device 2 
according to the present invention is shown. The devices and 
methods described herein may be used to remove tissue from 
any location in the body and an example of Such a use is 
removal of tissue from the breast as described below. The 
tissue removal device 2 has a tubular element 4 which is 
advanced into tissue so that tissue is received through an open 
end 6 of the tubular element 4. A transport element 7 is 
positioned within the tubular element 4 and is used to trans 
port tissue back to a tissue sample chamber 30 as described 
below. 
0050. The distal end of the tubular element 4 is beveled to 
form a sharp tip 11 but may take any other Suitable configu 
ration which penetrates tissue. The tubular element 4 may 
also be rotated when driven into the tissue. The tubular ele 
ment 4 may be made of any suitable material Such as stainless 
steel. The device 2 may also include an introducer 20 posi 
tioned in the tubular element 4 during introduction. The intro 
ducer 20 may have a sharp tip 22 which penetrates the tissue 
during introduction of the device 2 as shown in FIG. 5. The 
device 2 may also be introduced through a sheath, trocar or 
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cannula (not shown) which penetrates the tissue rather than 
using the device 2 itself to penetrate the tissue. 
0051 Although the present invention may be used to col 
lect tissue of any size, the invention is particularly useful in 
removing relatively small quantities of tissue Such as required 
in breast biopsies. When used for this purpose, the inner 
diameter of the device 2 may be less than 5 mm or even less 
than 3.5 mm. The present invention provides the ability to 
obtain Small, cylindrical tissue samples which are relatively 
undisturbed compared to many prior art solutions. The tubu 
lar element 4 may be driven forward a distance of 15-25mm 
which may be selected by the user. 
0.052 The tissue removal device 2 also has a cutting ele 
ment 10 which is used to cut or “part off tissue which has 
entered the tubular element 4 from the surrounding tissue. 
The cutting element 10 is stored between the tubular element 
4 and the transport element 7 and naturally assumes the posi 
tion of FIG. 4 when advanced. The cutting element 10 also 
contacts a protrusion 11 on an inner surface 13 of the tubular 
element 4 which directs the cutting element 10 into the cutting 
position of FIG. 4. The protrusion 11 may simply be a ring 15 
of material attached to the inner surface of the tubular element 
4 although any other structure may be used. The transport 
element 4 and cutting element 10 are then moved proximally 
to the tissue chamber with the cutting element 10 remaining in 
the cutting position of FIG. 4 as explained below. 
0053. The tissue removal device 2 has a first actuator 24 
and a second actuator 26 which are described further below in 
connection with use of the device 2. Of course, fewer actua 
tors may be used if the function of the actuators can be 
combined. When the first actuator 24 is depressed, the intro 
ducer 20 is retracted proximally to the position shown in FIG. 
6 so that the open end of the tubular element 4 is exposed to 
receive tissue. When the second actuator 26 is depressed, the 
tubular element 4 is driven forward so that tissue enters the 
open end 6. The cutting element 10 is then automatically 
advanced to part off tissue, which has entered the open end 10 
and the transport element 7 then transports the tissue to the 
tissue chamber 30. The first and second actuators 24, 26 may 
be knobs, buttons, levers or triggers and FIGS. 1 and 2 show 
the first and second actuators 24, 26 being buttons. 
0054 Use of the tissue removal device 2 is now described 
in connection with FIGS. 5-11. The device 2 is introduced 
into the patient for removal of tissue such as breast tissue in a 
breast biopsy procedure. The device 2 is introduced directly 
into the tissue with the sharp tip 22 of the introducer 20 
penetrating tissue as shown in FIG. 5. The device 2 may also 
be introduced into the patient through a sheath, trocar or 
cannula (not shown). Once the distal end is positioned proxi 
mal to the tissue to be removed, the first actuator 24 is 
depressed to withdraw the introducer 20 and expose the open 
end 6 as shown in FIG. 6. After retracting the introducer 20 the 
user may, of course, manipulate the device 2 as necessary So 
that the device 2 is directed toward the tissue to be removed. 
The introducer 20 may be withdrawn to a position proximal to 
the tissue chamber 30 or another suitable position. 
0055. The second actuator 26 is then depressed which 
causes the tubular element 4 to be driven forward so that 
tissue enters the open end 6 as shown in FIG. 7. The transport 
element 7 may be advanced with the tubular element 4 or may 
be driven independently of the tubular element 4 without 
departing from the invention. For example, the transport ele 
ment 7 may be driven into the position of FIG. 7 after the 
tubular element 4 has been driven into the tissue and even 
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after the cutting element 10 has been deployed to the position 
of FIG. 8. The tubular element 4 may also be rotated while 
being driven forward, for example, the tubular element 4 may 
be rotated 0.5 to 60 revolutions when driven forward. The 
tubular element 4 may also simply be translated (without 
rotating) without departing from numerous aspects of the 
present invention. The introducer 20 may be advanced with 
the tubular element 4 as shown in FIG. 7. 
0056. The cutting element 10 is then advanced until it 
contacts the protrusion 11 and is directed into the tissue which 
has entered the tubular element 4 as shown in FIGS. 4 and 8. 
The cutting element 10 extends toward and through a longi 
tudinal axis defined by the tubular element 4 and forms an 
angle of about 70 degrees with the longitudinal axis although 
any other Suitable angle may be used. The cutting element 10, 
transport element 7 and/or tubular element 4 may also be 
rotated to aid in cutting the tissue. The cutting element 10 may 
be rotated with the tubular element 4 in the same direction or 
in opposite directions when parting off the tissue which has 
entered the device 2. 
0057 The transport element 7 and cutting element 10 then 
move proximally toward the tissue chamber 30 as shown in 
FIG. 9. The introducer 20 is positioned so that continued 
proximal movement of the transport element 7 brings the 
tissue into contact with the distal end of the introducer 20 as 
shown in FIG. 10. Continued proximal movement of the 
transport element 7 completely exposes the tissue and permits 
the tissue to fall into the tissue chamber 30 as shown in FIG. 
11. The tubular element 4 has an opening 32 leading to the 
tissue chamber 30 to permit the tissue to fall into the tissue 
chamber 30 when the tubular element 4 is in the position of 
FIG 11. 
0058. The cutting element 10 is straightened by withdraw 
ing the cutting element 10 into a recess (not shown). The 
cutting element 10 and transport element 7 are then moved 
back to the position of FIG. 6. The tubular element 4 may 
remain within the patient during transport of the tissue to the 
tissue chamber 30 so that the device 2 is ready to take another 
tissue mass without removing the device 2 from the patient. 
The user may re-orient the device 2 as necessary so that the 
tubular element 4 is directed at tissue to be removed. The user 
then actuates the second actuator 26 again which causes the 
tubular element 4 to be driven forward to collect another 
tissue mass. If a tissue mass is desired at another location, the 
user may actuate the first actuator 24 to move the introducer 
20 back to the position of FIG. 5. The device 2 may then be 
manipulated to position the device 2 at the next location 
where tissue is to be removed. Of course, the introducer 20 
may also be automatically repositioned after each collecting 
each tissue mass. 

