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(57) Abstract: A device for removing a breast implant from a patient includes a housing defining an interior chamber for receiving the
breast implant. The housing includes a distal portion, a proximal portion defining an orifice through which the breast implant passes
during removal, and a suction port. The orifice is defined such that a seal is formed between the housing and the breast implant during
removal of the breast implant. A related method of removing a breast implant of a patient includes the steps of exposing the breast
implant, positioning the orifice of the housing in contact with the breast implant, and applying suction to the housing sufficient to draw

the breast implant through the orifice.
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BREAST IMPLANT REMOVAL DEVICE
AND RELATED METHODS

[0001] This application claims the benefit of U.S. Provisional Patent Application Nos.
62/687,288, filed June 20, 2018, and 62/695.418, filed July 9, 2018, the disclosures of which are

incorporated herein by reference.

FIELD OF THE INVENTION

[0002] This document relates generally to breast prostheses or implants, and more specifically

with the removal of breast implants.

BACKGROUND OF THE INVENTION

[0003] Breast implants, also known as breast prostheses, have been successfully yiilized since
the 196{'s. The implants consist of an ocuter elastomeric shell and a fill matenial. o most implants,
the Bl matenal is g stheone polymer. From time 1o fime, i may become neeessary 1o :iemove a
breast implant. The most often soncountered reason for doing so I 8 malfunction of the mplant

for example, a leak of the stlicone fill material outside of the puter shell.

[0004] As time progresses, the outer clastomer shell of some breast implants may deteriorate
allowing the il material o leak out. This process i conwanonly known as gel bleed. {n other
circumstances, 3 frank disruption of the muter elastomeric shell ovours leading fo divect Ileakage of
the fill materal. Other clreomstances can also be indications for roplant removal including, but
not limited to, capsular contracture, iyplant malposition, a patient’s desire for size change, andfor

a patient’s desire for implant removal.

[0005] Regardless of the indication for removal, actually removing the breast implant from the
sear pocket, commmonly Xnown as a capsule, which natarally fonms and surrounds the breast
mnplant can present a technical and oflen time-consuming challenge in the oporating room. More
specificallv, the breast implant mast be browght oot through a small opening in the sear pocket and
skin and, preferably, removed intact, Grasping the tmplant digitally or with an instrument such as
a clamp can lead to, or enlarge, an existing tear in the outer elastomeric shell of the inplant. Ths
1s particularly true n cases of ruptured or leaking implants where the onter shell can be extremely
1
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fragile andfor partially or fully disinteprated. 1 such cases, removal of 8 ruptured or leaking breast

implant and leaked material can reguire significant amounts of operating room time to complete.

[0006] The difficulty of removal 13 exacerbated by the B material, which is commonly a
silicone polymer and has a tendency {o adhere to everything meluding, for example, breast tissue,
skin, surgeon’s gloves, andior surgical instruments. As such, the silicone polymer fill material 15
difficult to work with and contain and requires a significant effort to clean fron breast tissue and
surgical mstruments. Further complivating matters, iill material or gel left within the breast pocket

can lead fo granvloma formation which can create palpable and vistble nregularities.

[0007] Accordingly, a need exists for a device and related method of efficiently removing an

intact or a ruptured breast implant while containing the fill material.

SUMMARY OF THE INVENTION

[0008] In accordance with the purposes and benefits described herein, a method of removing
a breast implant of a patient, includes the steps of: exposing the breast implant; positioning an
orifice of a housing in contact with the breast implant; and applying suction to the housing

sufficient to draw the breast implant through the orifice.

[0009] In another possible embodiment, the step of applying a positive air pressure to the

housing includes connecting an air line to a connector attached to the housing.

[0010] In yet another possible embodiment, the method further includes the step of assembling

first and second portions of the housing.

[0011] In another possible embodiment, the housing defines an interior chamber for receiving

the breast implant.

[0012] In yet another possible embodiment, the housing includes a proximal portion defining

the orifice.

[0013] In still another possible embodiment, the housing includes a suction port.
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[0014] In yet still another possible embodiment, the step of applying suction to the housing
sufficient to draw the breast implant through the orifice includes the step of connecting in-wall

suction to the suction port.

[0015] In one other possible embodiment, the step of applying suction to the housing sufficient
to draw the breast implant through the orifice includes the step of connecting one of a vacuum

pump, a syringe, or a hand operated pump to the suction port.

[0016] In another possible embodiment, the suction port is positioned on a distal portion of the

housing.

[0017] In yet one other possible embodiment, the suction port is positioned on a distal end of

the housing.

[0018] In another possible embodiment, the suction port extends from a distal end of the

housing.
[0019] In yet another possible embodiment, the suction port is a barbed connector.

[0020] In still another possible embodiment, the step of connecting in-wall suction to the

suction port includes connecting tubing between the in-wall suction and the suction port.

[0021] In yet still another possible embodiment, the step of connecting one of a vacuum pump,
a syringe, and a hand operated pump a vacuum pump to the suction port includes connecting tubing
between the one of the vacuum pump, the syringe, and the hand operated pump and the suction

port.

[0022] In one other possible embodiment, the step of connecting one of a vacuum pump, a
syringe, and a hand operated pump to the suction port includes connecting tubing between the one

of the vacuum pump, the syringe, and the hand operated pump and the barbed connector.

