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INTRAORAL DEVICE WITH SLIT

CROSS-REFERENCE TO RELATED APPLICATIONS

[0001] The present application is a continuation and claims the priority benefit of U.S.
patent application 14/100,323 filed December 9, 2013, which claims the priority benefit of
U.S. provisional patent application number 61/734,939 filed December 7, 2012, the

disclosure of which is incorporated herein by reference.

BACKGROUND OF THE INVENTION

1. Field of the Invention

[0002] The present invention generally relates to the field of dental mouthpieces.
More specifically, the present invention relates to intraoral dental suction and isolation

mouthpieces.

2. Description of Related Art

[0003] Various mouthpieces are currently used by dental health professionals, dental
hygienists, and dental assistants in the field of dentistry. In the past, a dental patient has
been treated by a traditional two-person team that comprises a dental professional and a
dental assistant. Further, dental treatment may be provided by the team using many
different types of dental equipment and materials. Such dental equipment and materials
may include such items as an intraoral mirror, a bite block, a slow speed suction ejector,
a high speed suction ejector, gauzes, cotton rolls, and dry angles. Each item of dental
equipment may be used for different purposes, though some may be used in
combination for some types of dental services. As such, a dental professional seeking to
provide such dental services may need to use multiple items of such dental equipment.

An important role of the dental assistant is therefore to assist the dental professional in
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coordinating the use of these multiple items of different equipment and materials.
[0004] There is, therefore, a need in the art for improved systems and methods of
providing dental services in a more efficient, comfortable, and safe manner to the dental

patient.
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SUMMARY OF THE CLAIMED INVENTION

[0005] Embodiments of the present invention may include a mouthpiece that may be
attached to a high-suction dental adapter for the purpose of assisting the dental staff
during dental procedures through chair-side, hands-free suction, and isolation. Such a
mouthpiece may comprise a main body portion, a cheek retractor portion, and a suction
connector portion. In some embodiments, the main body portion, cheek retractor
portion, and suction connector portion (and sub-portions thereof) may be molded in one
piece, preferably by injection molding. In an exemplary embodiment, the mouthpiece
may be made of a material that is flexible, translucent, conducive to injection molding,
high heat-resistant, and autoclavable. Such a material may include silicone. Because the
mouthpiece may be made of a high heat-resistant and autoclavable material, such a
mouthpiece may be reusable.

[0006] The main body portion may comprise an enclosed pocket made up of an
anterior wall, a posterior wall, and a side wall in between the anterior and posterior
walls. The side wall may be perforated with a plurality of perforations. Such
perforations may constitute a mesh. Additional perforations may be located on the
anterior and posterior walls. The main body portion may further include a slit along a
longitudinal, central axis on the anterior wall. Such openings (e.g., perforations and slit)
allow for suction of air, fluids, and small debris from the patient’s mouth, through the
openings into the interior portion, and into the suction connector portion towards a
suction source. Because the mouthpiece is made of a flexible and resilient material (e.g.,
silicone), the mouthpiece may be bent when placed in a patient’s mouth to conform to
the shape of the mouth. When properly positioned, the suction connector portion may
protrude from one side of the patient’s mouth, while the main body lies against the back
of the patient’s mouth, and the cheek retractor presses against the patient’s cheek on the
opposite side of the patient’s mouth.

[0007] The main body may further include an protruding bridge structure on the

interior surface of the posterior wall. Such a bridge structure may protrude from the
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interior surface in a wave shape with crests and troughs. The crests provide a plurality
of contact points with the anterior wall to keep the anterior wall separated from the
posterior wall during suction. Meanwhile, the troughs provide gaps that allow for

suction of air, fluids, and small debris through the bridge structure.
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BRIEF DESCRIPTION OF THE FIGURES

[0008] FIG. 1A is a perspective view of an exemplary mouthpiece with a detachable
mouth prop.

[0009] FIG. 1B is a top view of the exemplary mouthpiece and detachable mouth prop
of FIG. 1A.

[0010] FIG. 1Cis a bottom view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A.

[0011] FIG. 1D is a side view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A.

[0012] FIG. 1E is a cross-sectional view of the exemplary mouthpiece and detachable
mouth prop of FIG. 1A.

[0013] FIG. 2A is a perspective view of the exemplary mouthpiece of FIG. 1A where
the detachable mouth prop has been detached.

[0014] FIG. 2B is a top view of the exemplary mouthpiece of FIG. 2A.

[0015]  FIG. 2C is a bottom view of the exemplary mouthpiece of FIG. 2A.

[0016] FIG. 2D is a side view of the exemplary mouthpiece of FIG. 2A.

[0017]  FIG. 2E is a cross-sectional view of the exemplary mouthpiece of FIG. 2A.
[0018] FIG. 3Ais a front view of an exemplary mouth prop.

[0019] FIG. 3B is a back view of the exemplary mouth prop of FIG. 3A.

[0020] FIG. 3Cis a bottom view of the exemplary mouth prop of FIG. 3A.

[0021] FIG. 3D is a perspective view of the exemplary mouth prop of FIG. 3A. .
[0022] FIG. 3E is a side view of the exemplary mouth prop of FIG. 3A.

[0023] FIG. 3F is a top view of the exemplary mouth prop of FIG. 3A.

[0024] FIG. 4 is a close-up view of exemplary mesh sides in an exemplary mouthpiece.
[0025] FIG. 5is a close-up view of an internal bridge in an exemplary mouthpiece.
[0026] FIG. 6A is a close-up view of an exemplary reinforcing bar in an exemplary
mouthpiece.

[0027]  FIG. 6B is a cross-sectional view of the exemplary reinforcing bar of FIG. 6A.
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[0028] FIG. 7A is a close-up view of an exemplary cheek retractor portion in an

exemplary mouthpiece.

[0029] FIG. 7B is a cross-sectional view of the exemplary cheek retractor portion of

FIG. 7A.
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DETAILED DESCRIPTION

[0030] Embodiments of the present invention provide for a mouthpiece comprising a
main body portion, a cheek retractor portion, and a suction connector portion. In some
embodiments, the main body portion, cheek retractor portion, and suction connector
portion (and sub-portions thereof) may be molded as one-piece, preferably by injection
molding. In an exemplary embodiment, the mouthpiece may be made of a material that
is flexible, translucent, conducive to injection molding, high heat-resistant, and
autoclavable. Such a material may include silicone. Because the mouthpiece may be
made of a high heat-resistant and autoclavable material, such a mouthpiece may be
reusable.

[0031] FIGs. 1A-E are different views of an exemplary mouthpiece with an attachable
mouth prop 160, while FIGs. 2A-E are different views of the exemplary mouthpiece of
FIG. 1A where the attachable mouth prop 160 has been detached. Such a mouthpiece
may include a main body portion 110, a suction connector portion 120, and a cheek
retractor portion 130.

[0032] The main body portion 110 may include mesh or perforations140, a stability
bar 150, an open slit 170, and an internal bridge 180. The main body potion 110 may
connect to a suction connector portion 120 on one end and a cheek retractor portion 130
at the other end. Such a cheek retractor portion 130 may be configured to press against
and retract a patient’s cheek away from the patient’s teeth. When placed in a patient’s
mouth, the suction connector portion 120 may protrude from one side of the patient’s
mouth, while the main body portion 110 lies against the back of the patient’s mouth, and
the cheek retractor portion 130 retracts the patient’s cheek on the opposite side of the
patient’s mouth. The flexibility of the material used to form the mouthpiece allows for
some bending when placed in the patient’s mouth. The material is, however, resilient
enough that the cheek retractor portion presses against the inside of the patient’s cheek
with such pressure being sufficient to move the cheek away from the patient’s teeth.

[0033] An exemplary main body portion 110, when placed in a mouth, may include an
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anterior wall facing the front of the mouth (e.., the side with slit 170) and a posterior
wall facing the back of the mouth. The two walls may connect at a superior wall and an
inferior wall forming a body that is at least partially enclosed.

Superior may be used herein to refer to the side that rests against a roof of a patient’s
mouth when placed therein, and inferior may be used to refer to the side that rests
against the floor of the patient’s mouth. The superior and inferior sides may be formed
identically, which may allow for the mouthpiece to change orientation such that the
superior side may appear as the inferior side and vice versa, in the new orientation.
When in use, the respective sides of the main body portion 110 may serve to protect and
separate the top of the mouth and the bottom of the mouth/tongue. In addition, the main
body portion 110 may also serve to protect the back of the mouth (e.g., throat and
airway) from falling debris.

[0034] Much of the main body portion 110 of the mouthpiece may be shaped as a
straight-line arrowhead or shield whose base generally conforms to the intraoral shape
of a patient’s mouth. Differently-sized mouthpieces may be provided for differently-
sized mouths of adults and children. Part of the base side of the arrowhead may be
formed with thicker walls than the rest of the main body. Such thickening may provide
additional stability.

[0035] In addition, the main body portion 110 of the mouthpiece may include a
plurality of holes 140 distributed along the superior and inferior sides of the anterior and
posterior walls to assist in suctioning of water, saliva and debris from the oral cavity. In
some embodiments, a set of holes may also form a mesh along the walls of the superior
and inferior edges. FIG. 4 is a close-up view of an exemplary mesh wall in an exemplary
mouthpiece.

[0036] At the narrow end of the arrowhead that connects to the cheek retractor
portion 130, the main body portion 110 may include a rectangular portion. Narrower
than the base of the arrowhead, the rectangle may additionally include a reinforcing bar
(or stability bar) 150 (described in further detail below) and may be at least partially

crossed by a slit 170 (described in further detail below) into the interior of the pocket of
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the main body portion 110.

[0037] Stability bar 150 may be a protrusion or otherwise a thickened area that
reinforces the stability of the rectangular portion and assist in shaping this region to the
intraoral posterior shape of a patient’s mouth. FIG. 6A is a close-up view of an
exemplary stability bar 150 of an exemplary mouthpiece. FIG. 6B is a cross-sectional
view of the exemplary reinforcing bar in the cheek retractor connector portion of FIG.
6A.

[0038] In some embodiments, the internal, rectangular-shaped reinforcing or stability
bar 150 may be located distally to the internal wavelike bridge structure 180 and
attached to both the interior side of the posterior surface of the main body and the
rectangular portion. Such a stability bar 150 may be located in the area where a
positioned mouthpiece begins to wrap from the lingual side of the most posterior
mandibular tooth, around the distal side of the most posterior tooth, and to anterior side
of the most posterior mandibular tooth, thereby assisting in shaping the mouthpiece to
the general intraoral shape of a patient’s mouth.

[0039] Various embodiments of the mouthpiece may further include a longitudinal,
open slit 170 extending over approximately two-thirds of the main body on the anterior
surface. Running along the center of the main body across the rectangle and most of the
arrowhead, such a slit 170 may assist in capture and suction of water, saliva and debris,
as well as assisting in cleaning and maintenance.

[0040] Additionally, the main body of the mouthpiece may include a bridge structure
180 on an interior surface to ensure that the anterior and posterior surfaces remain
separated during suction. FIG. 1E is a cross-sectional view of the mouthpiece in which
the bridge structure 180 is illustrated. FIG. 5 is a close-up view of the bridge structure
180 without the surrounding walls of the main body portion. Such a bridge structure 180
may be formed as an wave-like protrusion that generally corresponds to the distance
between the anterior and posterior walls extending substantially (e.g., within 1 mm) the
full distance at its crest and substantially flush to the surface at its trough. In some

embodiments, the bridge structure 180 may be centrally-located in the main body
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portion 110 of the mouthpiece. The gaps (or troughs) between the waves of the bridge
structure 180 assist in the suction-driven transfer of water and saliva to the suction
connector portion 120 and ultimately, into a central suction vacuum. In some
embodiments, the bridge structure 180 may follow the shape of a logo (e.g., an
arrowhead or shield).

[0041] The suction connector portion 120 may be oval-shaped and also attached to the
main body portion 110. The suction connector portion 120 may be formed with thicker
walls than the main body portion 110 and configured to attach to a high-suction vacuum
adapter and to assist in transferring water, saliva, and debris from the oral cavity to the
external adapter for removal. The suction connector portion 120 may also include an
internal stop to assist in sliding the mouthpiece onto the adapter to a desired depth. The
suction connector portion 120 may additionally have an external, concave, notched
region 210 that corresponds to a removable strap such that when the strap is in place,
the external walls of the strap and the rest of the connector portion may be flush.

[0042] The cheek retractor portion 130 is illustrated as a hammerhead distal region,
which may be attached to the main body portion 110. FIG. 7A is a close-up view of an
exemplary cheek retractor portion 130 in an exemplary mouthpiece. FIG. 7B is a cross-
sectional view of the exemplary cheek retractor portion 130 of FIG. 7A.

[0043] The mouthpiece may be used with a mouth prop 160, as illustrated in FIGs. 1
(with a mouth prop 160) and FIGs. 2 (illustrated without the mouth prop 160). FIGs. 3A-
E provide different close-up views of an exemplary mouth prop 160. The removable
strap 310 may be attached to mouth prop 160, which may be used to prop open a
patient’s mouth and teeth. In this regard, the suction connector portion 120 may
additionally have an external plug 220 (FIG. 2C) protruding from the posterior side of
the suction connector portion 120. Such a plug 220 may correspond to and serve to
connect with an opening in the mouth prop 160. The mouth prop 160 may be reinforced
by the presence of the plug 220 in the opening, thereby resulting in a more crush-
resistant, nearly incompressible, and stable mouth prop 160. In some embodiments, the

suction connector portion 120 may further have a cutout 230 (e.g., which may be shaped

16 of 497



as a logo) providing extra interlocking with a corresponding protrusion (e.g., which may
also be shaped as a logo) on an external high-suction vacuum adapter.

[0044] The mouth prop 160 may be made of thickened silicone material injection
molded in a single piece with an elastic strap corresponding to the circumference of the
suction connector portion. The mouth prop 160 has an internal, rectangular-shaped
female slot designed to fit snugly with the external, rectangular-shaped male plug 220 of
the suction connector portion 120 of the mouthpiece. Mouth props may be made in
different sizes for differently sized mouths. Because the mouth prop and mouthpiece are
detachable from each other, different sizes of each may be mixed and matched as needed
for a particular patient’s mouth.

[0045] The mouthpiece as described herein may be used with a one-piece,
autoclavable, high-suction vacuum adapter. Such a high-suction vacuum body adapter
may be made of a single homogenous material. Having a single lever design, such a
vacuum adapter may function in the same manner as all the current high-suction
vacuum evacuators and saliva ejectors in controlling the removal of water, saliva, and
debris from the oral cavity to the outside vacuum source. The single lever may be
designed to control the removal of water, saliva, and debris from the at least partially
enclosed so main body through a single, large evacuation conduit within the suction
connector portion.

[0046] While various embodiments have been described above, it should be
understood that they have been presented by way of example only, and not limitation.
The descriptions are not intended to limit the scope of the invention to the particular
forms set forth herein. Thus, the breadth and scope of a preferred embodiment should
not be limited by any of the above-described exemplary embodiments. It should be
understood that the above description is illustrative and not restrictive. To the contrary,
the present descriptions are intended to cover such alternatives, modifications, and
equivalents as may be included within the spirit and scope of the invention as defined
by the appended claims and otherwise appreciated by one of ordinary skill in the art.

The scope of the invention should, therefore, be determined not with reference to the
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above description, but instead should be determined with reference to the appended

claims along with their full scope of equivalents.
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CLAIMS

WHAT IS CLAIMED IS:

1. A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by:
an anterior wall comprising a slit along a longitudinal axis of the main
body portion,
a posterior wall, and
a side wall connecting an edge of the anterior wall to an edge of the

posterior wall.
2. The mouthpiece of claim 1, wherein the posterior wall further includes a stability bar
protruding from an interior surface of the posterior wall and along a longitudinal axis of

the main body.

3. The mouthpiece of claim 2, wherein the stability bar is aligned with the slit on the

anterior wall.

4. The mouthpiece of claim 1, wherein the main body portion is formed by injection-

molding as one piece.

5. The mouthpiece of claim 1, wherein a material used in the injection-molding is a

flexible, translucent, high heat-resistant, autoclavable silicone-based material.

6. The mouthpiece of claim 1, wherein the anterior wall and the posterior wall have

different thicknesses.
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7. The mouthpiece of claim 1, wherein the slit allows portions of the anterior wall to be

pulled open to expose the interior of the pocket.

8. The mouthpiece of claim 1, further comprising a cheek retractor portion configured to
press against a cheek of a patient when placed in a mouth of the patient, wherein
resilience of the cheek retractor portion causes the cheek retractor portion to retract the

cheek of the patient away from teeth of the patient.

9. The mouthpiece of claim 1, wherein the cheek retractor portion comprises an

extension of the pocket and wherein the slit extends into the extension of the pocket.

10. The mouthpiece of claim 1, further comprising a bridge structure protruding from an

interior surface of the posterior wall.

11. The mouthpiece of claim 10, wherein the protruding bridge structure comprises a

plurality of spaced contact points.

12. The mouthpiece of claim 11, wherein the bridge structure protrudes from the interior
surface of the posterior wall in a wave shape, and wherein the contact points are at

crests of the wave shape.

13. The mouthpiece of claim 12, wherein spaces between the contact points are at

troughs of the wave shape.

14. The mouthpiece of claim 1, further comprising a suction connector portion that
connects the interior portion to a vacuum source, wherein activation of the vacuum
source provides suction of fluids from the interior of the pocket toward the vacuum

source.
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15. The mouthpiece of claim 1, further comprising a detachable mouth prop.

16. The mouthpiece of claim 15, wherein the detachable mouth prop comprises a bite

block portion and a strap portion.

17. The mouthpiece of claim 16, wherein the bite block portion and strap portion are

injection-molded in one piece.

18. The mouthpiece of claim 15, wherein the bite block portion comprises an opening

corresponding to a plug connected to the main body.

19. A mouthpiece comprising;:
a main body portion configured as a pocket having an interior defined by:
an anterior wall, wherein portions of the anterior wall are thicker than
other portions of the anterior wall,
a posterior wall, and
a side wall connecting an edge of the anterior wall to an edge of the

posterior wall.

20. A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by:
an anterior wall,
a posterior wall, wherein portions of the posterior wall are thicker than
other portions of the posterior wall and
a side wall connecting an edge of the anterior wall to an edge of the

posterior wall.
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ABSTRACT

A dental mouthpiece is provided that may be attached to a high-suction dental adapter
for the purpose of assisting the dental staff during dental procedures through chair-side,
hands-free suction, and isolation. Such a mouthpiece may comprise a main body
portion, a cheek retractor portion, and a suction connector portion. In some
embodiments, the main body portion, cheek retractor portion, and suction connector
portion (and sub-portions thereof) may be molded in one piece, preferably by injection
molding. In an exemplary embodiment, the mouthpiece may be made of a material that
is flexible, translucent, conducive to injection molding, high heat-resistant, and
autoclavable. Such a material may include silicone. Because the mouthpiece may be
made of a high heat-resistant and autoclavable material, such a mouthpiece may be

reusable.
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application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting

the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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Electronic Acknowledgement Receipt

EFSID: 18996149
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

28661

Filer:

TamThanh Thi Pham/Lea Fong

Filer Authorized By:

TamThanh Thi Pham

Attorney Docket Number:

INCEP-001COD

Receipt Date: 13-MAY-2014
Filing Date: 27-MAR-2014
Time Stamp: 09:26:55

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no

File Listing:

Document . L. . File Size(Bytes)/ Multi Pages

D tD t File N . . .
Number ocument Lescription rie Mame Message Digest | Part/.zip| (ifappl.)
19365
. INCEP-001COD_IDS_Statement
1 Transmittal Letter no 2
_5-12-14.pdf
be98cd01157e6b52780¢8013302da68f661h|

48ee

Warnings:

Inf tion:
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19938
INCEP-001COD_IDS_List_of Co

2 Transmittal Letter pending_Apps_5-12-14.pdf no 2
80978e143036639%3d62da63d1b069e81a
33afce
Warnings:
Information:
] ] 63640
3 Information Disclosure Statement (IDS) [ INCEP-001COD_IDS_1449 5-12 no 3
Form (SB08) -14.pdf
052706f2d652820b9f1378154b773629962
05a95
Warnings:
Information:
This is notan USPTO supplied IDS fillable form
Total Files Size (in bytes); 102943

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56., and 1.97-1.98

SIR:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of Practice in
Patent Cases, enclosed herewith is form PTO-SB-08, listing several references. The Examiner is
requested to make these references of official record in the application.

The references cited may be material to examination of the application and are submitted
in compliance with the Applicants’ duty of disclosure as defined by 37 C.F.R. § 1.56.

No representation is made or intended as to the completeness of this list, nor is the
inclusion of any reference on this list an admission that it is prior art or pertinent to this

application.

1
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PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number

50-0612.

Respectfully submitted,

LEWIS ROCA ROTHGERBER LLP
Dated: May 12, 2014 [Tam Thanh Pham/

Tam Thanh Pham (50,565)

LEWIS ROCA ROTHGERBER LLP
2440 W. El Camino Real, 6™ Floor
Mountain View, California 94040

TEL (650) 391-1380
ipdockets@lrrlaw.com
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PATENT

Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Group Art Unit: 3732

Serial No.: 14/228,057

In re Application of: Thien Nguyen

Confirmation No.: 1983

Title:

Examiner: Hao D. Mai

Filed: March 27, 2014

Customer No.: 28661

INTRAORAL DEVICE WITH SLIT

List of Co-Pending Patents or Patent Applications That May Be Directed Towards Similar

Subject Matter
Examiner’s Application Docket First- Title Filing Date
Initials Number Number Named
Inventor
14/100,323 INCEP- Thien INTRAORAL DENTAL December
001 Nguyen SUCTION AND 9,2013
ISOLATION SYSTEM
14/228,046 | INCEP- Thien INTRAORAL DEVICE March 27,
001COA | Nguyen WITH MESH 2014
14/228,050 | INCEP- Thien INTRAORAL DEVICE March 27,
001COB Nguyen WITH BRIDGE 2014
14/228,054 | INCEP- Thien INTRAORAL DEVICE March 27,
001COC Nguyen WITH STABILITY 2014
START
14/228,061 INCEP- Thien INTRAORAL DEVICE March 27,
001COE Nguyen WITH DETACHABLE 2014
MOUTH PROP
Examiner’s Date:
Signature:

1
52 of 497




PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number

50-0612.

Respectfully submitted,

LEWIS ROCA ROTHGERBER LLP
Dated: May 12, 2014 [Tam Thanh Pham/

Tam Thanh Pham (50,565)

LEWIS ROCA ROTHGERBER LLP
2440 W. El Camino Real, 6™ Floor
Mountain View, California 94040

TEL (650) 391-1380
ipdockets@lrrlaw.com
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PTCAIABD (GT-12)

Approved for use through 113072014, OME 08310038

U5, Patert and Trademark Offins; 1.8 DEPARTMENT OF COMMERCE

Lindsr the Paperwork Reduction Act of 1888, no persons arg requitad o respond o & cotlection of information unless it displays 2 valid OMB cantrol numbar,

POWER OF ATTORNEY TO PROSECUTE APPLICATIONS BEFORE THE USPTD

Phereby revoke all previcus powers of atforney given in the application identified in the allached siatement
- under 37 OFR 3,73,

{ hereby appoint:

iy Practiioners aasockated with Customer Mumber: 2 g @ @ 1
OR

Praciitioner(s) named below {if mora than ten paient praciiioners are {o be named, then a custormer numbar must be used):

Mame Hagisteation Marmie Registration
Murahar : - MNuraher

&s aftormnayie} or agent(s) o reprosent the undersigned before the United States Palent and Teademark Office {USPTO)Y In connaction with
any and & patent applications assigned gnly o the undersigned according to the USPTD assignment records or assignments documents
aitachad to this form In accordance with 37 CFR 3.73{).

' Please éhénge fhe cofreapbndemé addrass for the appiication identified in the altached statement under 37 OFR 3.7 3{c) 1o

= The address associated with Custorner Number: g g@@ 1
OR

T Flemoor
 individual Nams

| Addrass

- Gty Btate Zip

- Country

- Telephons Ernail

Assignes Mame and Address; noept, ing,
92 Corporate Park
Suite C #818
frvine, Californiz 92608

A& copy of this form, together with 2 siatemeni under 37 CFR 3.73{c} {(Form FTO/AIANE or squivalent} is required (o be
Fitad In sach application in which this form is used. The siatement under 37 CFR 3,73l may b compieted by one of

Zignaiure

Mame

b A e B XF UEROLOY, Y80 and LR Thy Infeationo s regiired to abinin of rataln 2 oaiali b e el wehinh i to e fand
by he USPTO to process) an.apR v Confidentality is governed by 35 LL8.C. 122 and 3F CFR 111 and 114, This collection is ostimated to take 3 minutes
2 complats, including gathering, praparing, and submitting the compisted application form (o the USPFTO. Time will vary depending upon the individual case. Any
comments on the amount of ime you require to complets this form andfor suggestions for reducing this burden, should be sent to the Chisf Information Offioar,
5.8, Patent snd Tradamark Office, U8, Departmant of Commarcs, .0, Box 1450, Alexandria, VA 22313-1480. DO NOT SERND FEES OR COMPLETED
FORMS TO THIS ADDRESS, 8BND TO: Commissioner for Palents, .0, Box 1450, Alexandria, YA 223131458,

if you need assistance in mmpieiing&% fafrrAQi?‘:-Bﬂﬂ»PTG»Q‘iQS and select option 2.



PTO/AIA/96 (08-12)

Approved for use through 01/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)
Applicant/Patent Owner: _Thien Nguyen

Application No./Patent No.: _14/228,057 Filed/Issue Date: March 27, 2014
Titled: Intraoral Device with Slit

Incept, Inc. . a Corporation

(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)
states that, for the patent application/patent identified above, it is (choose one of options 1, 2, 3 or 4 below):
1. The assignee of the entire right, title, and interest.

2. |:| An assignee of less than the entire right, title, and interest (check applicable box):

|_| The extent (by percentage) of its ownership interest is %. Additional Statement(s) by the owners
holding the balance of the interest must be submitted to account for 100% of the ownership interest.

|:] There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3. |:| The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4. |:| The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose one of options A or B below):

A. An assighment from the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel 032545 , Frame 0891 , or for which a copy
thereof is attached.

B. D A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as follows:

1. From: To:

The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.

2. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

[Page 1 of 2]
This collection of information is required by 37 CFR 3.73(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

3. From:

4. From:

5. From:

6. From:

STATEMENT UNDER 37 CFR 3.73(c)

To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.
To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.
To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

|:| Additional documents in the chain of title are listed on a supplemental sheet(s).

As required by 37 CFR 3.73(c)(1)(i), the documentary evidence of the chain of title from the original owner to the
assighee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assighment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assignment in the records of the USPTO. See MPEP 302.08]

The undersigned (whose title is supplied below) is authorized to act on behalf of the assignee.

fTam Thanh Pham/ May 19, 2014
Signhature Date

Tam Thanh Pham 50565

Printed or Typed Name Title or Registration Number

[Page 2 of 2]
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Electronic Acknowledgement Receipt

EFSID: 19071612
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

28661

Filer:

TamThanh Thi Pham/Adriena Garcia

Filer Authorized By:

TamThanh Thi Pham

Attorney Docket Number:

INCEP-001COD

Receipt Date: 19-MAY-2014
Filing Date: 27-MAR-2014
Time Stamp: 20:00:08

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)
INCEP-001_Declarati 240154
1 Oath or Declaration filed Ut _eciaration- no 2
Nguyen.pdf
13d3e44ba325737d25e5836004e8¢505652
f1b59
Warnings:
Inf tion:
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] 46300
2 QOath or Declaration filed INCEP-OO1_Di)i:?ratlon-Pham. no 2

6fa3c1df4f54e80396687e9bbba3dba3esf|
cl46

Warnings:

Information:

311087
3 Power of Attorney INCEP-001 CODd_:’OA_S-1 9-14, o 3
p 48a71e4013a5c36c4ede5ab08a7a6c93883
Warnings:
Information:
Total Files Size (in bytes); 597541

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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BNCEP-O0L

DECLARATION FOR PATEMNT APPLICATION

As a below named inventor, § bereby declare that:

My residence, post office address and citivenship are as stated below next o my name.

