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(54) Title: SCOPE SECURING AND INDICATING ASSEMBLY

FIG. 1

(57) Abstract: A securing assembly for a medical
device is provided that includes a housing having a cap
at a first end and an opening at a second end spaced by
an annular wail, the housing for covering a port on a
medical device with the opening at the first end. A
stem arrangement is integrally molded with and ex-
tending from the housing. The stem arrangement com-
prises a planar body and a barb strip having a plurality
of barbs. A locking tab is integrally molded with and
radially extending from the housing. The locking tab
comprises a funnel port for one-way passage of the
plurality of barbs, such that passage of at least one barb
of the plurality of barbs is configured to lock the secur-
ing assembly to a medical device.
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SCOPE SECURING AND INDICATING ASSEMBLY

CROSS REFERENCES TORELATED APPLICATIONS
10861 The following application claims priority under 35 U.8.C. § 112 (&) to co-pending
1.8, Provisional Patent Appiication Serial No. 62/132,583 filed March 13, 2015 entitled SCOPE

INTHTATING ASSEMELY. The above-identified application is incorporated

SECURING AND

herein by reference in its ontivety for all purposes.

THCHNICAL FIELD
180021 The present disclosure generally relates to the heslthcare field, and more

i ]

particularly to a scope securing assembly that provides both a positive indication that a medical

patient to infection.

BACKGROUND

21

[G0G3] Medical devices such as, endoscopes, colonoscopes, gastric scopes, and the like

are intended for use only once with sach patient before cleaning.  After the device is used,
sterilization is required to prevent the spread of bacteria or other infectious diseases. The
sterilization of most medical devices typically includes the use of steamers, scrubbers, high-level
disinfection procedures and/or autoclaves. Once the medical devices are sterilized, they are
typicailyiplaced in a sealed pouch until osed. This quality controt process works well for smaller
medical devices, eliminating the likelihood that the same device will be reused with another
patient before sterilizing, since the devices or instruments are removed from a seal pouch just

prioy 1o use.
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[0004] Problems arise however when the medical devices are too large, awhkwardly

shaped, or have wires/hoses that prevent their placement in a sealed pouch once sterilized. For

example, such larger medical devices, such as endascopes, colonoscopes, gastric scopes, and the

like are not easily placed into a sealed pouch.
SUMMARY
LRI One aspect of the present disclosure comprises a securing asserubly for a medical

device that includes & housing having a cap at a first end and an opening at a second end spaced
by an annular wall, the housing for covering a port on a medical device with the opening at the
first end. A stem arrangernent is integrally molded with and extends from the housing. The stern
arrangement comprises a planar body and a barb strip having a plurality of barbs. A locking tab
is integrally molded with and radially exiending from the housing. The locking tab comprises a
funnel port for one-way passage of the plurality of barbs, such that passage of at least one barb of
the plurality of barbs is configured 1o lock the securing assembly 1o a medical device,

10606} Another aspect of the present disclosure comprises a securing assembly for
comprises a plastic housing for impeding use of the medical device when installed in overlying
selation with a functional member of the medical device. The plastic housing comprises walls

bounding a housing interior region and includes an opening for insertion of the functional

3 FAls ] ol i . 3 23 : i I3 1 i Tagen § 45 in
AYLACWIONCLY £NY TPt CYLEINILIND ST Ei ey g a3 TR P ITEONTY ) I vy A A 53 ias i i QIGT
member of the medical device into the Inferior region bounded by walls of the plastic housing

The assembly further comprises a flexible elongated plastic siem attached to and exiending from
the plastic housing. The plastic stem comprises a planar body at a proximal end of the stem
nearest the housing and a distally located barb strip having a plurality of barbs. The assembly

vet further comprises a plastic locking tab attached o and extending from the housing, the
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tocking tab having a port for enc-way passage of the an end of the barb strip such that passage of
the barb sirip into the poit attaches the seouring assembly. (o the medical device with the plastic
housing overlving the functional member of the medical device and the planar body of the plastic
sten in contact with an exposed surface of the medics! device.