[0023] In another possible embodiment, the step of exposing the breast implant includes the

step of making an incision through the patient’s skin.

[0024] In yet another possible embodiment, the step of exposing the breast implant includes

the step of making an incision through a capsule at least partially surrounding the breast implant.
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[0025] In one other possible embodiment, the housing includes a ring.
[0026] In another possible embodiment, the ring extends from the housing.

[0027] In yet another possible embodiment, the ring includes a rounded inner edge defining

the orifice of the housing.
[0028] In still another possible embodiment, the ring includes an outer lip.

[0029] In yet still another possible embodiment, the step of positioning an orifice of a housing

in contact with the breast implant includes positioning the ring in contact with the breast implant.

[0030] In one other possible embodiment, the step of exposing the breast implant includes the
step of making an incision through the patient’s skin, and wherein the step of positioning the ring
in contact with the breast implant includes the step of inserting the ring through the incision in the

patient’s skin.

[0031] In another possible embodiment, the step of positioning the ring in contact with the
breast implant includes the step of positioning the ring such that edges created by the incision in

the patient’s skin rest behind the ring during removal of the breast implant.

[0032] In yet one other possible embodiment, the step of exposing the breast implant includes
the step of making an incision through the patient’s skin and a capsule at least partially surrounding
the breast implant, and wherein the step of positioning the ring in contact with the breast implant

includes the step of inserting the ring through the incisions in the patient’s skin and the capsule.

[0033] In another possible embodiment, the step of positioning the ring in contact with the
breast implant includes the step of positioning the ring such that edges created by the incision in

the capsule rest behind the ring during removal of the breast implant.
[0034] In yet another possible embodiment, the ring is integrally formed with the housing.

[0035] In yet still another possible embodiment, the step of assembling first and second

portions of the housing.

[0036] In one other possible embodiment, the method further includes the step of performing

a partial capsulectomy.
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[0037] In another possible embodiment, the step of performing a partial capsulectomy occurs

prior to removal of the breast implant.

[0038] In yet one other possible embodiment, the method further includes the step of

performing a total capsulectomy.

[0039] In another possible embodiment, the step of performing a total capsulectomy occurs

prior to removal of the breast implant.

[0040] In yet another possible embodiment, the step of applying suction to the housing
sufficient to draw the breast implant through the orifice includes the step of applying suction to

the housing sufficient to draw the breast implant and the capsule through the orifice.

[0041] In yet still another possible embodiment, the method further includes the step of

disposing of the breast implant into a waste receptacle.

[0042] In yet still another possible embodiment, the method further includes the step of

disposing of the housing, including the removed breast implant, into a waste receptacle.

[0043] In an additional embodiment, a device for removing a breast implant from a patient is
provided. The device includes a housing defining an interior chamber for receiving the breast
implant. The housing includes a distal portion, a proximal portion defining an orifice through
which the breast implant passes during removal, and a suction port, wherein the orifice is defined
such that a seal is formed between the housing and the breast implant during removal of the breast

implant.

[0044] In another possible embodiment, the housing includes a ring.

[0045] In yet another possible embodiment, the ring is fixed in position.

[0046] In yet still another possible embodiment, the ring extends from the housing.

[0047] In one other possible embodiment, a neck is formed between the ring and the proximal

portion of the housing.

[0048] In another possible embodiment, the neck extends the ring and the orifice away from

the distal portion of the housing.
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[0049] In yet one other possible embodiment, the ring includes a rounded inner edge defining

the orifice of the housing.
[0050] In another possible embodiment, the ring includes an outer lip.
[0051] In yet another possible embodiment, the ring is integrally formed with the housing.

[0052] In yet still another possible embodiment, the suction port extends from the distal

portion of the housing.

[0053] In one other possible embodiment, the proximal portion and the distal portion are

separable.
[0054] In another possible embodiment, the proximal portion and the distal portion are halves.

[0055] In yet one other possible embodiment, the proximal portion and the distal portion are

frustoconically shaped.

[0056] In yet still another possible embodiment, the proximal portion and the distal portion are

shaped to accommodate nesting one within the other when not in use.

[0057] In one other possible embodiment, the suction port extends through the orifice when

the distal and proximal portions are in a nested position.

[0058] In another possible embodiment, the proximal portion and the distal portion are

threaded for connecting the proximal portion and the distal portion.

[0059] In yet one other possible embodiment, the device further includes one of a vacuum

pump, a syringe, and a hand operated pump.

[0060] In another possible embodiment, the device further includes tubing for connecting the

one of the vacuum pump, the syringe, and the hand operated pump to the suction port.
[0061] In yet another possible embodiment, the device further includes at least one grip.

[0062] In yet still another possible embodiment, the at least one grip is a detent formed in the

housing.
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[0063] In one other possible embodiment, the at least one grip is elevated.
[0064] In another possible embodiment, the elevated grip is a rubber material.

[0065] In an additional embodiment, a device for removing a breast implant from a patient is
provided. The device includes a housing defining an interior chamber for receiving the breast
implant. The housing includes distal and proximal portions, a ring attached to the proximal portion
and defining an orifice through which the breast implant passes during removal, and a suction port.
The orifice is defined such that a seal is formed between the ring and the breast implant during

removal of the breast implant.
[0066] In another possible embodiment, the ring is fixed in position.
[0067] In yet another possible embodiment, the ring extends from the housing.