I believe { am an original inventor of the subject matter which is claimed and for which a patent is sought
on the invention entitled Intraoral Dental Suction and Isolation System the specification of which was

filed December %, 28013 and assigned ULE. patend application 14/186,33%

1 hereby state that the above-identified spplication was made or avthorized to be ruade by e,

1 hereby declare that all statements made herein of my own knowledge are true and that all stalements made
on information and helief are believed to be tme; and further that thess statemenis were made with the
knowledge that wiliful false statements and the like so made are punishable by fine or impriscnment, or
both, under Section 1001 of Tide IR of the United States Code and that snch willinl false siatements may

jeopardize the validity of the spplication or any patent issued thereon,

Pull name of inventon: Thien Mguyen

Citizenship: ot o

Investor's signature:

o F N

\\\\\\\\\

& S
{Permanent ink only}

Dated {optional):
{fare)
haiting Address: 2 Carporate Park
Sulte €, #818
frvime, Californis 92606
Residenos: Santa Ana, Califorgia

{Iapan: prefecture, city, villuge, city ward, etc.; US: city and stare)

59 of 497



4

37 CFR §1.36 Duty to disclose information material to pateniability.

{2} A patent by itz very nabwe is affected with 3 public interest. The public interest is best served, and the most
effective patent examdnation peonrs when, at the time an application is being examined, the Office is aware of and evaluates
the teachings of all information material to patermability. Bach individaal associated with the filing and prosecuiion of 3 patent
application bas a duty of candor and good faith in dealing with the Gffice, which includes a duty to dsclose to the Office all
information known to that ndivideal to be material o patentability as defined in this section, The duty 1o disclose information
exists with respect to cach peading clain until the claim is cancelied or withdrawn from consideration, or the application
becomes abandoned. Information matenial to the patentability of & claim that is cancelled or withdrawn from consideration
need not be submdtied i the information v ot material to the patentability of any claim resmindng under consideration in the

application. There is no duty o submit Information which is rot material to the patentability of any existing claim, The duty te

dscloge all {nformation known 10 be material o patentability is decwed to be satisfied ¥ alt information known to be materts

to patentability of any claim fssued In a patent was cited by the Office or spbimitted o the Office in the mansner preseribed by
£8 1.97()d) and 198 However, no patent will be granted on an apphcation in conpection with which fraud on the Office

was practiced ov attempted or the duty of discloswre was violated through had faith or intentional misconduct, The Office

enconrages appicants 1 caredully examine:
{1} Peior at cited in search reports of a forcign patent office in 3 counterpart application, and
{2} The closest information over which individuals associated with the fifing or prosecution of a patent application

s

Beleve any pending claim patestably defines, (o make sure that any material information contained therein i disclosed to the

Office.
(b} Under this section, inforrmation is material o patentability when it s pot cunmiative 1o information shready of
reoord of belng made of record n the application, and

{1} It establishes, by itself o In combination with other information, & prima facie oase of wpatentability of a
claimy; or

{2) &t refutes, or is nconsistemt with, & position the applicant takes i

{1} Opposing an srgument of unpatentability relted on by the Office, or

(1) Asserting an argument of patentability. A prime fecle case of unpatentability is established when the

information compels 2 conclusion that a claim {8 unpatentable under the preponderance of evidence, burdenTiofTproof

standard, giving each tornu in the clainy ts broadest reasonable constraction consistent with the specification, and before any

consideration is given w ovidence whick may be submitied to an attempt sh a8 eontrary conclusion of paten

(e} Individuals associated with the filing or proseontion of & patest application within the meaning of this section

ave:
{1} Bach lovenior named in the applicadion;
{2} Bach attorney o agent wheo propares or prosecutes the application; and

3

{3) Bvery other person who is substantively mvolved 0 the preparation or prosecution of the appiication and who is
47 ¥

associated with the inventor, with the assignes or with anyone 1o whom there is an obligation to assign the application.
{d) lndividuals other than the attorvey, agent or inventor may comply with this section by disclosing information fo
the atforney, sgend, o inventor
{2} In any continuation-in-past application, the duty under this section inchudes the duty to disclose o the Offics all
information known o the person o be material fo patentabifity, as defined in parageaph (b} of s section, which became
vailable between the fifing date of the prior application and the national or POT international filing date of the continuation-

in-part apphication,
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INCEP-001

DECLARATION FOR PATENT APPLICATION
As a below named inventor, I hereby declare that:
My residence, post office address and citizenship are as stated below next to my name.
I believe I am an original inventor of the subject matter which is claimed and for which a patent is sought
on the invention entitled Intraoral Dental Suction and Isolation System the specification of which was
filed December 9, 2013 and assigned U.S. patent application 14/100,323.
I hereby state that the above-identified application was made or authorized to be made by me.
I hereby declare that all statements made herein of my own knowledge are true and that all statements made
on information and belief are believed to be true; and further that these statements were made with the
knowledge that willful false statements and the like so made are punishable by fine or imprisonment, or
both, under Section 1001 of Title 18 of the United States Code and that such willful false statements may

jeopardize the validity of the application or any patent issued thereon.

Full name of inventor: Tam Thanh Pham

Citizenship: USA

Inventor’s signature:

(Permanent ink only)

Dated (optional): May 19, 2014

(Date)
Mailing Address: 92 Corporate Park
Suite C, #818

Irvine, California 92606

Residence: San Francisco, California

(Japan: prefecture, city, village, city ward, etc.; US: city and state)
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37 CFR §1.56 Duty to disclose information material to patentability.

(a) A patent by its very nature is affected with a public interest. The public interest is best served, and the most
effective patent examination occurs when, at the time an application is being examined, the Office is aware of and evaluates
the teachings of all information material to patentability. Each individual associated with the filing and prosecution of a patent
application has a duty of candor and good faith in dealing with the Office, which includes a duty to disclose to the Office all
information known to that individual to be material to patentability as defined in this section. The duty to disclose information
exists with respect to each pending claim until the claim is cancelled or withdrawn from consideration, or the application
becomes abandoned. Information material to the patentability of a claim that is cancelled or withdrawn from consideration
need not be submitted if the information is not material to the patentability of any claim remaining under consideration in the
application. There is no duty to submit information which is not material to the patentability of any existing claim. The duty to
disclose all information known to be material to patentability is deemed to be satisfied if all information known to be material
to patentability of any claim issued in a patent was cited by the Office or submitted to the Office in the manner prescribed by
§§ 1.97(b)(d) and 1.98. However, no patent will be granted on an application in connection with which fraud on the Office
was practiced or attempted or the duty of disclosure was violated through bad faith or intentional misconduct. The Office
encourages applicants to carefully examine:

(1) Prior art cited in search reports of a foreign patent office in a counterpart application, and

(2) The closest information over which individuals associated with the filing or prosecution of a patent application
believe any pending claim patentably defines, to make sure that any material information contained therein is disclosed to the
Office.

(b) Under this section, information is material to patentability when it is not cumulative to information already of
record or being made of record in the application, and

(1) It establishes, by itself or in combination with other information, a prima facie case of unpatentability of a
claim; or

(2) It refutes, or is inconsistent with, a position the applicant takes in:

(i) Opposing an argument of unpatentability relied on by the Office, or

(ii) Asserting an argument of patentability. A prima facie case of unpatentability is established when the
information compels a conclusion that a claim is unpatentable under the preponderance of evidence, burden of proof
standard, giving each term in the claim its broadest reasonable construction consistent with the specification, and before any
consideration is given to evidence which may be submitted in an attempt to establish a contrary conclusion of patentability.

(c) Individuals associated with the filing or prosecution of a patent application within the meaning of this section

(1) Each inventor named in the application;

(2) Each attorney or agent who prepares or prosecutes the application; and

(3) Every other person who is substantively involved in the preparation or prosecution of the application and who is
associated with the inventor, with the assignee or with anyone to whom there is an obligation to assign the application.

(d) Individuals other than the attorney, agent or inventor may comply with this section by disclosing information to
the attorney, agent, or inventor.

(e) In any continuation-in-part application, the duty under this section includes the duty to disclose to the Office all
information known to the person to be material to patentability, as defined in paragraph (b) of this section, which became
available between the filing date of the prior application and the national or PCT international filing date of the continuation-

in-part application.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.USPto oV
| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
14/228,057 03/27/2014 Thien Nguyen INCEP-001COD
CONFIRMATION NO. 1983
28661 POA ACCEPTANCE LETTER
Lewis Roca Rothgerber LLP
2440 W. El Camino Real, 6th Floor IR AT
Mountain View, CA 94040 000000068505522

Date Mailed: 05/27/2014

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY
This is in response to the Power of Attorney filed 05/19/2014.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.

/hchristian/

Office of Data Management, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101

page 1 of 1

63 of 497



UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
14/228,057 03/27/2014 Thien Nguyen INCEP-001COD
CONFIRMATION NO. 1983
28661 PUBLICATION NOTICE
Lewis Roca Rothgerber LLP
4300 Bohannon Drive IR LR
00000006992826

Suite 230
Menlo Park, CA 94025

Title:INTRAORAL DEVICE WITH SLIT

Publication No.US-2014-0212840-A1
Publication Date:07/31/2014

NOTICE OF PUBLICATION OF APPLICATION

The above-identified application will be electronically published as a patent application publication pursuant to 37
CFR 1.211, et seq. The patent application publication number and publication date are set forth above.

The publication may be accessed through the USPTO's publically available Searchable Databases via the
Internet at www.uspto.gov. The direct link to access the publication is currently http://www.uspto.gov/patft/.

The publication process established by the Office does not provide for mailing a copy of the publication to
applicant. A copy of the publication may be obtained from the Office upon payment of the appropriate fee set forth
in 37 CFR 1.19(a)(1). Orders for copies of patent application publications are handled by the USPTO's Office of
Public Records. The Office of Public Records can be reached by telephone at (703) 308-9726 or (800) 972-6382,
by facsimile at (703) 305-8759, by mail addressed to the United States Patent and Trademark Office, Office of
Public Records, Alexandria, VA 22313-1450 or via the Internet.

In addition, information on the status of the application, including the mailing date of Office actions and the

dates of receipt of correspondence filed in the Office, may also be accessed via the Internet through the Patent
Electronic Business Center at www.uspto.gov using the public side of the Patent Application Information and
Retrieval (PAIR) system. The direct link to access this status information is currently http://pair.uspto.gov/. Prior to
publication, such status information is confidential and may only be obtained by applicant using the private side of
PAIR.

Further assistance in electronically accessing the publication, or about PAIR, is available by calling the Patent
Electronic Business Center at 1-866-217-9197.

Office of Data Managment, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101

page 1 of 1

64 of 497



Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet 1 ‘ of ‘ 1 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.” Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 2014/0162209 6/12/2014 Nguyen
us- 2014/0212837 7/31/2014 Nguyen
us- 2014/0212838 7/31/2014 Nguyen
us- 2014/0212839 7/31/2014 Nguyen
us- 2014/0212841 7/31/2014 Nguyen
us-
us-
us-
us-
us-
us-
us-
FOREIGN PATENT DOCUMENTS
Examiner Cite1 Foreign Patent Document Publication Name of Patentee or P_ages, Columns, Te
Initials* Date Applicant of Cited Document Lines, Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code® Numbert Kind Code’
(if known)
Examiner Date Considered
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)

65 of 497




Electronic Acknowledgement Receipt

EFSID: 20016415
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

28661

Filer:

Stephanie Simone Buntin/Lea Fong

Filer Authorized By:

Stephanie Simone Buntin

Attorney Docket Number:

INCEP-001COD

Receipt Date: 05-SEP-2014
Filing Date: 27-MAR-2014
Time Stamp: 17:51:51

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no

File Listing:

Document . L. . File Size(Bytes)/ Multi Pages

D tD t File N . . .
Number ocument Lescription rie Mame Message Digest | Part/.zip| (ifappl.)
19314
. INCEP-001COD_IDS_Statement
1 Transmittal Letter no 2
_9-2-14.pdf
9822f06¢6565a315a848000f65e77e4810)

0a78

Warnings:

Inf tion:

nformation 66.0f 497




54072
Information Disclosure Statement (IDS) [ INCEP-001COD_IDS_1449_9-2-

2 Form (SB08) 14.pdf no !
496078a2f73923a372b56ac6676952ae5391|
6820
Warnings:
Information:
This is notan USPTO supplied IDS fillable form
Total Files Size (in bytes); 73386

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.

67 of 497




PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Thien Nguyen
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Hao D. Mai
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56., and 1.97-1.98

SIR:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of
Practice in Patent Cases, enclosed herewith is form PTO-SB-08, listing several
references. The Examiner is requested to make these references of official record in the
application.

The references cited may be material to examination of the application and are
submitted in compliance with the Applicants’ duty of disclosure as defined by 37 C.F.R.
§ 1.56.

No representation is made or intended as to the completeness of this list, nor is the
inclusion of any reference on this list an admission that it is prior art or pertinent to this

application.

1
68 of 497



PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account
Number 50-0612.

Respectfully submitted,
LEWIS ROCA ROTHGERBER LLP

Dated: September 2, 2014 /Stephanie S. Buntin/
Stephanie S. Buntin (69,614)
LEWIS ROCA ROTHGERBER LLP
4300 Bohannon Drive, Suite 230
Menlo Park, CA 94025
TEL (650) 391-1380
ipdockets@lrrlaw.com

2
69 of 497



Substitute for Form 1449/PTO

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

(use as many sheets as necessary)

Complete if Known

Application Number 14/228,057
Filing Date March 27, 2014
First Named Inventor: Thien Nguyen
Art Unit 3732

Examiner Name Hao D. Mai

Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.” Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 2,937,445 5/24/1960 Erickson
us- 3,768,477 10/30/1973 | Anders et al.
us- 3,924,333 12/9/1975 Erickson
Us- 4,024,642 5/24/1977 Zorovich
us- 6,213,772 4/10/2001 Costello
us- 8,029,280 10/4/2011 Black et al.
us- 2006/0063129 3/23/2006 Hirsch
us-
us-
us-
us-
us-

FOREIGN PATENT DOCUMENTS

Examiner Cite1 Foreign Patent Document Publication
Initials* | No. Date
MM-DD-YYYY

Country Code® Numbert Kind Code’
(if known)

Applicant of Cited Document Lines

Name of Patentee or Pages, Columns, Te
, Where Relevant
Passages or Relevant
Figures Appear

Examiner
Signature

Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language

translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)

70 of 497




Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY AP P LICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | ‘ of | 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published
Docket No. INCEP-001 U.S. Patent Application 14/100,323; Final Office Action mailed
10/24/14
Examiner Date
Signature Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

Applicant’s unique citation designation number (optional). 2Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an

application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting

the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08B (08-03) 71 of 497




Electronic Acknowledgement Receipt

EFSID: 20671362
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

28661

Filer:

Stephanie Simone Buntin/Lea Fong

Filer Authorized By:

Stephanie Simone Buntin

Attorney Docket Number:

INCEP-001COD

Receipt Date: 19-NOV-2014
Filing Date: 27-MAR-2014
Time Stamp: 10:14:10

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no

File Listing:

Document . L. . File Size(Bytes)/ Multi Pages

D tD t FileN . . .
Number ocument Lescription rie Mame Message Digest | Part/.zip| (ifappl.)
19316
. INCEP-001COD_IDS_Statement
1 Transmittal Letter no 2
_11-12-14.pdf
f3ced14cb74a6a923a8595525¢3e0a50d2b)

316e9

Warnings:

Inf tion:

nformation 72 of 497




63111
Information Disclosure Statement (IDS) [ INCEP-001COD_IDS_1449_11-1

2 Form (SB0S) 2-14.pdf no 2
910b18e051538b17d96e4b13c5¢3a9932a
6588e
Warnings:
Information:
This is notan USPTO supplied IDS fillable form
Total Files Size (in bytes); 82427

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.

73 of 497




PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56., and 1.97-1.98

SIR:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of
Practice in Patent Cases, enclosed herewith is form PTO-SB-08, listing several
references. The Examiner is requested to make these references of official record in the
application.

The references cited may be material to examination of the application and are
submitted in compliance with the Applicants’ duty of disclosure as defined by 37 C.F.R.
§ 1.56.

No representation is made or intended as to the completeness of this list, nor is the
inclusion of any reference on this list an admission that it is prior art or pertinent to this

application.

1
74 of 497



PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account
Number 50-0612.

Respectfully submitted,
LEWIS ROCA ROTHGERBER LLP

Dated: November 12, 2014 /Stephanie S. Buntin/
Stephanie S. Buntin (69,614)
LEWIS ROCA ROTHGERBER LLP
4300 Bohannon Drive, Suite 230
Menlo Park, CA 94025
TEL (650) 391-1380
ipdockets@lrrlaw.com

2
75 of 497



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

INVENTOR(S): Thien Nguyen et al.
APPLICATION NO.: 14/228,057

FILING DATE: March 27, 2014

TITLE: Intraoral Device with Slit
ART UNIT: 3732

EXAMINER: Hao D. Mai

CONFIRM. NO.: 1983

ATTY.DKT.NO.: INCEP-001COD

COMMISSIONER FOR PATENTS
P.O. BOX 1450
ALEXANDRIA, VA 22313-1450

PRELIMINARY AMENDMENT

Examiner Mai:

Prior to examination of the present application, please enter the following amendments to the

claims, which commence on page two. The Applicants’ remarks appear beginning on page six.
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IN THE CLAIMS

PLEASE AMEND THE CLAIMS AS FOLLOWS:

1. (currently amended) A mouthpiece comprising;:

a main body portion configured as a pocket having an interior defined by:

an anterior wall defined by an exterior edge, the anterior wall comprising a slit

along a longitudinal axis of the main body portion,

a posterior wall defined by an exterior edge that corresponds to the exterior edge

of the anterior wall, and

a side wall connecting [[an]] the exterior edge of the anterior wall to [[an]] the

corresponding exterior edge of the posterior wall.

2. (original) The mouthpiece of claim 1, wherein the posterior wall further includes a stability
bar protruding from an interior surface of the posterior wall and along a longitudinal axis of the

main body.

3. (original) The mouthpiece of claim 2, wherein the stability bar is aligned with the slit on the

anterior wall.

4. (original) The mouthpiece of claim 1, wherein the main body portion is formed by injection-

molding as one piece.

5. (currently amended) The mouthpiece of claim 1, wherein a material used in-theinjecton-

molding to form the main body portion is a flexible, translucent, high heat-resistant,

autoclavable silicone-based material.

6. (original) The mouthpiece of claim 1, wherein the anterior wall and the posterior wall have

different thicknesses.
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7. (original) The mouthpiece of claim 1, wherein the slit allows portions of the anterior wall to

be pulled open to expose the interior of the pocket.

8. (currently amended) The mouthpiece of claim 1, further comprising a cheek retractor portion

configured-to-press-againsta-cheekof-a-patient connected to the main body portion and having
a surface that applies pressure when placedin-ameuth-ofthe patient bent, wherein the pressure
is based on resilience of the cheek retractor portion eattsesthecheekretractor portontoretract

e choak of 4] . E b ofil et

9. (currently amended) The mouthpiece of claim [[1]] 8, wherein the cheek retractor portion
comprises an extension of the pocket and wherein the slit extends into the extension of the

pocket.

10. (currently amended) The mouthpiece of claim 1, further comprising a bridge structure

comprising a plurality of protrusions protruding from an interior surface of the posterior wall,

wherein the protrusions do not attach to the anterior wall.

11. (currently amended) The mouthpiece of claim 10, wherein the protruding bridge structure

protrusions comprise[[s]] a plurality of spaced contact points.

12. (currently amended) The mouthpiece of claim 11, wherein the bridge structure protrusions
protrude[[s]] from the interior surface of the posterior wall in a wave shape, and wherein the

contact points are at crests of the wave shape.

13. (original) The mouthpiece of claim 12, wherein spaces between the contact points are at

troughs of the wave shape.
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14. (currently amended) The mouthpiece of claim 1, further comprising a suction connector
portion that connects the interior pertion of the pocket to a vacuum source, wherein activation
of the vacuum source provides suction of fluids from the interior of the pocket toward the

vacuum source.

15. (original) The mouthpiece of claim 1, further comprising a detachable mouth prop.

16. (original) The mouthpiece of claim 15, wherein the detachable mouth prop comprises a bite

block portion and a strap portion.

17. (original) The mouthpiece of claim 16, wherein the bite block portion and strap portion are

injection-molded in one piece.

18. (original) The mouthpiece of claim 15, wherein the bite block portion comprises an opening

corresponding to a plug connected to the main body.

19. (currently amended) A mouthpiece comprising;:
a main body portion configured as a pocket having an interior defined by:

an anterior wall defined by an exterior edge, wherein portions of the anterior

wall are thicker than other portions of the anterior wall,

a posterior wall defined by an exterior edge that corresponds to the exterior edge

of the anterior wall, and

a side wall connecting [[an]] the exterior edge of the anterior wall to [[an]] the

corresponding exterior edge of the posterior wall.
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20. (currently amended) A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by:

an anterior wall defined bv an exterior edge,

a posterior wall defined by an exterior edge that corresponds to the exterior edge

of the anterior wall, wherein portions of the posterior wall are thicker than other

portions of the posterior wall and
a side wall connecting [[an]] the exterior edge of the anterior wall to [[an]] the

corresponding exterior edge of the posterior wall.
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REMARKS

The Applicants submit that the amended claims concern subject matter fully supported by the
specification and to which the Applicants believe that they are entitled to claim. As such, no

new matter has been added, and entry and consideration of the same is respectfully requested.

The Examiner is invited to contact the Applicants” undersigned representative with any

questions concerning the present amendment.

The Director is authorized to charge any fees associated with or required by this filing to

Deposit Account No. 500612.

Respectfully submitted,
Thien Nguyen et al.

November 26, 2014 By: [Tam Thanh Pham/
Tam Thanh Pham, Reg. No. 50,565
Lewis Roca Rothgerber LLP
4300 Bohannon Drive, Suite 230
Menlo Park, CA 94025
(T) 650.391.1386
(F) 650.391.1395
ipdockets@lrrlaw.com
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PCT/US2014/032892 04.09.2014

PATENT COOPERATION TREATY

. PCT

INTERNATIONAL SEARCH REPORT
(PCT Article 18 and Rules 43 and 44)

Applicant’s or agent’s file reference FOR FURTHER see Form PCT/ISA/220

INCEP-001PCT ACTION as well as, where applicable, item 5 below.
International application No. International filing date (day/month/vear) (Earliest) Priority Date (day/month/year)
PCT/US2014/032892 03 April 2014 09 December 2013

Applicant

INCEPT, INC.

This international search report has been prepared by this Imemg;ional Searching Authority and is transmitted to the applicant
according to Article 18. A copy is being transmitted to the International Bureau.

This international search report consists of a total of sheets.

I:] It is also accompanicd by a copy of each prior art document cited in this report.

1. Basis of the report
a. With regard to the language, the international search was carried out on the basis of:
|Z| the international application in the language in which it was filed.

D a translation of the international application into which is the tanguage of
a translation furnished for the purposes of intemational search (Rules 12.3(a) and 23.1(b)).

b. D This international search report has been cstablished taking into account the rectification of an obvious mistake
authorized by or notified to this Authority under Rule 91 (Rule 43.6bis(a)).

[ D With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. I.

2. D Certain claims were found unsearchable (see Box No. 11).
3. D Unity of invention is lacking (see Box No. I1I).

4. With regard to the title,
@ the text is approved as submitted by the applicant.
E] the text has been established by this Authority to read as follows:

5. With regard to thc abstract,
the text is approved as submitted by the applicant.

D the text has been established, according to Rule 38.2, by this Authority as it appears in Box No. [V. The applicant
may, within one month from the date of mailing of this international search report, submit comments to this Authority.

6. With regard to the drawings,
a. the figure of the drawings to be published with the abstract is Figure No. 4
as suggested by the applicant.
as selected by this Authority, because the applicant failed to suggest a figure.
IXI as selected by this Authority, because this figure better characterizes the invention.

b. I:] none of the figures is to be published with the abstract.

Form PCT/ISA/210 (first sheet) (July 2009)
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INTERNATIONAL SEARCH REPORT

PCT/US2014/032892 04.09.2014

International application No.
PCT/US2014/032892

A. CLASSIFICATION OF SUBJECT MATTER
IPC(8)- A41C 17/00, 17/06 (2014.01)
CPC - A41C 17/00 (2014.07)

According to International Patent Classification (IPC) or to both national classification and 1PC

B. FIELDS SEARCHED

IPC(8) - A41C 17/00, 17/06 (2014.01)
CPC - A41C 17/00 (2014.07)

Minimum documentation scarched (classification system followed by classification symbols)

USPC - 433/91, 92, 93, 140

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched

Orbit, Google Patents, Google Scholar, PiubMed

Electronic data base consulted during the international search (name of data base and; where practicable, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No.
X US 2006/0084031 A1 (HIRSCH et al) 20 April 2006 {20.04.2006) entire document 1-6, 12,17, 18
Y 7-11,13-16
Y US 2013/0252193 A1 (BOWMAN et al) 26 September 2013 (26.09.2013) entire document 7
Y US 2011/0311942 A1 (BLACK et al) 22 December 2011 (22.12.2011) entire document 8-10, 13-16
Y US 4,822,278 A (OLIVA et al) 18 April 1989 (18.04.1989) entire document 1

D Further documents are listed in the continuation of Box C.

[]

* Special categories of cited documents:

“A” document defining the general state of the art which is not considered
to be of particular relevance

earlier application or patent but published on or after the international
filing date

document which may throw doubts on priority claim(s) or which is
cited to establish the publication date of another citation or other
special reason (as specified)

document referring to an oral disclosure, use, exhibition or other
means

document published prior to the international filing date but later than
the priority date claimed

“p»

“oLr

“Q”

“p»

“T” later document published after the intemational filing date or priority
date and not in conflict with the application but cited to understand
the principle or theory underlying the invention

“X” document of particular relevance; the claimed invention cannot be
considered novel or cannot be considered to involve an inventive

step when the document is taken alone

“Y™ document of particular relevance: the claimed invention cannot be
considered to involve an inventive step when the document is
combined with one or more other such documents, such combination
being obvious to a person skilled in the art

“&” document member of the same patent family

Date of the actual completion of the international search

22 August 2014

Date of mailing of the international search report

04 SEP 2014

Name and mailing address of the ISA/US

Mail Stop PCT, Attn: ISA/US, Commissioner for Patents
P.O. Box 1450, Alexandria, Virginia 22313-1450

Facsimile No. 571-273-3201

Authorized officer:
Blaine R. Copenheaver

PCT Helpdesk: 571-272-4300
PCT QSP: 571-272-7774

Form PCT/ISA/210 (second sheet) (July 2009)
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PATENT COOPERATION TREATY

From the
INTERNATIQNAL SEARCHING AUTHORITY

To: TAM THANH PHAM PCT

LEWIS ROCA ROTHGERBER LLP

2440 W EL CAMINO REAL, 6TH FLOOR
MOUNTAIN VIEW, CA 94040 WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

Date of mailing

(day/month/year) 04 SEP 2014

Applicant’s or agent’s file reference FOR FURTHER ACTION

INCEP-001PCT See paragraph 2 below
International application No. International filing date (day/month/year) Priority date (day/month/year)
PCT/US2014/032892 03 April 2014 09 December 2013

International Patent Classification (IPC) or both national ¢lassification and IPC
IPC(8) - A41C 17/00, 17/06 (2014.01)

CPC- A41C 17/00 (2014.07)

Applicant INCEPT, INC.

1. This opinion contains indications relating to the following items:

Box No. 1 Basis of the opinion

Box No. I1 Priority

Box No. Il Non-establishment of opinion with regard to novelty, inventive step and industrial applicability
Box No. IV Lack of unity of invention

Box No. V Reasoned statement under Rule 4%is. 1 (a)(i) with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

Box No. VI Certain documents cited

Box No. VII  Certain defects in the international application

HO0O XOOOKX

Box No. VIII Certain observations on the international application

2. FURTHERACTION

If a demand for intemational preliminary examination is made, this opinion will bc considered to be a written opinion of the
International Preliminary Examining Authority (“IPEA™) cxcept that this does not apply where the applicant chooses an Authority
other than this one to be the IPEA and the choscn IPEA has notified the International Bureau under Rule 66.1 bis(b) that written
opinions of this International Searching Authority will not be so considered.

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to tk IPEA
a written reply together, where appropriate, with amendmecnts, before the expiration of 3 months from the date of mailing of Fom
PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later.

For further options, see Form PCT/ISA/220.

Name and mailing address of the ISA/US | Date of completion of this opinion Authorized officer:

Mail Stop PCT, Attn: ISA/US .

Commissioner for Patents 22 August 2014 Blaine R. Copenheaver
P.O. .BO)T 1450, Alexandria, Virginia 22313-1450 PGT Helpdesk: 571-272-4300

Facsimile No. 571-273-3201 PCT OSP: 571-272-7774

Form PCT/ISA/237 (cover sheet) (July 2011)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY
. PCT/US2014/032892
Box Ne. 1 ‘ Basis of this opinion
1. With regard to the language, this opinion has been established on the basis of:
|X] the international application in the language in which it was filed.
D a translation of the international application into which is the language of a

translation furnished for the purposes of international search (Rules 12.3(a) and 23.1(b)).

!\)

D This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified
to this Authority under Rule 91 (Rule 43bis.1(a))

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this opinion has been
established on the basis of a sequence listing filed or furnished:

a. (means)
D on paper

l:l in electronic form

b. (time)
D in the international application as filed
D together with the international application in electronic form

D subsequently to this Authority for the purposes of search

4. D In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished, the required
statements that the information in the subsequent or additional copies is identical to that in the application as filed or
does not go beyond the application as filed, as appropriate, were furnished.