168071 While ancther aspect of the present disclosure comprises a method for inhibiting
region bounded by walls of the housing in an overlying position with respect o g functional
mermber of the medical device for impeding use of the medical device with the plastic housing in

the overlying position. The method further comprises the step of wrapping a {lexible elongated
plastic strap conngcted to the housing around a portion of the medical device and passing a distal
end of the elongaled plastic strap through an attachment opening of a locking tab coupled to the
housing., The method also comprises cinching the plastic housing in place by securing the distal

end of the plastic strap 1o the locking tab with an extent of the elongated plastic strap in contact

with a portion of the medical device,

BRIEF DESCRIPTION OF THE DRAWINGS
REGRIRY The foregoing and other features and advantages of the present disclosure will

become apparent to one skilled in the art to which the present disclosure relates upon

consideration of the following description of the disclosure with reference to the aceompanying

drawings, wherein like reference numerals, unless otherwise described refer to lLke parts
throughout the drawings and in which:
{G309] FIG. 1 is a front perspective view of a scope securing assembly constructed in

accordance with one example embodiment of the present disclosure;

{6810} FIG. 1A is a magnified view of a locking tab receiving a locking strip consiructed
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in accordance with one example embodiment of the present disclosure;
16611} FiG. 18 is a magnified view of a locking tab receiving g locking steip constructed

in accordance with another example embodiment of the present disclosure;

166121 Fi(5. 2 is a rear perspective view of the scope securing assembly iflustrated o
FIG. i

18013] P, 3 is a bottom plan view of the scope securing assembly illustrated in FIG. |5
16814] FIG. 4 is a side elevation view of the scope securing assembly Hastrated in FIG.
i

16615 FIG. § is a first assembly view of a scope securing assembly attached 1o a medical

device in accordance with one example embodiment of the present disclosure;

164161 FIG. 6 15 g second assembly view of the scope securing assemnbly attached 1o the
medical device illustrated in FIG, §;

68171 FIG. 7 is a third assembly view of the scope securing assembly aftached to the
medical device iHusirated in FIG. 5;

0018} FIG. 8 is a fourth assembly view of the scope securing assembly attached to the
medical device Hlustrated in FIG. §;

10819} FI(G. 9 is a first assembly view of a scope securing assembly attached to a medical
device in accordance with another example embodiment of the present disclosure;

G020} FIG. 16 is a second assernbly view of the scope securing assembly attached to the
medical device tHustrated in FIG. 9;

0021} FiG. 11 is a perspective view of a scope securing assembly comsirucied in
accordance with one example embodiment of the present disclosure;

(60221 FIG. 12 is another perspective view of the scope seouring assembly of FIG. 11
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[G323] FIG. 13 is an assernbly view of the scope securing assernbly of FIG. 11 being
positioned on a medical device;
8024} FIG. 14 is another assembly view of the scope securing assembly of FIG, 11

being secured or focked onto a medical device;
10B25] FI(3. 15 is another assembly view of the scope securing assembly of FIG, 1

betng secured or locked onio a medical device;

oy

[6326] FIG. 16 is another assembly view of the scope securing assembly of FIG. |

being secured or locked onto a medical device; and

P
a—

{8271 FIG. 17 is another assembly view of the scope securing assembly of FIG
being secured or locked onto a medical device.
{0028} Skilled artisans will appreciate that slements in the figures are ilustrated for

simplicity and clarity and have not necessarily been drawn to scale. For example, the

dimensions of some of the slements in the figures may be cxapgerated relative to other

(291 The apparatus and method components have boen represented  where

appropriate by conventional symbols in the drawings, showing only those specific details that
are periinent 1o understanding the embodiments of the present disclosure 56 as no

the disclosure with details that will be readily apparent to those of ordinary skill in the ant

having the benefit of the description herein.

BRETAILED DESCRIFTION

RGN Referring now to the tgures generally wherein like numbered features shown
therein refer to like cloments throughout unless otherwise noted.  The present disclosurs

relates o the healthears ficld, and more particularly to a scope sscuring assembly that
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provides both a positive indication that a wedical device has not besn used and quality

control features that reduce the chances of infection.