[0068] In yet still another possible embodiment, a neck is formed between the ring and the

proximal portion of the housing.

[0069] In one other possible embodiment, the neck extends the ring away from the distal

portion of the housing.

[0070] In another possible embodiment, the ring includes a rounded inner edge defining the

orifice.
[0071] In yet one other possible embodiment, the ring includes an outer lip.
[0072] In still yet another possible embodiment, the ring is integrally formed with the housing.

[0073] In one other possible embodiment, the suction port extends from the distal portion of

the housing.

[0074] In another possible embodiment, the proximal portion and the distal portion are

separable.

[0075] In yet another possible embodiment, the proximal portion and the distal portion are

halves.
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[0076] In another possible embodiment, the proximal portion and the distal portion are

frustoconically shaped.

[0077] In yet one other possible embodiment, the proximal portion and the distal portion are

shaped to accommodate nesting one within the other when not in use.

[0078] In yet still another possible embodiment, the suction port extends at least partially

through the ring when the distal and proximal portions are in a nested position.

[0079] In one other possible embodiment, the proximal portion and the distal portion are

threaded for connecting the proximal portion and the distal portion.

[0080] In another possible embodiment, the device further includes one of a vacuum pump, a

syringe, and a hand operated pump.

[0081] In still another possible embodiment, the device further includes tubing for connecting

the one of the vacuum pump, the syringe, and the hand operated pump to the suction port.
[0082] In yet still another possible embodiment, the device further includes at least one grip.

[0083] In still another possible embodiment, the at least one grip is a detent formed in the

housing.

[0084] In one other possible embodiment, the at least one grip is elevated. In another, the

elevated grip is a rubber material.

[0085] In the following description, there are shown and described several preferred
embodiments of a device for removing a breast implant and related methods of removing a breast
implant of a patient. As it should be realized, the devices and methods are capable of other,
different embodiments and their several details are capable of modification in various, obvious
aspects all without departing from the methods and devices as set forth and described in the
following claims. Accordingly, the drawings and descriptions should be regarded as illustrative in

nature and not as restrictive.
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BRIEF DESCRIPTION OF THE DRAWING FIGURES

[0086] The accompanying drawing figures incorporated herein and forming a part of the
specification, illustrate several aspects of the invention and together with the description serve to

explain certain principles thereof. In the drawing figures:
[0087] Figure 1 is a perspective view of a device for removing a breast implant;

[0088] Figure 2 is a perspective view of an end of the breast implant removal device showing

a proximal orifice having a rounded lip; and

[0089] Figure 3 is a perspective view of a side of the breast implant removal device shown in

a partially disassembled state;

[0090] Figure 4 is a cross sectional view of the breast implant removal device showing the
proximal orifice in contact with a breast implant at an initial stage of the implant removal process;

and

[0091] Figure 5 is a perspective view of an alternate embodiment of a unitary breast removal

device.

[0092] Reference will now be made in detail to the present preferred embodiments of the
device and related methods for removing breast implants, examples of which are illustrated in the

accompanying drawing figures, wherein like numerals are used to represent like elements.

DETAILED DESCRIPTION

[0093] Reference is now made to Figure 1 which illustrates a device 10 for removing & breast
implant {1} from a patient. The breast smplant may be reruoved mtact or when leaking fill materiall
References to breast implants within this spectfication refer o the breast mmplant including the
outer elastomeric shelf and the §H musterigl, whether the shell is intact or the {1 material has kogked
out of the shell, andfor a capsude which pahwally forms at least partiadly avopnd breast fplants.,
i other words, g reference to comtacting the breast implant {13 tncludes contacting the il material

if leaked out, the outer shell, and/or the capsule.
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[0094] The device 10 consists of a first, proximal portion 12 and a sceond, distal portion 14
which together form a housing. 1o the desceribed embodiment, the proxumal and distal portions ave
generally halves which are separable. Each portion 12, 14 consists primarily of a solid wall 16, 18
and together define an interior chamber for recerving the breast implant {1}, Other emboduments of
the device 10, bowever, nwy inchude o anitary honsing wherein the proximal and distal portions

are not separable.

[0095] Each of the proximal and distal portions 12, 14 are generally frustoconical m shape, m
the described embodiment, and join together to form the housing along base ends 20, 22, Of course,
other shapes {e.g., round, oval, obdong, canical, at least partially ovlindrical, ete.} may be atilized.
Creerall, any shape may be vtihezed, and the shape of the proximal and distal portions 12, 14 shopld
be selected o accommaodate the volume of the breast tnplant {1 and provide sufficient mechanical
strength (0 avoid a collapse of the device 10 ander vacuum pressure which is the driviag force for

removal or extraction of the breast implant.

[0096] The total volume of the interior chamber, adding both proximal and distal portioas 12,
14 together, should be sufficiont to remove large-sized breast sinplants, In other words, the volume
of the chamber s at least 68 oo capacity or greater, in the desertbed entbodiment, o accommudade
the removal of large-sized brogst implants. OF course, other embodiments may uitlize smaller

chamber volumes andfor spectfically sized chamber volumes on a patient to patient basis,

[0097] As shown m Figures 1 and 2, the proximad portion 12 of the housing defines an orifice,
designated reference numeral 24, throush which the breast implamt {1} pssses during removal,
More specifically, the onfice 24 is postttoned in contact with the breast ioplant (1) during the

removal process such that a seal s formed between the housing and the breast implant sufficient

to allow vacoum pressure o draw the breast implant from the patient and into the housing.