0059 Referring to FIGS. 12-18, another device 2A for 
removing tissue is shown wherein the same or similar refer 
ence numbers refer to the same or similar structure. The 
cutting element 10A has a first part 40 and a second part 42 
which may be integrally formed or may be independent ele 
ments. The first and second parts 40, 42 move inwardly to cut 
the tissue which has entered the tubular element 4 as shown in 
FIG. 12. The first and second parts 40, 42 move inwardly 
when they engage a protrusion 44 on an inner wall 46 of the 
tubular element 4A as shown in FIG. 12. The protrusion 16 
may be a ring 21 which directs the first and second parts 40, 
42 inwardly. 
0060. The first and second parts 40, 42 may each include a 
portion 50 which undergoes plastic deformation when mov 
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ing to the position of FIG. 12. The first and second parts 40, 42 
remain in the closed position until they are withdrawn into 
recesses (not shown) which straighten the two parts 40, 42. 
The first and second parts 40, 42 may also lock together or 
may be naturally biased to the position of FIG. 12 rather than 
being plastically deformed without departing from numerous 
aspects of the present invention. 
0061 The cutting element 10A is used to transport the 
tissue to the tissue chamber 30 after parting off the tissue. The 
cutting element 10A moves proximally as shown in FIGS. 17 
and 18 to transport the tissue to the tissue chamber 30. The 
tissue may contact the introducer 20 or another part of the 
device 2A as the tissue is moved proximally to help release 
the tissue from the cutting element 10A. 
0062. Use of the device 2A is similar to use of the device 
2 described above. The first actuator 24 is depressed to retract 
the introducer 20 as shown in FIG. 14. The second actuator 26 
is then depressed which causes the tubular element 4A to be 
advanced into tissue as shown in FIG. 14. The cutting element 
10A is then advanced to part off the tissue which entered the 
open end as shown in FIGS. 12 and 16. The cutting element 
10A may be moved together with the tubular element 4A 
when the tubular element 4A is advanced or may be driven 
over the tissue after the tissue has entered the tubular element 
4A. The cutting element 10A then moves proximally toward 
the tissue chamber 30 as shown in FIG. 17 and deposits the 
tissue in the tissue chamber 30 as shown in FIG. 18. The first 
and second parts 40, 42 are opened when they are withdrawn 
into the recesses (not shown). 
0063. The tubular element 4A and cutting element 10 are 
then moved back into position to take another tissue mass. As 
such, the tissue removal device 2 does not need to be removed 
from the patient so that the user may simply reorient the 
device 2 or move the device 2 to another location where tissue 
is to be removed as described above. The method described in 
connection with FIGS. 12-18 may also be accomplished with 
the device of FIGS. 2-11 in that the cutting element 10 may be 
used to transport the tissue mass by itself. Such a method and 
use of the device 2 of FIGS. 1-11 is expressly incorporated 
here. 