(G831} FIGS. 1-4 and 11-12 Hustrate 2 scope securing assembly 10 constructed in

accordance with one example embodiment of the present disclosure. The scope seouring

A, ] S

assernbly comprises proximal and distal ends 12 and 14, respectively.
includes a housing 16 at the proximal end 12 that in one example ernbodiment is cylindrical,
but could include other geometries without departing from the spirit and scope of the present
disclosure, In another example embodiment, the scope securing assembly 10 is formed from
molded plastic,

168321 The housing 16 includes a2 cap 18 and cylindrical wall 20 forming an annular
opening 22 extending toward the disial end 14, Diametrically opposed and integrally molded
into the housing 16 is g stem arrangement 24 and focking tab 26, The stem arrangement 24
compwises a planar body 28, dividing a tab or s holding member 30 aod barb strip 32, The
barb sirip 32 includes a plurality of integrally moided and interconnected spherical barbs 34
having a diameter (“d”), as illustrated in FIG. 3. In an aliernative exampie embodiment, the

harb strip 37 &5 & zip-tie arrangement. The holding member can be grasped by 8 user anc
puited 1o separate the holding member from the housing 16

[833] Located within the cap 18 is a window 36 that provides an aperture through
the cap and into the annular opening 22, In the illustrated example embodiment, the window
36 is rectangular in shape. It should be appreciated that the window 36 could be constructed
of other geometries without departing from the spirit and scope of the present disclosure,
16034} The locking tab 26 is integrally molded and radially extends outward from the

surface of the cap 18, The iocking fab 26 comywises a funnel port 38 defining a

throughpassage for passage of the barbs 34 on the barb strip 32, The throughpassage of the
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funne! port 38 has a tapered tnmer wall  constructed such thai the barbs 34 can enter a
relatively wider part of the throughpassage from a rear side 40 out a relatively narrower part
of the throughpassageway on the top side 42 of the focking tab 26 in the direction of arrow A,
as illustrated 1o FIG. 14, The funnel port 38 includes an opening that is smaller than the
diameter of the barbs 34, The tfunnel port 38 also includes a diverging funncl, allowing the
passage of the barbs 34 in a single direction. This construction of the funnel port 38 is such
that once the barbs 34 pass through the port, the barb strip 32 cannot be removed or uniocked
from the locking tab 26 without cutiing and destroying the barb strip for reuse.
108351 FIG. 1A is a magnified view of a locking tab 26 receiving a locking strip 32
constructed in accordance with one example embodiment of the present disclosure, Integrally
molded into the {ocking tab 26 is a funnel port 38 that is generally circular having first and
second openings, 38A and 388, respectively. Wherein the second opening 388 has a diameter
smaller than the first opening 38A and that is smaller than the diameter of each generally circular
barb 32A-32NN on the barbed strip 32. The second opening 388 and funnel port 38 is relatively
elastic and tHlexes outwardly as civcular barbs 32A-32NN are pushed through the second opening
of the funnel port. The second opening 388 relaxes 1o substantally its original diameter upon

passage of each barb 3ZA-32NN of the barbed sirip 32, allowing passage of the strip in a single

27 A ~

direction as indicated by the arrow in FIG. 1A,

{3036] The FIG. 1B is a magnified view of a locking tab 26 veceiving a locking sirip 32
constructed in accordance with ancther example embodiment of the present disclosure, In this

iitustrated example ernbodiment, the barbed strip 32 defines a series of flexible tabs 32A-32NN
that engage a Hexible wall or tang 33 of a port or opening 35, The tabs 32A-32NN include an
inclined plane (not shown) on one side only for contacting the tang and allowing passage of the

strip 32 in a single divection as indicated by the arrow in FIG. 1B.
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(6037} iHustrated in FIGS. 5-8 and 14-13 is a scope sccuring assembly 10
horizontally connected to a medical device 60 fo accordance with one example embodiment
of the present disclosure. The medical device 60 can be an endoscope, colonoscope, gastric
scope, and the like. The scope scouring assembly 10 that provides a positive fndication that a

v of

£

‘

medical device has not been used and quality control features that reduces the chance
infection. This is because of the construction of the scope securing assembly 10 described
above is such that once the securing assembly is installed on the medical device 60, the
device cannot be used until the assembly is removed. In addition, the design of the securing
since either the locking tab 20
and/or barb strip 32 will be cut and destroyed upon removal. Thus, a securing assembly 10
connected to a medical device reassures that the device is both sterile and has not been used
on another patient.

