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FIG1

(57) Abstract: A kit and/or method for use during sur-
gery is configured to decrease the risk of accidental re-
tention of foreign objects, such as surgical items or
medical devices, used in surgery inside of a patient
after the surgery is completed. Specifically, illustrative
kits may include, but not be limited to, a combination
of one or more foreign objects, an anchoring member
attached to a point outside of the patient or surgical
field, and at least one or more connection members
connecting the foreign objects to the anchoring mem-
ber. Illustrative methods may include, but not be lim-
ited to, anchoring one or more foreign object by one or
more connection members, wherein a first end of each
connection member is attached to the foreign object,
and a second end of each connection member is at-
tached to a junction member; attaching the junction
member to an anchoring member; and attaching the
anchoring member to a structure that is outside the pa-
tient or surgical field.
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ANCHORING FOR NON-RETAINABLE FOREIGN OBJECTS

BACKGROUND

A kit and/or method for use during surgery is described herein. The kit
and/or method is configured to decrease the risk of accidental retention of foreign
objects, such as surgical items or medical devices, used in surgery inside of a
patient after the surgery is completed. Specifically, illustrative kits and/or methods
may include, but not be limited to, a combination of one or more medical devices,
surgical items and/or an anchoring member.

Surgical items such as sponges or stimulation tags may be used inside of or
placed on a patient where applicable during a surgical procedure. Similarly,
medical devices used during surgery are also used inside of a patient during a
surgical procedure. Currently, such surgical items or medical devices are not
anchored or connected to a fixed point outside of the patient. These items or
devices may be lost or misplaced in the surgical field due to inadvertent and
undesirable movement or obscuring caused by fluids or other tissue effluents, such
as smoke during laser ablation. Consequently, this may lead to the foreign objects
being accidentally retained within the patient’s body after surgery. The risk of a
retained foreign object such as a surgical item or medical device may be eliminated
by the kit and/or method disclosed herein. Specifically, the kit may include an
anchoring member to connect such foreign objects to a point outside the patient’s
body. Further, the foreign objects may be packaged into a traceable, easy to use,
standardized kit with such an anchoring member.

Safe, reliable and simple methods for using surgical items or medical
devices without the risk of the foreign objects being retained inside the patient are

beneficial.

SUMMARY OF THE DISCLOSURE

A kit for use during surgery that decreases the risk of foreign objects, such
as surgical items or medical devices, used in surgery being retained inside the
patient after surgery is disclosed. Such a kit may include:

(a) one or more foreign objects;

(b) at least one anchoring member; and
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(¢) one or more connection members connecting the foreign objects to the

anchoring member.

A method of preventing foreign objects, such as surgical items or medical
devices, from remaining inside a patient after undergoing a surgical procedure is
disclosed. Such a method may comprise:

(a) anchoring each foreign object to a connection member, wherein a
first end of the connection member is attached to the foreign object, and a
second end of the connection member is attached to a junction member;

(b) attaching the junction member to an anchoring member; and

(c) attaching the anchoring member to a structure that is outside the

patient’s body and is stable until detached.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 shows an illustrative embodiment of a kit of the present disclosure,
the kit including one or more non-retainable surgical sponges coupled together by
a junction member that is further coupled to an anchoring member.

FIG. 2 shows another illustrative embodiment of a kit of the present
disclosure, the kit including one or more non-retainable surgical stimulation tags
anchored by a junction member that further is coupled to an anchoring member.

FIG. 3 shows another illustrative embodiment of a kit of the present
disclosure, the kit including one or more non-retainable, non-descript foreign
object anchored by a junction member that further is coupled to an anchoring
member.

FIG. 4 shows another illustrative embodiment of a kit of the present
disclosure, the kit including one or more non-retainable, non-descript foreign
object anchored directly to an anchoring member.