0064. Referring to FIGS. 19 and 20, another tissue 
removal device 2B is shown wherein the same or similar 
reference numbers refer to the same or similar structure. The 
tissue removal device 2B has a tubular element 4B which is 
driven into tissue. The device 2B also has the cutting element 
10 which parts off the tissue in the tubular element 4B and the 
tissue chamber 30 which receives the tissue (see FIGS. 1 and 
2). The cutting element 10 and/or tubular element 4B may be 
rotated to aid in cutting the tissue. The cutting element 10 may 
be rotated with the tubular element 4 in the same direction or 
in opposite directions when parting off the tissue which has 
entered the device 2B. The device 2B also has the first and 
second actuators 24, 26 which function in the same manner as 
the first and second actuators 24, 26 described above (also 
shown in FIGS. 1 and 2). 
0065. The device 2B also includes a transport element 60 
which moves within the tubular element 4B and engages the 
tissue. The transport element 60 may be any suitable element 
which engages and contacts the tissue mass. For example, the 
transport element 60 may be a wire 62 having a sharp tip 64 
which pierces the tissue. The wire 62 may be curved or helical 
so that the wire 62 may be pivoted or rotated into engagement 
with the tissue. The transport element 60 may be advanced 
into the tissue before the tubular element 4B or may be driven 
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into the tissue at the same time as the tubular element 4A or 
even after the tubular element 4B has been driven into the 
tissue. 
0066. Once the transport element 60 and the tubular ele 
ment 4A are in the position of FIG. 20, the transport element 
60 moves proximally to carry the tissue toward the tissue 
chamber 30. The transport element 60 may also be rotated in 
the same direction that was used to engage the tissue when 
transporting the tissue mass proximally to help maintain 
engagement with the tissue. The tissue is transported proxi 
mally until the tissue contacts the introducer 20 in the manner 
described above (see FIG. 11). The transport element 60 is 
then withdrawn thereby permitting the tissue mass to fall into 
the chamber 30. The transport element 60 may be rotated 
when being withdrawn from the tissue so that the wire 62 
withdraws smoothly from the tissue. The transport element 
60, tubular element 4A and cutting element 10 are then moved 
back into position to take another tissue mass without remov 
ing the device 2B from the patient as described above. 
0067. Referring to FIG. 21, another tissue removal device 
2C is shown wherein the same or similar reference numbers 
refer to the same or similar structure. The device 2C has a 
piercing element 82 which pierces the tissue. The piercing 
element 82 also has a deployable anchor 83 which secures the 
tissue to the piercing element 82. The anchor 83 may take any 
suitable form. For example, the anchor 83 may be one or more 
retractable barbs 84 which hold the tissue as shown in FIG. 
21. The barbs 84 may be slightly curved to help hold the tissue 
on the piercing element 80 but may take any other suitable 
shape. The anchor 82 may also be one or more wires 86 
extending from the piercing element 82 as shown in FIG. 22 
or may be an inflatable balloon 88 as shown in FIG. 23. 
0068. The device 2C also has the first and second actuators 
24, 26 (see FIGS. 1 and 2) which operate in the manner 
described above. The device also has a third actuator 27 which 
advances the piercing element 82 when actuated. The pierc 
ing element 82 is then moved proximally after the third actua 
tor 27 is actuated again as described below to transport the 
tissue to the tissue chamber 30. 
0069. The device 2C may be operated in a number of 
different ways including the two now described. In one 
method, the piercing element 82 is driven into the tissue 
before the tubular element 4 when the user actuates the third 
actuator 27. The tubular element 4 is then driven over the 
piercing element 82 when the user actuates the second actua 
tor 26. The piercing element 82 is then moved proximally to 
tear the tissue from the surrounding tissue. This step may be 
performed manually or by actuating the third actuator 27 
again. The tissue is then transported proximally by actuating 
the third actuator 27 again if the user has parted-off the tissue 
manually. 
0070. The piercing element 82 moves proximally until the 
tissue is over the tissue chamber 30 at which time the anchor 
83 is automatically released by withdrawing the barbs 84 or 
wires 86 or deflating the balloon 88. Further retraction of the 
piercing element 80 withdraws the piercing element 80 com 
pletely thereby permitting the tissue to fall into the tissue 
chamber 30 as described above in connection with the other 
devices 2, 2A, 2B. After the tissue has been deposited into the 
tissue chamber 30, the device 2C is ready to take another 
sample without removal from the patient as described above. 
(0071. In another method of operating the device 2C, the 