[G038] i an alternative example embodiment, the hoiding member 30 is removably
conmected to the housing 16, That is, once the securing assembly 10 is attached to the
medical device 60, the holding member 30 can be peeled away from the housing 16 to allow
the stem arrangement 24 to be released and the assembly 10 be removed from the device. As
illustrated in FIG. 2, the holding member 30 i3 molded into the cap, but includes a relief
indentation or line of weakness 31 along both sides of the member in the areas secured to the

housing 16. The line of weakness 31 would allow the holding member 38 to be peeled away

because of the housing 16 and holding member 30 are constructed of phiable plastic. Such
removable peeling would be similar to protective seals on milk and drink containers.
{60391 While vet in another example embodiment, the asserably 10 is used to prevent

re-use of the medical device once the device is no longer sterife.  For example, a green

colored assembly 10 is attached to the device 60 when it is available for use, the green color
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signifies a sterile instrument. Once the medical device 60 is used or no longer sterile, a red
colored assembly 10 is attached to the device, signifying a nonesterile instrument and
preventing further use antil the assembly is removed for cleaning.
18040 Returning again to FIGS. 5-& and 14-15, the assembly 10 and in particular,
housing 16 is instalied on the medical device 60 such that the annular opening 22 covers a
portion of the device, preventing the device from being used on a patient. For example, the
housing’s annnlar opening 22 is designed o securely cover and prevent from being used
without rermoval of the assembly 10 various features, such as, a Hght guide connector, video
processor conmector, dial, or gas/suction/water commectors {eollectively “ports 627}, as
iHustrated in FIGK, 3-10 and 14-17. Stated another way, when a device 60 port 62 is covered
or locked by the securing assembly 10, the medical device cannot be used.
180411 As the port 62 of the medical device 60 is covered by the housing 16, as
Hlustrated in FIG. 5, the barb strip 32 is bent or extended around the device as further
itlusirated in FIGS. 6-8 and 17. The planar surface 28 is flat to allow for bending and
adjustment of the assernbly 10 as it extends around devices 60 of varying size as iHustrated in
FIGS. 14 and 15, The barb strip 32 continues around the device 60 and passes through the
locking tab 26 port 38 from the bottom side 40 to the top side 42 until the siem arrangement
24 i3 snug, locking the assembly 18 in place over the device port as illustrated in FIGS. 4
and 15, When the assembly 10 is locked on the device 68, the device cannot be used for Hs
intended purpose until the stem arrangement 24 s broken or cut, Thus, the assembly 10
provides a secure indicator to medical personnel that the medical device 60 is sterile and not
been previously used,
100421 In another example embodiment, the assembly 10 is vertically connected or

locked to a medical device 60 as iHustrated in FIGS, 16 and 17, In this ernbodiment, the stem
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arrangement 24 passes through an opening 64 in the device, locking it in the maover
described above. In yei another example embodiment, the assembly from proximal 12 1o
distal ends 14 is approximaiely 30cm long and the housing 16 is approximately Som in
diameter. It should be appreciated however that other sizes and dimensions are intended t©
be within the spirit and scope of the present disclosure.
1 3043] As Hlustrated in FIG, 15, the window 36 provides an opening for viewing the
port and dials/connectors tocated therein, The window 36 addilianal'iy provides an opening
or clearance for various structures on, or sizes and shapes of, the medical device 60. Tn the
iHustrated example embodiment, the window 18 sized such that the porl i exposed ¢
sufficient air and/or hight to allow for dryving and to prevent microbial growth on the device
&,
j344] In the foregoing specification, specific embodiments have been described.
However, one of ordinary skill in the art appreciates that various modifications and changes
can be made withowt departing from the scope of the disclosure as set forth in the claims
below. Accordingly, the specification and figures are to be regarded in an illustrative rather
than a restrictive sense, and ail such modifications are intended to be included within the
scope of present teachings,
[G345] The benefiis, advantages, solutions to problems, and any elementis) that may
cause any benefit, advantage, or solution o occur or become more pronounced are not 1o be
construed gs a critical, required, or essential features or elements of any or ali the claims. The
disciosure is defined solely by the appended claims including any amendments made during
the pendency of this application and all equivalents of those claims as issued.
G046] Moreover in this document, relational terms such as first and second, top and