Other objects, features and advantages of the disclosed devices and
methods will become apparent from the following detailed description. It should be
understood the detailed description and the specific examples, while indicating
preferred embodiments, are given by way of illustration only, because various
changes and modifications within the spirit and scope of the invention will become

apparent to those skilled in the art from the detailed description.
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DETAILED DESCRIPTION

A kit for use during surgery that decreases the risk of foreign objects, such
as surgical items or medical devices, used in surgery being retained inside the
patient after surgery is disclosed. In illustrative embodiments, the kit includes
multiple components for use during surgery, including one or more foreign objects,
an anchoring member, and/or a junction member. The kit is configured to allow all
of the components to be attached together to ensure that the foreign objects used
inside of a patient during surgery are anchored together to a point outside of the
surgical field, and therefore can be removed together after the surgery is complete
to avoid unintentionally retaining any foreign objects inside the patient after
surgery.

The components of the present invention may include a wide variety of
items and foreign objects used during a surgical procedure. For instance, the
medical devices may include, but are not limited to, sponges or tags. The surgical
items may include, but are not limited to, protecting sheets, barriers, cotton balls,
gauze, and surgical protectors. The anchoring members may include, but are not
limited to, clips, paper fasteners, claw mechanisms, clamps, and loop-and-hook
mechanisms. The junction members may include, but are not limited to, a flexible
ring, tube or bar.

The foreign objects are configured to include a connection member, such as
a suture, string, electronic cord or wire, to allow the components to be attached to
the junction member and/or anchoring member. The connection members may be
radio-opaque. Alternatively, the connection members may be made of the same
material as the foreign objects or may be integrally made with the foreign objects.
Alternatively, the connection members may be structurally separate or an extension
of the foreign objects. In illustrative embodiments, the connection members may
be attached to the foreign objects by any known means, such as surgical staples,
zip ties, knots and/or soldering. The connection member may also be attached to
the foreign objects by sterile glue.

In addition to coupling the foreign objects to a junction member and/or
anchoring member, the connection members may also be used to couple a junction
member to an anchoring member. In illustrative embodiments, the connection

members are configured to provide a point of connection or attachment between
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the medical devices, surgical items, the anchoring members and/or junction
members.

In use, the kit and its components provide an effective means of ensuring
that any foreign objects, such as surgical items or medical devices, used during
surgery are not inadvertently left inside a patient once the surgery is complete. The
user of the kit, for example, a surgeon or surgical staff, places the kit in the area in
and around the surgical field and arranges the foreign objects in appropriate
locations. Appropriate locations for these foreign objects may be predetermined
by the surgeon and the surgical procedures. For instance, tags may be placed in
areas of the patient that should not be targeted for the surgical procedure and must
be avoided. Sponges may be placed, for example, in areas where bodily fluids
could obscure the surgeon’s field of view and removal of the fluids is necessary.
The medical devices or surgical items may be connected to the junction member,
or directly to the anchoring member, either prior to or after placement of the
medical devices or surgical items in the surgical field.

The anchoring member of the kit may attach to a variety of locations. For
example, the anchoring member may attach to either to a surgical drape that
overlays and protects the surgical field, or to some other convenient point on the
patient or in the surgical area. The anchoring member may also be attached to a
point on the skull or other body part of the patient. The anchoring member may
also be attached to scalp hemostasis clips positioned on the patient. The anchoring
member may also be attached to various objects around the surgical area, such as,
but not limited to, an overhead light, bed rail, or surgical cart. The anchoring
member should be attached to something outside of the patient and is preferably
out of the way of the surgical work.

The junction member of the kit is configured to provide an optional central
point of connection for all surgical items and medical devices. In illustrative
embodiments, the surgical items and medical devices are coupled together around
a single junction member, and the single junction member is then coupled directly
to the anchoring member. The junction member, through a single connection
member connecting the junction member to the anchoring member, permits a
single connection to the anchoring member even though multiple surgical items
and medical devices may be anchored by the anchoring member. In other

embodiments, each surgical item and medical device may be individually coupled
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to the anchoring member by multiple connection members. Any number of foreign
objects may be coupled to one junction member, including but not limited to a
number that is complementary to certain surgical procedures, such as 3, 5 or 10
foreign objects. Moreover, multiple kits, or multiple anchoring mechanisms within
one kit, may be used throughout the entire surgical area.