tubular element 4 is driven into the tissue first and the piercing 
element 82 is then driven into the tissue after the tissue has 
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entered the tubular element 4. The anchor 83 is then deployed 
to secure the tissue to the piercing element 80. The tissue is 
then separated from the surrounding tissue and transported to 
the tissue chamber 30 as described above. 
0072 Referring to FIGS. 24 and 25, another tissue remov 
ing device 100 is shown. The device 100 may also be used to 
remove tissue and to place a marker 102 in the patient. The 
device 100 is similar to other devices described herein, such 
as the device 2A of FIGS. 16-18, and the same or similar 
reference numbers refer to the same or similar structure. The 
device 100 may include the same features and may be used in 
substantially the same manner as the device of FIGS. 16-18 
and all disclosure related to the structure and use of device 2A 
is incorporated here. The marker 102 may be any suitable 
marker such as a polylactic-polyglycolic acid copolymer with 
a metallic clip or a collagen material with a metallic clip 
contained therein and may be used for any purpose such as 
marking a breast. The marker 102 is preferably a solid marker 
rather than a dye or liquid. The term "solid” as used herein 
may include soft materials such as gel-like materials or oth 
erwise flexible materials so long as the material is not a liquid 
which may disperse and/or reduce in concentration overtime. 
0073. The marker102 may be delivered at a time selected 
by the user as described herein. The marker102 is mounted to 
an introducer 104 which has a sharp distal end 106 to pierce 
tissue when introducing the device 100. Of course, the device 
100 may also be introduced through a trocar, sheath, cannula 
or the like as described above. The marker102 is stored within 
a recess 106 in the introducer 104. The introducer 104 also has 
aport 108through which the marker 100 leaves the introducer 
104. A pusher 110 moves the marker 102 out of the port 108 
when the port 108 is exposed as shown in FIG.25. The pusher 
110 is biased by a spring 112 to automatically move the 
marker 102 out of the port 108 when the port 108 is exposed. 
The marker 102 may also be moved out of the opening by 
using a pulse of fluid (either a gas such as carbon dioxide or a 
liquid such as saline) to exert pressure on the marker 102 to 
force the marker out of the opening. 
0074. Use of the device 100 is now described. The device 
100 may be used to remove a number of tissue masses from a 
patient in the same manner as described above. The device 
100 may include the cutting element 10A (see FIGS. 16-18) 
or any other suitable structure or method may be used to cut. 
part-off or otherwise separate the tissue in the device 100 
from the surrounding tissue including any of those described 
herein. Furthermore, the device 100 is shown having the open 
distal end 6 but may have a side opening rather the opening 6 
at the distal end without departing from various aspects of the 
invention. When the user desires to place the marker 102 in 
the patient, an actuator is actuated which causes the intro 
ducer 104 to be advanced to the position of FIG. 24 which is 
essentially the same position used when introducing the 
device 100 into the patient. The introducer 104 may then 
continue to move distally thereby exposing the port 108. 
Alternatively, the tubular element 4 may be withdrawn to 
expose the port 108 or the port 108 may be exposed by a 
combination of advancing the introducer 104 and withdraw 
ing the tubular element 4. 
0075 Referring to FIGS. 26-28, another device 120 is 
shown which may be used to remove tissue from a patient and 
also place the marker102 in the patient. The device 120 is also 
similar to the device 2A of FIGS. 16-18 and discussion of the 
device 2A and methods of use are expressly incorporated 
here. FIGS. 26-28 show a proximal part of the device 120 to 
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illustrate storage and delivery of the marker 102. The marker 
102 is contained in a storage area 122 in the device 120. The 
device 120 stores three markers 102 although any suitable 
number may be stored. The marker storage area 122 also has 
a pusher element 124 which is biased by a spring 126 to move 
the marker out of the area 122 and into a lumen 128. The 
device 120 also has an introducer 129 which is withdrawn to 
the position of FIG. 27 so that one of the markers 102 may 
move into the lumen 128. The marker 102 is then moved 
through the lumen 128 and ultimately out of the distal open 
ing by the introducer 129 as shown in FIG. 28. The device 120 
also includes an actuator (not shown) which is actuated by the 
user when the user desires to implant the marker 102. Upon 
actuation, the introducer 129 is automatically withdrawn to 
the position of FIG. 27 to permit one of the markers 102 to 
enter the lumen 128. The introducer 129 then automatically 
moves distally to push the maker 102 out through the open 
end 6 of the tubular element 4. 