i, and th ¢ may be used solely o distinguish ong entity or action from another enfity
botto d the tike may be used solely 1o dist h ity tion § £ 11ty
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or action without necessarily requiring or Implying any actual such relationship or order

37

between such entities or actions. The terms "comprises,” "comprising,” “has”, “having,

“Iinchides”, “including,” “contains”, “containing” or any other variation thereof, are intended

to cover a non-exclusive inclusion, such that a process, method, article, or apparatus that

P

may inciude other slements not expressly Heted or inherent 1o such process, method, article,
or apparatus.  An element proceeded by “comprises ...a”, “has ...a", “includes ...27,
“contains ...37 does not, without more constraints, prechude the existence of additional
identical elements in the process, method, article, or apparatus that comprises, has, includes,
contains the element. The terms “a” and “an™ are defined as one or more unless explicitly

stated otherwise herein. The terms “substantially”, “essentially”, “approximately”, “about”

or any other version thereof, are defined as heing close 1o as understood by one of ordinary

skilf in the art. In one non-limiting embodiment the teoms are defined to be within for
example 1%, in another possible embodiment within 5%, in another possible embodiment
within 1%, and in another possible embodiment within 8.5%. The term

herein is defined as connected or in contact either temporarily or permanently, although not

“configured” in a certain way is configured in at least that way, but may also be configured in
ways that are not lsted.

150471 To the exient that the materials for any of the foregoing embodiments or
components thereot are not specified, it is to be appreciated that suitable materials would be

known by one of ordinary skili in the art for the intended purposes.

e 4

E s

I
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0048} The Abstract of the Disclosure is provided to allow the reads

ascertain the nature of the technical disclosure. It is subrmitted with the understanding that it
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will not be used to interpret or Himit the scope or meaning of the claims. In addition, i the
foregoing Detailed Description, it can be seen that various features are grouped together in
various ombodiments for the purpose of streamiining the disclosure.  This method of
disclosure is not to be interpreted as reflecting an intention that the clabsed embodiments
regquire more features than are oxpressly recited in each claim.  Rather, as the following
claims reflect, inventive subject matter lies in less than all features of g single disclosed
gmbodiment.  Thus the following claims are hereby incorporated iuto the Delated

Description, with each claim standing on its own as a separately claimed subject matter.
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CLAIMS

What is claimed is:
t. A securing assembly for a medical device comprising:

a housing having a cap at a fst end and an opening at a second end spaced by an annular
wall, the bousing for covering a port on a medical device with the opening at the first end;

a stem arrsngement integrally molded with and extending from said housing, the stem
arrangement comprising a planar body and a barb strip having a phurality of barbs;

& locking tab integrally nolded with and radially extending from said housing, the
jocking tsb comprising 3 funnel port for one-way passage of said plarality of barbs, such that
passage of af least one barb of the plurality of barbs is configured to 1ock the secoring assembly

ic a medical device.

2. The securing assembly of elaim 1 further comprising a window providing an opening in said
cap o prevent microbial accumulation on the mwedical device.

3. The securing assembly of claim | further comprising o holding member molded with said
housing and coupled to the locking tab and further comprising 2 line of weakness molded into
one of the housing and the holding member for selectively separating the locking tab and holding

member from said bousing,

4. The securing assembly ot claim wherein at least a portion of said assembly is coated to have
one color it is acceptable 1o use the medical device and is coated with a different color if use of

the medical device is unaccepiable,
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5. A securing assembly for inhibiting use of a medical device to which the securing assembly is
attached comprising:

a plastic housing for impeding use of the medical device when installed in overlying
relation with a functicnal member o.f' the medical device, said plastic housing comprising walls
bounding a bousing interior region and including an opening for insertion of the functional
member of the medical device into the interior region bounded by walls of the plastic housing;