The process of coupling the foreign objects to the junction member, and/or
the junction member to the anchoring member, may include a variety of coupling
techniques.v For instance, the foreign objects may be first placed in the surgical
field or on the patient and then coupled to the junction member. Or the foreign
objects may be manufactured as coupled to the junction member prior to surgery.
Similarly, the junction member may be coupled to the anchoring member before or
after the foreign objects are utilized during surgery. Other various processes are
also envisioned.

The connection members of the components couple the components
together and ensure that the foreign objects are ultimately linked (either directly or
through the junction member) to the anchoring member outside of the patient’s
body. Therefore, it is important that the connection members remain intact during
the entire surgical procedure. When possible, the connection members may be
placed outside of the surgical field, or at least in locations that are not where the
targeted surgery is being performed, when the patient is undergoing surgery. After
the surgery is complete, the anchoring member may be released and the entire kit,
including all foreign objects, such as medical devices or surgical items, and the
anchoring member, may be removed. Prior to removal, a user such as a surgeon
may perform a count of all foreign objects attached to the anchoring member to
ensure all attached foreign objects used in the surgical field are not retained within
the patient’s body. Any combination of medical devices, surgical items and/or
anchoring members may be used in a kit if necessary. Use of such kits during
surgery decreases the risk of the individual attached foreign objects being lost or
retained in the patient after surgery.

FIG. 1 illustrates one embodiment of a kit 10 of the present disclosure, the
kit including anchored non-retainable surgical sponges 12. As illustrated, a
plurality of sponges 12 (symbolized as squares) are individually attached to
corresponding connection members 14 at a first end 16 of the connection members

14. A second,distal end 18 of the connection members 14 are attached to a
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common junction member 20. Similarly, the common junction member 20 is
attached to an anchoring member 22 by a corresponding connection member 24 at
a first end 26 of the connection member 26, and a second end 28 of the connection
member 24 is attached to the anchoring member 22.

[00021] FIG. 2 illustrates another embodiment of a kit 30 of the present disclosure,
the kit 30 including anchored non-retainable surgical tags 32. As illustrated, the
plurality of tags 32 (symbolized by circles) are individually attached to
corresponding connection members 34 at a first end 36 of the connection members
34. A second, distal end 38 of the connection members 34 are attached to a
common junction member 40. Similarly, the common junction member 40 is
attached to an anchoring member 42 by a corresponding connection member 44 at
a first end 46 of the connection member 44, and a second end 38a of the
connection member 44 is attached to the anchoring member 42.

[00022] FIG. 3 illustrates another embodiment of a kit 50 of the present disclosure,
the kit 50 including anchored non-retainable, non-descript foreign objects 52. As
illustrated, a plurality of generic or non-descript foreign objects 52 (symbolized by
circles) are individually attached to corresponding connection members 54 at a first
end 56 of the connection members 54. A second, distal end 58 of the connection
members 54 are attached to a common junction member 60. The common junction
member 60 is attached to an anchoring member 62 by a separate connection
member 64.

[00023] FIG. 4 illustrates an alternate embodiment of a kit 70 of the present
disclosure, the kit 70 including anchored non-retainable, non-descript foreign
objects 72. As illustrated, a plurality of generic or non-descript foreign objects 72
(symbolized by circles) are individually attached to corresponding connection
members 74 at a first end 76 of connection members 74. A second, distal end 78
of connection members 74 are directly connected to an anchoring member 80. In
this embodiment, no junction member is disclosed.