[0098] In the described embodiment, the housing tncludes an miegrally formed ring 26 that is
fixed iy position and extends from the proximal portion 12 of the howsmg. In this position, best
shown in Figure 3, a neck 28 s formed between the ring 26 and the proxsmal portion 12 of the
housing such that the neck extends the ring and the onfice 24 away from the distad portion 14 of

the housing.

10
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[0099] As shown, the described ring 26 inchudes 8 rounded mner edge 30 that defines the
orifice 24 in one enabodiment. Other embodiments may sot ulilize & dng and the proximal portion
iself may define the orifice. The rolled mner edge 30 provides a substantally smooth and

mechantcally advantageons ingress for the breast mmplant {1} being removed. The ring 26,
mchuding the rolled inner edge 30, may be made of a fobricions material or a medical lubricant
may be applied thereto o lmut friction between the breast mmplant (1), possibly leaked/leaking fill
material (M}, and the rolled 1oner edge as the implant passes through the onfice 24 during the

removal process.

[00100] The described ring 26 also mchudes a flared, rounded, or rolled outer lip 32 as
shown tn Figures 1 and 3, The outer Hp 32 belps {o assist with 2 smooth msertion info an incision
1 the patient’s skin (D} and, possibly, a capsulptomy incision. Fusther, the outer Bip 32 assists with
retention of the device 10 within the incision{s} and maintains edges of ncision{s) i an open

posttion when the ringforifice 24 18 posttioned in contact with the breast noplant {1} during remnoval,
in other words, the ring 26 & nserted through the nciston(s) and positioned such that the ring 18
contacting the breast tplant (11 In this position, the moision edges extend around the outer ip 32
and rest behind the ning 26 which is generally adjacent the neck 28 While the ring 26 and defined
orifice are descrtbed as ronnd in one embodiment, the onfice andior ring may take essentially any

shape including, for example, oval or oblong.

[00101] As shown in Figures | and 3, a suction port 34 extends from the distal portion 14
of the housing m the described embodiment. The suction port 34, however, may be positioned in
any location on the housing. The suction port 34 is 8 sipple or barbed comnector, wm the desertbed
embodiment, designed to recetve tublng connected 1o a suction source 36 {e.g., & vacuum pump, a
syringe, andior 3 hand opersted pump). Varous other connectors may be used to connect the
device 10 10 g suction scurce as 15 kuown w the art In the descoribed embodiment, the suction
source 38 18 a vacuum panp. Operating rooms fypically provide a suction source which may bea
vacutm pump located in a remote area or within the operating room Hselfl In some instances,
portable vacwmuan pumps, syninges, or even hand eperated pumps may be supplied with the device
10 for utilization m operating rooms which are void of 8 suttable suction source. In each nstance,
however, the device 10 s connected to the suction source 36 utihizing tubing 38 as shown i Figure

1.

11
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[00102] Ata distal end 32 of the distal half 14, shown in Figures 1 and 4, a nipple or barbed
connector 3¢ receives a hose {not shown} {o provide vacuwm pressure for use in removal andfor
forced aw for use in the weertion process, Vacuum and air sources andifor hoses are universally
available for surgical procedures in operating rooms. In aliernate embaodiments, & wube or hose may
extend from the bousing with the connector attached thereto for mating with a vacwumny/Buoid hose

or vacuanyfluid source connector.

[00103] As shown i Figure 3 and noted above, the proximal and distal portions 12, 14 are
separable and generally frustrocomcal in shape m the described embodiment. This shape, and
others, sccommodate nesting of the portioss one within the other when not in use, In ong
embodiment, the suction port 34 exiends through the onfice 24 when the distal and proximal
portions are in the nested position, Nesting the portions i general 18 particularly usefud for
packaging the preoperative device 1. Of course, other shapes may be pilized so long as they
provide suffictent mechanical rigdity wader vacnum presswre or the device mav be @ paitary

structure as deseribed above.

[00104] As turther shown, the proximal portion 12 and the distal portion 14 are connected
by a stiaple threaded mechamsm, The conmection between the two portions 12, 14 provided by the
mechanism 18 air tight in order o matntain vacuum pressure and glso prevent leaking of any
sthicone polymer fill material recerved within the device 10, Move specifically, a distal end 40 of
the proximal portion 12 has a screw thread 42 that cambines with 2 mating screw thread 44 of the
distal portion 14 forming the connection. QF course, other types of mechanwcal connectiony may
te utitized in Heu of the threaded mochanism in aliernate cmbodiments such as, but not fimited to,

press fil connections, friction {1t conpections, butt connections with a separale connection ring, of
a compression band, Further, gaskets or O rings may be ptilized in all such embodiments to enswe

an atr tight seal or the above-described unttary design may be utilized,

[00105] As gn added convenience, one or more grips 46 may be provided on one or both of

the proximal and distal portions 12, 14 1o assist the nser in assembly and disassenmbly thereofl As

best shown in Figures 3 and 4, the grips 46 may be detents formed m the one or both partions 12,

{4, While shown as geserally oval in shape in the deseribed embodiment, the grips 46 may {ake

any shape sufficient o provide improved gripping of the portions 12, 14 during use andiay

assembly/disassembly. Even move, the gops may be clevated {not shown) extending above an
12
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outer surface of the housing. The clevated grips may be made of 8 rubber or ke material and may
provide a rigid andior a facky feel for the user, OF course, other types and numbers of gnips way

he utilized in alternate embodiments.