5. Additional comments:

Form PCT/ISA/237 (Box No. I) (July 2011)
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INTERNATIONAL SEARCHING AUTHORITY PCT/US2014/032892

BoxNo.V ' Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

1. Statement
Novelty (N) Claims 5-11, 13-18 YES
Claims 1-4, 12 NO
Inventive step (IS) Claims None YES
Claims 1-18 NO
Industrial applicability (1A) Claims 1-18 YES
Claims None NO

2. Citations and explanations:

Claims 1-4 and 12 lack novelty under PCT Article 33(2) as being anticipated by Hirsch et al hereinafter referred to as Hirsch.
Regarding claim 1, Hirsch teaches a dental mouthpiece (intraoral device 20; Fig. 2; para [0042]) composed of a material (Abstract), the
dental mouthpiece comprising:

a main body portion (main body portion 50; Fig. 2; para [0047]) comprising a defined pocket (main receiving channel 62; Fig. 2;
para [0047]) having an anterior wall (shown in Fig. 3), a posterior wall (shown in Fig. 4), and a side wall (shown in Figs. 5 and 8A-8B) in
between the anterior wall and the posterior wall, wherein the anterior wall, the posterior wall, and the side wall define an interior portion of
the defined pocket;

a cheek retractor portion (cheek retractor portion 52 of retractor 22; Fig. 2; para [0046]) configured to press against a cheek of a patient
when placed in a mouth of the patient (para [0043]), wherein resilience of the material causes the cheek retractor portion to retract a cheek
of the patient away from the teeth of the patient (para [0043)); and

a suction connector portion (exit port 108; Fig. 3; para[0058]) for connecting the interior portion of the main body to a vacuum suction
source {(vacuum source 110; Fig. 1; para [0062]).

Regarding claim 2, Hirsch teaches the mouthpiece of claim 1, wherein the side wall includes a plurality of perforations (evacuation holes
60; Figs. 3-4; para [0047]).

Regarding claim 3, Hirsch teaches the mouthpiece of claim 1, wherein the anterior wall and the posterior wall each includes a plurality
of perforations (evacuation holes 60; Figs. 3-4).

Regarding claim 4, Hirsch teaches the mouthpiece of claim 1, wherein the anterior wall further includes a slit along a central axis
(shown in Fig. 2 near channels 66).

Regarding claim 12, Hirsch teaches the mouthpiece of ctaim 1, further comprising a detachable (via pivot pins 92; para [0055])
mouth prop (bite block 26; Fig. 2).

Claims 5, 6, 17 and 18 lack an inventive step under PCT Article 33(3) as being obvious over Hirsch.

Regarding claim 5, Hirsch teaches the mouthpiece of claim 1, further comprising a stability bar (dispersion piece 24; Fig. 3).

Hirsch fails to teach the stability bar protruding from an interior surface of the posterior wall. In Fig. 3, Hirsch shows the stability bar
protruding from an interior of the anterior wall.

It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsch to include
the stability bar protruding from the interior wall of the posterior wall, since a mere reversal of essential working parts of a device involves
only routine skill in the art. The motivation for doing so would be to provide a mouthpiece that would come in two different configurations,
depending on the side of the mouth being examined (para [0045]).

Hirsch further fails to teach wherein a thickness of the stability bar increases resilience of the cheek retractor portion during bending.
However, Hirsch teaches a combined thickness when the stability bar is connected to the mouthpiece (using pivot pins 92) (see Figs. 2
and 3 which shows the main body 50 before and after attachment of the stability bar).

Further, Hirsch teaches both the stability bar (dispersion piece 24) and the cheek retractor portion (cheek retractor portion 52) are made
of flexible material and are in pivot connection (para [0045]; [0049).

Thus, it would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsh with
increased resilience of the cheek retractor portion during bending in order to provide a mouthpiece to better accommodate different mouth
sizes and shapes.

(Continued in Supplemental Boxes)

Form PCT/ISA/237 (Box No. V) (July 2011}
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Continuation of’
Box V

Regarding claim 6, Hirsch teaches the mouthpiece of claim 1, wherein the main body portion, the cheek retractor portion, and the suction
connector portion, but lacks the teaching that they are formed by injection-molded as one piece.

However, in an alternate embodiment shown in Fig. 18A, Hirsch teaches intraoral device (200) preferably has a single-piece, integrated
homogenous-material, injection-molded construction (para [0074}).

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intracral device of Hirsch,
as taught in the alternate embodiment, for the purpose of minimize the cost of construction of each device, thus eliminating the need for
reuse.

Regarding claim 17, Hirsch teaches the mouthpiece of claim 1, but lacks the teaching of the suction connector portion comprises a cutout
corresponding to a protrusion on a vacuum adapter for an interlocking fit.

However, in alternate embodiment shown in Fig. 18B, Hirsch teaches the suction connector portion (connection section 570) comprises

a cutout (slots 630) corresponding to a protrusion (barbs 690) on a vacuum adapter (vacuum-only adapter 230 by way of plug portion 640,
Fig. 18B; para [0092]) for an interlocking fit (para [0092]).

Therefore, it would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsch,
as taught in the alternate embodiment, for the purpose of providing a more secure connection between the suction connection portion and
the vacuum.

Regarding claim 18, Hirsch teaches the mouthpiece of claim 1, but lacks the teaching of the anterior wall and the posterior wall having
different thicknesses. .

However, Hirsch teaches the intraoral device “may also come in different sizes...to accommodate different mouth sizes and shapes”
(para [0056]). It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of
Hirsch to include an anterior wall and posterior wall having different thicknesses, for the purpose of providing a device that may
accommodate a variety of patients’ mouths.

Claim 7 lacks an inventive step under PCT Article 33(3) as being obvious over Hirsch in view of Bowman et al hereinafter referred to as

Bowman.

Regarding claim 7, Hirsch teaches the mouthpiece of claim 1, wherein the material used in the injection molding is autoclavable.

Hirsch teaches “the bite piece 26 and dispersion piece 24 are autoclaved” (para [0060]). However, Hirsch lacks the teaching wherein the
material used in the injection-molding is a flexible, translucent material.

However, in an alternate embodiment shown in Figs. 18A-18B, Hirsch teaches the “intraoral device is preferably injection molded out of
a translucent, flexible...elastomer” (para [0074]).

Therefore, It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device, as taught
by the alternate embodiment for the purpose of minimizing construction costs a provide a device that may accommodate many different
patients mouths.

Hirsch also fails to teach the mouthpiece wherein the material used in the injection molding is a high heat-resistant, silicone-based
material.

Bowman teaches dental positioners where the use of “silicone became very acceptable because of its. . .resistance to heat” (para [0018]).
1t would have been obvious to one of ordinary skill in the art at the time the invention was made to modify the intraoral device of Hirsch to
include a heat resistant silicone-based material, as taught by Bowman, since selection of a known material on the basis of its suitability for
an intended use involves only routine skill in the art. The motivation for doing so would be to provide a device with enhanced efficacy and
patient comfort.

Claims 8-10 and 13-16 lack an inventive step under PCT Article 33(3) as being obvious over Hirsch in view Black et al hereinafter referred
to as Black.

Regarding claim 8, Hirsch teaches the mouthpiece of claim 1, but lacks the teaching of the mouthpiece further comprising a bridge
structure protruding from an interior surface of the posterior wall, the protruding bridge structure comprising a plurality of spaced contact
points that keep the anterior wall separated from the posterior wall during suction.

Black teaches an intraoral device comprising a bridge structure (transverse walls 348c; Figs. 23A and 23C) protruding from an interior
surface of the posterior wall (posterior layer 348a), the protruding bridge structure comprising a plurality of spaced contact points that keep
the anterior wall (anterior layer 348b) separated from the posterior wall during suction (para [0122]).

It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsch, as taught
by Black, for the purpose of providing enhanced efficacy during suction.

Regarding claim 9, Hirsch and Black teach the mouthpiece of claim 8, but lack the teaching wherein the bridge structure protrudes from the
interior surface of the posterior wall in a wave shape, and wherein the contact points are at crests of the wave shape.

It would have been obvious to one of ordinary skill in the art at the time the invention was made to modify the intraoral device of Hirsch to
include bridge structures with the contact points are at crests of the wave shape, since a change in shape of an element involves only
routine skill in the art. The motivation for doing so would be to provide enhanced efficacy during suction.
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Regarding claim 10, Hirsch and Black teach the mouthpiece of claim 9, wherein troughs are configured to allow suction through the bridge
structure. Black teaches “in this way the channels 342,343 (troughs).. .thereby allowing for simultaneous aspiration of debris and fluid”
para [0122]). However, Hirsch and Black lack the teaching wherein the bridge structure protrudes from the interior surface of the posterior
wall in a wave shape, and wherein the contact points are at crests of the wave shape.

However, it would have been obvious to one of ordinary skill in the art at the time the invention was made to modify the intraoral device of
Hirsch to include bridge structures with the contact points are at crests of the wave shape, since a change in shape of an element involves
only routine skill in the art. The motivation for doing so would be to provide enhanced efficacy during suction.

Regarding claim 13, Hirsch teaches the mouthpiece of claim 12, but lacks the teaching of wherein the detachable mouth prop comprises
a strap configured to fit around the suction connector portion, wherein an external surface of the suction connector portion comprises a
notch region corresponding to the strap, and wherein an external surface of the strap is substantially flush with a remaining external
surface of the suction connector portion when the strap sits in the notch region.
Hirsch does teache a notch region (plug portion 640) for matingly corresponding to connection section 570 of tube 590; Fig. 18B; para
[0082]).

Black teaches an intraoral device comprising a strap (conduit 312; Fig. 20B; para [0114]) configured to fit around the suction connector
portion (“neck of tongue..."; para [0114]) wherein an external surface of the suction connector portion (Figs. 23B-23C; neck 346;
para [0126]), comprises a region corresponding to the strap, and wherein an external surface of the strap is substantially flush with
a remaining external surface of the suction connector portion when the strap sits in the region (para {0126]).
It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsch, as taught
by Black, for the purpose of providing a more secure connection between the mouth prop and suction connection portion.

Regarding claim 14, Hirsch and Black teach the mouthpiece of claim 13, but lack the teaching wherein the strap is injection-molded in

a single piece with the mouth prop.

Hirsch teaches the use of injection molding for the intraoral device (“one piece, flexible injection-molded body; Abstract).

It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the Hirsch device, since the use of a one
piece construction instead of the structure disclosed in the prior art would have required only routine skill in the art. The motivation for
doing so would be to provide enhanced efficacy during suction.

Regarding claim 15, Hirsch teaches the mouthpiece of claim 1, but lacks the teaching wherein the suction connector portion further
comprises an external plug protrusion corresponding to an opening in a mouth prop associated with the strap.

Black teaches an intraoral device wherein the suction connector portion further comprises an external plug protrusion (longitudinal
projection 344; para [0126]) corresponding to an opening (groove 311; Fig. 20D; para [0126]) in a mouth prop associated with the strap
(para [0126]). It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the device of Hirsch, with
the intraoral device as taught by Black, in order to provide a more secure connection at the suction connection portion.

Regarding claim 16, Hirsch and Black teach the mouthpiece of claim 15, wherein the plug protrusion fits into the opening to provide
additional crush-resistance and decreased compressibility during biting by the patient.

Hirsch does teach, when adding plug 640 into connection section 570, “the plug...helps keep bite piece 250 from collapsing; para [0092]).
Specifically, Black teaches the plug protrusion (longitudinal projection 344) fits into the opening (groove 311).

1t would have been obvious to one of ordinary skill in the art at the time of the invention to modify the device of Hirsch, with the plug
protrusion as taught by Black, for the purpose of providing 2a more secure connection at the suction connection portion.

Claims 11 lacks an inventive step under PCT Article 33(3) as being obvious over Hirsch in view of Oliva et al hereinafter referred to as
Oliva. ‘

Regarding claim 11, Hirsch teaches the mouthpiece of claim 1, but lacks the teaching wherein the suction connector portion comprises an
internal stop to assist in positioning of a vacuum suction source or a vacuum adaptor.

Oliva teaches a dental instrument that comprises an internal stop (spring-loaded valve stem 239; Fig. 14; col.8, Ins. 15-22).

It would have been obvious to one of ordinary skill in the art at the time of the invention to modify the intraoral device of Hirsch to include
an internal stop, as taught by Oliva, for the purpose of manually stopping the suctioning during positioning of the vacuum source.

Claims 1-18 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can be
made or used in industry
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(54) Bite block

(57) A bite block which is usefully
employed in conjunction with
endoscopy, bronchoscopy,
endotracheal intubation and like
medical-surgical procedures comprises
a U shape plate (12} having grooves {18)
which engage the upper and lower
teeth keeping them apart and a ridge
piece (60} attached to the bottom of the
U shaped to engage the upper and
lower lips and at least one bore hole
(70, 72, 74) passing through the plate
and the ridge capable of passing an
endoscope, bronchoscope or
endrotracheal tube into the mouth of
the patient. The device prevents the
patient from biting through the tube
inserted through the mouth and from
displacing the tube.

10

The drawings originally filed were informal and the print here reproduced is taken from a later filed formal copy.
This print embodies corrections made under Section 1 17j1ml6faﬂ?7\ct 1977.
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SPECIFICATION
Bite block

The invention relates to a bite block and more par-
ticularly relates to a bite block which is usefully
employed in conjunction with endoscopy, bron-
choscopy, endotracheal intubation and like medi-
cal-surgical procedures.

Not infrequently, patients in hospital emergency
rooms and intensive care units require endotra-
cheal intubation for mechanical ventillatory sup-
port during acute respiratory failure. Endotracheal
tubes are formed of cylindrical pliable plastic,
ranging in internal diameter from 4 to 9 millime-
ters.

Such patients are often unresponsive initially,
but frequently struggle against both the endotra-
cheal tube and the ventillator as their condition is
stabilized and improves. Often they bite down with
their teeth against the endotracheal tube such that
necessary suctioning of pulmonary secretions is
made difficult or impossible or occasionally the en-
dotracheal tube or its pilot balloon is bitten in two,
leading to potentially life threatening loss of con-
trol of the airway.

Small bite blocks or oropharyngeal airways that
are now commercially available are unstable in
maintaining position and are readily displaced by
the patient's tongue or jaw movements. The pres-
ent invention provides a bite block molded to fit
the teeth, gums, jaw, palate, and lips in such a way
that expulsion by the patient is unlikely. Structure
is provided to permit stabilization of the endotra-
cheal tube and allow catheter suctioning of oro-
pharyngeal secretions or regurgitated gastric
contents and drainage of gastric contents. The bite
biock prevents the patient from biting down on the
endotracheal tube or suction catheters.

Other uses of the invention include assisting fi-
beroptic endoscopy and prevent the patient from
biting down on the scopes thereby preventing
costly damage to the fiberoptic components.

The invention comprises a bite block which is
useful in conjunction with endoscopy, bronchos-
copy, endotracheal intubation and like procedures,
which comprises;

{a) a "U" shaped plate having first and second
ends, each end being at the terminus of a separate
upright leg of the “U”, said plate comprising a
plate body intermediate between and joining the
first and second ends, said plate body having

{1) an upper surface delineated by the ends and
inner and outer marginal zones;

{2) a lower surface delineated by the ends and
inner and outer marginal zones;

{3) an inner side delineated by the ends and up-
per and lower marginal zones; and

(4) an outer side delineated by the ends and up-
per and lower marginal zones; the inner side join-
ing at its upper marginal zone with the inner
marginal zone of the upper surface and at its lower
marginal zone with the inner marginal zone of the
lower surface; the outer side joining at its upper
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upper surface and at its lower marginal zone with
the outer marginal zone of the lower surface; said
plate body further having

(5} a groove in the upper surface, between the
inner and the outer marginal zones of the upper
surface adapted by size and configuration to re-
ceive therein the upper teeth (or, in the absence of
teeth, the associated gums) of a human being; and

(6) a groove in the lower surface, between the
inner and the outer marginal zones of the lower
surface, adapted by size and configuration to re-
ceive therein the lower teeth (or in the absence of
teeth, the associated gums) of human being;
whereby the plate is inserted into the vestibulum
oris of a human being, the upper teeth or gums
will be received in the upper surface groove and
held apart by the plate body from the lower teeth
or gums which are received in the lower surface
groove;

(b) a ridge on the outer side of the plate body,
positioned between the upper and and lower mar-
ginal zones of the outer side at the bottom of the
“U” and extending outwardly from the outer side
1o a ridge terminus;

{c) an upper flange on and projecting upwardly
from the ridge terminus, providing an open space
between the upper flange, the upper marginal zone
of the outer side and the upper side of the ridge,
said space being of a size and configuration to re-
ceive the labium superiori oris of a human in seal-
ing engagement with said flange, outer side and
ridge;

{d) a lower flange on and projecting downwardly
from the ridge terminus, providing an open space
between the lower flange, the lower marginal zone
of the outer side and the lower side of the ridge,
said space being of a size and configuration to re-
ceive the labium inferiori oris of a human in seal-
ing engagement with said lower flange, outer side
and ridge;

(e) a bore traversing the plate and ridge at the
bottom of the “U”", communicating between the in-
ner side of the plate and the ridge terminus, said
bore being of a dimension to pass an edoscope, a
bronchoscope, an endotracheal tube or the like;
and

{f) optionally at least one additional bore travers-
ing the plate and ridge adjacent the bottom of the
“U”, communicating between the inner side of the
plate and the ridge terminus, said additional bore
being of a dimension to pass an oropharyngeal en-
dotracheal, or orogastric tube; said bite block
being of a size and configuration permitting inser-
tion of the “U"” shaped plate component into the
vestibulum oris of a human as described above
and whereby the bridge and flange components
sealingly engage the labium oris so that the oral
cavity is restricted to communication to the exte-
rior through the bore and optional bore.

A bite block constructed in accordance with the
invention will now be described by way of exam-
ple only with reference to the accompanying draw-
ings, in which:

Figure 1 is an elevational view of an embodi-

65 marginal zone with the outer marginal zone of | 30 ment bite block of the invention, showing the inner
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or posterior structure.

Figure 2 is a cross-sectional view along fines 2-2
of Figure 1.

Figure 3 is a front view of the embodiment of
Figure 1.

Referring first to Figure 1, there is seen an eleva-
tional view of an embodiment bite block 10 of the
invention, showing the inner or posterior structure.
The bite block 10 is a generally “U” shaped plate
12 having a first end 14 and a second end 16. Each
of the ends 14, 16 are at the terminus of a separate
upright leg of the “U", and represents the end of
plate 12 which will be inserted first into the vesti-
bulum oris of a human being during use. The plate
12, intermediate between and joining ends 14, 16,
has an upper surface 18 delineated by the ends
and inner marginal zone 20 and outer marginal
zone 22. The lower surface 24 of plate 12 is also
delineated by the ends 14, 16 and by an inner mar-
gin 26 and an outer margin 28. The plate 12 is also
bounded by an inner side 30 which has an upper
32 and a lower 34 marginal zone. An outer side 36
of the plate 12 is delineated by cotresponding up-
per and lower marginal zones 38, 40 respectively
(not seen in Figure 1; see Figure 3). The outer side
36 jains at the upper marginal zone 38 with the
outer marginal zone 22 of upper surface 18 and at
the lower marginal zone 40 with the outer marginal
zone 28 of lower surface 24. The inner side 30 joins
at its upper marginal zone 32 with the inner mar-
ginal zone 20 of upper surface 18 and at its lower
margin zone 34 with the inner marginal zone 26 of
lower surface 24.

The plate 12 further has a groove 50 in the upper
surface 18 between the inner and outer marginal
zones 20, 22 of the upper surface 18, said groove
50 being adapted by size and configuration to re-
ceive therein the upper teeth, or in the absence of
teeth, the asscciated gums of a human being. A
similar groove 52 is in the lower surface 24, be-
tween inner and outer marginal zones 26, 28 of the
lower surface 24. The groove 52, like groove 50 is
adapted by size and configuration to receive
therein the lower teeth or associated gums of a hu-
man being when plate 12 is inserted in the vestibu-
[um oris of the human being. When the plate 12 is
so inserted, the upper teeth or gums of the human
being will be received in the upper surface groove
50 and held apart by the plate body from the lower
teeth or gums which are received in the lower sur-
face 24 groove 52.

Referring now to Figure 2, there is seen a cross-
sectional side elevation along lines 2-2 of Figure 1.
As shown in the Figure 2, there is a ridge 56 on the
outer side 36 of plate 12, positioned between the
upper outside marginal zone 38 and the lower out-
side marginal zone 40, at the bottom of the “U"
and extending outwardly from the outer side 36 to
a ridge terminus 58. An upper flange 60 on and
projecting upwardly from the ridge terminus 58
provides an open space 62 between the upper
flange 60 and the upper marginal zone 38 of the
outer side 36 and the upper side of ridge 56. The
space 62 is of a size and configuration to receive
the labium superiori oris of a human in sealing en-

70

75

80

85

90

95

100

105

110

115

120

125

130

gagement with said flange 60, outer side 36 and
ridge 56. A lower flange 64 on and projecting
downwardly from the ridge terminus 58 provides
an open space 66 between the lower flange 64, the
lower marginal zone 40 of the outer side 36 and
the lower side of the ridge 56. Space 66 is of a size
and configuration to receive the labium inferiori
oris of a human in sealing engagement with said
lower flange 64, outer side 36 and ridge 56. A bore
70 traverses plate 12 and ridge 56 at the bottom of
the “"U”, communicating between the inner side 30
of plate 12 and the ridge terminus 58, the bore 70
being of a dimension to pass an endoscope, a
bronchoscope, an endotracheal tube or the like. In
the preferred embodiment of bit block 10, there are
additionaily bores 72 and 74 tranversing the body
of plate 12 and ridge 56 at the bottom of the “U",
communicating between the inner side 30 of plate
12 and the ridge terminus 58. The bores 72, 74 are
of a dimension to pass endotracheal, oropharyn-
geal, or orogastric tubes and also provide airways
into the oral cavity of a patient when the bite block
10 is inserted therein. The entire bit block 10 is of a
size and configuration permitting its use by inser-
tion of ends 14, 16 into the mouth of a human as
described above, leaving the ridge 56 and flanges
60, 64 external to the mouth. When bite block 10 is
so inserted into the vestibulum oris of a patient,
the ridge 56 and flanges 60, 64 cooperate to seal-
ingly engage the labium oris so that the oral cavity
of the patient is restricted in communication to the
exterior, through the bores 70, 72 and 74. The bite
block 10 may be fabricated in a range of standard
sizes, selected to fit a range of humans, i.e.; chil-
dren through adults.

Figure 3 is a front view of the embodiment bite
block 10 shown in Figure 1 and shows further de-
tails of the bite block 10. The front surface 82 on
terminus 58 may be used to hold an adhesive tape,
for securing tubes passing through the bores 70,
72 or 74. A length of such tape passing around the
back of the patient’'s neck and adhering in front to
surface 82 would prevent voluntary expulsion of
bite block 10.

The bite block 10 is employed when desired by
insertion into the vestibulum oris of a human
being. Secured in place by the patient’s natural re-
flex to bite down on it, the patient is prevented
from injury to self by the biting reflex. Since the
bite block 10 fully conforms to the shape of the
maxillary and mandibular arcades, it will not shift
in position and is securely maintained in the vesti-
bulum oris. The bite block 10 is stable in regard to
movement and comfortable to the wearer. While
stably maintained in place, such medical-surgical
procedures as endoscopy or bronchoscopy, and
the like may be carried out by insertion of the ap-
propriate instrument through the bore hole 70. The
proximal end of a previously placed endotracheal
tube may be passed through bores 70, 72 or 74 as
the bite block is inserted. When required, oral-pha-
ryngeal or gastric suctioning of natural secretions
may be carried out through the bores 72, 74. Ali of
these procedures may be carried out without inter-
ference from the patient biting down upon the in-
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strument, tubing or the like. Upon termination of a
particular procedure, the bite block may be main-

tained in place to function as an airway and/o9r it

may be removed as desired.

The bite block 10 may be fabricated from any
conventional materials, preferably a polymeric
resin which has sufficient strength to resist a pa-
tient biting through but which is resilient enough
that injury to the patient’s teeth and/or gums goes
not occur. Preferably, the bite block 10 is fabricated
from polyethylene, polypropylene and like poly-
meric resins.

In one example of the invention, the bite block
10 may be fabricated from an ethylene-vinyl ace-
tate or like material which softens at a temperature
of about 45 to 100°C. This bite block 10 may be
made to conform and mold to the exact configura-
tion of a particular patient’s maxillary and mandi-
bular arches, including the teeth and gums, by
softening the bite block 10 in a hot water immer-
sion. After removing the bite block 10 with its soft-
ened ethylene-vinyl acetate surface, from the
immersion, it may be inserted into the vestibulum
oris of a particular human individual (allowing it to
cool first as necessary to avoid a burn injury to the
individual). The human then brings his jaws to-
gether in a normal closing manner to displace soft-
ened thermaoplastic material. In this way, the
grooves 50 and 52 are made to conform to the an-
atomical structure of the individual’s teeth and/or
gums. The bite block 10 is then removed and al-
lowed to reharden. It may then be used subse-
quently in the above described medical-surgical
procedures wherein the bite block 10 will fit per-

fectly in the vestibulum cris of the individual pa-
tient.
CLAIMS

1. A bite block which is useful in conjunction

with endoscopy, bronchoscopy, endotracheal intu-
bation and like procedures, which comprises;

{a) a “U” shaped plate having first and second
ends, each end being at the terminus of a separate
upright leg of the "U"”, said plate comprising a
plate body intermediate between and joining the
first and second ends, said plate body having

{1) an upper surface delineated by the ends and
inner and outer marginal zones;

{2) a lower surface delineated by the ends and
inner and outer marginal zones;

(3) an inner side delineated by the ends and up-
per and lower marginal zones; and

{4) an outer side delineated by the ends and up-
per and lower marginal zones;
the inner side joining its upper marginal zone with
the inner marginal zone of the upper surface and
at its lower marginal zone with the inner marginal
zone of the lower surface; the outer side joining at
its upper marginal zone with the outer marginal
zone of the upper surface and at its lower marginal
zone with the outer marginal zone of the lower
surface; said plate body further having

{5) a groove in the upper surface, between the in-
ner and the outer marginal zones of the upper sur-
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face suited by size and configuration to receive
therein the upper teeth (or, in the absence of teeth,
the associated gums) of a human being; and

(6) a groove in the lower surface, between the
inner and and the outer marginal zones of the
lower surface, suited by size and configuration to
receive therein the lower teeth (or in the absence
of teeth, the associated gums) of a human being;
whereby when the plate is inserted into the vesti-
bulum oris of a human being, the upper teeth or
gums will be received in the upper surface groove
and held apart by the plate body from the lower
teeth or gums which are received in the lower sur-
face groove;

(b} a ridge on the outer side of the plate body
positioned between the upper and the lower mar-
ginal zones of the outer side at the bottom of the
“U"” and extending outwardly from the outer side
to a ridge terminus;

{c) an upper flange on and projecting upwardly
from the ridge terminus, providing an open space
between the upper flange, the upper marginal zone
of the outer side and the upper side of the ridge,
said space being of a size and configuration to re-
ceive the labium superiori oris of a human in seal-
ing engagement with said flange, outer side and
ridge;

(d) a lower flange on and projecting downwardly
from the ridge terminus, providing an open space
between the lower flange, the lower marginal zone
of the outer side and the lower side of the ridge,
said space being of a size and configuration to re-
ceive the labium inferiori oris of a human in seal-
ing engagement with said lower flange, outer side
and ridge;

{e) a bore traversing the plate and ridge at the
bottom of the “U"”, communicating between the in-
ner side of the plate and the ridge terminus, said
bore being of a dimension to pass an endoscope, a
bronchoscope, an endotracheal tube or the like;
and

(f) optionally at least one additional bore travers-
ing the plate and ridge adjacent to the bottom of
the “U”, communicating between the inner side of
the plate and the ridge terminus, said additional
bore being of a dimension to pass an endotracheal
tube, oropharyngeal or orogastric tube; said bite
block being of a size and configuration permitting
insertion of the U shaped plate component into
the vertibulum oris of a human as described above
and whereby the ridge and flange components
sealingly engage the labium oris so that the oral
cavity is restricted to communication to the exte-
rior through the bore and optional bores.

2. A block as claimed in claim having at least
two additional bores as defined in paragraph (f} of
claim 1.

3. A bite block substantially as herein described
with reference to, and as illustrated by, the accom-
panying drawings.

4. A block as claimed in claim 3, wherein the
block is fabricated from a material which softens at
a temperature in the range 45 to 100°C.

Printed in the UK for HMSO, D8818935, 6/86, 7102.
uplished by The Patent Office, 25 Southampton Buildings, London,
@qA 1AY, from which copies may be cbhtained.