0076. Use of the device 120 is now described. The device 
120 may be used to remove a number of tissue masses from a 
patient as described above. Although the device 120 is shown 
with the cutting element 10A, any other suitable structure or 
method may be used to cut, part-off or otherwise separate the 
tissue in the device 120 from the surrounding tissue such as 
those described herein. When the user desires to place the 
marker 102 in the patient, the suitable actuator 24, 26, 27 is 
actuated. The introducer 129 is then retracted proximal to the 
marker storage area 122 as shown in FIG. 27. One of the 
markers 102 is then moved into the lumen 128 by the pusher 
124. The introducer 129 is then automatically advanced so 
that the marker 102 is pushed out through the open end 6 of 
the device 120 as shown in FIG. 30. 

0077 Referring now to FIGS. 29 and 30, yet another 
device 130 for removing tissue and placing the marker 102 
within a patient is shown. The device 130 has a side opening 
132 through which tissue enters the device 130. A cutting 
element 134 shears offmaterial which extends into the device 
130 through the opening 132 as shown in FIG. 28. The device 
130 may use suction to draw tissue into the opening 132 or 
may be forced laterally so that tissue enters the opening 132. 
The device 130 also includes the marker 102 housed in a 
marker storage area 136 positioned distal to the side opening 
132. The marker storage area 136 has an opening 138 which 
is covered with a sliding door 140. When the door 140 is 
opened as shown in FIG. 29, a spring-loaded pusher 142 
forces the marker 102 out of the opening 138. The marker102 
is released at the desired time by the user upon actuation of an 
actuator (see actuators 24, 26, 27 of FIG. 1). The marker 102 
may also be delivered through the opening 132 through which 
tissue is removed without departing from various aspects of 
the invention. 