[00106] As noted above, a device ) may be a unitary structure as shown i Figure 3. In
other words, the device 50 may be a single piece unit thereby elurunating threaded mechanism 38
between the proxine] and distad portions 12, 14 of the earlier desenbed device 13 The alternate
device 50 ximilarly melades proximal and distal portions 52, 54 which define sn imterior chamber,
and generally welodes walls, 58, 3§, a defined orifice 60, a suction port 62, and aring 64 m at least
the deseribed embodiment. Other than the unitary nature of the housing, the device 30 is the same
as the ahove desortbed embodiment and altemative embodiments thereofl Bven more, the wintary

device 50 is intended for disposal afier a single use,

[00107] In all cmbodiments, caps {not shown) may be provided o seal off the proximal
opening andfor distal suction port prior to andfor post operation, In addition, the devices 18, 30

may be created using materials suitable for biochazardous waste disposal.

[00108] The method of removing a breast implant {{} of a patient referred to above in
describing devices used therein inchudes the steps of exposing the breast inplant, positioning an
ortfice of the device w contact with the breast implant, and applyving suction to the devive suffictent
to draw the bregst noplant through the onfice. The method 15 further described with reference o

an embodiment of the device 10 described above.

[00109] The device 1 is supplied m a stenle condition. The user first assembles the two
portions 12, 14 of the device 10 together using the threaded mechanism 36, Onee together, the
device 10 1 ready for ase. Surgieally, a capsule (O} shich naturally forms at least pactially around
the breast implant {1} is exposed via incisions through skin (S}, breast tissue (1}, and muscle
depending on the placement of the breast implant. I a partial or total capsulectomy procedure &8
to be completed, the desired steps may be performed prioy to or after removal of the breast unplant

(D).

[00110] As part of the described removal process, a capsulotomy incision 1s created m the

capsule {0y thereby divectly exposing the breast peplant {1} The capsulotomy invision i3

necessarily sized large enough 1o admat the ring 26 in the desoribed method. This allows for direct
13
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contact betweon the device 10 and the breast implant () which necessarily includes the outer shell
{8} and/or fill material (M} i the ocuter shell of the breast implant (1) has dissobved or is disrapted.

In other words, the grifice 24 of the device 10 18 positioned in contact with the breast umplant.

[00111] In the described method, the ring 26 defines the orifice and 1s positioned in contact
with the breast implant {I} by mserting the ring through the incision m the patient’s skin (D)} and
capsule {C}. In alternate methods, the capaple (€} may not be breached and the ring 26 may be

mserted through the incision in the patient’s skin (D) and positioned m contact with the capsule,

[00112] With the ring 26 mserted through the ncision in the pattent’s skin {D) and capsule
{C} and positioned in contact with the breast smplant {1}, the outer lip 38 of the ring 26 assists with
retention of the device 10 within the incision{s} and maintains edges of the meision{s} m an open
position, hn other words, edges created by the tncision w the patient’s skin (D) exiend sround the
outer lip 32 and rost belind the ring 26 during removal of the tweast umplant (I} Agam, if an
mcision 15 made in the capsule {C), then edges of the capsule incision Bkewise rest behind the ring
26, Even more specifically, edges of the mcision{s) rest in a recess behind the ring 28 which is

generally adjacent the neck 28.

[00113] Subsequent to inserting the ring 26 and positioning the ornifice 24 m contact with
the breast implant {1}, a suction source 36 i3 commected to the suction port 34, As described above,
the suction port 34 may be a nipple or barbed comnector 34, for example, which 1s positioned at
the distal end of the distal portion 14 of the device 10 in the described embodiment. In the desertbed
embodiment, tubing 3¥ iz gtilized to connect the suction port 34 to the suction source 36, Again,
the suction source 36 may be a vacuwm pumyp 36 provided with the device 10 or located inan
operating roony oF 1n & basement of a huilding wherein the operating room s located. In alternative
embodiments, a syringe or hand operated vacuum source may be ubilized as the suction source. In
other words, a suction source may be provided with the device or an existing suction source may
be utilized by connecting the device thereto.
[00114] Once connected, the suction searce 36 is indtiated applving suction 1o the housing
sufficient to draw the hreast raplant (I} through the orifice. In other words, the suction sowrve 36

1s fmtiagted drawing air out of the mternal chamber of the device 10 through the wbing 38, The

negative pressure created by the vacuum draws the implast (I} through the orifice 26 in the nng
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26 or proximal portion 12 and into the intemal chamber of the devies (16). For reference, the breast
mmplant {1 being removed will move along a proximal to distal direction doring the removal

Process.