R M ET A KR
BoE B R

PCT R ) 450D e SV T A S - EIR R

(51) EBRRFITIH6 1) EBARES W099/37238
A61C 17/08 Al
43) EARA 199947 A 29 H (29.07.99)
1) ERHEEES PCT/IP98/00316 | (81) fEEE  US, EXM4EF (AT, BE, CH, DE, DK, ES, FI, FR,
GB, GR, IE, IT, LU, MC, NL, PT, SE)
(22) EEHRER 199841 A 27 H(27.01.98)
VN NGRS
(71) HEEA ; BX T EpsE A s &
(72) FHE

AB  3L(OHGUCHI, Hiroshi)[JP/JP]

T500 U BRI BTHRERT2 T H2:& M D2 Gifu, (OP)
(74) REAN

FHEL  KTHEMEAKIMOTO, Teruo)

T107 ERHEXRE ST B 1%15 Tokyo, (JP)

(54)Title: SALIVA ASPIRATOR FOR DENTAL TREATMENT

GHFEROLT W ERAERLS) A

(57) Abstract

A saliva aspirator for dental treatment which can suck and discharge saliva and dirty water and at the same time can separate the
tongue, the buccal mucosa and the fike from the teeth as a treatment site merely by setting the aspirator within the mouth. An aspirator (1) is
set in an opened oral cavity (22), and a vacuum pump (28) is turned on. This permits the interior of the aspirator (1) to be put under
negative pressure, ensuring the suction and discharge, through a plurality of saliva suction holes (10) provided in a deep section (5) and a
front returning scction (7), of the saliva secreted from the submandibullar gland, parotid gland, and sublingual gland during dental treatment,
dirty water within the oral cavity created during the treatment, and cooling water injected into the oral cavity when a rotary cutting tool (29) is
used at the time of cutting the tooth. In this case, the patient's intraoral organs, such as the tongue (30) and the buccal mucosa, are impeded by
the deep section (5), a curved continuous section (6), and the front rcturning section (7), thus permitting the organs to be prevented from
approaching the tooth portion to be treated.
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INTRAORAL DENTAL SUCTION AND ISOLATION SYSTEM

BACKGROUND OF THE INVENTION

1. Field of the Invention
The present invention generally relates to the field of dental mouthpieces.
More specifically, the present invention relates to intraoral dental suction and

isolation mouthpieces.

2. Description of Related Art

Various mouthpieces are currently used by dental health professionals, dental
hygienists, and dental assistants in the field of dentistry. In the past, a dental patient
has been treated by a traditional two-person team that comprises a dental
professional and a dental assistant. Further, dental treatment may be provided by the
team using many different types of dental equipment and materials. Such dental
equipment and materials may include such items as an intraoral mirror, a bite block,
a slow speed suction ejector, a high speed suction ejector, gauzes, cotton rolls, and
dry angles. Each item of dental equipment may be used for different purposes,
though some may be used in combination for some types of dental services. As such,
a dental professional seeking to provide such dental services may need to use
multiple items of such dental equipment. An important role of the dental assistant is
therefore to assist the dental professional in coordinating the usc of these multiple
items of different equipment and materials.

There is, therefore, a need in the art for improved systems and methods of
providing dental services in a more efficient, comfortable, and safe manner to the

dental patient.
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SUMMARY OF THE CLAIMED INVENTION

Embodiments of the present invention may include a mouthpiece that may be
attached to a high-suction dental adapter for the purposc of assisting the dental staft
during dental procedures through chair-side, hands-free suction, and isolation. Such
a mouthpiece may comprise a main body portion, a cheek retractor portion, and a
suction connector portion. In some embodiments, the main body portion, cheek
retractor portion, and suction connector portion (and sub-portions thereof) may be
molded in one piece, preferably by injection molding. In an exemplary embodiment,
the mouthpiece may be made of a material that is flexible, translucent, conducive to
injection molding, high heat-resistant, and autoclavable. Such a material may include
silicone. Because the mouthpiece may be made of a high heat-resistant and
autoclavable material, such a mouthpiece may be reusable.

The main body portion may comprise an enclosed pocket made up of an
anterior wall, a posterior wall, and a side wall in between the anterior and posterior
walls. The side wall may be perforated with a plurality of perforations. Such
perforations may constitute a mesh. Additional perforations may be located on the
anterior and posterior walls. The main body portion may further include a slit along
a longitudinal, central axis on the anterior wall. Such openings (e.g., perforations and
slit) allow for suction of air, fluids, and small debris from the patient’s mouth,
through the openings into the interior portion, and into the suction connector portion
towards a suction source. Because the mouthpiece is made of a flexible and resilient
material (e.g., silicone), the mouthpiece may be bent when placed in a patient’s
mouth to conform to the shape of the mouth. When properly positioned, the suction
connector portion may protrude from one side of the patient’s mouth, while the main
body lies against the back of the patient’s mouth, and the cheek retractor presses
against the patient’s cheek on the opposite side of the patient’s mouth.

The main body may further include an protruding bridge structure on the
interior surface of the posterior wall. Such a bridge structure may protrude from the
interior surface in a wave shape with crests and troughs. The crests provide a

plurality of contact points with the anterior wall to keep the anterior wall separated
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from the posterior wall during suction. Meanwhile, the troughs provide gaps that

allow for suction of air, fluids, and small debris through the bridge structure.
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BRIEF DESCRIPTION OF THE FIGURES

FIG. 1A is a perspective view of an exemplary mouthpiece with a detachable
mouth prop.

FIG. 1B is a top view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A.

FIG. 1C is a bottom view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A.

FIG. 1D is a side view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A.

FIG. 1E is a cross-sectional view of the exemplary mouthpiece and detachable
mouth prop of FIG. 1A.

FIG. 2A is a perspective view of the exemplary mouthpiece of FIG. 1A where
the detachable mouth prop has been detached.

FIG. 2B is a top view of the exemplary mouthpiece of FIG. 2A.

FIG. 2C is a bottom view of the exemplary mouthpiece of FIG. 2A.

FIG. 2D is a side view of the exemplary mouthpicce of FIG. 2A.

FIG. 2E is a cross-sectional view of the exemplary mouthpiece of FIG. 2A.

FIG. 3A is a front view of an exemplary mouth prop.

FIG. 3B is a back view of the exemplary mouth prop of FIG. 3A.

FIG. 3C is a bottom view of the exemplary mouth prop of FIG. 3A.

FIG. 3D is a perspective view of the exemplary mouth prop of FIG. 3A .

FIG. 3E is a side view of the exemplary mouth prop of FIG. 3A.

FIG. 3F is a top view of the exemplary mouth prop of FIG. 3A.

FIG. 4 is a close-up view of exemplary mesh sides in an exemplary
mouthpiece.

FIG. 5 is a close-up view of an internal bridge in an exemplary mouthpiece.

FIG. 6A is a close-up view of an exemplary reinforcing bar in an exemplary
mouthpiece.

FIG. 6B is a cross-sectional view of the exemplary reinforcing bar of FIG. 6A.

FIG. 7A is a close-up view of an exemplary cheek retractor portion in an
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exemplary mouthpiece.
FIG. 7B is a cross-sectional view of the exemplary cheek retractor portion of

FIG. 7A.

5
151 of 497



WO 2015/088577 PCT/US2014/032892

DETAILED DESCRIPTION

Embodiments of the present invention provide for a mouthpiece comprising
a main body portion, a check retractor portion, and a suction connector portion. In
some embodiments, the main body portion, cheek retractor portion, and suction
connector portion (and sub-portions thereof) may be molded as one-piece, preferably
by injection molding. In an exemplary embodiment, the mouthpiece may be made of
a material that is flexible, translucent, conducive to injection molding, high heat-
resistant, and autoclavable. Such a material may include silicone. Because the
mouthpiece may be made of a high heat-resistant and autoclavable material, such a
mouthpiece may be reusable.

FIGs. 1A-E are different views of an exemplary mouthpiece with an
attachable mouth prop 160, while FIGs. 2A-E are different views of the exemplary
mouthpiece of FIG. 1A where the attachable mouth prop 160 has been detached.
Such a mouthpiece may include a main body portion 110, a suction connector
portion 120, and a cheek retractor portion 130.

The main body portion 110 may include mesh or perforations140, a stability
bar 150, an open slit 170, and an internal bridge 180. The main body potion 110 may
connect to a suction connector portion 120 on one end and a cheek retractor portion
130 at the other end. Such a cheek retractor portion 130 may be configured to press
against and retract a patient’s cheek away from the patient’s teeth. When placed in a
patient’s mouth, the suction connector portion 120 may protrude from one side of the
patient’s mouth, while the main body portion 110 lies against the back of the
patient’s mouth, and the cheek retractor portion 130 retracts the patient’s cheek on
the opposite side of the patient’s mouth. The flexibility of the material used to form
the mouthpiece allows for some bending when placed in the patient’s mouth. The
material is, however, resilient enough that the cheek retractor portion presses against
the inside of the patient’s cheek with such pressure being sufficient to move the
cheek away from the patient’s teeth.

An exemplary main body portion 110, when placed in a mouth, may include an

anterior wall facing the front of the mouth (e.g., the side with slit 170) and a posterior
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wall facing the back of the mouth. The two walls may connect at a superior wall and
an inferior wall forming a body that is at least partially enclosed.

Superior may be used herein to refer to the side that rests against a roof of a
patient’s mouth when placed therein, and inferior may be used to refer to the side
that rests against the floor of the patient’s mouth. The superior and inferior sides
may be formed identically, which may allow for the mouthpiece to change
orientation such that the superior side may appear as the inferior side and vice versa,
in the new orientation. When in use, the respective sides of the main body portion
110 may serve to protect and separate the top of the mouth and the bottom of the
mouth/tongue. In addition, the main body portion 110 may also serve to protect the
back of the mouth (e.g., throat and airway) from falling debris.

Much of the main body portion 110 of the mouthpiece may be shaped as a
straight-line arrowhead or shield whose base generally conforms to the intraoral
shape of a patient’s mouth. Differently-sized mouthpieces may be provided for
differently-sized mouths of adults and children. Part of the base side of the
arrowhead may be formed with thicker walls than the rest of the main body. Such
thickening may provide additional stability.

In addition, the main body portion 110 of the mouthpiece may include a
plurality of holes 140 distributed along the superior and inferior sides of the anterior
and posterior walls to assist in suctioning of water, saliva and debris from the oral
cavity. In some embodiments, a set of holes may also form a mesh along the walls of
the superior and inferior edges. FIG. 4 is a close-up view of an exemplary mesh wall
in an exemplary mouthpiece.

At the narrow end of the arrowhead that connects to the cheek retractor
portion 130, the main body portion 110 may include a rectangular portion. Narrower
than the base of the arrowhead, the rectangle may additionally include a reinforcing
bar (or stability bar) 150 (described in further detail below) and may be at least
partially crossed by a slit 170 (described in further detail below) into the interior of
the pocket of the main body portion 110.

Stability bar 150 may be a protrusion or otherwise a thickened area that

reinforces the stability of the rectangular portion and assist in shaping this region to
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the intraoral posterior shape of a patient’s mouth. FIG. 6A is a close-up view of an
exemplary stability bar 150 of an exemplary mouthpiece. FIG. 6B is a cross-sectional
view of the exemplary reinforcing bar in the cheek retractor connector portion of FIG.
6A.

In some embodiments, the internal, rectangular-shaped reinforcing or
stability bar 150 may be located distally to the internal wavelike bridge structure 180
and attached to both the interior side of the posterior surface of the main body and
the rectangular portion. Such a stability bar 150 may be located in the area where a
positioned mouthpiece begins to wrap from the lingual side of the most posterior
mandibular tooth, around the distal side of the most posterior tooth, and to anterior
side of the most posterior mandibular tooth, thereby assisting in shaping the
mouthpiece to the general intraoral shape of a patient’s mouth.

Various embodiments of the mouthpiece may further include a longitudinal,
open slit 170 extending over approximately two-thirds of the main body on the
anterior surface. Running along the center of the main body across the rectangle and
most of the arrowhead, such a slit 170 may assist in capture and suction of water,
saliva and dcbris, as well as assisting in cleaning and maintenance.

Additionally, the main body of the mouthpiece may include a bridge
structure 180 on an interior surface to ensure that the anterior and posterior surfaces
remain separated during suction. FIG. 1E is a cross-sectional view of the mouthpiece
in which the bridge structure 180 is illustrated. FIG. 5 is a close-up view of the bridge
structure 180 without the surrounding walls of the main body portion. Such a bridge
structure 180 may be formed as an wave-like protrusion that generally corresponds
to the distance between the anterior and posterior walls extending substantially (e.g.,
within 1 mm) the full distance at its crest and substantially flush to the surface at its
trough. In some embodiments, the bridge structure 180 may be centrally-located in
the main body portion 110 of the mouthpiece. The gaps (or troughs) between the
waves of the bridge structure 180 assist in the suction-driven transfer of water and
saliva to the suction connector portion 120 and ultimately, into a central suction
vacuum. In some embodiments, the bridge structure 180 may follow the shape of a

logo (e.g., an arrowhead or shield).

8
154 of 497



WO 2015/088577 PCT/US2014/032892

The suction connector portion 120 may be oval-shaped and also attached to
the main body portion 110. The suction connector portion 120 may be formed with
thicker walls than the main body portion 110 and configured to attach to a high-
suction vacuum adapter and to assist in transferring water, saliva, and debris from
the oral cavity to the external adapter for removal. The suction connector portion 120
may also include an internal stop to assist in sliding the mouthpiece onto the adapter
to a desired depth. The suction connector portion 120 may additionally have an
external, concave, notched region 210 that corresponds to a removable strap such
that when the strap is in place, the external walls of the strap and the rest of the
connector portion may be flush.

The cheek retractor portion 130 is illustrated as a hammerhead distal region, which
may be attached to the main body portion 110. FIG. 7A is a close-up view of an
exemplary cheek retractor portion 130 in an exemplary mouthpiece. FIG. 7B is a
cross-sectional view of the exemplary cheek retractor portion 130 of FIG. 7A.

The mouthpiece may be used with a mouth prop 160, as illustrated in FIGs. 1
(with a mouth prop 160) and FIGs. 2 (illustrated without the mouth prop 160). FIGs.
3A-E provide diffcrent close-up views of an exemplary mouth prop 160. The
removable strap 310 may be attached to mouth prop 160, which may be used to prop
open a patient’s mouth and teeth. In this regard, the suction connector portion 120
may additionally have an external plug 220 (FIG. 2C) protruding from the posterior
side of the suction connector portion 120. Such a plug 220 may correspond to and
serve to connect with an opening in the mouth prop 160. The mouth prop 160 may be
reinforced by the presence of the plug 220 in the opening, thereby resulting in a more
crush-resistant, nearly incompressible, and stable mouth prop 160. In some
embodiments, the stuction connector portion 120 may further have a cutout 230 (e.g.,
which may be shaped as a logo) providing extra interlocking with a corresponding
protrusion (e.g., which may also be shaped as a logo) on an external high-suction
vacuum adapter.

The mouth prop 160 may be made of thickened silicone material injection
molded in a single piece with an elastic strap corresponding to the circumference of

the suction connector portion. The mouth prop 160 has an internal, rectangular-
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shaped female slot designed to fit snugly with the external, rectangular-shaped male
plug 220 of the suction connector portion 120 of the mouthpiece. Mouth props may
be made in different sizes for differently sized mouths. Because the mouth prop and
mouthpiece are detachable from each other, different sizes of each may be mixed and
matched as needed for a particular patient’s mouth.

The mouthpiece as described herein may be used with a one-piece,
autoclavable, high-suction vacuum adapter. Such a high-suction vacuum body
adapter may be made of a single homogenous material. Having a single lever design,
such a vacuum adapter may function in the same manner as all the current high-
suction vacuum evacuators and saliva ejectors in controlling the removal of water,
saliva, and dcbris from the oral cavity to the outside vacuum source. The singlc lever
may be designed to control the removal of water, saliva, and debris from the at least
partially enclosed so main body through a single, large evacuation conduit within
the suction connector portion.

While various embodiments have been described above, it should be
understood that they have been presented by way of example only, and not
limitation. The descriptions are not intended to limit the scope of the invention to the
particular forms set forth herein. Thus, the breadth and scope of a preferred
embodiment should not be limited by any of the above-described exemplary
embodiments. It should be understood that the above description is illustrative and
not restrictive. To the contrary, the present descriptions are intended to cover such
alternatives, modifications, and equivalents as may be included within the spirit and
scope of the invention as defined by the appended claims and otherwise appreciated
by one of ordinary skill in the art. The scope of the invention should, therefore, be
determined not with reference to the above description, but instead should be
determined with reference to the appended claims along with their full scope of

equivalents.
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CLAIMS

WHAT IS CLAIMED IS:

1. A dental mouthpiece composed of a material, the dental mouthpiece comprising:

a main body portion comprising a defined pocket having an anterior wall, a
posterior wall, and a side wall in between the anterior wall and the posterior wall,
wherein the anterior wall, the posterior wall, and the side wall define an interior
portion of the defined pocket;

a cheek retractor portion configured to press against a cheek of a patient
when placed in a mouth of the patient, wherein resilience of the material causes the
cheek retractor portion to retract a cheek of the patient away from the teeth of the
patient; and

a suction connector portion for connecting the interior portion of the main

body to a vacuum suction source.

2. The mouthpicce of claim 1, wherein the side wall includes a plurality of

perforations.

3. The mouthpiece of claim 1, wherein the anterior wall and the posterior wall each

includes a plurality of perforations.

4. The mouthpiece of claim 1, wherein the anterior wall further includes a slit along a

central axis.

5. The mouthpiece of claim 1, further comprising a stability bar protruding from an
interior surface of the posterior wall, wherein a thickness of the stability bar increases

resilience of the cheek retractor portion during bending.

6. The mouthpiece of claim 1, wherein the main body portion, the cheek retractor

portion, and the suction connector portion are formed by injection-molded as one
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piece.

7. The mouthpiece of claim 1, wherein the material used in the injection-molding is a

flexible, translucent, high heat-resistant, autoclavable silicone-based material.

8. The mouthpiece of claim 1, further comprising a bridge structure protruding from
an interior surface of the posterior wall, the protruding bridge structure comprising a
plurality of spaced contact points that keep the anterior wall separated from the

posterior wall during suction.

9. The mouthpicce of claim 8, whercein the bridge structure protrudes from the
interior surface of the posterior wall in a wave shape, and wherein the contact points

are at crests of the wave shape.

10. The mouthpiece of claim 9, wherein troughs of the wave shape are configured to

allow suction through the bridge structure.

11. The mouthpiece of claim 1, wherein the suction connector portion comprises an
internal stop to assist in positioning of a vacuum suction source or a vacuum

adaptor.

12. The mouthpiece of claim 1, further comprising a detachable mouth prop.

13. The mouthpiece of claim 12, wherein the detachable mouth prop comprises a
strap configured to fit around the suction connector portion, wherein an external
surface of the suction connector portion comprises a notch region corresponding to
the strap, and wherein an external surface of the strap is substantially flush with a
remaining external surface of the suction connector portion when the strap sits in the

notch region.
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14. The mouthpiece of claim 13, wherein the strap is injection-molded in a single

piece with the mouth prop.

15. The mouthpicce of claim 1, wherein the suction connector portion further
comprises an external plug protrusion corresponding to an opening in a mouth prop

associated with the strap.

16. The mouthpiece of claim 15, wherein the plug protrusion fits into the opening to
provide additional crush-resistance and decreased compressibility during biting by

the patient.

17. The mouthpiece of claim 1, wherein the suction connector portion comprises a

cutout corresponding to a protrusion on a vacuum adapter for an interlocking fit.

18. The mouthpiece of claim 1, wherein the anterior wall and the posterior wall have

different thicknesses.
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Office Action Summary Examiner Art Unit AIA (First Inventor to File)
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Period for Reply
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THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status
1) Responsive to communication(s) filed on 10/21/2015.
[] A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon ____.
2a)[] This action is FINAL. 2b)[X] This action is non-final.

3)[] An election was made by the applicant in response to a restriction requirement set forth during the interview on
___ ;therestriction requirement and election have been incorporated into this action.

4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*

5[ Claim(s) 1-20 is/are pending in the application.

5a) Of the above claim(s) is/are withdrawn from consideration.

6)[] Claim(s) is/are allowed.

7)X Claim(s) 1-20 is/are rejected.

8)[] Claim(s is/are objected to.

9] Claim(s are subject to restriction and/or election requirement.
* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see

)
)
)

hitp/hwww usplo gov/patents/init_events/peh/indax.jsp or send an inquiry to PPHieaedback@uspio.qoy.

Application Papers
10)[X] The specification is objected to by the Examiner.
11)X] The drawing(s) filed on 03/27/2014 is/are: a)[X] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119
12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)J Al b)[] Some** ¢)[] None of the:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
** See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) D Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)

. . Paper No(s)/Mail Date. .
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Application/Control Number: 14/228,057 Page 2
Art Unit: 3732

DETAILED ACTION

Notice of Pre-AlA or AIA Status

1. The present application is being examined under the pre-AlA first to invent provisions.
Specification

2. Applicant is reminded of the proper language and format for an abstract of the

disclosure.

The abstract should be in narrative form and generally limited to a single paragraph on a separate sheet
within the range of 50 to 150 words. It is important that the abstract not exceed 150 words in length since the space
provided for the abstract on the computer tape used by the printer is limited. The form and legal phraseology often
used in patent claims, such as "means” and "said," should be avoided. The abstract should describe the disclosure
sufficiently to assist readers in deciding whether there is a need for consulting the full patent text for details.

The language should be clear and concise and should not repeat information given in the title. It should
avoid using phrases which can be implied, such as, "The disclosure concerns," "The disclosure defined by this
invention," "The disclosure describes," etc.

3. The abstract of the disclosure is objected to because it currently contains legal

phraseologies, e.g. “comprising”. Correction is required. See MPEP § 608.01(b).

Claim Rejections - 35 USC § 102
4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the

basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in
the United States.

5. Claim 1-4, 6-9, and 14-20, are rejected under pre-AlA 35 U.S.C. 102(b) as
anticipated by Rhoades (4,802,851).

Regarding claim 1, Rhoades discloses a dental mouthpiece 50 comprising a main body
portion 50 comprising a defined pocket (i.e. interior of 50) having an anterior wall having an
exterior edge, a posterior wall having an exterior edge that corresponds to the exterior edge of

the anterior wall; and a side wall connecting the corresponding exterior edges of the anterior

184 of 497



Application/Control Number: 14/228,057 Page 3
Art Unit: 3732

and posterior walls. Note the slit/channel (best pointed to by reference numberal 58 in Fig. 4)
formed on anterior wall. Alternatively, the device has scallops, wherein the troughs between the
scallops are considered to be the slits as claimed.

As to claims 2-3, the bulb 144 is considered to be equivalent to the claimed stability bar
aligned with the slit on the anterior wall. As to claim 4, note that the claim language "by
injection-molded" is a product-by-process recitation in a product claim. Even though product-by-
process recitation is limited by and defined by the recited process, determination of patentability
is based on the product itself. The patentability of a product does not depend on its method of
production. If the product in the product-by-process claim is the same as or obvious from a
product of the prior art, the claim is unpatentable even though the prior product was made by a
different process. Inre Thorpe, 777 F.2d 695, 227 USPQ 964 (Fed. Cir. 1985). In this case,
Rhoades discloses the end product and the structures thereof as claimed as detailed above; the
device shown comprised of the main body, cheek retractor portion, and suction connection
portion, all of which are essential portions forming the device as one piece. The burden is
shifted to applicant to show an unobvious difference between Rhoades’ device and the
invention that would have resulted from the injection molding process.

As to claim 6, the scallops 56 formed thereon the anterior and posterior walls make the
walls having different thicknesses (Fig. 1). As to claim 7, note that the slit defined either by the
side channel 58 or the trough between scallops have to thinner/weaker thickness and therefore
capable of allowing portions of the anteior wall to be pulled open to expose the interior of the
pocket. As to claims 8-9, the mouthpiece 50 further comprises a cheek retractor portion, i.e.
side scallops 56, capable of pressing against a cheek of a patient when placed in a mouth of the
patient. Note that Rhoades discloses the mouthpiece 50 being formed of resilient elastomeric

material (column 6 lines 21-27); therefore there is a resilience of such material such that the
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cheek retractor portion (side scallops 56) having a surface that applies pressure when bent,
wherein it is inherent that the pressure is based on resilience of a material that forms the cheek
retractor portion 56.

As to claim 14, note a suction connector portion 62 capable of connecting the interior
portion of the main body to a vacuum suction source (Fig. 1; column 3 lines 35-37, 48-50). As
to claim 15-18, note the detachable mouth prop 68 having a mouth prop 68 and a strap portion
73 comprising an opening 70 corresponding to a plug 62 connected to the main body 50 (Fig.
1).

As to claims 19-20, Rhoades discloses the invention substantially as claimed as detailed
above with respect to claim 1 and 6. Note that the scallops 56 formed thereon the anterior and

posterior walls make the walls having different thicknesses (Fig. 1).

Claim Rejections - 35 USC § 103
6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as
set forth in section 102 of this title, if the differences between the subject matter sought to be
patented and the prior art are such that the subject matter as a whole would have been obvious at
the time the invention was made to a person having ordinary sKill in the art to which said subject
matter pertains. Patentability shall not be negatived by the manner in which the invention was
made.

7. Claims 10-13 are rejected under pre-AlA 35 U.S.C. 103(a) as being unpatentable
over Rhoades in view of Black (2009/0274991). Rhoades discloses the invention
substantially as claimed except for wave-shaped bridge structure. Black et al. discloses an
intraoral suction device comprising a wave-shaped bridge structure 48c¢ having formed therein
the interior wall of the device 40 (Fig. 3B; paragraph 80). Note that the troughs between
bridges/transverse walls 48c¢ allow for communication with the suction source. It would have

been obvious to one having ordinary skill in the art at the time the invention was made to modify

186 of 497



Application/Control Number: 14/228,057 Page 5
Art Unit: 3732

Rhoades by forming such bridge/transverse walls therein the interior of the intraoral device as

taught by Black et al. in order to reinforce the device while still allowing effective suction.

8. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rhoades in
view of Sclafani (5,890,899). Rhoades discloses the invention substantially as claimed
including the material used to form the device being flexible, translucent, high heat-resistant, as
evidenced by disclosure of sterilization for reuse (column 5 lines 20-21; column 6 lines 21-27).
However, Rhoades fails to disclose the material being silicone-base. Sclafani discloses a dental
suction isolator device formed of silicone-based material (Figs. 1-9, column 8 lines 10-15). It
would have been obvious to one having ordinary skill in the art at the time the invention was
made to make Rhoades' device from silicone-based material as taught by Sclafani to be a

known alternative suitable known material while yielding the same and/or predictable results.

Conclusion
9. Any inquiry concerning this communication or earlier communications from the examiner
should be directed to Examiner Hao D. Mai whose telephone number is (571) 270-3002. The
examiner can normally be reached on Monday-Friday 8:00AM — 4:30PM. If attempts to reach
the examiner by telephone are unsuccessful, please contact the examiner’s supervisor, Cris
Rodriguez, at (571) 272-4964. The fax phone number for the organization where this
application or proceeding is assigned is 571-273-8300.
10. Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private
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PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you
would like assistance from a USPTO Customer Service Representative or access to the
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Hao D Mai/
Examiner, Art Unit 3732
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Raceipt date: 11/18/2014 14228087 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
Application Numb
INFORMATION DISCLOSURE pollcation Number | 14/228,057
Filing Date March 27, 2014
STATEM ENT BY AP P LICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.” Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 2,937,445 5/24/1960 Erickson
us- 3,768,477 10/30/1973 | Anders et al.
us- 3,924,333 12/9/1975 Erickson
Us- 4,024,642 5/24/1977 Zorovich
us- 6,213,772 4/10/2001 Costello
us- 8,029,280 10/4/2011 Black et al.
us- 2006/0063129 3/23/2006 Hirsch
us-
us-
us-
us-
us-

FOREIGN PATENT DOCUMENTS

Examiner Cite1 Foreign Patent Document Publication Name of Patentee or Pages, Columns, Te
Initials* | No- Date Applicant of Cited Document Lines, Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code? Numbert Kind Code®
(if known)

Examiner /Hao D Mai/ {11/16/2015) Date Considered 143 /3672015
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.qov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. °Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Receipt date:

11/18/2014

14228057 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY AP P LICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | ‘ of | 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published
Docket No. INCEP-001 U.S. Patent Application 14/100,323; Final Office Action mailed
10/24/14
Examiner /Hao D Mai/ (11/16/2015) Date
Signature Considered 1Y /TAIDOTE

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

'Applicant’s unique citation designation number (optional). ®Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an

application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting

the completed application form o the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

Based on Form PTO/SB/08B (08-0
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Receipt date: 05/13/2014 14228087 - GAU: 3732

PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

List of Co-Pending Patents or Patent Applications That May Be Directed Towards Similar

Subject Matter
Examiner’s Application Docket First- Title Filing Date
Initials Number Number Named
Inventor
14/100,323 INCEP- Thien INTRAORAL DENTAL December
001 Nguyen SUCTION AND 9,2013
ISOLATION SYSTEM
14/228,046 | INCEP- Thien INTRAORAL DEVICE March 27,
001COA | Nguyen WITH MESH 2014
14/228,050 | INCEP- Thien INTRAORAL DEVICE March 27,
001COB Nguyen WITH BRIDGE 2014
14/228,054 | INCEP- Thien INTRAORAL DEVICE March 27,
001COC | Nguyen WITH STABILITY 2014
START
14/228,061 | INCEP- Thien INTRAORAL DEVICE March 27,
001COE Nguyen WITH DETACHABLE 2014
MOUTH PROP
Examiner's | spas p Mai/ (11/16/2015) D6 12015
Signature:
1
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Receipt date: 05/13/2014 14228087 - GAU: 3732

PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number

50-0612.