0078 Referring to FIGS. 31-34, still another device 200 
for removing tissue and marking a tissue area is shown 
wherein the same or similar reference numbers refer to the 
same or similar structure. The device 200 is similar to the 
devices described above and the features and use of the 
devices described above are incorporated here. The device 
200 has a tissue marking element 202 which delivers a flow 
able substance 204 to mark tissue in the patient. The flowable 
substance 204 may be any suitable substance which may 
visualized after the procedure using a suitable technique Such 
as X-ray or ultrasound. 
007.9 The tissue marking element 202 has a chamber 206 
which holds the flowable substance 204. The tissue marking 
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element may also include a needle 208 having an outlet 210 
through which the substance 204 is delivered. A piston or 
plunger 212 forces the flowable substance 204 through the 
outlet 210 as shown in FIG. 34. 

0080. The device 200 may be used to remove tissue using 
any suitable method including all of those described herein, 
which are expressly incorporated here. The flowable sub 
stance 204 may be applied when the user desires upon actua 
tion of the appropriate actuator (see actuators 24, 26, 27 of 
FIG. 1). For example, the user may first remove a number of 
tissue masses as described herein followed by delivery of the 
flowable substance 204 to mark tissue. Alternatively, the 
flowable substance 204 may be automatically delivered after 
a set or predetermined number of tissue masses have been 
removed. 

I0081. The tissue marking element 202 is stored in a marker 
storage area 214 adjacent to a lumen 216 in a tubular element 
218 similar to other embodiments described herein as shown 
in FIG. 31. The device may include a storage area for a 
number of tissue marking elements 202 and FIG. 31 shows 
three tissue marking elements 202 in the storage area 214. An 
introducer 220 is retracted to the position of FIG. 32 which 
permits the tissue marking element 202 to enter the lumen 
216. A spring 222 may be used to force the tissue marking 
element 202 into the lumen 216. The tissue marking element 
202 is then advanced through the lumen 216 by the introducer 
220 until the needle 208 pierces the tissue as shown in FIG. 
33. The tissue marking element 202 and lumen 216 are con 
figured so that the tissue marking element 202 cannot pass 
completely through an opening 224 at the distal end of the 
lumen 216. Once the tissue marking element 202 is posi 
tioned at the opening 224 as shown in FIG. 32 further distal 
movement of the introducer pushes the plunger 212 so that the 
flowable substance is delivered through the outlet and into the 
tissue as shown in FIG. 34. 