[00115] The natural cohestvity of the mplant {1} including #s cuter shell ¢S} and {ill material
{M} cnsure that the entire implant, including any leaked fill matertal or gel, 15 drawn into the
mtertor chamber of the housing. In addition, if the capsule (C) has been fully mobilized from #s
surrounding sofl tissye attachments prior to romoval of the mnplam (1), the capsule typically
accompanies the breast tmplant (1) into the tnferor chamber, 1o other words, the suction applied
to the housing s sufficient to draw the breast implant {1} and the capsule {C) through the orifice.
It should be noted that the suction sowrce 36 can he connected to the suction port 34 prior o
msertion of the ring 26 andfor posttioning of the orifice in contact with the breast woplant ().

Sinularly, the suction source 36 may be intliated at any time throughout the process.

[00116] If the wser desives to inspect the breast mplant () now contained in the intenior
chamber of the device 18, then the proximal and distal portions 12, 14 may be separated opesing
the device and granting access to the breast implant. If the breast implant (1) 15 1atact, it may be
removed from the interior chamber for forther inspection andfor disposal into a suitable
bicharardous waste receptacie 48, The two portioas 12, 14 of the device 10 may then be

reassembled, and the same device may be used to remove a contralateral breast implant, o desired.

[00117] In the event the breast implant (1) 1s ruptured or there has been substantial gel bleed,
it 1 recommended not to remeove the breast umplant from the interior chamber as domg so may
expose the operative field to the stieky polymer B material {MY or gel. Rather, the breast implant
{1} and device 10 may be disposed of within the bichazardous waste recepiacie 48 with or without
caps apphed 1o the ring 26 andfor distal suction port 34 as destred 1o seal the breast mmplant {1
within the mterior chamber. A new removal device 10 may be used for extraction of the
contralateral breast mplant. In the event the ono-piece altornate embodiment of the device 50 1
atilized, i s preferable to use one removal device SO per breast umplant (1) In this scenario, the
breast tmplant {1} resudent i the intenior chamber of the device 58 may not be taken ouwt for

Ispection or otherwise.
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[00118] The foregoing has been presented for purposes of illustration and description. It is
not intended to be exhaustive or to limit the embodiments to the precise form disclosed. Obvious
modifications and variations are possible in light of the above teachings. For instance, the
integrally formed ning that s fixed i posstion and extends from the proximal portion of the housing
may not be integrally formed. The ring and & neck section extending therefrom may be attached to
the proximal portion 12 of the device 10, For example, the ring and neck section may be screwed
nto the proximal porfion 12 soch that removal i possible. In this manner, the ring may extend any

desired distance from the proximal portion 12 subject ondy to the length of the aeck.

[00119] In another possible modification, if a partial or total capsulectomy procedure is to
he completed, the desired procedure may be perfonmed prior o or after removal of the breast
maplant (I} Even swore, the above-described devices may be sized o accommondate two breast
mmplants such that removal of a first removed imiplant prior 1o removal of a contralateral implant
or utilization of two devices is unnecessary. All such modifications and variations are within the
scope of the appended claims when interpreted in accordance with the breadth to which they are

fairly, legally and equitably entitled.
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WHAT 1S CLAIMED:

1. A method of removing a breast implant of a patient comprising the steps of:
exposing the breast implant;
positioning an orifice of a housing in contact with the breast implant; and

applying suction to the housing sufficient to draw the breast implant through the orifice.

2. The method of removing a breast implant of a patient of claim 1, wherein the housing

defines an interior chamber for receiving the breast implant.

3. The method of removing a breast implant of a patient of any of claims 1-2, wherein the

housing includes a proximal portion defining the orifice.

4. The method of removing a breast implant of a patient of any of claims 1-3, wherein the

housing includes a suction port.

5. The method of removing a breast implant of a patient of claim 4, wherein the step of
applying suction to the housing sufficient to draw the breast implant through the orifice includes

the step of connecting in-wall suction to the suction port.

6. The method of removing a breast implant of a patient of claim 4, wherein the step of
applying suction to the housing sufficient to draw the breast implant through the orifice includes
the step of connecting one of a vacuum pump, a syringe, and a hand operated pump to the suction

port.

7. The method of removing a breast implant of a patient of any of claims 4-6, wherein the

suction port is positioned on a distal portion of the housing.

8. The method of removing a breast implant of a patient of any of claims 4-7, wherein the

suction port is positioned on a distal end of the housing.

9. The method of removing a breast implant of a patient of any of claims 4-7, wherein the

suction port extends from a distal end of the housing.

10. The method of removing a breast implant of a patient of any of claims 4-9, wherein the

suction port is a barbed connector.
17
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11. The method of removing a breast implant of a patient of claim 5, wherein the step of
connecting in-wall suction to the suction port includes connecting tubing between the in-wall

suction and the suction port.

12. The method of removing a breast implant of a patient of claim 6, wherein the step of
connecting a vacuum pump to the suction port includes connecting tubing between one of the

vacuum pump, the syringe, and the hand operated pump and the suction port.

13. The method of removing a breast implant of a patient of claim 10, wherein the step of
connecting one of a vacuum pump, a syringe, and a hand operated pump to the suction port
includes connecting tubing between the one of the vacuum pump, the syringe, and the hand

operated pump and the barbed connector.