a flexible elongated plastic stem attached to and extending frony said plastic housing, the
piastic siem comprising a planar body at a proximal end of said stem nearest the housing and a
distally located barb sirip having a plurality of barbs; and

a plastic focking tab attached to and extending from sawd bousing, the locking tab
comprising a port for one-way passage of saud an end of the barb strip such that passage ol the
barb strip into the port attaches the securing assembly 1o the medical devies with the plastic
housing overlying the functional member of the medical device and the planar body of said

plastic stem in contact with an exposed surface of the medical device,

&. The securing assembly of claim § wherein the plastic housing includes an annular body that

bounds the inlerior region.

7. The securing assembly of claim 5 additionally comprising a transparent window supported by
the plasiic bousing to allow light to enter the interior reglon bounded by the plastic housing.
%. The securing assembly of claim § wherein an exterior of sald secaring assembly has a visual

appearance indicating the medical device to which the securing assembly is attached should not
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%, The securing assembly of claim § wherein the visual appearance is a color of an exterior of

the securing assembly.

16, The securing assembly of claim 5 wherein the plastic stom and focking tab are integrally
molded with the plastic housing and wherein an attachment of at least one of said flexible
elongated plastic stem or said plastic locking tab includes a line of weakness to allow manual

separation of the plastic steny or the locking tab from satd housing.

P1. The securing assembly of claim 5 wherein the port comprises a funnel port comprising a
relatively wider entrance opening on an enirance side of the locking tab that narrows o a
relatively narrow exit opening on an exit side of the locking fab to impede withdrawi of the

barbed strip.

i2. The securing assembly of claim {1 wherein the funnel port is generally circular, having first
and socond openings, wherein the second opening has a diameter smaller than the first opening
and smaller than the diameter of each generally circular barb on said barbed strip, and further
wherein the second opening is relatively elastic and flexes outwardly as circular barbs are pushed
through the second opening of the funnel port, the second opening relaxing o substantially #s

original diameter upon passage of cach barb of the barbed sirip.

13, The securing assembly of claim 5 wherein the barbed strip defines a series of flexible tabs

that engage a Hexible wall of the post.
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i4, A moethod for inhibiting use of a medical device, the method comprising:
positioning & plastic housing having an interior region bounded by walls of the housing
in an overlving posttion with respect 1o g functional member of the medical device for mpeding

use of the medical device with the plastic housing in said overlying position,

the medical device,

passing a distal end of the elongated plastic strap through an attachment opening of a
locking tab coupled to said housing, and

cinching the plastic housing in place by securing the distal end of the plastic strap to the
focking tab with an extent of the elongated plastic strap in contact with a portion of the medical

device.

1S, The method of clalm 14 wherein the step of cinching the plastic housing comprises passing a

barbed end of the strap through a funnel shaped attachment opening of the locking tab,
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vherein an engagement between the plastic housing aund the strap

....,
oy
et
(¢
3
&
fni
Py
fe
[an
|99
oy
©
=
BN
-

ncludes a region of weakness and additionally comprising separating one end of strap from the

plastic housing by breaking the connection between housing and strap ju the region of weakness,

17, The method of claim 16 wherein the region of weakness is molded info a connection

between the housing and the sirap,
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18, The securing assemily of claim | wherein the funnel port comprising a relatively wider

entrance opening on an entrance side of the locking tab that narrows to 3 relatively narrow exit

opening on an oxit side of the focking tab to impede withdraw! of the barbed strip.

16, The securing assembly of clabm 1 wherein the funnel port is generally circular, having Hrst
and second openings, whereln the second opening has a diameter smalicr than the first opening
and smalier than the diameter of each generally civeudar bark on said barbed strip, and further
whereln the second opening is relatively elastic and flexes outwardly as circular barbs are pushed
through the second opening of the fimmel port, the second opening relaxing to substantially its
original diameter apon passage of each barb of the barbed strip.

20, The securing assembly of claim 1 wherein the barbed sirip defines a sertes of fexible tabs

L. A g 2

that engage a tlexibie wall of the port.
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