Respectfully submitted,

LEWIS ROCA ROTHGERBER LLP
Dated: May 12, 2014 [Tam Thanh Pham/

Tam Thanh Pham (50,565)

LEWIS ROCA ROTHGERBER LLP
2440 W. El Camino Real, 6™ Floor
Mountain View, California 94040

TEL (650) 391-1380
ipdockets@lrrlaw.com
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Receipt date:

06/16/2015

14228057 - GAU: 3732

PATENT

Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Group Art Unit: 3732

Serial No.: 14/228,057

In re Application of: Thien Nguyen

Confirmation No.: 1983

Title:

Examiner: Hao D. Mai

Filed: March 27,2014

Customer No.: 28661

INTRAORAL DEVICE WITH SLIT

List of Co-Pending Patents or Patent Applications That May Be Directed Towards Similar

Subject Matter
Examiner’s | Application | Docket First- Title Filing Date
Initials Number Number Named
Inventor
29/491,367 INCEP- Thien DENTAL May 20,
002DCOA | Nguyen MOUTHPIECE 2014
29/477,887 INCEP- Thien BRIDGE December
003DCOA | Nguyen STRUCTURE FOR 27,2013
DENTAL
MOUTHPIECE
29/477.888 INCEP- Thien CHEEK RETRACTOR | December
004DCOA | Nguyen FOR DENTAL 27,2013
MOUTHPIECE
Examiner’s /Haco D Mai/ (11/16/2015) Date:
Signature: 11/16/2

B15
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Receipt date: 06/16/2015 14228057 - GAU: 3732

PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number

50-0612.

Respectfully submitted,

LEWIS ROCA ROTHGERBER LLP
Dated: June 16, 2015 /Tam Thanh Pham/

Tam Thanh Pham (50,565)

LEWIS ROCA ROTHGERBER LLP
4300 Bohannon Drive, Suite 230

Menlo Park, CA 94025

TEL (650) 391-1380
ipdockets@lrrlaw.com
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Receipt date: 06/16/2015 14228057 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
Application Numb
INFORMATION DISCLOSURE pplication Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY AP P LICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.” Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 50,461 10/17/1865 | Dibble
us- 4,511,329 4/16/1985 Diamond
us- 5,037,298 8/6/1991 Hickham
us- 5,460,524 10/24/1995 | Anderson
us- 5,516,286 5/14/1996 Kushner
us- 6,267,591 7/31/2001 Barstow
us- 8,535,056 9/17/2013 Dragan et al.
us-
us-
us-
us-
us-
FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Te
Initials* | No.’ Date Applicant of Cited Document Lines, Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code? Numbert Kind Code®
(if known)
GB 2170106 7/30/1986 Liegner
WO 1999/037238 7/29/1999 Ohguchi
E?<am1ner /Hao D Mai/ (11/16/2015) Date Considered 11/16/2015
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.qov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. °Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Raceipt date: 06/16/2015

14228057 - GAU: 3732

Substitute for Form 1449/PTO

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

(use as many sheets as necessary)

Complete if Known

Application Number

14/228,057

Filing Date

March 27, 2014

First Named Inventor:

Thien Nguyen

Art Unit

3732

Examiner Name

Hao D. Mai

Sheet

| | of | 2

Attorney Docket Number

INCEP-001COD

NON PATENT LITERATURE DOCUMENTS

Examiner
Initials*

Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published

3/4/15

Docket No. INCEP-002DCOA U.S. Patent Application 29/491,367 Final Office Action mailed

11/14/14

Docket No. INCEP-002DCOA U.S. Patent Application 29/491,367 Office Action mailed

51/15

Docket No. INCEP-003DCOA U.S. Patent Application 29/477,887 Final Office Action mailed

11/14/14

Docket No. INCEP-003DCOA U.S. Patent Application 29/477,887 Office Action mailed

51/15

Docket No. INCEP-004DCOA U.S. Patent Application 29/477,888 Final Office Action mailed

11/14/14

Docket No. INCEP-004DCOA U.S. Patent Application 29/477,888 Office Action mailed

Examiner
Signature

/Hao D Mai/ (11/16/2015)

Date
Considered

11/16/2015

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

'Applicant’s unique citation designation number (optional). ®Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an

application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting

the completed application form o the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08B (08-0

ALL
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Receipt date: 02/17/2015 14228057 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228.057
Filing Date March 27, 2014
STATEM ENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.” Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 4,822,278 4/18/1989 Oliva et al.
us- 8,911,232 12/16/2014 | Nguyen
us- 2006/0084031 4/20/2006 Hirsch et al.
Us- 2013/0252193 9/26/2013 Bowman et al.
us-
us-
us-
us-
us-
us-
us-
us-
FOREIGN PATENT DOCUMENTS
Examiner Cite1 Foreign Patent Document Publication Name of Patentee or Pages, Columns, Te
Initials* | No- Date Applicant of Cited Document Lines, Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code? Numbert Kind Code®
(if known)
Examiner /Hao D Mai/ {(11/16/2015) Date Considered 11/16/2015

Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.qov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. °Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Receipt date:

02/17/2015

14228057 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY AP P LICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 2 ‘ of | 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published
PCT Application No. PCT/US2014/032892 International Search Report and Written Opinion
dated 9/4/14
Australian Patent Application No. 2014202637; AU Examination Report dated 1/23/15
Examiner | spa0 D Mai/ (11/16/2015) Date. 11/16/2015
Signature Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

'Applicant’s unique citation designation number (optional). ®Applicant is to place a check mark here if English Translation is attached.

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form o the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08B (08-0
ALL REFERENCES CO

3
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EAST Search History

EAST Search History

EAST Search History (Prior Art)

EASTSearchHistory.14228057_AccessibleVersion.htm[11/16/2015 2:05:28 PM]

Ref {iHits {{Search Query DBs Default iiPlurals jiTime
# Operator Stamp
S1 {202 1433/93.ccls. US-PGPUB; §ADJ ON 2014/05/01
USPAT; 11:08
USOCR,;
FPRS;
EPO; JPO
S5 {37 {("1122086" | "20050171408" | "2510125" | {US-PGPUB;ADJ ON 2014/05/01
"3881254" | "4167814" | "4259087" | USPAT; 16:47
"4495945" | "4592344" | "4643172" | USOCR
"4759349" | "4802851" | "4865545" |
"4975057" | "4992046" | "4996976" |
"5009595" | "5071347" | "5078602" |
"5152686" | "5232362" | "5281134" |
"5462435" | "5513986" | "5588836" |
"5634711" | "5762496" | "5769635" |
"5873718" | "6022214" | "8338627" |
"8575746" | "6611110" | "7021798" |
"7287981").PN. OR ("7611354"). URPN.
S6 440 §("1122086" | "2510125" | "3881254" | US-PGPUB; {ADJ ON 2014/05/01
"4167814" | "42590867" | "4495945" | USPAT; 16:47
"4592344" | "4643172" | "4802851" | USOCR
"4865545" | "4975057" | "4992046" |
"4996976" | "5009595" | "5071347" |
"5078602" | "5152686" | "5232362" |
"5281134" | "5462435" | "5513986" |
"5588836" | "5762496" | "5769635" |
"5873718" | "6022214" | "6338627" |
"8575746").PN. OR ("6974321").URPN.
S7 {47 §("1122086" | "2510125" | "2937445" | US-PGPUB; {ADJ ON 2014/05/01
"3090122" | "3396468" | "3881254" | USPAT; 16:47
"4017975" | "4167814" | "4259087" | USOCR
"4495945" | "4592344" | "4643172" |
"4802851" | "4865545" | "4975057" |
"4992046" | "4996976" | "5009595" |
"5071347" | "5078602" | "5127411" |
"5152686" | "5232362" | "5281134" |
"5462435" | "5513986" | "5516286" |
"5588836" | "5762496" | "5769635" |
"5873718" | "8022214" | "6213772" |
"8338627" | "6575746" | "6908308" |
'8974321" | "7293990").PN. OR
("7748981").URPN.
S8 {46 {("1122086" | "2510125" | "2937445" | US-PGPUB; §ADJ ON 2014/05/01
"3090122" | "3396468" | "3881254" | USPAT; 16:48
"4017975" | "4167814" | "4259087" | USOCR
"4495945" | "4592344" | "4643172" |
"4802851" | "4865545" | "4975057" |
"4992046" | "4996976" | "5009595" |
"5071347" | "5078602" | "5127411" |
"5152686" | "5232362" | "5281134" |
"5462435" | "5513986" | "5516286" |
"5588836" | "5762496" | "5769635" |
"5873718" | "6022214" | "8213772" |
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EAST Search History

EASTSearchHistory.14228057_AccessibleVersion.htm[11/16/2015 2:05:28 PM]

"6338627" | "6575746" | "6908308" |
"6974321" | "7293990" | "7748981").PN.
OR ("8057228") .URPN.

SO #45  H("1122086" | "2510125" | "2937445" | US-PGPUB;ADJ ON 2014/05/01
"3090122" | "3396468" | "3881254" | USPAT; 16:48
"4017975" | "4167814" | "4259067" | USOCR
"4495945" | "4592344" | "4643172" |
"4802851" | "4865545" | "4975057" |
"4992046" | "4996976" | "5009595" |
"5071347" | "5078602" | "5127411" |
"5152686" | "5232362" | "5281134" |
"5462435" | "56513986" | "5516286" |
"5588836" | "5762496" | "5769635" |
"5873718" | "6022214" | "6213772" |
"6338627" | "6575746" | "6908308" |
"6974321" | "7293990" | "7748981").PN.

OR ("8075310").URPN.

S10 §62  §('2840070" | "2937445" | "3171203" | US-PGPUB;ADJ ON 2014/05/01
"3742607" | "3924333" | "4906188").PN. USPAT; 16:49
OR ("5152686") .URPN. USOCR

S11 §36  {i("1122086" | "4495945" | "4592344" | US-PGPUB;$ADJ ON 2014/05/01
"4643172" | "4802851" | "4975057" | USPAT; 16:55
"4996976" | "5009595" | "5152686" | USOCR
"5232362" | "5281134" | "5588836" |
"5762496" | "5769635").PN. OR
("6022214").URPN.

S12 §75  §("1122086" | "2937445" | "3049806" | US-PGPUB; §ADJ ON 2014/05/01
"3101543" | "3124879" | "3217708" | USPAT; 16:56
"3225444" | "3344523" | "3396468" | USOCR
"3426430" | "3455024" | "3456348" |
"3483619" | "3557456" | "3722101" |
"3864831" | "3881254" | "3913231" |
"3916880" | "4017975" | "4019255" |
"4053984" | "4074435" | "4167814" |
"4215984" | "4259067" | "4260378" |
"4325695").PN. OR ("4802851").URPN.

S13 {46  {("20040033468" | "20060063129" | US-PGPUB; §ADJ ON 2014/05/01
"20070231773" | "20070259307" | USPAT; 17:07
"20080318183" | "2111859" | "2937445" | i USOCR
"3090122" | "4024642" | "4167814" |
"4259067" | "4425911" | "4583527" |
"4802851" | "4906188" | "4975057" |
"5152686" | "56232362" | "5366489" |
"5438976" | "5496363" | "5513986" |
"5516286" | "56588836" | "5725370" |
"5762496" | "6b873718" | "5924866" |
"6022214" | "6149430" | "6213772" |
"6244866" | "6338627" | "6379147" |
"6575746" | "6634884" | "6652276" |
"6655960" | "6939134" | "6974321" |
"6981870" | "7293990").PN. OR
("8029280"). URPN.

S14 478  1433/140.ccls. and suction US-PGPUB; {{ADJ ON 2014/05/01

USPAT; 17:25
USOCR,;

FPRS;

EPO; JPO

S$15 {31 ("0674650" | "2482116" | "3090122").PN.  {{US-PGPUB;#ADJ ON 2014/05/02

OR ("3768477").URPN. USPAT; 13:00
USOCR
S16 §34  §("0590460" | "1042133" | "1401646" | US-PGPUB;ADJ ON 2014/05/02
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"2830371" | "3090122" | "3768477" | USPAT; 13:08
"4053984" | "4215984" | "4259067" | USOCR
"4260378" | "4632093" | "4992046" |
"5037298" | "5232362" | "5460524").PN.
OR ("6213772").URPN.
S17 {134 ("3090122").URPN. USPAT  {ADJ ON 2014/05/02
13:04
S18 {24 H("1122086" | "2672143" | "3722101").PN.  |US-PGPUB; JADJ ON 2014/05/05
OR ("3924333").URPN. USPAT; 06:48
USOCR
S19 {143 H(US-20080053434-$ or US-20080166684-$ {US-PGPUB; JADJ ON 2014/05/05
or US-20080318183-$ or US-20090123886- | USPAT 08:13
$ or US-20110311942-$ or US-
20060063129-$).did. or (US-3090122-$ or
US-3802081-$ or US-3924333-$ or US-
4053984-$ or US-4192071-$ or US-
4215984-$ or US-4259067-$ or US-
5078602-$ or US-5094616-$ or US-
5152686-$ or US-5232362-$ or US-
5516286-$ or US-6974321-$ or US-
7293990-$ or US-7611354-$ or US-
7748981-$ or US-8029280-$ or US-
8057228-$ or US-8075310-$ or US-
3171208-$ or US-8022214-$ or US-
1122086-$ or US-4802851-$ or US-
4017975-$ or US-4167814-$ or US-
5513986-9).did. or (US-5890899-$ or US-
6575746-$ or US-D495799-$ or US-
6267591-$ or US-6338627-$ or US-
6908308-$ or US-3768477-$ or US-
8297973-$ or US-3877691-$ or US-
4718662-$ or US-6213772-8) did.
$20 {3 {S19 and (silicone) US-PGPUB; {ADJ ON 2014/05/05
USPAT 08:13
S21 134 1("3090122"). URPN. USPAT  {ADJ ON 2014/05/05
09.04
S22 {113 1("2603870" | "2937445" | "3090122" | US-PGPUB; {|ADJ ON 2014/05/05
"3924333" | "4024642").PN. OR USPAT; 09:04
("4192071").URPN. USOCR
S23 146 ("20040033468" | "20060063129" | US-PGPUB; {|ADJ ON 2014/05/05
'20070231773" | "20070259307" | USPAT; 09:14
'20080318183" | "2111859" | "2937445" | { USOCR
"3090122" | "4024642" | "4167814" |
"4259067" | "4425911" | "4583527" |
"4802851" | "4906188" | "4975057" |
"5152686" | "5232362" | "5366489" |
"5438976" | "5496363" | "5513986" |
"5516286" | "5588836" | "5725370" |
"5762496" | "5873718" | "5924866" |
'6022214" | "6149430" | "6213772" |
'6244866" | "6338627" | "6379147" |
"6575746" | "6634884" | "6652276" |
"6655960" | "6939134" | "6974321" |
"6981870" | "7293990").PN. OR
("8029280"). URPN.
2411 1("20090274991").PN. US-PGPUB; {|OR OFF  {2014/05/05
USPAT; 09:19
USOCR;
FPRS;
EPO; JPO
1525 §0  H("hirsh.in.andintraoral").PN. HUS-PGPUB {{OR JOFF  2014/10/15;
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i t s | | 12:50
S26 {47  ihirsch.in. and intraoral US-PGPUB; iADJ ON 2014/10/15
USPAT; 12:51
USOCR,;
FPRS;
EPO; JPO
S27 {14 ihirsch.in. and intraoral US-PGPUB #ADJ ON 2014/10/15
12:51
S28 {18  ihirsch.in. and intraoral USPAT ADJ ON 2014/10/15
12:51
S29 #48 {("1122086" | "2510125" | "2937445" | US-PGPUB; {ADJ ON 2014/10/15
"3090122" | "3396468" | "3881254" | USPAT,; 13:48
"4017975" | "4167814" | "4259067" | USOCR
"4495945" | "4592344" | "4643172" |
"4802851" | "4865545" | "4975057" |
"4992046" | "4996976" | "5009595" |
"5071347" | "6078602" | "5127411" |
"5152686" | "5232362" | "5281134" |
"5462435" | "5513986" | "5516286" |
"5588836" | "5762496" | "5769635" |
"5873718" | "6022214" | "6213772" |
"8338627" | "6575746" | "6908308" |
"6974321" | "7293990").PN. OR
("7748981").URPN.
S30 §36  i("3090122").URPN. USPAT ADJ ON 2014/10/15
13:49
S31 {168 i(bite or biteblock or intraoral or mouth or US-PGPUB; {ADJ ON 2014/10/15
mouthpiece) same ((strap or opening or USPAT; 13:59
ring) with flush$3 with (groove or recess)) i USOCR;
FPRS;
EPO; JPO;
DERWENT
IBM_TDB
S32 {1 (12/284900).APP. USPAT,; ADJ ON 2014/10/20
USOCR 07:32
S33 {47  {("20040033468" | "20080063129" | US-PGPUB; #ADJ ON 2014/10/20
"20070231773" | "20070259307" | USPAT,; 07:32
"20080318183" | "2111859" | "2937445" | i USOCR
"3090122" | "4024642" | "4167814" |
"42590687" | "4425911" | "4583527" |
"4802851" | "4906188" | "4975057" |
"5152686" | "5232362" | "5366489" |
"5438976" | "5496363" | "5513986" |
"5516286" | "5588836" | "5725370" |
"5762496" | "5873718" | "5924866" |
"6022214" | "6149430" | "6213772" |
"6244866" | "6338627" | "6379147" |
"6575746" | "6634884" | "6652276" |
"6655960" | "6939134" | "6974321" |
"6981870" | "7293990").PN. OR
("8029280").URPN.
834 {18 {(bite or biteblock or intraoral or mouth or US-PGPUB; {ADJ ON 2014/10/20
mouthpiece) same (snap with flush$3 with i USPAT,; 07:37
(groove or recess)) USOCR;
FPRS;
EPO; JPO;
DERWENT
IBM_TDB
S35 47 "433".clas. and (snap with flush$3 with US-PGPUB; i{ADJ ON 2014/10/20
(groove or recess)) USPAT; 07:38
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USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM _TDB

S36

208

"433".clas. and (flush$3 with (groove or
recess))

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM _TDB

ADJ

ON

2014/10/20
07:39

S37

17

433" .clas. and ((flush$3 with (groove or
recess)) same (handle or handpiece))

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM_TDB

ADJ

ON

2014/10/20
07:39

S38

65

"433".clas. and (flush$3 with (groove or
recess)) and (handle or handpiece)

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM_TDB

ADJ

ON

2014/10/20
07:40

S39

71

"433".clas. and (flush$3 with (groove or
recess or notch)) and (handle or
handpiece)

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM_TDB

ADJ

ON

2014/10/20
07:43

$40

224

"433".clas. and (flush$3 with (groove or
recess or notch))

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT
[BM_TDB

ADJ

ON

2014/10/20
07:43

S41

14

"433".clas. and (flush$3 with (groove or
recess or notch) with (ring or strap))

US-PGPUB;
USPAT;
USOCR,;
FPRS;
EPO; JPO;
DERWENT
[BM_TDB

ADJ

ON

2014/10/20
07:44

S42

("20140162209").PN.

US-PGPUB;
USPAT;
USOCR;
FPRS;
EPO; JPO

OR

OFF

2014/10/20
09:44

43

54

(US-20080053434-$ or US-20080166684-$
or US-20080318183-$ or US-20090123886-
$ or US-20110311942-$ or US-
20060063129-$ or US-20090274991-$ or
US-20010008752-$ or US-20140162209-$
or US-20140212841-$).did. or (US-
3090122-$ or US-3802081-$ or US-
3924333-$ or US-4053984-$ or US-
4192071-$ or US-4215984-$ or US-

US-PGPUB;
USPAT;
USOCR
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4259067-$% or US-5078602-$ or US-
5094616-$ or US-5152686-$ or US-
5232362-$ or US-5516286-$ or US-
6974321-$ or US-7293990-$ or US
7611354-$ or US-7748981-% or US
8029280-$ or US-8057228-$ or US
3171203-$ or US-6022214-$ or US-
1122086-$ or US-4802851-$ or US
4017975-% or US-4167814-$ or US
5513986-$ or US-5890899-%) .did. or (US
6575746-$% or US-D495799-$ or US-
6267591-$ or US-6338627-$ or US
6908308-$ or US-3768477-$ or US
8297973-$ or US-3877691-$ or US
4718662-$ or US-6213772-$ or US
3396468-$ or US-2111859-$ or US-
2937445-$ or US-4024642-$ or US
4425911-$ or US-6652276-$).did. or (US-
2937445-$ or US-2250285-$) .did.
$44 4110 {43 and transparent US-PGPUB; {ADJ ON 2014/10/20
USPAT,; 09:54
USOCR,;
FPRS;
EPO; JPO
&45 5 ((14/2280486) or (14/228050) or US-PGPUB; {OR OFF 2014/10/20
(14/228054) or (14/228057) or USPAT; 10:35
(14/228061)).APP. USOCR,;
FPRS;
EPO; JPO
S48 {5 (("20140212837") or ("20140212838") or  {JUS-PGPUB;{{OR OFF 2014/10/20
("20140212839") or ("20140212840") or USPAT,; 10:37
("20140212841")).PN. USOCR,;
FPRS;
EPO; JPO
S47 {645 1433/91-92.ccls. US-PGPUB; §ADJ ON 2014/11/03
USPAT,; 06:02
USOCR,;
FPRS;
EPO; JPO
S48 433 11433/91-92.ccls. and (wave or bridge) US-PGPUB; iADJ ON 2014/11/03
USPAT,; 06:02
USOCR,;
FPRS;
EPO; JPO
$49 {67  1433/91-92.ccls. and (flush$3) US-PGPUB; §ADJ ON 2014/11/083
USPAT,; 06:05
USOCR,;
FPRS;
EPO; JPO
S50 49 433/91-92.ccls. and (flush$3 with surface) {US-PGPUB;ADJ ON 2014/11/03
USPAT,; 06:06
USOCR,;
FPRS;
EPO; JPO
S51 {368 1433/140.ccls. US-PGPUB; §ADJ ON 2014/11/083
USPAT,; 06:07
USOCR,;
FPRS;
EPO; JPO
S63 {50 {(US-20080053434-$ or US-20080166684-$ H{US-PGPUB; §ADJ ON 2015/11/03
or US-20080318183-$ or US-20090123886- {f USPAT; 11:27
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$ or US-20110311942-$ or US
20060063129-$ or US-20090274991-$ or
US-20010008752-$ or US-20140162209-$
or US-20140212841-$).did. or (US-
3090122-$ or US-3802081-$ or US-
3924333-$% or US-4192071-$% or US-
4215984-% or US-4259067-$ or US-
5078602-$ or US-5094616-$ or US-
5152686-$ or US-5232362-$ or US-
5516286-$ or US-6974321-$ or US-
7293990-% or US-7611354-% or US-
7748981-% or US-8029280-$ or US
8057228-% or US-3171203-$ or US
6022214-% or US-1122086-% or US-
4802851-$ or US-4017975-$ or US
4167814-$% or US-5513986-$ or US-
D495799-% or US-6267591-%).did. or (US-
6338627-$ or US-6908308-$ or US-
3768477-$ or US-3877691-$ or US-
4718662-$ or US-6213772-$ or US
3396468-$ or US-2111859-$ or US-
2937445-$% or US-4024642-$ or US-
4425911-$% or US-6652276-%).did. or (US
2937445-$% or US-2250285-%) .did.

USOCR

Se4

664

A61C17/043.cpc.

US-PGPUB;
USPAT;
USOCR

ADJ

ON

2015/11/03
11:28

S65

162

A61C17/046.cpc.

US-PGPUB;
USPAT;
USOCR

ADJ

ON

2015/11/03
11:28

11/16/2015 2:05:25 PM
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Receipt date: 0%/05/2014 14228057 - GAU: 3732

Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEM ENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 1 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No." Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(f known) Figures Appear
us- 2014/0162209 6/12/2014 Nguyen
us- 2014/0212837 7/31/2014 Nguyen
us- 2014/0212838 7/31/2014 Nguyen
Us- 2014/0212839 7/31/2014 Nguyen
us- 2014/0212841 7/31/2014 Nguyen
us-
us-
us-
us-
us-
us-
us-
FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Te
Initials* No.' Date Applicant of Cited Document Lines, Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code? Numbert Kind Code®
(if known)
Examiner /Hao D Mai/ (11/16/2015) Date Considered | 11/16/2015

Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). ®See Kinds Codes of
USPTO Patent Documents at www.uspto.qov or MPEP 901.04. ®Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. °Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3730
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No. Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code(if known) Figures Appear
us- 3,857,181 12/31/1974 | Rappaport
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
FOREIGN PATENT DOCUMENTS
Examiner Cite1 Foreign Patent Document Publication Name of Patentee or P.ages, Columns, Te
Initials* | No. Date Applicant of Cited Document :5'”93’ WhereRReIIevar;t
assages or Relevan
MM-DD-YYYY Figures Appear
Country Code®> Number? Kind Code5
(if known)
Examiner Date Considered
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number {(optional). *See Kinds Codes of
USPTO Patent Documents at weww.usgto.gav or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. *Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Substitute for Form 1449/PTO

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

(use as many sheets as necessary)

Complete if Known

Sheet | 2 ‘ of | 2

Application Number 14/228,057
Filing Date March 27, 2014
First Named Inventor: Thien Nguyen
Art Unit 3732

Examiner Name Hao D. Mai
Attorney Docket Number INCEP-001COD

NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s). volume-issue
number(s), publisher, city and/or country where published

11/6/15

Docket No. INCEP-001COA U.S. Patent Application 14/228,046; Office Action mailed

11/6/15

Docket No. INCEP-001COB U.S. Patent Application 14/228,050; Office Action mailed

12/3/15

Docket No. INCEP-001COC U.S. Patent Application 14/228,054; Office Action mailed

12/4/15

Docket No. INCEP-001COE U.S. Patent Application 14/228,061; Office Action mailed

11/127/15

Docket No. INCEP-003DCOA U.S. Patent Application 29/477,887 Office Action mailed

12/2/15

Docket No. INCEP-004DCOA U.S. Patent Application 29/477,888 Office Action mailed

Examiner
Signature

Date
Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include

copy of this form with next communication to applicant.

1Applicam’s unigue citation designation number (opticnal). 2Applicam is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an

application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting

the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or

suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT

SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08B (08-03)
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File Listing:
Document Document Description File Name File Size( B){tes)/ Multl- 'Pages
Number Message Digest | Part/.zip| (ifappl.)
20340
. INCEP-001COD_IDS_Statement
1 Transmittal Letter no 2
_1-6-16.pdf
c7a8fa68c0b2a81eb08ebbbc7c66f522fd35

7ffc
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Information Disclosure Statement (IDS) | INCEP-001COD_IDS_1449_1-6-

Form (SBOS) 16.pdf no 2

13f34865fcf146b46ff5350533b74af711577|
046

Warnings:

Information:

This is not an USPTO supplied IDS fillable form

Total Files Size (in bytes): 83289

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56. and 1.97-1.98

SIR:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of Practice in
Patent Cases, enclosed herewith is form PTO-SB-08, listing several references. The Examiner is
requested to make these references of official record in the application.

The references cited may be material to examination of the application and are submitted
in compliance with the Applicants’” duty of disclosure as defined by 37 C.F.R. § 1.56.

Applicants hereby declare, pursuant to 37 C.F.R. §1.97(e)(2), that no item of information
contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application and, to the knowledge of the person signing the
certification after having made a reasonable inquiry, no item of information contained in the
information disclosure statement was known to any individual designated in 37 C.F.R. §1.56(c)
more than three months prior to the filing of the information disclosure statement.

No representation is made or intended as to the completeness of this list, nor is the
inclusion of any reference on this list an admission that it is prior art or pertinent to this

application.
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PATENT
Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number
50-0612.