14. The method of removing a breast implant of a patient of claim 1, wherein the step of

exposing the breast implant includes the step of making an incision through the patient’s skin.

15. The method of removing a breast implant of a patient of claim 14, wherein the step of
exposing the breast implant includes the step of making an incision through a capsule at least

partially surrounding the breast implant.

16. The method of removing a breast implant of a patient of any of claims 14-15, wherein the

housing defines an interior chamber for receiving the breast implant.

17. The method of removing a breast implant of a patient of any of claims 14-16, wherein the

housing includes a proximal portion defining the orifice.

18. The method of removing a breast implant of a patient of any of claims 14-17, wherein the

housing includes a suction port.

19. The method of removing a breast implant of a patient of claim 18, wherein the step of
applying suction to the housing sufficient to draw the breast implant through the orifice includes

the step of connecting in-wall suction to the suction port.

20. The method of removing a breast implant of a patient of claim 18, wherein the step of

applying suction to the housing sufficient to draw the breast implant through the orifice includes
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the step of connecting one of a vacuum pump, a syringe, and a hand operated pump to the suction

port.

21. The method of removing a breast implant of a patient of any of claims 18-20, wherein the

suction port is positioned on a distal portion of the housing.

22. The method of removing a breast implant of a patient of any of claims 18-20, wherein the

suction port is positioned on a distal end of the housing.

23. The method of removing a breast implant of a patient of any of claims 18-20, wherein the

suction port extends from a distal end of the housing.

24. The method of removing a breast implant of a patient of any of the claims 18-23, wherein

the suction port is a barbed connector.

25. The method of removing a breast implant of a patient of claim 19, wherein the step of
connecting in-wall suction to the suction port includes connecting tubing between the in-wall

suction and the suction port.

26. The method of removing a breast implant of a patient claim 20, wherein the step of
connecting one of a vacuum pump, a syringe, and a hand operated pump to the suction port
includes connecting tubing between the one of the vacuum pump, the syringe, and the hand

operated pump and the suction port.

27. The method of removing a breast implant of a patient of any of claims 1-26, wherein the

housing includes a ring.

28. The method of removing a breast implant of a patient of claim 27, wherein the ring extends

from the housing.

29. The method of removing a breast implant of a patient of any of claims 27-28, wherein the

ring includes a rounded inner edge defining the orifice of the housing.

30. The method of removing a breast implant of a patient of any of claims 27-29, wherein the

ring includes an outer lip.
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31. The method of removing a breast implant of a patient of any of claims 27-30, wherein the
step of positioning an orifice of a housing in contact with the breast implant includes positioning

the ring in contact with the breast implant.

32. The method of removing a breast implant of a patient of claim 31, wherein the step of
exposing the breast implant includes the step of making an incision through the patient’s skin, and
wherein the step of positioning the ring in contact with the breast implant includes the step of

inserting the ring through the incision in the patient’s skin.

33. The method of removing a breast implant of a patient of claim 32, wherein the step of
positioning the ring in contact with the breast implant includes the step of positioning the ring such
that edges created by the incision in the patient’s skin rest behind the ring during removal of the

breast implant.

34. The method of removing a breast implant of a patient of claim 31, wherein the step of
exposing the breast implant includes the step of making an incision through the patient’s skin and
a capsule at least partially surrounding the breast implant, and wherein the step of positioning the
ring in contact with the breast implant includes the step of inserting the ring through the incisions

in the patient’s skin and the capsule.

35. The method of removing a breast implant of a patient of claim 34, wherein the step of
positioning the ring in contact with the breast implant includes the step of positioning the ring such
that edges created by the incision in the capsule rest behind the ring during removal of the breast

implant.

36. The method of removing a breast implant of a patient of any of claims 27-35, wherein the

ring is integrally formed with the housing.

37. The method of removing a breast implant of a patient of any of claims 1-36, further

comprising the step of assembling first and second portions of the housing.

38. The method of removing a breast implant of a patient of any of claims 1-37, further

comprising the step of performing a partial capsulectomy.
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39. The method of removing a breast implant of a patient of claim 38, wherein the step of

performing a partial capsulectomy occurs prior to removal of the breast implant.

40. The method of removing a breast implant of a patient of any of claims 1-37, further

comprising the step of performing a total capsulectomy.

41. The method of removing a breast implant of a patient of claim 38, wherein the step of

performing a total capsulectomy occurs prior to removal of the breast implant.

42. The method of removing a breast implant of a patient of any of claims 38-41, wherein the
step of applying suction to the housing sufficient to draw the breast implant through the orifice
includes the step of applying suction to the housing sufficient to draw the breast implant and the

capsule through the orifice.

43. The method of removing a breast implant of a patient of any of claims 37-42, further

comprising the step of disposing of the breast implant into a waste receptacle.

44, The method of removing a breast implant of a patient of any of claims 37-42, further
comprising the step of disposing of the housing, including the removed breast implant, into a waste

receptacle.

45. A device for removing a breast implant from a patient, comprising:

a housing defining an interior chamber for receiving the breast implant, the housing having
a distal portion, a proximal portion defining an orifice through which the breast implant passes
during removal, and a suction port, wherein the orifice is defined such that a seal is formed between

the housing and the breast implant during removal of the breast implant.

46. The device for removing a breast implant from a patient of claim 45, wherein the housing

includes a ring.