[00024] Although the instant invention describes embodiments of various kits 10,
30, 50 and 70, as illustrated in FIGS. 1-4, it is contemplated that the instant
invention can be used to retain other types of surgical items or devices. Thus, the
instant disclosure should not be read to limit the use of the instant invention to
sponges, tags, other medical devices, or other surgical items s for use during

surgery. Furthermore, the organization and type of the individual components of a
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kit represent preferred embodiments and should not be read to limit the use of
alternate configurations and types. One of ordinary skill in the art can discern,
from the description of the instant invention, alternate embodiments contemplated

by the inventors.

EXAMPLE

Examples presented are illustrative of the invention, and not limiting.

Example 1;

Cortical stimulation mapping tags may get lost in the surgical field during
surgery. A kit of the present invention for a cortical mapping unit may include, for
example, five colored plastic tags or discs of 1 cm diameter. The tags may be
numbered and connected to individual connection members such as small caliber,
flexible, radio-opaque strings. The connection members may, in turn, be
connected to an anchoring member that is configured to grasp or clip onto a
surgical drape. Alternatively, the anchoring member may be configured to anchor
directly to a patient’s skull.

Current cortical mapping tags are made ad hoc at individual institutions, are
not anchored, and may be lost in the surgical field. This may lead to a retained
component, such as the mapping tags, being left inside the patient’s body on
accident. A kit of the present invention that conforms to modern operating room
requirements of traceable implants reduces the risk of any of the components, such
as cortical stimulation mapping tags, getting lost in the surgical field and left in a
patient’s body unintentionally. Such a kit also brings components, such as
mapping tags and other foreign objects, together into a traceable, easy to use,

standardized Kit.
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CLAIMS:

1. A kit for use during surgery that decreases the risk that foreign objects used
in surgery will be unintentionally retained inside the subject of the surgery, the
device comprising:

(a) one or more foreign objects;

(b) an anchoring member, the anchoring member attached to a point
outside of the subject of the surgery; and

(c) at least one or more connection members connecting the foreign

objects to the anchoring member.

2. The kit of claim 1, wherein the foreign objects are medical devices or

surgical items.

3. The kit of claim 2, wherein the foreign objects are surgical tags.

4. The kit of claim 1, wherein the connection members are integrally formed

with the foreign objects.

5. The kit of claim 4, wherein the connection members are made of the same

material as the foreign objects.

6. The kit of claims 5, wherein the connection members include a distal end

spaced away from the foreign objects.

7. The kit of claim 1, wherein the foreign objects are connected to the

anchoring member through both connection members and a junction member.

8. The kit of claim 7, wherein a connection member extends between the

junction member and the anchoring member.

9. The kit of claim 7, wherein the junction member provides a single, central

point of connection for all foreign objects.
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The kit of claim 9, wherein the junction member is configured to be located

within the surgical field during surgery.

The kit of claim 9, wherein the junction member is made of flexible

material.
The kit of claim 11, wherein the junction member is a ring, bar or tube.

The kit of claim 1, wherein the anchoring member includes a clip, paper

fastener, claw mechanism, clamp, or loop-and-hook mechanism.

A method of preventing foreign objects, such as medical devices and
surgical items, from remaining inside a subject undergoing a surgical procedure,
the method comprising:

(a) anchoring each foreign object by one or more connection members, wherein a
first end of each connection member is attached to the foreign object, and a second
end of each connection member is attached to a junction member;
(b) attaching the junction member to an anchoring member; and

(c) attaching the anchoring member to a structure that is outside the surgical field.

The method of claim 14, wherein any of the one or more connection

members is a flexible suture, string, or wire.

The method of claim 14, wherein any of the one or more connection

members is radio-opaque.

The method of claim 14, wherein any of the one or more connection

members is integrally connected to the foreign objects.

The method of claim 17, wherein the second end of any of the one or more

connection members is removably attached to the junction member.
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19. The method of claim 18, wherein any one of the one or more connection
members is removable from the junction member independent of the other

connection members.

20. The method of claim 14, wherein the junction member is attached to the

anchoring member by a second set of one or more connection members.
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