Respectfully submitted,
LEWIS ROCA ROTHGERBER CHRISTIE LLP

Dated: January 6, 2016 [Clara C. Low/
Clara C. Low (73,809)
LEWIS ROCA ROTHGERBER
CHRISTIE LLP
4300 Bohannon Drive, Suite 230
Menlo Park, CA 94025
TEL (650) 391-1380
ipdockets @lrrc.com
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Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3730
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No. Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(t known) Figures Appear
Us- 2012/0015320 1/19/2012 Koo
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
uUs-
FOREIGN PATENT DOCUMENTS
Examiner Cite1 Foreign Patent Document Publication Name of Patentee or P.ages, Columns, Te
Initials* | No. Date Applicant of Cited Document :5'”93’ WhereRReIIevar;t
assages or Relevan
MM-DD-YYYY Figures Appear
Country Code®> Number? Kind Code5
(if known)
Examiner Date Considered
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number {(optional). *See Kinds Codes of
USPTO Patent Documents at weww.usgto.gav or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. *Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

Based on Form PTO/SB/08A (08-03)
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Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPLICANT | First Named inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | ‘ of | 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T?
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s). volume-issue
number(s), publisher, city and/or country where published
European Patent Application No. 14721736.8; Extended European Search Report dated
10/20/15
Examiner Date
Signature Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

1Applicam’s unigue citation designation number (opticnal). 2Applicam is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an

application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or

suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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PATENT
Docket No.: INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 28661

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56. and 1.97-1.98

SIR:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of Practice in
Patent Cases, enclosed herewith is form PTO-SB-08, listing several references. The Examiner is
requested to make these references of official record in the application.

The references cited may be material to examination of the application and are submitted
in compliance with the Applicants’” duty of disclosure as defined by 37 C.F.R. § 1.56.

Applicants hereby declare, pursuant to 37 C.F.R. §1.97(e)(1), that each item of
information contained in the information disclosure statement was first cited in any
communication from a foreign patent office in a counterpart foreign application not more than
three months prior to the filing of the information disclosure statement.

No representation is made or intended as to the completeness of this list, nor is the
inclusion of any reference on this list an admission that it is prior art or pertinent to this

application.
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Docket No.: INCEP-001COD

The Commissioner is hereby authorized to charge any necessary fee to Account Number
50-0612.

Respectfully submitted,
LEWIS ROCA ROTHGERBER CHRISTIE LLP

Dated: January 6, 2016 [Clara C. Low/
Clara C. Low (73,809)
LEWIS ROCA ROTHGERBER
CHRISTIE LLP
4300 Bohannon Drive, Suite 230
Menlo Park, CA 94025
TEL (650) 391-1380
ipdockets @lrrc.com
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Electronic Acknowledgement Receipt

EFS ID: 24539487
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

28661

Filer:

Clara Kitting Chiu/Lea Fong

Filer Authorized By:

Clara Kitting Chiu

Attorney Docket Number:

INCEP-001COD

Receipt Date: 12-JAN-2016
Filing Date: 27-MAR-2014
Time Stamp: 10:21:40

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment no
File Listing:
Document Document Description File Name File Size( B){tes)/ Multl- 'Pages
Number Message Digest | Part/.zip| (ifappl.)
62705
1 Information Disclosure Statement (IDS) | INCEP-001COD_IDS_1449-2_1- no )
Form (SBO8) 6-16.pdf
9c2de3ff252447e27edabd3aeeas54cd8foc3)]

ce28

Warnings:
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This is not an USPTO supplied IDS fillable form

521139
2 Non Patent Literature EP_14721736_Extended_Searc no 6
h_Report_10-20-15.pdf
53ce197f9b928641d92e81ab5f1c8c92bbh97]
66a4
Warnings:
Information:
INCEP-001COD_IDS_Stat t 20015
3 Transmittal Letter ) —D>_>tatemen no 2
-2_1-6-16.pdf
©€8d856¢12509c63149a47d940dfc2a845b3
10ac6
Warnings:
Information:
Total Files Size (in bytes): 603859

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PTCQ/AIA/ED (07-12)
Approved for use through 71/30/2014. OMB 0651-0033
: LB, Patent and Trademark Offica; U5 REPARTMENT OF GOMMERCE
_Under tha Paparwork Reduction Act of 1895, o parsons are requirad o respond to a callection &f information unless it dizplays a valid OMB control nurmber,

1" POWER OF ATTORNEY TO PROSECUTE APPLICATIONS BEFORE THE USPTO

11 ‘Ih'e,re,b'y revoke all previous powers of aftorney given in the appliceiltion identified in the attachad statement
under 37 CFR 3.73(c). ! .

i hereby appaint: ‘
B eractioners assaclsted with Customer Nurber: 1 3 871 8 :
ORrR “
+" I Practitioner(s) named below (if more than tan patent practitioners are to b named, then a customer nurber must be used):
T Name Registration Mame - 1 Registration
S ) Mumbar i Number

' As attormay{s) or agent(s) to feprasent the undersigned before the Unlted States Patent and Trademark Offtcs {USPTO) in cannection with
any and all patent applications assigned only to the understaned according to the UT'%PTD assignment records or assignments documents

aached to this form in accordance with 37 GFR 2.73(c). :

Plasse change the ceirespondenca address for the epplication identified in the attached statement undar 37 CFR 3.73(c) to:

: -t . The addresés alsls‘rj‘ciated with Gustomer Number; 1 3 871 8 ;
OR’_ | i

" Eirm‘or X
Individual Name

Addrass P i

city : State Zip

| -C'quritry - ' !

. T.E|EPHb”9 B Email;

Asl';:-ign‘ee Name and Address: Incept, Inc.
R 92 Corporate Park, Suite C #818 |
Irvine, CA 92606 ‘ !

A copy of this form, together with a statement under 37 CFR 2.73(¢} (Fnrn"fn PTCO/AIA/GG or equivalent) is required to he
Filad in each application in which this form is used. The statement under 37 GFR 3.73(c) may be compleied by one of
‘The practitioners appointad in this form, and must identify the application In which this Power of Attornay is to be filed.

L o -~ SIGNATURE of Assignee of Record -
. The indivi whcyem and title s supplied below is authorized to act on behalf of the assignee

‘Signature |oae 2{D)|zo6

3

Name /ﬁje.n/Nguyen o feleahme @4%82‘9'5’9‘86{
e |CEO .

L .
. Thig ecllection of information is raquired by 37 CFR 1,31, 1.32 and 1.33. The information it required to obtain or retain 2 hanefit by the public which i to file (and
-y thé USFTO fo plocess) an application. Confidentiaity is govarned by 35 W.5,C, 122 and 37 CFR 1,11 and 1.14. This cotlection is eatimated to take 3 minutes
7. ta complete; indluding gathening, prapariry, and submitting ths completed apptication form ta the USPTO. Time will vary depending upon the individual cage, Any - -
" comiments en the amaunt of time you redulre to complete this rarm and/or suggestians for veduciney this burdan, shatld be sent to tha Chief information Offtcar,
..+ U.B. Palent and Trademark Office, 1.5, Department of Gornrr urce, P.C, Box 1480, Aexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
© FORMS TO THIS ADDRESS. BEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 223131450,

If you need assistance in d;;mpiet%gztgeqrnﬂ- ?JL&OO-#TO@'I 99 and select option 2.



Privacy Act Statemenft

. The Privacy Act of 1974 {P.L. 93-579) req.iires that you be given certain information in connection with your
" submission of the attached form related to a patent application or patent, Accordingly, pursuant to the

r@quirements of the Act, pleasa be advised that: (1) the general authority for the collection of this information is 35
U.5.C. 2(b)(2); (2) furnishing of the information solicited i3 voluntary; &nd (3) the principal purpose for which the
information is used by the U.S. Patent and Trademark Office Is to process and/or examine your submission

" related to a patent application or patent. If you do not furnish the requested information, the U.5. Patent and

Tradernark Office may not be able to pracess and/or examine your sybmission, which may resuit in termination of

/. ;.: proceedings or abandonment of the application or expiration of the p::atent.

Tham ;:Jfriiation‘ 'provlded by you in this form will be‘subjeot to the follénwing routine uses:

1. The information on this forr will be treated confidentially to tl'he extent aliowsd under the Freedom of
" Information Act (5 U.8.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of records
. may be disclosed to the Deparimeril of Justice to determine whether disclosure of these records is
* required by the Freedom of Information Act. '

. 2 A record from this system of records may be disclosed, as a routine use, in the course of presenting
1, avidence o a-court, magistrate, or administrative tribunal, including disclosures to opposing counsel in
1 the courseof seftlement negotiations, : -

3. Avrecordin this system of records may be dizclosed, as a rmhtine use, to & Member of Cangrass
submitting a request involving an individual, to whom the record pertains, when the individual has
requested assistance frorn the Member with respect to the stibject matter of the record.

*'.A record in this.system of records may be disclosed, as & rolitine use, to a contractor of the Agency
: . .-having need for the information in order to perfarm a contract. Recipients of information shall be required
", to comply with the requirements of the Privacy Act of 1974, as amendad, pursuant to 5 U.8.C. 552a(m).

‘5, A record related to an International Application filed under the Patent Cooperation Treaty in this system of
' racords may be disclosed, as a routine use, o the International Bureau of the World |Intellectual Property”
. Organization, pursuant to the Patent Gooperation Treaty.

6. A record in this system of records may be disclosed, as a ro(i;tine use, to another federal agency for
purposes of National Security review (35 U.5.C. 181) and for review pursuant to the Atomic Energy Act
(42 U.5.C. 218(c)). 5 ‘

. 7. Arecord from this system of records may be disclosed, as airoutine use, to the Administrator, General
" Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency's
- responsibility fo recommend improvements in records management practices and programs, under
. authority of 44 U.8.C. 2804 and 2906. Such disclosure shailbe made in accordance with the GSA
regulations governing ingpection of records for this purpose,iand any other relevant (/.e., GSA or
Commerce) directive, Such disclosure shall not be used to make determinations about individuals.

|
‘8. A record from this system of records may be disclosed, as arouting use, to the public after either -
- publication of the application pursuant to 35 10.5.C. 122(h) ot issuance of a patent pursuantto 35 U.5.C.
. "L 151, Further, a record may be disclosed, subject fo the Iimita:ttions of 37 CFR 1.14, as a routine use, to the
. public if the record was filed in an application which became abandoned or in which the proceedings ware
! terminated and which application is referenced by either a published application, an application open to

- public inspection or an issued patent.

g A record from this system of records may be disclosed, as ag routine use, {0 a Federal, State, or local law
enforcement agency, if the USFTO hecomes aware of a violation or potentiat violation of law or

regulation. . .
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PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)
Applicant/Patent Owner: Ncept, Inc.

Application No./Patent No.: 14/228,057 Filed/Issue Date: March 27, 2014
Titleg: Intraoral Device with Slit

Incept, Inc. a corporation

(Name of Assignee) (Type of Assignes, e.g., corporation, partnership, university, government agency, etc.)
states that, for the patent application/patent identified above, it is (choose one of options 1, 2, 3 or 4 below):
1. The assignee of the entire right, title, and interest.

2, D An assignee of less than the entire right, title, and interest (check applicable box):

|:| The extent (by percentage) of its ownership interest is %. Additional Statement(s) by the owners
holding the balance of the interest must be submitted to account for 100% of the ownership interest.

D There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3. D The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4, D The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose one of options A or B below):

A. An assignment from the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel 932545 , Frame 089 , or for which a copy
thereof is attached.

B. D A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as follows:

1. From: To:

The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.

2. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

[Page 1 of 2]
This collection of information is required by 37 CFR 3.73(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 and select option 2.
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PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
4, From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
5. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
6. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

D Additional documents in the chain of title are listed on a supplemental sheet(s).

D As required by 37 CFR 3.73(c)(1)(i), the documentary evidence of the chain of title from the original owner to the
assignee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assignment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assignment in the records of the USPTO. See MPEP 302.08]

The undersigned (whose title is supplied below) is authorized to act on behalf of the assignee.

/Tam Thanh Pham/ February 11, 2016

Signature Date

Tam Thanh Pham 50,565

Printed or Typed Name Title or Registration Number
[Page 2 of 2]
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the
requirements of the Act, please be advised that: (1) the general authority for the collection of this information is 35
U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the
information is used by the U.S. Patent and Trademark Office is to process and/or examine your submission related
to a patent application or patent. If you do not furnish the requested information, the U.S. Patent and Trademark
Office may not be able to process and/or examine your submission, which may result in termination of proceedings
or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (56 U.S.C. 5652) and the Privacy Act (6 U.S.C 552a). Records from this system of records
may be disclosed to the Department of Justice to determine whether disclosure of these records is
required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting
evidence to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the
course of settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress
submitting a request involving an individual, to whom the record pertains, when the individual has
requested assistance from the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency
having need for the information in order to perform a contract. Recipients of information shall be required
to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m).
A record related to an International Application filed under the Patent Cooperation Treaty in this system of
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

INVENTOR(S): Nguyen et al.
APPLICATION NO.: 14/228,057
FILING DATE: March 27, 2014
TITLE: Intraoral Device with Slit
ART UNIT: 3732
EXAMINER: Hao D. Mai
CONFIRM. NO.: 1983
ATTY.DKT.NO.: INCEP-001COD
MAIL STOP AMENDMENT
COMMISSIONER FOR PATENTS

P.O. BOX 1450

ALEXANDRIA, VA 22313-1450

AMENDMENT
Examiner Mai:
In response to the November 20, 2015 Office Action (Office Action), please enter the following
amendments to the specification and claims, which commence on pages two and three,

respectively. The Applicant’s remarks and conclusion appear beginning on pages seven and

nine, respectively.
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IN THE SPECIFICATION

PLEASE AMEND THE ABSTRACT AS FOLLOWS:

A dental mouthpiece is provided that may be attached to a high-suction dental adapter
for the purpose of assisting the dental staff during dental procedures through chair-side,
hands-free suction, and isolation. Such mouthpiece may eemprise include a main body
portion, a cheek retractor portion, and a suction connector portion. In some
embodiments, the main body portion, cheek retractor portion, and suction connector
portion (and sub-portions thereof) may be molded in one piece, preferably by injection
molding. In an exemplary embodiment, the mouthpiece may be made of a material that
is flexible, translucent, conducive to injection molding, high heat-resistant, and
autoclavable. Such a material may include silicone. Because the mouthpiece may be
made of high heat-resistant and autoclavable material, such a mouthpiece may be

reusable.
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IN THE CLAIMS

PLEASE AMEND THE CLAIMS AS FOLLOWS:

1. (currently amended) A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by:
an anterior wall defined by an exterior edge, the anterior wall comprising

a slit along a longitudinal axis of the main body portion, the slit comprising an

opening into the interior of the pocket,

a posterior wall defined by an exterior edge that corresponds to the exterior edge
of the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the

corresponding exterior edge of the posterior wall.

2. (original) The mouthpiece of claim 1, wherein the posterior wall further includes a stability
bar protruding from an interior surface of the posterior wall and along a longitudinal axis of the

main body.

3. (original) The mouthpiece of claim 2, wherein the stability bar is aligned with the slit on

the anterior wall.

4. (original) The mouthpiece of claim 1, wherein the main body portion is formed by

injection-molding as one piece.
5. (previously presented) The mouthpiece of claim 1, wherein a material used to form the

main body portion is a flexible, translucent, high heat-resistant, autoclavable silicone-

based material.
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6. (original) The mouthpiece of claim 1, wherein the anterior wall and the posterior wall have

different thicknesses.

7. (original) The mouthpiece of claim 1, wherein the slit allows portions of the anterior wall to

be pulled open to expose the interior of the pocket.

8. (previously presented) The mouthpiece of claim 1, further comprising a cheek retractor
portion connected to the main body portion and having a surface that applies pressure when

bent, wherein the pressure is based on resilience of the cheek retractor portion.

9. (previously presented) The mouthpiece of claim 8, wherein the cheek retractor portion
comprises an extension of the pocket and wherein the slit extends into the extension of the

pocket.

10. (previously presented) The mouthpiece of claim 1, further comprising a bridge structure
comprising a plurality of protrusions protruding from an interior surface of the posterior wall,

wherein the protrusions do not attach to the anterior wall.

11. (previously presented) The mouthpiece of claim 10, wherein the protruding bridge

structure protrusions comprise a plurality of spaced contact points.
12. (previously presented) The mouthpiece of claim 11, wherein the bridge structure
protrusions protrude from the interior surface of the posterior wall in a wave shape, and

wherein the contact points are at crests of the wave shape.

13. (original) The mouthpiece of claim 12, wherein spaces between the contact points are at

troughs of the wave shape.
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14. (previously presented) The mouthpiece of claim 1, further comprising a suction
connector portion that connects the interior of the pocket to a vacuum source,
wherein activation of the vacuum source provides suction of fluids from the interior

of the pocket toward the vacuum source.

15. (original) The mouthpiece of claim 1, further comprising a detachable mouth prop.

16. (original) The mouthpiece of claim 15, wherein the detachable mouth prop comprises a

bite block portion and a strap portion.

17. (original) The mouthpiece of claim 16, wherein the bite block portion and strap portion

are injection-molded in one piece.

18. (original) The mouthpiece of claim 15, wherein the bite block portion comprises an

opening corresponding to a plug connected to the main body.

19. (currently amended) A mouthpiece comprising:
amain body portion configured as a pocket having an interior defined by:

an anterior wall defined by an exterior edge, the anterior wall comprising a base

portion at one end of the anterior wall, wherein pertiens-ef the anterior wall [[are]] is

thicker at the base portion than etherpertions-of-the-anterior-wall at another portion at

another end of the anterior wall,

a posterior wall defined by an exterior edge that corresponds to the exterior edge of
the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the corresponding

exterior edge of the posterior wall.
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20. (currently amended) A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by:
an anterior wall defined by an exterior edge,
a posterior wall defined by an exterior edge that corresponds to the

exterior edge of the anterior wall, the posterior wall comprising a base portion at

one end of the posterior wall, wherein pextions-of the posterior wall [[are]] is thicker
at the base portion than etherpertions-ofthepesteriorwall at another portion at

another end of the posterior wall, and

a side wall connecting the exterior edge of the anterior wall to the

corresponding exterior edge of the posterior wall.
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REMARKS

Amendment to the Specification

The Examiner objects to the user of the term “comprise” in the Abstract. Office Action, 2. The
Applicant has amended the abstract to replay “comprise” with “include.” As such, the

Applicant submits that the objection to the specification has been overcome.

Rejection under 35 U.S.C. §§ 102, 103

The Examiner stated that claims 1-4, 6-9, and 14-20 are anticipated by U.S. patent number
4,802,851 (hereinafter Rhoades). Office Action, 2. Claimsd 10-13 are rejected over Rhoades in
view of U.S. patent application number 2009/0274991 (hereinafter Black). Office Action, 4.
Claim 5 is rejected over Rhoades in view of U.S. patent number 5,890,899 (hereinafter

Sclafani). Office Action, 5. The Applicant respectfully traverses the rejections.

“Because the hallmark of anticipation is prior invention, the prior art reference—in order to
anticipate under 35 U.S.C. § 102—must not only disclose all elements of the claim within the
four corners of the document, but must also disclose those elements “arranged as in the
claim.”” Net MoneyIN, Inc. v. VeriSign, Inc., 545 F.3d 1359, 1370 (Fed. Cir. 2008) (citations
omitted). To support a conclusion that the claim would have been obvious requires that “all
the claimed elements were known in the prior art and that one skilled in the art could have
combined the elements as claimed.” MPEP 2143.02 (citing KSR v. Teleflex, 127 S.Ct. 1727,
1739 (2007)).

Rhoades—individually or in any combination with Black or Sclafani —{fails to teach at least the
claimed ‘slit comprising an opening into the interior of the pocket’ or a respective wall
comprising a base portion at one end of the respective wall, wherein the respective wall is

thicker at the base portion than at another portion at another end of the respective wall.
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§ . In contrast, the “tooth channel” (e.g., channel 58) disclosed in
Rhoades fails to teach any opening to the interior of a pocket.
Rhoades, FIG. 4 (provided below); 3:29-33. Likewise, the
referenced “troughs between the scallops” are not openings into
the interior of the pocket as claimed. That is because, as
illustrated by Rhoades” FIG. 4, the tooth channels are not

connected to the interior of Rhoades” mouthpiece. Rather,

Rhoades’ troughs are closed off and separate from the

mouthpiece interior.

Rhoades therefore fails to disclose all the elements of independent claim 1. Rhoades further
fails to teach all the elements of independent claims 19 and 20, which recite that the base
portion of a respective wall is thicker than another portion of that respective wall. See e.g.,
Specification, [0036] (“Part of the base side of the arrowhead may be formed with thicker

walls than the rest of the main body”).

Neither Black or Sclafani cures the failure of Rhoades to teach each and every limitation of the
independent claims. Both are wholly silent regarding any slit or opening along a
longitudinal axis of the main body, as well as wholly silent regarding wall thicknesses at a

base portion at one end.

Rhoades—individually or in any combination with Black or Sclafani—therefore fail to disclose
all the elements of the independent claim. For at least the foregoing reasons, the
independent claim is patentable. Further, because each of the dependent claims incorporates
by reference all the limitations of the independent claim from which it depends, the
dependent claims are allowable for at least the same reasons. Accordingly, the Applicant

respectfully requests the withdrawal of the § 103 rejections of the claims.
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CONCLUSION

The Applicant has evidenced the failure of Rhoades—individually or in any combination
with Black or Sclafani —to disclose all the limitations of the independent claim, including at
least “slit comprising an opening into the interior of the pocket” or a respective wall
comprising a base portion at one end of the respective wall, wherein the respective wall is

thicker at the base portion than at another portion at another end of the respective wall.

Any claim dependent upon the aforementioned independent claim —either directly or via
an intermediate dependent claim —is allowable for at least the same reasons as the claim

from which it depends.

As all rejections have been overcome, the Applicant contends the present application is in
condition for allowance. The Examiner is invited to contact the Applicant’s undersigned

representative with any questions concerning the present amendment.

Respectfully submitted,
INCEPT, INC.

February 22, 2016 By: Tam Thanh Pham
Tam Thanh Pham, Reg. No. 50,565
Polsinelli LLP
3 Embarcadero Center, Suite 1350
San Francisco, CA 94111
T: 415.248.2116
F: 415.520.0486
Erdocket@polsinelli.com
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Application/Control Number: 14/228,057 Page 2
Art Unit: 3732

DETAILED ACTION

Notice of Pre-AlA or AIA Status

1. The present application is being examined under the pre-AlA first to invent provisions.

Claim Rejections - 35 USC § 103
2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as
set forth in section 102 of this title, if the differences between the subject matter sought to be
patented and the prior art are such that the subject matter as a whole would have been obvious at
the time the invention was made to a person having ordinary sKill in the art to which said subject
matter pertains. Patentability shall not be negatived by the manner in which the invention was
made.

3. Claims 1-4, 6-14, and 19-20, are rejected under pre-AlA 35 U.S.C. 103(a) as being
unpatentable over Rogers (3,802,081) in view of Ames (2013/0095450).

Regarding claim 1, Rogers discloses a dental mouthpiece 11 comprising a main body
portion (tube 23) comprising a defined pocket (i.e. interior of tube 23). Rogers shows the tube
23 to be cylindrical, and per se lacking an anterior wall defined by an exterior edge, posterior
wall defined by an exterior edge, and a side wall connecting the corresponding exterior edges of
the anterior and posterior walls. Rogers discloses a slit 25 (Fig. 5) along a longitudinal axis of
the main body portion, and the slit 25 comprises an opening into the interior of the pocket.

Ames discloses a dental suction tube 20 which can be cylindrical or square/rectangular
(paragraph 23). It would have been obvious to one having ordinary skill in the art at the time the
invention was made to modify Rogers' tube to be square/rectangular such that it would have an
anterior wall with an exterior edge, a posterior wall having a corresponding exterior edge, and a
side wall connecting the exterior edges of the anterior wall and posterior wall as a well-known

suitable cross-sectional shape for such tube as taught by Ames.

252 of 497



Application/Control Number: 14/228,057 Page 3
Art Unit: 3732

As to claims 2-3, note the stability bar 20 protruding from the posterior/upper wall and
aligning with the slit (Figs. 4). As to claim 4, note that the claim language "by injection-molded"
is a product-by-process recitation in a product claim. Even though product-by-process recitation
is limited by and defined by the recited process, determination of patentability is based on the
product itself. The patentability of a product does not depend on its method of production. If the
product in the product-by-process claim is the same as or obvious from a product of the prior
art, the claim is unpatentable even though the prior product was made by a different process. In
re Thorpe, 777 F.2d 695, 227 USPQ 964 (Fed. Cir. 1985). In this case, Rogers in view of Ames
discloses the end product and the structures thereof as claimed as detailed above, wherein the
main body is formed as one piece. The burden is shifted to applicant to show an unobvious
difference between the cited prior art’s device and the invention that would have resulted from
the injection molding process.

As to claim 6, Rogers’ protrusions 18, 19 and bar 22 formed thereon the upper wall
make it having different thickness from the lower wall (Fig. 4). As to claim 7, the slit 25 is
capable of allowing portions of the anterior wall to be pulled open to expose the interior of the
pocket. As to claim 8, Rogers discloses a cheek retractor portion 17 capable of retracting
cheek and having a surface that is capable of applying pressure when bent based on its
resilience. As to claim 9, Rogers shows an extension (interior best pointed to by reference
numeral 16) of the pocket and the slit extends into said extension (Fig. 4). As to claim 10,
Rogers discloses a bridge structure 18/19 (Fig. 4) which comprises a plurality of protrusions 18,
19, protruding from an interior surface of the posterior/upper wall and substantially extending a
distance between the opposite anterior/lower wall and the posterior/upper wall, wherein the
bridge structure 18/19 is not attached to the opposite anterior/lower wall. As to claims 11-13,

the protruding protrusions 18, 19, comprise a plurality of spaced contact points and are
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considered to be in wave shape of which crests of 18, 19, and troughs being non-protrusion
portion there between the protrusions. As to claim 14, Rogers discloses a suction connector
portion 12 connecting the device to a source of vacuum (column 1 line 60-65).

As to claims 19-20. Rogers in view of Ames discloses all the elements substantially as
claimed as detailed above with respect to claim 1. Note Rogers disclosing the base portion 16
where tube 23 and 12 connect with each other, therefore forming a thicker anterior and posterior

walls than another portion at another end 23 (Figs. 1-4).

4, Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rogers in
view of Ames, as applied to claim 1 as detailed above, and further in view of Sclafani
(5,890,899). Rogers/Ames discloses the invention substantially as claimed except for the main
body is of a flexible, translucent, high heat-resistant, autoclavable silicone-based material as
recited in claim 5. Sclafani discloses a dental suction isolator device formed of silicone-based
material (Figs. 1-9, column 8 lines 10-15). It would have been obvious to one having ordinary
skill in the art at the time the invention was made to make Rogers/Ames' device from silicone-
based material as taught by Sclafani to be a known alternative suitable known material while

yielding the same and/or predictable resulis.

5. Claims 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Rogers in view of Ames, as applied to claim 1 as detailed above, and further in view of
Schubert (4,167,814).

As to claim 15, Rogers/Ames fails to disclose a detachable mouth prop. Schubert
discloses an oral evacuation device 10 having a detachable mouth prop 30. It would have been

obvious to one having ordinary skill in the art at the time the invention was made to modify
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Rogers/Ames by including such mouth prop as taught by Schubert in order to properly prop
open the mouth during dental or medical procedures. As to claims 16-18, the incorporated
Schubert's mouth prop 30 comprises a bite block 30 and strap and/or opening 32 (Figs. 1-3)

which is configured to fit around a plug or the suction connector portion (Fig. 1).

Response to Arguments
6. Applicant’s arguments with respect to the amended claims have been considered but
are moot because the arguments do not apply to any of the references being used in the current
rejection.

Regarding the newly recited limitations "the slit comprising an opening into the interior of
the pocket” in claim 1, Rogers discloses a slit 25 (Fig. 5) along a longitudinal axis of the main
body portion, and the slit 25 comprises an opening into the interior of the pocket. Regarding the
newly recited limitation(s) “base portion at one end of the anterior/posterior wall... [that] is thicker
at the base portion than at another portion at another end of the anterior/posterior wall" in claims
19-20, Rogers disclosing the base portion 16 where tube 23 and 12 connect with each other,
therefore forming a thicker anterior and posterior walls than another portion at another end 23

(Figs. 1-4).

Conclusion
7. Applicant's amendment necessitated the new ground(s) of rejection presented in this
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). A shortened
statutory period for reply to this final action is set to expire THREE MONTHS from the mailing

date of this action. In the event a first reply is filed within TWO MONTHS of the mailing date of
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this final action and the advisory action is not mailed until after the end of the THREE-MONTH
shortened statutory period, then the shortened statutory period will expire on the date the
advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated
from the mailing date of the advisory action. In no event, however, will the statutory period for
reply expire later than SIX MONTHS from the date of this final action.

8. Any inquiry concerning this communication or earlier communications from the examiner
should be directed to Examiner Hao D. Mai whose telephone number is (571) 270-3002. The
examiner can normally be reached on Monday-Friday 8:00AM — 4:30PM. If attempts to reach
the examiner by telephone are unsuccessful, please contact the examiner’s supervisor, Cris
Rodriguez, at (571) 272-4964. The fax phone number for the organization where this
application or proceeding is assigned is 571-273-8300.

9. Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you
would like assistance from a USPTO Customer Service Representative or access to the
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Hao D Mai/
Examiner, Art Unit 3732

/Cris L. Rodriguez/
Supervisory Patent Examiner, Art Unit 3732
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Receipt is acknowledged of this non-provisional patent application. The application will be taken up for examination
in due course. Applicant will be notified as to the results of the examination. Any correspondence concerning the
application must include the following identification information: the U.S. APPLICATION NUMBER, FILING DATE,
NAME OF APPLICANT, and TITLE OF INVENTION. Fees transmitted by check or draft are subject to collection.
Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a Filing Receipt Correction. Please provide a copy of this Filing Receipt with the
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit
any corrections to this Filing Receipt with your reply to the Notice. When the USPTO processes the reply
to the Notice, the USPTO will generate another Filing Receipt incorporating the requested corrections

Inventor(s)

Thien Nguyen, Santa Ana, CA;

Tam Thanh Pham, San Francisco, CA;
Applicant(s)

Incept, Inc., Fountain Valley, CA;
Assignment For Published Patent Application

Incept, Inc., Fountain Valley, CA

Power of Attorney: The patent practitioners associated with Customer Number 138718

Domestic Priority data as claimed by applicant
This application is a CON of 14/100,323 12/09/2013 PAT 8911232
which claims benefit of 61/734,939 12/07/2012

Foreign Applications for which priority is claimed (You may be eligible to benefit from the Patent Prosecution
Highway program at the USPTO. Please see http://www.uspto.gov for more information.) - None.

Foreign application information must be provided in an Application Data Sheet in order to constitute a claim to
foreign priority. See 37 CFR 1.55 and 1.76.

Permission to Access Application via Priority Document Exchange: No
Permission to Access Search Results: No

Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/69 as
appropriate.
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If Required, Foreign Filing License Granted: 04/18/2014

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 14/228,057

Projected Publication Date: Not Applicable
Non-Publication Request: No

Early Publication Request: No
** SMALL ENTITY **
Title

INTRAORAL DEVICE WITH SLIT
Preliminary Class
433
Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

Since the rights granted by a U.S. patent extend only throughout the territory of the United States and have no
effect in a foreign country, an inventor who wishes patent protection in another country must apply for a patent
in a specific country or in regional patent offices. Applicants may wish to consider the filing of an international
application under the Patent Cooperation Treaty (PCT). An international (PCT) application generally has the same
effect as a regular national patent application in each PCT-member country. The PCT process simplifies the filing
of patent applications on the same invention in member countries, but does not result in a grant of "an international
patent” and does not eliminate the need of applicants to file additional documents and fees in countries where patent
protection is desired.

Almost every country has its own patent law, and a person desiring a patent in a particular country must make an
application for patent in that country in accordance with its particular laws. Since the laws of many countries differ
in various respects from the patent law of the United States, applicants are advised to seek guidance from specific
foreign countries to ensure that patent rights are not lost prematurely.

Applicants also are advised that in the case of inventions made in the United States, the Director of the USPTO must
issue a license before applicants can apply for a patent in a foreign country. The filing of a U.S. patent application
serves as a request for a foreign filing license. The application's filing receipt contains further information and
guidance as to the status of applicant's license for foreign filing.

Applicants may wish to consult the USPTO booklet, "General Information Concerning Patents” (specifically, the
section entitled "Treaties and Foreign Patents") for more information on timeframes and deadlines for filing foreign
patent applications. The guide is available either by contacting the USPTO Contact Center at 800-786-9199, or it
can be viewed on the USPTO website at http://www.uspto.gov/web/offices/pac/doc/general/index.html.

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).
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LICENSE FOR FOREIGN FILING UNDER
Title 35, United States Code, Section 184

Title 37, Code of Federal Regulations, 5.11 & 5.15
GRANTED

The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted under
37 CFR 5.13 or 5.14.

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof unless
it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 1.53(d). This
license is not retroactive.

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject matter
as imposed by any Government contract or the provisions of existing laws relating to espionage and the national
security or the export of technical data. Licensees should apprise themselves of current regulations especially with
respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, Department of
State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Bureau of Industry and
Security, Department of Commerce (15 CFR parts 730-774); the Office of Foreign AssetsControl, Department of
Treasury (31 CFR Parts 500+) and the Department of Energy.

NOT GRANTED

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 5.12,
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b).

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location for
business investment, innovation, and commercialization of new technologies. The U.S. offers tremendous resources
and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation works to
promote and facilitate business investment. SelectUSA provides information assistance to the international investor
community; serves as an ombudsman for existing and potential investors; advocates on behalf of U.S. cities, states,
and regions competing for global investment; and counsels U.S. economic development organizations on investment
attraction best practices. To learn more about why the United States is the best country in the world to develop
technology, manufacture products, deliver services, and grow your business, visit http://www.SelectUSA.gov or call
+1-202-482-6800.
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Doc Code: A.NE.AFCP
Document Description: After Final Consideration Pilot Program Request

PTO/SB/434 (05-13)

CERTIFICATION AND REQUEST FOR CONSIDERATION UNDER THE
AFTER FINAL CONSIDERATION PILOT PROGRAM 2.0

Practitioner Docket No.: Application No.: Filing Date:
084892-514250 14/228,057 March 27, 2014
First Named Inventor: Title:

Thien Nguyen INTRAORAL DEVICE WITH SLIT

APPLICANT HEREBY CERTIFIES THE FOLLOWING AND REQUESTS CONSIDERATION UNDER THE AFTER FINAL CONSIDERATION PILOT
PROGRAM 2.0 (AFCP 2.0) OF THE ACCOMPANYING RESPONSE UNDER 37 CFR 1.116.

1.

The above-identified application is (i) an original utility, plant, or design nonprovisional application filed under
35 U.S.C. 111(a) [a continuing application {e.g., a continuation or divisional application) is filed under 35 U.S.C. 111(a) and is
eligible under (i)], or {ii) an international application that has entered the national stage in compliance with 35 U.S.C. 371{c).

The above-identified application contains an outstanding final rejection.

Submitted herewith is a response under 37 CFR 1.116 to the outstanding final rejection. The response includes an
amendment to at least one independent claim, and the amendment does not broaden the scope of the independent claim in
any aspect.

This certification and request for consideration under AFCP 2.0 is the only AFCP 2.0 certification and request filed in
response to the outstanding final rejection.

Applicant is willing and available to participate in any interview requested by the examiner concerning the present response.
This certification and request is being filed electronically using the Office’s electronic filing system (EFS-Web).

Any fees that would be necessary consistent with current practice concerning responses after final rejection under 37 CFR
1.116, e.g., extension of time fees, are being concurrently filed herewith. [There is no additional fee required to request
consideration under AFCP 2.0.]

By filing this certification and request, applicant acknowledges the following:

Reissue applications and reexamination proceedings are not eligible to participate in AFCP 2.0.
The examiner will verify that the AFCP 2.0 submission is compliant, i.e., that the requirements of the program have been met
(see items 1 to 7 above). For compliant submissions:

o  The examiner will review the response under 37 CFR 1.116 to determine if additional search and/or consideration
(1) is necessitated by the amendment and (ii) could be completed within the time allotted under AFCP 2.0. If
additional search and/or consideration is required but cannot be completed within the allotted time, the examiner
will process the submission consistent with current practice concerning responses after final rejection under
37 CFR 1.116, e.g., by mailing an advisory action.

o If the examiner determines that the amendment does not necessitate additional search and/or consideration, or if
the examiner determines that additional search and/or consideration is required and could be completed within
the allotted time, then the examiner will consider whether the amendment places the application in condition for
allowance (after completing the additional search and/or consideration, if required). If the examiner determines
that the amendment does not place the application in condition for allowance, then the examiner will contact the
applicant and request an interview.

. The interview will be conducted by the examiner, and if the examiner does not have negotiation
authority, a primary examiner and/or supervisory patent examiner will also participate.

. If the applicant declines the interview, or if the interview cannot be scheduled within ten {10) calendar
days from the date that the examiner first contacts the applicant, then the examiner will proceed
consistent with current practice concerning responses after final rejection under 37 CFR 1.116.

Signature

/Elton

Date

F. Dean I/ September 7, 2016

Name

Practitioner

(Print/Typed) Registration No.

Elton F. Dean lll 63316

Note: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications. Submit multiple
forms if more than one signature is required, see below*.

ITJ * Total of 1 forms are submitted.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the
requirements of the Act, please be advised that: (1) the general authority for the collection of this information is
35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which
the information is used by the U.S. Patent and Trademark Office is to process and/or examine your submission
related to a patent application or patent. If you do not furnish the requested information, the U.S. Patent and
Trademark Office may not be able to process and/or examine your submission, which may result in termination
of proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of
records may be disclosed to the Department of Justice to determine whether disclosure of these
records is required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting
evidence to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in
the course of settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress
submitting a request involving an individual, to whom the record pertains, when the individual has
requested assistance from the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency
having need for the information in order to perform a contract. Recipients of information shall be
required to comply with the requirements of the Privacy Act of 1974, as amended, pursuantto 5 U.S.C.
552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this
system of records may be disclosed, as a routine use, to the International Bureau of the World
Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for
purposes of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act
(42 U.S.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that
agency’s responsibility to recommend improvements in records management practices and programs,
under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the
GSA regulations governing inspection of records for this purpose, and any other relevant (i.e., GSA or
Commerce) directive. Such disclosure shall not be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either
publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35
U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine
use, to the pubilic if the record was filed in an application which became abandoned or in which the
proceedings were terminated and which application is referenced by either a published application, an
application open to public inspection or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local
law enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or
regulation.
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Patent
Atty Dkt No. 084892-514250

Filed Via EFS
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant(s): Thien Nguyen et al. Examiner: Hao D. Mai
Serial No.: 14/228,057 Group Art No.: 3732
Filed: March 27, 2014 Conf. No.: 1983
Title: INTRAORAL DEVICE WITH SLIT  |[Dkt. No.: INCEP-001COD
Mail Stop AF
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

AMENDMENT

In response to the Final Office Action mailed June 7, 2016 (Office Action), please amend
the above-identified application as follows. Applicants make the following remarks.

Amendments to the Drawings begin on page 2 of this paper.

Amendments to the Claims begin on page 3 of this paper.

Remarks/Arguments begin on page 7 of this paper.
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IN THE DRAWINGS

A replacement sheet containing a replacement Fig. 5 is submitted herewith. No new

matter has been added.
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IN THE CLAIMS

This listing of claims will replace all prior versions and listings of claims in the application:

1. (currently amended) A mouthpiece comprising:

a main body portion having a distal portion and a proximal portion, the main body

configured as a pocket having an interior defined by:
an anterior wall defined by an exterior edge, the anterior wall comprising

a slit along a longitudinal axis of the main body portion between the distal

portion and the proximal portion, the slit extending at least half a length of the

main body between the distal portion and the proximal portion and comprising

an opening that allows for fluids to enter into the interior of the pocket,

a posterior wall defined by an exterior edge that corresponds to the exterior edge
of the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the
corresponding exterior edge of the posterior wall.
2. (original) The mouthpiece of claim 1, wherein the posterior wall further includes
a stability bar protruding from an interior surface of the posterior wall and along a
longitudinal axis of the main body.
3. (original) The mouthpiece of claim 2, wherein the stability bar is aligned with the
slit on the anterior wall.
4. (original) The mouthpiece of claim 1, wherein the main body portion is formed
by injection-molding as one piece.
5. (previously presented) The mouthpiece of claim 1, wherein a material used to
form the main body portion is a flexible, translucent, high heat-resistant, autoclavable

silicone-based material.
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6. (original) The mouthpiece of claim 1, wherein the anterior wall and the
posterior wall have different thicknesses.

7. (original) The mouthpiece of claim 1, wherein the slit allows portions of
the anterior wall to be pulled open to expose the interior of the pocket.

8. (previously presented) The mouthpiece of claim 1, further comprising a
cheek retractor portion connected to the main body portion and having a surface that
applies pressure when bent, wherein the pressure is based on resilience of the cheek
retractor portion.

9. (previously presented) The mouthpiece of claim 8, wherein the cheek
retractor portion comprises an extension of the pocket and wherein the slit extends into
the extension of the pocket.

10. (previously presented) The mouthpiece of claim 1, further comprising a
bridge structure comprising a plurality of protrusions protruding from an interior
surface of the posterior wall, wherein the protrusions do not attach to the anterior wall.

11. (previously presented) The mouthpiece of claim 10, wherein the
protruding bridge structure protrusions comprise a plurality of spaced contact points.

12. (previously presented) The mouthpiece of claim 11, wherein the bridge
structure protrusions protrude from the interior surface of the posterior wall in a wave
shape, and wherein the contact points are at crests of the wave shape.

13. (original) The mouthpiece of claim 12, wherein spaces between the

contact points are at troughs of the wave shape.
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14. (previously presented) The mouthpiece of claim 1, further comprising a
suction connector portion that connects the interior of the pocket to a vacuum source,
wherein activation of the vacuum source provides suction of fluids from the interior of
the pocket toward the vacuum source.

15. (original) The mouthpiece of claim 1, further comprising a
detachable mouth prop.

16. (original) The mouthpiece of claim 15, wherein the detachable mouth
prop comprises a bite block portion and a strap portion.

17. (original) The mouthpiece of claim 16, wherein the bite block portion and
strap portion are injection-molded in one piece.

18. (original) The mouthpiece of claim 15, wherein the bite block portion
comprises an opening corresponding to a plug connected to the main body.

19. (previously presented) A mouthpiece comprising:

a main body portion configured as a pocket having an interior defined by: an
anterior wall defined by an exterior edge, the anterior wall comprising a base portion
at one end of the anterior wall, wherein the anterior wall is thicker at the base portion
than at another portion at another end of the anterior wall,

a posterior wall defined by an exterior edge that corresponds to the exterior edge of
the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the
corresponding exterior edge of the posterior wall.
20. (previously presented) A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by: an
anterior wall defined by an exterior edge,
a posterior wall defined by an exterior edge that corresponds to the exterior edge
of the anterior wall, the posterior wall comprising a base portion at one end of the

posterior wall, wherein the posterior wall is thicker at the base portion than at another

54676918.1
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portion at another end of the posterior wall, and a side wall connecting the exterior edge

of the anterior wall to the corresponding exterior edge of the posterior wall.

54676918.1
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REMARKS

Status of the Claims
The Applicants have amended claim 1. No new matter has been added. In view of the
following remarks, Applicants respectfully submit that the application is in condition for

allowance.

Rejections under 35 U.S.C. §103

Claims 1-4, 6-14, and 19-20 were rejected under 35 U.S.C. 103(a) as being unpatentable
over U.S. Patent No. 3,802,081 to Rogers (“Rogers”) in view of U.S. Patent Application
Publication No. 2013/0095450 to Ames (“Ames”). Claim 5 was rejected under 35 U.5.C. 103(a) as
being unpatentable over Rogers in view of Ames and further in view of U.S. Patent No. 5,890,899
to Sclafani (“Sclafani”), while claims 15-18 were as being unpatentable over Rogers in view of
Ames and further in view of U.S. Patent No. 4,167,814 to Schubert (“Schubert”). Applicants
respectfully disagree.

Regarding independent claim 1, Applicants submit that Rogers does not disclose a slit
extending at least half a length of the main body between the distal portion and the proximal
portion that is configured to allow fluids to enter the interior of the pocket. Rather, Rogers
discloses a slit with exceedingly short dimensions in order to receive the lugs of the rigid tongue
guard member of Rogers. Further, the slit of Rogers is not open as the tongue guard is received in
the slit and clearly intended to obstruct the opening when assembled and when used as
intended. For at least the foregoing reasons, Applicants submit that Rogers fails to teach a slit
extending at least half the length of the main body as claimed. The Ames reference does not
remedy this deficiency of Rogers. As such, the combination of Rogers and Ames fails to teach
each element of amended clam 1. Withdrawal of the rejection is respectfully requested.

Regarding independent claims 19 and 20, Applicants submit that the Office Action is
improperly combining the detent mechanism (16) and the tube (23) to read upon previously

presented claims 19 and 20. Applicants submit that Rogers does not disclose, suggest, or teach

7
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any variation in the thickness of the anterior or posterior wall of the flexible tube (23) of Rogers,
which alone has been equated to the claimed main body and its posterior and anterior walls. See
the Office Action at pages 2 and 4. Rather, Rogers discloses a uniform flexible tube wall that is
engaged to the rigid tube (12) using the detent mechanism 16 formed on the rigid tube and that
projects through the aperture 26. While the combined thickness of the rigid suction tube (12),
detent mechanism (16), and flexible tube (23) may be greater than that of the flexible tube alone,
claims 19 and 20 address the structure of the anterior or proximal walls of the main body
portion specifically. Rogers does not disclose or teach that the wall of the alleged main body is
any thicker at one end versus another end. For at least this reason, Applicants submit that
claims 19 and 20 are not rendered obvious by Rogers in view of Ames.

For at least the same reasons as amended claim 1, dependent claims 2-18 are also
patentable over the cited prior art references as Rogers fails to teach all of the limitations of
independent claim 1. Applicants submit that Ames, Sclafani, and Schubert fail to remedy the
deficiencies of Rogers. As such, the combination of Rogers with the other cited references fails to
teach all of the limitations of dependent claims 2-18. Withdrawal of these rejections is
respectfully requested. Not all reasons for allowability and distinctions over the asserted
combination of prior art references of record have been discussed and no inference regarding

such should be made.
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CONCLUSION

Based on the foregoing, it is submitted that Applicants” invention as defined by the
claims is patentable over the references of record. Issuance of a Notice of Allowance is solicited.
Applicants” attorney welcomes the opportunity to discuss the case with the Examiner in the

event that there are any questions or comments regarding the response or the application.

Applicants are submitting this response with an After Final Consideration Pilot Program

request.

The Commissioner is hereby authorized to withdraw any additional fees that may be
required or credit any overpayment to Deposit Account 50-1662, referencing the docket number

above.

Respectfully submitted,
September 7, 2016 POLSINELLI PC

Elton F. Dean 111
Elton F. Dean 111, Reg. No. 63,316
100 South Fourth Street, Suite 1000
St. Louis, Missouri 63102
Tel: (314) 622-6632
Fax: (314) 231-1776
Attorney for Applicants

54676918.1

287 of 497



REPLACEMENT SHEET

9,/11

180

288 of 497



Electronic Acknowledgement Receipt

EFS ID: 26860434
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

138718

Filer:

Elton Franklin Dean lll/Lois Viera

Filer Authorized By:

Elton Franklin Dean llI

Attorney Docket Number:

INCEP-001COD

Receipt Date: 07-SEP-2016
Filing Date: 27-MAR-2014
Time Stamp: 18:46:48

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment no
File Listing:
Document Document Description File Name File Size( B){tes)/ Multl- 'Pages
Number Message Digest | Part/.zip| (ifappl.)
226473
1 After Final Consideration Program 514250_AFCP_Request.pdf o 2
Request
a0f959d35d0b2e8de05a2fo9be 1903ab6cafcf|
99c3
Warnings:




Information:

208013
2 514250_Amendment.pdf yes 9
11237bb13771e4072365707eb92c740497
0c0a72
Multipart Description/PDF files in .zip description
Document Description Start End
Response After Final Action 1 1
Drawings-only black and white line drawings 2 2
Claims 3 6
Applicant Arguments/Remarks Made in an Amendment 7 9
Warnings:
Information:
86504
Drawings-only black and white line 514250_Replacement_Fig_5.
3 drawi df no 1
rawi ngs p e4434c4f37af00deaBc8e82f81c99265d929
dcf
Warnings:
Information:
Total Files Size (in bytes): 520990

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office
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Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

APPLICATION AS FILED — PART |

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 14/228,057 03/27/2014 | [ To be Mailed
ENTITY: []LArRGE [X] smALL [] MICRO

AMENDMENT

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
|:| EXAMINATION FEE
{37 CFR 1.16(0), (p), or (qQ)) N/A N/A N/A
TOTAL CLAIMS , N
(87 CFR 1.16(1)) minus 20 = X3 =
INDEPENDENT CLAIMS , N
(87 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
’(ASF;PC';;%U?(’:))S'ZE FEE for small entity) for each additional 50 sheets or
' fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
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REMAINING NUMBER
,_ 09/07/2016 | Ar1cr PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
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3 .
Independ .
Z ok |3 Minus | -3 -0 x 5210- 0
<§t [] Application Size Fee (37 GFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
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REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
AMENDMENT PAID FOR
Total (37 cFR . ; .
1.16(i)) Minus = X $ =
Independent . !
(272€§r11.1ee?(h)) Minus = X $ =

] Application Size Fee (37 GFR 1.16(s))

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CGFR 1.16()))

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

TOTAL ADD’L FEE

LIE
/POLIN ANG/

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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3732
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Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.
Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the

following e-mail address(es):

uspt@polsinelli.com
sfpatent@polsinelli.com
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Application No. Applicant(s)

. . , 14/228,057 NGUYEN ET AL.
Examiner-Initiated Interview Summary i i
Examiner Art Unit
HAO D. MAI 3732

All participants (applicant, applicant's representative, PTO personnel):
(1) Hao Mai. (3) .
(2) Elton Dean. (4) .

Date of Interview: 15 September 2016.

Type: [X Telephonic [] Video Conference
[ Personal [copy given to: [] applicant  [] applicant’s representative]

Exhibit shown or demonstration conducted: [ Yes X No.
If Yes, brief description:

Issues Discussed [J101 [J112 [J102 X103 [X]Others

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)
Claim(s) discussed: 1.
Identification of prior art discussed: Rogers.

Substance of Interview
(For each issue discussed, provide a detailed description and indicate if agreement was reached. Some topics may include: identification or clarification of a
reference or a portion thereof, claim interpretation, proposed amendments, arguments of any applied references etc...)

The proposed amendment reqarding the limitation(s) "the slit extending at least half a length of the main body between
the distal portion and the proximal portion and comprising an opening that allows for fluids to enter into the interior of the
pocket” would overcome the current ground(s) of rejection under Rogers. However, independent claim 1 is still broad
and the newly recited range "at least half a length of the main body" appears to be new matter. Applicant is suggested
to provide support from the application as originally filed for all limitation(s) newly recited in the claim and to further
distinquish the invention, particularly by claiming inventive feature(s) in combination with other elements in the claim(s).

Applicant recordation instructions: It is not necessary for applicant to provide a separate record of the substance of interview.

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete and proper recordation of the
substance of an interview should include the items listed in MPEP 713.04 for complete and proper recordation including the identification of the
general thrust of each argument or issue discussed, a general indication of any other pertinent matters discussed regarding patentability and the
general results or outcome of the interview, to include an indication as to whether or not agreement was reached on the issues raised.

] Attachment

/HAO D MAI/
Examiner, Art Unit 3732

U.S. Patent and Trademark Office
PTOL-413B (Rev. 8/11/2010) Interview Summary Paper No. 20160916
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Application No. Applicant(s)
Advisory Action 14/228,057 NGUYEN ET AL.
Before the Filing of an Appeal Brief Examiner Art Unit ATA (First Inventor to File) Status
HAO D. MAI 3732 No

--The MAILING DATE of this communication appears on the cover sheet with the correspondence address --

THE REPLY FILED 07 September 2016 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE.
NO NOTICE OF APPEAL FILED
1. X The reply was filed after a final rejection. No Notice of Appeal has been filed. To avoid abandonment of this application, applicant must timely file one
of the following replies: (1) an amendment, affidavit, or other evidence, which places the application in condition for allowance;
(2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41.31; or (3) a Request for Continued Examination (RCE) in compliance with 37
CFR 1.114 if this is a utility or plant application. Note that RCEs are not permitted in design applications. The reply must be filed within one of the
following time periods:
a) & The period for reply expires 3 months from the mailing date of the final rejection.
b) D The period for reply expires on: (1) the mailing date of this Advisory Action; or (2) the date set forth in the final rejection, whichever is later. In
no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection.
c) D A prior Advisory Action was mailed more than 3 months after the mailing date of the final rejection in response to a first after-final reply filed
within 2 months of the mailing date of the final rejection. The current period for reply expires months from the mailing date of
the prior Advisory Action or SIX MONTHS from the mailing date of the final rejection, whichever is earlier.
Examiner Note: If box 1 is checked, check either box (a), (b) or (c). ONLY CHECK BOX (b) WHEN THIS ADVISORY ACTION IS THE
FIRST RESPONSE TO APPLICANT'S EIRST AFTER-FINAL REPLY WHICH WAS FILED WITHIN TWO MONTHS OF THE FINAL
REJECTION. ONLY CHECK BOX (c) IN THE LIMITED SITUATION SET FORTH UNDER BOX (c). See MPEP 706.07(f).
Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate extension
fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate
extension fee under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final
Office action; or (2) as set forth in (b) or (c) above, if checked. Any reply received by the Office later than three months after the mailing date of the
final rejection, even if timely filed, may reduce any earned patent term adjustment. See 37 CFR 1.704(b).
NOTICE OF APPEAL
2. [] The Notice of Appeal was filed on . A brief in compliance with 37 CFR 41.37 must be filed within two months of the date of filing the
Notice of Appeal (37 CFR 41.37(a)), or any extension thereof (37 CFR 41.37(e)), to avoid dismissal of the appeal. Since a Notice of Appeal
has been filed, any reply must be filed within the time period set forth in 37 CFR 41.37(a).
AMENDMENTS

3. |z The proposed amendments filed after a final rejection, but prior to the date of filing a brief, will not be entered because

a) Xl They raise new issues that would require further consideration and/or search (see NOTE below);

b) & They raise the issue of new matter (see NOTE below);

c) & They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for
appeal; and/or

d) |:| They present additional claims without canceling a corresponding number of finally rejected claims.
NOTE: See Continuation Sheet. (See 37 CFR 1.116 and 41.33(a)).

4.[] The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324).

5. |z Applicant’s reply has overcome the following rejection(s): 35 USC 103(a) as being unpatentable over Rogers in view of Ames.

6. |:| Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment canceling the non-
allowable claim(s).

7. |Z For purposes of appeal, the proposed amendment(s): (a) X will not be entered, or (b) [] will be entered, and an explanation of how the
new or amended claims would be rejected is provided below or appended.

AFFIDAVIT OR OTHER EVIDENCE

8. |:| A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

9. [ The affidavit or other evidence filed after final action, but before or on the date of filing a Notice of Appeal will not be entered because
applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and was not earlier
presented. See 37 CFR 1.116(e).

10. [ The affidavit or other evidence filed after the date of filing the Notice of Appeal, but prior to the date of filing a brief, will not be entered
because the affidavit or other evidence failed to overcome all rejections under appeal and/or appellant fails to provide a showing of good and
sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41.33(d)(1).

11. [J The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached.

REQUEST FOR RECONSIDERATION/OTHER

12. [ The request for reconsideration has been considered but does NOT place the application in condition for allowance because:

See Continuation Sheet.

13. [J Note the attached Information Disclosure Statement(s). (PTO/SB/08) Paper No(s).

14. ¥ Other: PTOL-2323, PTOL-413.

STATUS OF CLAIMS

15. The status of the claim(s) is (or will be) as follows:

Claim(s) allowed:

Claim(s) objected to:

Claim(s) rejected: 1-13.

Claim(s) withdrawn from consideration:

/Cris L. Rodriguez/ /HAO D MAI/
Supervisory Patent Examiner, Art Unit 3732 Examiner, Art Unit 3732

U.S. Patent and Trademark Office
PTOL-303 (Rev. 08-2013) Advisory Action Beforezglfigﬁg&?? Appeal Brief Part of Paper No. 20160916



Continuation Sheet (PTOL-303) Application No. 14/228,057

Continuation of 3. NOTE: The proposed amendment to recite "the slit extending at least half a length of the main body between the distal
portion and the proximal portion and comprising an opening that allows for fluids to enter into the interior of the pocket" raise new issues

that would require further consideration and/or search.

The newly recited range "at least half a length..." is considered to be new matter because it is lacking support from the application as
originally filed. The proposed amendment would necessitate new ground(s) of rejection, at least under 112 first for the new matter indicated
above and therefore does not materially reduce or simplify the issues for appeal.

Continuation of 12. does NOT place the application in condition for allowance because: the proposed amendment regarding the
limitation(s) "the slit extending at least half a length of the main body between the distal portion and the proximal portion and comprising an
opening that allows for fluids to enter into the interior of the pocket" would overcome the current ground(s) of rejection under Rogers.
However, independent claim 1 is still broad. Applicant is suggested to further distinguish the invention over prior art, particularly by
claiming inventive feature(s) in combination with other elements in the claim(s).
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Application No. Applicant(s)

. . , 14/228,057 NGUYEN ET AL.
Examiner-Initiated Interview Summary i i
Examiner Art Unit
HAO D. MAI 3732

All participants (applicant, applicant's representative, PTO personnel):
(1) Hao Mai. (3) .
(2) Elton Dean. (4) .

Date of Interview: 15 September 2016.

Type: [X Telephonic [] Video Conference
[ Personal [copy given to: [] applicant  [] applicant’s representative]

Exhibit shown or demonstration conducted: [ Yes X No.
If Yes, brief description:

Issues Discussed [J101 [J112 [J102 X103 [X]Others

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)
Claim(s) discussed: 1.
Identification of prior art discussed: Rogers.