47. The device for removing a breast implant from a patient of claim 46, wherein the ring is

fixed in position.

48. The device for removing a breast implant from a patient of claim 47, wherein the ring

extends from the housing.
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49. The device for removing a breast implant from a patient of claim 48, wherein a neck is

formed between the ring and the proximal portion of the housing.

50. The device for removing a breast implant from a patient of claim 49, wherein the neck

extends the ring and the orifice away from the distal portion of the housing.

51. The device for removing a breast implant from a patient of any of claims 46-50, wherein

the ring includes a rounded inner edge defining the orifice of the housing.

52. The device for removing a breast implant from a patient of any of claims 46-51, wherein

the ring includes an outer lip.

53. The device for removing a breast implant from a patient of any of claims 46-52, wherein

the ring is integrally formed with the housing.

54. The device for removing a breast implant from a patient of any of claims 45-53, wherein

the suction port extends from the distal portion of the housing.

55. The device for removing a breast implant from a patient of claims 45-54, wherein the

proximal portion and the distal portion are separable.

56. The device for removing a breast implant from a patient of any of claims 45-55, wherein

the proximal portion and the distal portion are halves.

57. The device for removing a breast implant from a patient of any of claims 45-56, wherein

the proximal portion and the distal portion are frustoconically shaped.

58. The device for removing a breast implant from a patient of any of claims 45-56, wherein
the proximal portion and the distal portion are shaped to accommodate nesting one within the other

when not in use.

59. The device for removing a breast implant from a patient of claim 58, wherein the suction

port extends through the orifice when the distal and proximal portions are in a nested position.
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60. The device for removing a breast implant from a patient of claim 55, wherein the proximal
portion and the distal portion are threaded for connecting the proximal portion and the distal

portion.

61. The device for removing a breast implant from a patient of any of claims 45-60, further

comprising one of a vacuum pump, a syringe, and a hand operated pump.

62. The device for removing a breast implant from a patient of claim 61, further comprising
tubing for connecting the one of the vacuum pump, the syringe, and the hand operated pump to

the suction port.

63. The device for removing a breast implant from a patient of any of claims 45-62, further

comprising at least one grip.

64. The device for removing a breast implant from a patient of claim 63, wherein the at least

one grip is a detent formed in the housing.

65. The device for removing a breast implant from a patient of claim 63, wherein the at least

one grip is elevated.

66. The device for removing a breast implant from a patient of claim 65, wherein the elevated

grip is a rubber material.

67. A device for removing a breast implant from a patient, comprising:

a housing defining an interior chamber for receiving the breast implant, the housing having
distal and proximal portions, a ring attached to the proximal portion and defining an orifice through
which the breast implant passes during removal, and a suction port, wherein the orifice is defined
such that a seal is formed between the ring and the breast implant during removal of the breast

implant.

68. The device for removing a breast implant from a patient of claim 67, wherein the ring is

fixed in position.

69. The device for removing a breast implant from a patient of claim 68, wherein the ring

extends from the housing.
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70. The device for removing a breast implant from a patient of claim 69, wherein a neck is

formed between the ring and the proximal portion of the housing.

71. The device for removing a breast implant from a patient of claim 70, wherein the neck

extends the ring away from the distal portion of the housing.

72. The device for removing a breast implant from a patient of any of claims 67-71, wherein

the ring includes a rounded inner edge defining the orifice.

73. The device for removing a breast implant from a patient of any of claims 67-72, wherein

the ring includes an outer lip.

74. The device for removing a breast implant from a patient of any of claims 67-73, wherein

the ring is integrally formed with the housing.

75. The device for removing a breast implant from a patient of any of claims 67-74, wherein

the suction port extends from the distal portion of the housing.

76. The device for removing a breast implant from a patient of claims 67-75, wherein the

proximal portion and the distal portion are separable.

77. The device for removing a breast implant from a patient of any of claims 67-76, wherein

the proximal portion and the distal portion are halves.

78. The device for removing a breast implant from a patient of any of claims 67-77, wherein

the proximal portion and the distal portion are frustoconically shaped.

79. The device for removing a breast implant from a patient of any of claims 67-77, wherein
the proximal portion and the distal portion are shaped to accommodate nesting one within the other

when not in use.

80. The device for removing a breast implant from a patient of claim 79, wherein the suction
port extends at least partially through the ring when the distal and proximal portions are in a nested

position.
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81. The device for removing a breast implant from a patient of claim 76, wherein the proximal
portion and the distal portion are threaded for connecting the proximal portion and the distal

portion.

82. The device for removing a breast implant from a patient of any of claims 67-81, further

comprising one of a vacuum pump, a syringe, and a hand operated pump.

83. The device for removing a breast implant from a patient of claim 82, further comprising
tubing for connecting the one of the vacuum pump, the syringe, and the hand operated pump to

the suction port.

84. The device for removing a breast implant from a patient of any of claims 67-83, further

comprising at least one grip.

85. The device for removing a breast implant from a patient of claim 84, wherein the at least

one grip is a detent formed in the housing.

86. The device for removing a breast implant from a patient of claim 84, wherein the at least

one grip is elevated.

87. The device for removing a breast implant from a patient of claim 86, wherein the elevated

grip is a rubber material.
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