I0082 Referring to FIGS. 35 and 36, still another device 
300 for removing tissue and marking a tissue site is shown 
wherein the same or similar reference numbers refer to the 
same or similar structure. The device 300 is similar to the 
devices described above and all features and methods of use 
described herein are incorporated here. The device 300 
includes an introducer 302 which has container 303 which 
holds the flowable substance 307. The container 303 may 
simply be a lumen304 having one or more outlets 306 formed 
at the distal end of the introducer 302 through which the 
flowable substance 307 is delivered. A piston 308 is movable 
within the lumen 304 to force the flowable Substance 307 
through the outlets 306. The outlets 306 may be formed by 
elastomeric portions 310 in a manner similar to a one-way 
valve, such as a duckbill valve, so that the outlets 306 are 
normally closed to prevent the flowable material 307 from 
escaping. The outlets 306 will also inhibit material from 
entering the lumen 304. The lumen 304 may have one outlet 
306 or a plurality of outlets 306 configured in a recognizable 
pattern, which may be useful to orient or otherwise help 
identify the position and/or orientation of the tissue area of 
interest when viewed at a later time. For example, the outlets 
306 may be configured in a triangle or any other suitable 
shape. 
I0083) Referring to FIGS. 37 and 38, yet another device 
400 for removing a tissue mass and marking a tissue area is 
shown. The device 400 is similar to the devices described 
above and all common features and methods described above 
are incorporated here. The device includes an introducer 402 
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having a lumen 404 in which a tissue marking element 406 is 
positioned. The tissue marking element 406 has a plunger 408 
which is depressed by a pusher element 411 to force the 
flowable substance through an outlet 412 in the tissue mark 
ing element 406. A spring 414 holds the tissue marking ele 
ment 406 in the stored position of FIG.37. The tissue marking 
element 406 may also include a needle 416 having the 412 
which deposits the flowable substance into tissue when the 
needle 416 pierces tissue. 
I0084. Referring now to FIGS. 39 and 40, still another 
device 450 for removing tissue and marking a tissue area is 
shown. The device 450 is similar to other devices described 
herein and all such uses and features of those devices are 
incorporated here. For example, the device 450 may be used 
to remove and collect tissue in any manner described herein 
prior to marking of the tissue area. 
0085. The device 450 has a chamber or container 452 
which holds the flowable substance 307. The container 452, 
which may simply be a length of tubing, is coupled to alumen 
454 through which the flowable substance 307 may be deliv 
ered. The container 452 and lumen 454 are coupled to a 
tubular element 456 but may also be integrated into the tubu 
lar element 456. The lumen 454 has an outlet 460 through 
which the flowable substance 307 is delivered. The container 
452 may be coupled to a series of lumens 454 each having one 
or more outlets 460. For example, the device may have three 
outlets positioned 120 degrees apart to form a recognizable 
pattern. The pattern may be used to orient and/or identify the 
tissue area which has been marked when viewed using ultra 
Sound, X-ray or another suitable visualization technique at a 
later time. The outlets 460 are positioned on an outer surface 
of the tubular element 456 near a distal end of the tubular 
element 456. Of course, the device 450 may include any 
number of outlets 460 including only one outlet 460. The 
outlets 460 may also be normally closed similar to a one-way 
valve as described in connection with the outlets 306 of FIGS. 
35 and 36. A plunger 453 is used to force the flowable sub 
stance 307 through the outlets 460. 
I0086. The tissue removing devices described in FIGS. 
31-40 may be used to collect a number of tissue masses in any 
Suitable manner described herein and all such uses are incor 
porated here in combination with the structure and features 
associated with marking tissue. 
0087. The present invention has been described in connec 
tion with various preferred embodiments, however, it is 
understood that various modifications and alternative con 
figurations are possible without departing from the scope of 
the invention. For example, the piercing element may be 
adhered to the tissue in any other suitable manner other than 
using the deployable anchor. 

1-45. (canceled) 
46. A device for removing tissue from a patient and mark 

ing tissue which remains within the body, comprising: 
a body; 
a tubular element extending from the body, the tubular 

element having an opening, wherein tissue is received 
within the opening; and 

a tissue marking element coupled to the tubular element, the 
tissue marking element including a container having an out 
let, the container containing a flowable Substance, the tissue 
marking element, the tissue marking element being movable 
within the tubular element from a stored position to a working 
position, the tissue marking element being closer to the open 
ing when in the working position than in the stored position. 
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47. The device of claim 46, wherein: 
the tissue marking element is configured to deposit the 

flowable substance into the tissue to mark the tissue. 
48. The device of claim 46, wherein: 
the tissue marking element moves distally within the lumen 
when moving from the stored position to the working 
position, the outlet of the tissue marking element being 
positioned distal to the opening in the tubular element 
when in the working position and proximal to the open 
ing when in the stored position. 

49. The device of claim 46, further comprising: 
an introducer movable from a first position to a second 

position, the introducer covering the opening when in 
the first position and being spaced apart from the open 
ing when in the second position. 

50. The device of claim 49, wherein: 
the tissue marking element is moved to the working posi 

tion by the introducer. 
51. The device of claim 49, wherein: 
the tissue marking element is formed by the introducer, the 

introducer having at least one channel in fluid commu 
nication with the outlet, the flowable substance being 
delivered through the channel and the outlet. 

52. The device of claim 46, wherein: 
the tissue marking element has a plurality of outlets 

through which the flowable substance is delivered. 
53. The device of claim 46, wherein: 
the tissue marking element having a needle, the outlet 

being formed in the needle, the outlet being moved to a 
position distal to the opening in the tubular element 
when the tissue marking element is in the working posi 
tion. 

54. The device of claim 46, further comprising: 
a marker storage area positioned outside the lumen, the 

tissue marking element being positioned in the marker 
storage area when in the stored position, the tissue mark 
ing element being moved inside the lumen and advanced 
distally through the lumen when moving to the working 
position. 

55. The device of claim 46, wherein: 
the body includes a tissue storage area in which tissue 

removed from the patient through the opening in the 
tubular element is stored. 

56. The device of claim 46, wherein: 
the tubular element is movable in a distal direction relative 

to the body, the tubular element moving distally so that 
tissue enters the tubular element through the opening. 

57. The device of claim 46, further comprising: 
means for transporting a tissue mass proximally through 

the lumen in the tubular element, the tissue mass enter 
ing the tubular element through the opening and being 
separated from the Surrounding tissue. 

58. The device of claim 46, further comprising: 
a cutting element movable within the tubular element, the 

cutting element moving within the tubular element to 
sever tissue which has entered the tubular element 
through the opening. 

59. The device of claim 46, further comprising: 
an introducer movable from a first position to a second 

position, the introducer covering the opening when in 
the first position and being spaced apart from the open 
ing when in the second position; 

the tissue marking element being positioned within the 
introducer. 
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60. The device of claim 59, wherein: 
the tissue marking element is movable within the intro 

ducer, the tissue marking element moving distally 
within the tissue marking element when moving from 
the stored position to the working position. 

61. A method of removing tissue from a patient and mark 
ing tissue which remains within the body, comprising the 
steps of: 

providing a tissue removing device having an opening and 
a tissue marking element, the tissue marking element 
including a container having an outlet, the container 
containing a flowable Substance; 

introducing the tissue removing device into a patient so that 
the opening is adjacent to a tissue area of interest in a 
patient; 

passing a tissue mass through the opening and into the 
tissue removing device; 

severing the tissue mass from Surrounding tissue so that the 
tissue mass is at least partially contained in the tissue 
removing device; and 

forcing the flowable substance through the outlet of the 
tissue marking element, the flowable Substance being 
deposited in tissue thereby marking the tissue. 

62. The method of claim 61, wherein: 
the providing step is carried out with the tissue removing 

device including a tubular element, the tubular element 
having a lumen with the opening being at a distal end of 
the lumen; and 

the passing step is carried out by advancing the tubular 
element in a distal direction so that the tissue mass enters 
the lumen through the opening. 

63. The method of claim 62, wherein: 
the providing step is carried out with the device having a 

plurality of outlets positioned on an external Surface of 
the tubular element. 
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64. The method of claim 61, wherein: 
the providing step is carried out with the tissue marking 

element having a plurality of outlets; and 
the forcing step is carried out with the flowable substance 

being delivered through the plurality of outlets. 
65. The method of claim 61, wherein: 
the forcing step is carried out with the flowable substance 

being delivered through the plurality of outlets to form a 
pattern. 

66. The method of claim 61, wherein: 
the passing and severing steps are carried out a plurality of 

times to collect a plurality of tissue masses before the 
injecting step, the plurality of tissue masses being stored 
in the tissue removing device, the passing and severing 
steps being carried out without removing a distal end of 
the device from the tissue. 

67. The method of claim 61, wherein: 
the providing step is carried out with the tissue removing 

device including a tubular element having a lumen, the 
opening being at a distal end of the tubular element, the 
device also having a cutting element movable within the 
lumen; and 

the severing step being carried out with the cutting element 
moving within the lumen to sever the tissue mass. 

68. The method of claim 61, further comprising the step of: 
transporting the tissue mass which has been separated from 

Surrounding tissue during the severing step proximally 
through the lumen. 

69. The method of claim 61, further comprising the step of: 
transporting the tissue mass which has been separated from 

Surrounding tissue during the severing step proximally 
through the lumen using a cutting element; 

the severing step being carried out by severing the tissue 
with the cutting element. 

70-75. (canceled) 