Substance of Interview
(For each issue discussed, provide a detailed description and indicate if agreement was reached. Some topics may include: identification or clarification of a
reference or a portion thereof, claim interpretation, proposed amendments, arguments of any applied references etc...)

The proposed amendment reqarding the limitation(s) "the slit extending at least half a length of the main body between
the distal portion and the proximal portion and comprising an opening that allows for fluids to enter into the interior of the
pocket” would overcome the current ground(s) of rejection under Rogers. However, independent claim 1 is still broad
and the newly recited range "at least half a length of the main body" appears to be new matter. Applicant is suggested
to provide support from the application as originally filed for all limitation(s) newly recited in the claim and to further
distinquish the invention, particularly by claiming inventive feature(s) in combination with other elements in the claim(s).

Applicant recordation instructions: It is not necessary for applicant to provide a separate record of the substance of interview.

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete and proper recordation of the
substance of an interview should include the items listed in MPEP 713.04 for complete and proper recordation including the identification of the
general thrust of each argument or issue discussed, a general indication of any other pertinent matters discussed regarding patentability and the
general results or outcome of the interview, to include an indication as to whether or not agreement was reached on the issues raised.

] Attachment

/HAO D MAI/
Examiner, Art Unit 3732

U.S. Patent and Trademark Office
PTOL-413B (Rev. 8/11/2010) Interview Summary Paper No. 20160916
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Application No. Applicant(s)

AFCP 2.0 14/228.057 NGUYEN ET AL.

° o Examiner Art Unit
Decision
HAO D. MAI 3732

This is in response to the After Final Consideration Pilot request filed 07 September 2016.
1. Improper Request — The AFCP 2.0 request is improper for the following reason(s) and the after final amendment submitted with
the request will be treated under pre-pilot procedure.
] An AFCP 2.0 request form PTO/SB/434 (or equivalent document) was not submitted.
] A non-broadening amendment to at least one independent claim was not submitted.

] A proper AFCP 2.0 request was submitted in response to the most recent final rejection.
[] Other:
2. Proper Request
A. After final amendment submitted with the request will not be treated under AFCP 2.0.
The after final amendment cannot be reviewed and a search conducted within the guidelines of the pilot program.
[] The after final amendment will be treated under pre-pilot procedure.
B. Updated search and/or completed additional consideration.
The examiner performed an updated search and/or completed additional consideration of the after final amendment

within the time authorized for the pilot program. The result(s) of the updated search and/or completed additional
consideration are:

[ 1. All of the rejections in the most recent final Office action are overcome and a Notice of Allowance is issued
herewith.

[] 2. The after final amendment would not overcome all of the rejections in the most recent final Office action.
See attached interview summary for further details.

[ 3. The after final amendment was reviewed, and it raises a new issue(s). See attached interview summary for
further details.

X 4. The after final amendment raises new issues, but would overcome all of the rejections in the most recent
final Office action. A decision on determining allowability could not be made within the guidelines of the
pilot. See attached interview summary for further details, including any newly discovered prior art.

[15. Other:

Examiner Note: Please attach an interview summary when necessary as described above.

U.S. Patent and Trademark Office
PTOL-2323 (Rev. 10-14) AFCP 2.0 Decision Part of Paper No. 20160916

297 of 497




Receipt date: 09/07/2016

Patent
Atty Dkt No. 084892-514250

DO NOT ENTER: /H.D.M/ 08/16/2016 Filed Via EFS

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant(s): Thien Nguyen et al. Examiner: Hao D. Mai
Serial No.: 14/228,057 Group Art No.: 3732

Filed: March 27, 2014 Conf. No.: 1983

Title: INTRAORAL DEVICE WITH SLIT  |Dkt. No.: INCEP- 001COD
Mail Stop AF

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

AMENDMENT

In response to the Final Office Action mailed June 7, 2016 (Office Action), please amend
the above-identified application as follows. Applicants make the following remarks.

Amendments to the Drawings begin on page 2 of this paper.

Amendments to the Claims begin on page 3 of this paper.

Remarks/Arguments begin on page 7 of this paper.
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Sheet | 1 | of | 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
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us-
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us-
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us-
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FOREIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines, Te
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Country Code® Number? Kind Codes
(if known)
CA 2,851,861 2/9/2016 Incept, Inc.
CN 105578986A 5/11/2016  |Incept, Inc.
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This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
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This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
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(57) Abrégé({suiieiAbstract{continued):

porticn, a cheel retractor portion, and a suction connector portion. In some embodiments, the main body portion, cheelk ratractor
portion, and suction connector poition (and sub-portions thereofy may be molded in one piece, preferably by injection malding. In
an exemplary embodimant, the mouthpiece may be made of a malerial that is flexikle, transiucent, conducive 1o injection molding,
high heatresistant, and autoclavable. Such a material may include silicone. Because the mouthpiece may be made of a high heat-
resistant and autoclavable material, such a mouthpiece may be reusable.
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ABSTRACT

A dental mouthpiece is provided that may be attached to a high-suction dental
adapter for the purpose of assisting the dental staff during dental procedures
through chair-side, hands-free suction, and isolation. Such a mouthpicce may
comprise a main body portion, a cheek retractor portion, and a suction connector
partion. In some embodiments, the main body portion, cheek retractor portion, and
suction conmector portion {and sub-portions thereof) may be molded in one piece,
preferably by injection molding. In an exenplary embodiment, the mouthpicce may
be made of 2 material that is flexible, transtucent, conducive to injection molding,
high heat-resistant, and autoclavable, Such a material may include silicone. Because
the mouthpicce may be made of a high heat-resistant and autoclavable material, such

a mouthpiece may be reusable.
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INTRAORAL DENTAL SUCTION AND ISOLATION SYSTEM

BACKGROUND OF THE INVENTION

1. Field of the Invention
The present invention generally relates to the field of dental mouthpieces.
More specifically, the present invention relates to intraoral dental suction and

isolation mouthpieces.

2. Description of Related Axt

Various mouthpieces are currently used by dental health professionals, dental
hygienists, and dental assistants in the field of dentistry. In the past, a dental patient
has been treated by a traditional two-person team that comprises a dental
professional and a dental assistant, Further, dental treatment may be provided by the
tearn using many different types of dental equipment and materials. Such dental
equipment and materials may include such items as an intraoral mirror, a bite block,
a slow speed suction efector, a high speed suction ejector, gauzes, cottor rolls, and
dry angles. Each item of dental equipment may be used for different purposes,
though some may be used in combination for some types of dental services. As such,
a dental professional seeking to provide such dental services may need lo use
multiple items of such dental equipment. An important xole of the dental assistant is
therefore to assist the dental professional in coordinating the use of these multiple
items of different equipment and materials.

There ig, therefore, a need in the art for improved systems and methods of
providing dental services in a more effident, comfortable, and safe manner to the

dental patient.
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SUMMARY OF THE CLAIMED INVENTION

Embodiments of the present invention may indude a mouthpiece that may be
attached to a high-suction dental adapter for the purpose of assisting the dental staff
during dental procedures through chair-side, hands-free suction, and isclation. Such
a mouthpiece may comprise a main body portion, a cheek retractor portion, and a
suction conmector portion. In some embodiments, the main body portion, cheek
retractor portion, and suction connector portion (and sub-portions thereof) may be
molded in one piece, preferably by injection molding. In an exemplary embodiment,
the mouthpiece may be made of a material that is flexible, transhucent, conducive to
injection molding, high heat-resistant, and autodavable. Such a material may include
silicone. Becauise the mouthpiece may be made of a high heat-resistant and
autoclavable material, such a mouthpiece may be reusable.

The main body portion may comprise an enclosed pocket raade up of an
anterior wall, a posterior wall, and a side wall in between the anterior and posterior
walls. The side wall may be perforated with a plurality of perforations. Such
perforations may constitute a mesh. Additional perforations may be located oo the
anterior and posterior walls. The main body portion may further include a skt along
a longitudinal, central axis on the anterior wall. Such openings {e.g., perforations and
slity allow for suction of aix, fluids, and small debris from the patient’s mouth,
through the openings into the interior portion, and into the suction conmector portion
towards a suction source. Because the mouthpiece is made of a flexible and resilient
material (e.g., silicone), the mouthpiece may be bent when placed in a patient’s
mouth to conform to the shape of the mouth. When properly positioned, the suction
connector portion may protrude from one side of the patient’s mouth, while the main
body lies against the back of the patient’s mouth, and the cheek retractor presses
against the patient’s cheek on the opposite side of the patient’s mouth.

The main body may further include an protruding bridge structure on the
intesior surface of the posterior wall. Such a bridge structure may protrude from the
interior surface in a wave shape with aests and troughs. The crests provide &

plurality of contact points with the anterior wall to keep the anterior wall separated

2
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from the posterior wall during suction. Meanwhile, the troughs provide gaps that allow
for suction of air, fluids, and small debris through the bridge structure.

Accordingly, in one aspect, the present invention resides in a dental mouthpiece
composed of a bendable material, the dental mouthpiece formed in a curve and
comprising: a main body portion at a central part of the curve and comprising a
defined pocket having an anterior wall inside the curve, a posterior wall outside the
curve, and a side wall in between the anterior wall and the posterior wall, wherein the
anterior wall, the posterior wall, and the side wall detine an tnterior portion of the
defined pocket, wherein the posterior wall comprises a bridge structure protruding
from an interior surface of the posterior wall in a wave shape, the protruding bridge
structure comprising a plurality of spaced contact points that keep the anterior wall
separated from the posterior wall during suction, wherein the spaced contact points are
at crests of the wave shape, and wherein a plurality of troughs of the wave shape
between the spaced contact points allow for suction through the bridge structure: a
cheek retractor portion connected (o the main body portion and having a surface that
applies pressure when the dental mouthpiece is bent, wherein the pressure is based on
resilience of the bendable material; and a suction connector portion for connecting the
interior portion of the main body portion to a vacuum suction source, wherein the
suction connector portion is connected to the main body portion on an end opposite
the cheek retractor,

In another aspect, the present invention resides in a dental mouthpiece
composed of a bendable material, the dental mouthpiece formed in a curve and
comprising: a main body portion at a central part of the curve and comprising a
defined pocket having an anterior wall inside the curve, a posterior wall outside the
curve, and a side wall in between the anterior wall and the posterior wall, wherein the
anterior wall, the posterior wall, and the side wall define an interior portion of the
defined pocket; a cheek retractor portion connected to the main body portion and
having a surface that applies pressure when the dental mouthpiece is bent, wherein the
pressure is based on resilience of the bendable material; a suction connector portion
for connecting the interior portion of the main body portion to a vacuum suction
source, wherein the suction connector portion is connected to the main bedy portion
ot an end opposite the cheek retractor; and a detachable mouth prop comprising a

strap configured to fit
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around the suction connector portion, wherein an external surface of the suction
connector portion comprises a notch region corresponding to the strap, and whereia an
external surface of the strap 1s substantially flush with a remaining external surface of

the suction connector portion when the strap sits in the notch region.
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BRIEF DESCRIPTION OF THE FICGURES

FIG. 14 is a perspective view of an exemplary mouthpiece with a detachable
raouth prop.

FIG. 1B is a top view of the exemplary mouthpiece and detachable mouth
prop of FIG. 1A

FIG. 1C is a bottom view of the exemnplary mouthpiece and detachable mouth
prop of FIG. 1A

FIG. 1D is a side view of the exemplary mouthplece and detachable mouth
prop of FIG. 1A

FIG. 1E is a cross-sectional view of the exemplary mouthpiece and detachable
mouth prop of FIG. 1A,

FIG. 2A is a perspective view of the exemplary mouthpiece of FIG. 1A where
the detachable mouth prop has been detached.

FIG. 2E is a top view of the exemplary mouthpiece of FIG. 2A.

FIG. 2C is & bottom view of the exemplary mouthpiece of FIG. ZA.

FIG. 213 is a side view of the exemplary mouthpiece of FIG. 2A.

FIG. 2E is a cross-sectional view of the exemplary mouthpiece of FIG. 24.

FIG. 3A is a front view of an exemplary mouth prop.

FIG. 3B is a back view of the exemplary mouth prop of FIG. 3A.

FIG. 3C is a bottom view of the exemplary mouth prop of FIG. 3A.

FIG. 3D is a perspective view of the exemplary mouth prop of FIG. 3A .
FIG. 3E is a side view of the exemplary mouth prop of FIG. 3A.

FIG. 3F is a top view of the exeraplary mouth prop of FIG. 3A.

FIG. 4 is a dose-up view of exemplary mesh sides in an exemplary
raouthpiece.

FIG. 5 is a dose-up view of an internal bridge in an exemplary mouthpiece.

FIG. 64 is a close-up view of an exemplary reinforcing bar in an exemplary
mouthpiece.

FIG. 6B is a cross-sectional view of the exemplary reinforcing bar of FIC. 8A.

FIG, 7A is a close-up view of an exemplary cheek retractor portion inan

4
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exemplary mouthpiece.

FIG. 7B is a cross-sectional view of the exemplary cheek retractor portion of
FG. 7A.

L9,
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DETAILED DESCRIPTION

Embodiments of the present invention provide for a mouthpicce comprising
a main body portion, a cheek rebractor portion, and 2 sucion connector portion. in
some embodiments, the main body portion, cheek retractor portion, and suction
cormector portion (and sub-portions thereof) may be molded as one-piece, preferably
by infection molding. In an exemplary embodiment, the mouthpiece may be made of
a material that is flexible, transiucent, conducive to injection molding, high heat-
resistand, and autodavable. Such a material may include silicone. Because the

wouthpiece may be made of a high heat-resistant and autoclavable material, sucha
mouthpiece may be reusable,

FiGs, 1A-E are different views of an exemplary mouthpiece with an
attachable mouth prop 160, while FIGs. 2A-E are different views of the exemplary
mouthpiece of FIG. 1A where the attachable mouth prop 160 has been detached.
Such a mouthpiece may include a main body portion 110, a suction connector
portion 120, and a cheek retractor portion 130.

The main body portion 110 may include mesh or perforationst40, 2 stability
bar 154, an open shit 176, and an internal bridge 180, The main body potion 118 may
connect to a suction connector portion 120 on one end and a cheek retractor portion
130 at the other end. Such a cheek retractor portion 130 may be configured to press
against and retract a patient’s cheek away from the pationt’s teeth. When placed ina
patient’s mouth, the suction connector portion 120 may protrude from one side of the
patient’s mouth, while the main body portion 110 les against the back of the
patient’s mouth, and the cheek retractor portion 130 retracts the patient’s cheek on
the opposite side of the patient’s mouth. The flexibility of the material used to form
the mouthpiece allows for some bending when placed in the patient’s mouth. The
material is, however, resilient enough that the cheek retractor portion presses against
the inside of the patient’s cheek with such pressure being sufficient to move the
cheek away from the patient’s teeth.

An exemplary main body portion 118, when placed in 2 mouth, may inchude an

anterior wall facing the front of the mouth (e.g., the side with slit 170} and a posterior

6
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wall facing the back of the mouth. The two walls may connect at a superior wall and
an inferior wall forming a body that is at least partially endosed.

Superior may be used herein to vefer to the side that rests against a xoof of 2
patient’s mouth when placed therein, and inferior may be used to refer to the side
that rests against the floor of the patient’s mouth. The superior and inferior sides
may be formed identically, which may allow for the mouthpiece to change
orientation such that the superior side may appear as the inferior side and vice versa,
in the new orientation. When in use, the respective sides of the main body portion
110 may serve to protect and separate the top of the mouth and the bottom of the
mouth/tongue. In addition, the main body portion 110 may also serve to protect the
back of the mouth {e.g., throat and alrway) from falling debris.

Much of the main body portion 110 of the mouthpiece may be shaped as 2
straight-line arrowhead or shield whose base generally conforms to the intraoral
shape of a patient’s mouth. Differently-sized mouthpleces may be provided for
differently-sized mouths of adults and children. Part of the base side of the
arrowhead may be formed with thicker walls than the rest of the main body. Such
thickening may provide additional stability.

In addition, the main body portion 110 of the mouthpiece may include a
plurality of holes 140 distributed along the superior and inferior sides of the anterior
and posterior walls to assist in suctioning of water, saliva and debris from the oral
cavity. In some embodiments, a set of holes may also form a mesh along the walls of
the superior and inferior edges. FIG. 4 is a close-up view of an exemplary mesh wall
in an exemplary mouthpiece.

At the narrow end of the arrowhead that connects to the cheek retractor
portion 130, the main body portion 110 may include a rectangular portion. MNarrower
than the base of the arrowhead, the rectangle may additionally include a reinforcing
bar {or stability bar) 150 {described in further detail below}) and may be at least
partially crossed by a slit 170 {described in further detail below} into the intexior of
the pocket of the main body portion 118.

Stability bar 150 may be a protrusion or otherwise a thickened arca that

reinforces the stability of the rectangular portion and assist in shaping this region to

7
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the intracral posterior shape of a patient’s mouth. FIG. 6A is a close-up view of an
exemplary stability bar 150 of an exemplary mouthpiece. FIG. 6B is a cross-sectional
view of the exemplary reinforcing bar in the cheek retractor connector portion of FIG.
BA.

Ins some embodiments, the internal, rectangular-shaped reinforcing or
stability bar 150 may be located distally to the inteyrnal wavelike bridge structure 180
and attached to both the interior side of the posterior surface of the main body and
the rectangudar portion. Such a stability bar 150 may be located in the area where a
positioned mouthpiece begins to wrap from the lingeal side of the most posterior
mandibular tooth, around the distal side of the most posterior tooth, and to anterior
side of the most posterior mandibular tooth, thereby assisting in shaping the
mouthpiece to the general intraoral shape of a patient’s mouth.

Various embodiments of the mouthpiece may further include a longitudinal,
open stit 174 extending over approximately two-thirds of the main body on the
anterior surface. Running along the center of the main body across the rectangle and
most of the arrowhead, such a shit 170 may assist in capture and suction of water,
saliva and debris, as well as assisting in deaning and maintenance.

Additionally, the main body of the mouthpicce may inciude a bridge
structure 1580 on an interior surface to ensure that the anterior and posterior surfaces
remain separated during suction. FIG. 1E is a cross-sectional view of the mouthpiece
in which the bridge structure 180 is illustrated. FIG. 5 is a close-up view of the bridge
structure 180 without the surrounding walls of the main body portion. Such a bridge
structure 180 may be formed as an wave-like protrusion that gencrally corresponds
to the distance between the antevior and posterior walls extending substantially {e.g.,
within 1 mm} the full distance at its crest and substantially flush to the surface at s
trough. In some embodiments, the bridge structure 180 may be centrally-located in
the main body portion 110 of the mouthpiece. The gaps (or troughs) between the
waves of the bridge structure 180 assist in the suction-driven transfer of water and
saliva to the suction connector portion 120 and ultimately, into a central suction
vacuur. Insome embodiments, the bridge structure 180 may follow the shape of a

logo {e.g., an arrowhead or shield).
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The suction connector portion 120 may be oval-shaped and also attached o
the main body portion 110, The suction connector portion 120 may be formed with
thicker walls than the main body portion 110 and configured to attach to a high-
suction vacuum adapter and to assist in transferring water, saliva, and debris from
the oral cavity to the external adapter for removal. The suction connector portion 120
may also include an internal stop to assist in sliding the mouthpiece onto the adapter
to a desired depth. The suction connector portion 120 may additionally have an
external, concave, notched region 210 that corresponds to a removable strap such
that when the strap is in place, the external walls of the strap and the rest of the
connector portion may be flush.

The cheek retractor portion 130 is illustrated as a hammerhead distal region, which
may be attached to the main body portion 110, FIG. 7A is a dose-up view of an
exemplary cheek refractor portion 130 in an exemplary mouvthplece. FIG. 7B is a
cross-sectional view of the exemplary cheek retractor portion 130 of FIG. 7A.

The mouthpiece may be used with a mouth prop 160, as illustrated in F1Gs. 1
{with a mouth prop 160) and FIGs. 2 (illustrated without the mouth prop 160). F1Gs.
3A-E provide different close-up views of an exemplary mouth prop 160. The
removable strap 310 may be attached to mouth prop 160, which may be used to prop
open a patient’s mouth and teeth. In this regard, the suction connector portion 120
may additionally have an external plug 220 (FIG. 2C) protruding from the posterior
side of the suction connectar portion 120. Such a plug 220 may correspond to and
serve to conmect with an opening in the mouth prop 160. The mouth prop 160 may be
reinforced by the presence of the plug 220 in the opening, thereby resulting In a more
crush-resistant, nearly incompressible, and stable mouth prop 163, In some
embodiments, the suction connector portion 120 may further have a cutout 236 {e.g.,
which may be shaped as a logo) providing extra inferiocking with a corresponding
protrugion {e.g., which may also be shaped as a logo) on an external high-suction
vacuum adapter.

The mouth prop 160 reay be made of thickened silicone material injection
mioided in a single piece with an elastic strap corresponding to the circumference of

the suction conmector portion. The mouth prop 160 has an intermnal, rectangular-
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shaped female slot designed to fit snugly with the external, rectangular-shaped male
plug 220 of the suction connector portion 120 of the mouthpiece. Mouth props may be
made in different sizes for differently sized mouths. Because the mouth prop and
mouthpicee are detachable from each other, different sizes of each may be mixed and
matched as needed for a particular patient's mouth,

The mouthpiece as described herein may be used with 2 one-plece,
autoclavable, bigh-suction vacuum adapter. Such a high-suction vacuum body adapter
may be made of a single homogenous material. Having a single lever design, such a
vacuum adapter may function in the same manner as all the current high-suction
vacuum evacuators and saliva ejectors in controlling the removal of water, saliva, and
debris from the oral cavity to the outside vacuum source. The single lever may be
designed to control the removal of water, saliva, and debris from the at least partially
enclosed so main body through a single, large evacuation conduit within the suction
connector portion.

While various embodiments have been described above, it should be understood
that they have been presented by way of example only, and not Uimitation. The
descriptions are not intended to fimit the scope of the invention to the particular forms
set forth herein. Thus, the breadth and scope of a preferred embodiment should not be
limited by any of the above-described exemplary embodiments. It should be
undersiood that the above description is illustrative and not restrictive, To the
condrary, the present descriptions are intended to cover such alternatives,
medifications, and equivalents as may be included within the scope of the invention as
defined by the appended claims and otherwise appreciated by one of ordinary skill in
the art. The scope of the invention should, therefore, be determined not with reference
to the above description, but instead should be determined with reference to the

appended claims along with thetr full scope of equivalents.
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What s claimed is:

1. A dental mouthpiece composed of a bendable material, the dental mouthpiece
formed in a curve and comprising:

a main body portion at a central part of the curve and comprising a defined pocket
having an anterior wall inside the curve, a posterior wall outside the curve, and a side
wall in between the anterior wall and the posterior wall, wherein the anterior wall, the
posterior wall, and the side wall define an interior portion of the defined pocket, wherein
the posterior wall comprises a bridge structure protruding from an interior surface of the
posterior wall in a wave shape, the protruding bridge structure comprising a plurality of
spaced contact points that keep the anterior wall separated from the posterior wall during
suction, wherein the spaced contact points are at crests of the wave shape, and wherein a
plurality of troughs of the wave shape between the spaced contact points allow for
suction through the bridge structure;

a cheek retractor portion connected to the main body portion and having a surface
that applies pressure when the dental mouthpiece is bent, wherein the pressure is based
on resifience of the bendable material; and a suction connector portion for connecting the
interior portion of the main body portion to a vacuum suction source, wherein the suction
connector portion is connected to the main body portion on an end opposite the cheek

retracior.

2. "The mouthpiece of claim 1, wherein the side wall includes a plurality of
perforations.
3. The mouthpiece of claira 1, whercin the anterior wall and the posterior wall each

includes a plurality of perforations.

4. The mouthpiece of claim 1, wherein the anterior wall further includes a slit along

a central axis,

fo—
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5. The mouthpiece of claim 1, further comprising a stability bar protruding from an
interior surface of the posterior wall, wherein a thickness of the stability bar reinforces

stability during bending of the dental mouthpiece.

6. The mouthpiece of claim 1, wherein the main body portion, the cheek retractor

portion, and the suction connector portion are injection-molded as one picce.

7. The mouthpiece of claim 1, wherein the material is a flexible, translucent, high

heat-resistant, awtockavable silicone-based material.

5. The mouthpiece of claim 1, wherein the suction connector portion comprises an

internal stop to assist in positioning of the vacuurn suction source or a vacuum adaptor.

5. ‘the mouthpiece of claim 1, further comprising a detachable mouth prop.
10, The mouthpiece of claim 9, wherein the detachable mouth prop comprises a strap

configured to fit around the suction connector portion, wherein an external surface of the
suction connector portion comprises a notch region corresponding to the strap, and
wherein an external surface of the strap is substantially {flush with a remaining external

surface of the suction connector portion when the strap sits in the notch region.

t1.  The mouthpiece of claim 10, wherein the strap and other portions of the mouth

prop are injection-molded as a single piece.

12, The mouthpiece of claim 9, wherein the suction connector portion further

comprises an external plug protrusion corresponding to an opening in the mouth prop.

13. The mouthpiece of claim 12, wherein the plug protrusion fits into the opening to

provide additional crush-resistance and decreased compressibility,
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14. The mouthpiece of claim 1, wherein the suction connector portion comprises a

cutout corresponding to a protrusion on a vacuum adapter for an interlocking fit.

15, The mouthpiece of claim 1, wherein the anterior wall and the posterior wall have

different thicknesses.

16.  The mouthpiece of claim 1, wherein the main body portion comprises:

a base portion conmected to the suction connector portion at a first end,

a cheek retractor connector portion connected to a second end of the base portion,
the second end opposite the first end of the base portion, wherein the cheek retractor
connector portion is narrower than the base portion, and the cheek retractor connects to

main body portion at the cheek retractor conmector portion.

17. The mouthpiece of claim 1, wherein one or more of the walls is a protective wall,
and wherein debris external to mouthpiece is subject to being caught by suction and/or by

the protective wall.

18. A dental mouthpicce composed of a bendable material, the dental mouthpiece
formed in a curve and comprising:

a main body portion at a central part of the curve and comprising a defined pocket
having an anterior wall inside the curve, a posterior wall outside the curve, and a side
wall in between the anterior wall and the posterior wall, wherein the anterior wall, the
posterior wall, and the side wall define an inderior portion of the defined pocket;

a cheek retractor portion connected to the main body portion and having a surface
that applies pressure when the dental mouthpiece is bent, wherein the pressure is based
on resilience of the bendable material;

a suction connector portion for connecting the interior portion of the main body
portion o a vacuum suction source, wherein the suction connector portion is connected to

the main body portion on an end opposite the cheek retractor; and

13
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a detachable mouth prop comprising a strap configured to fit around the suction
connector portion, wherein an external surface of the suction connector portion comprises
a notch region corresponding to the strap, and wherein an external surface of the strap is
substantially flush with a remaining external surface of the suction connector portion

when the strap sits in the notch region.

9, The mouthpiece of claim 18, wherein the side wall includes a plurality of
perforations.
20, The mouthpiece of claim 18, wherein the anterior wall and the posterior wall each

includes a plurality of perforations.

21. The mouthpicce of claim 18, whercin the anterior wall further includes a slit along

a central axis.

22, The mouthpiece of claim 18, further comprising a stability bar protruding from an

interior surface of the posterior wall, wherein a thickness of the stability bar reinforces

stability during bending of the dental mouthpiece.

23.  The mouthpiece of claim 18, wherein the main body portion, the cheek retractor

portion, and the suction connector portion are injection-molded as one piece.

24, The mouthpiece of claim 18, wherein the material is an autoclavable silicone-

bascd material.

25, The mouthpiece of claim 18, further comprising a bridge structure protruding
from an interior surface of the posterior wall, the protruding bridge structure comprising a
plurality of spaced contact points that keep the anterior wall separated from the posterior

wall during suction.
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26.  The mouthpiece of claim 25, wherein the bridge structure protrudes from the
interior surface of the posterior wall in a wave shape, and wherein the contact points are

at crests of the wave shape.

27.  'The mouthpiece of claim 26, wherein troughs of the wave shape allow suction

through the bridge structure.

28.  The mouthpiece of claim 18, wherein the suction connector portion comprises an

internal stop to assist in positioning of the vacuum suction source or a vacuum adaptor.

29, The mouthpiece of claim 18, wherein the strap and other portions of the mouth

prop are injection-molded as a single plece.

30, The mouthpiece of claim 18, wherein the suction connector portion further

comprises an external plug protrusion corresponding to an opening in the mouth prop.

31, The mouthpiece of claim 30, wherein the plug protrusion fits into the opening to
provide additional crush-resistance and decreased compressibility.
32, The mouthpiece of claim 18, wherein the suction connector portion comprises a

cut-out corresponding to a protrusion on a vacuum adapter for an interlocking fit,

33. The mouthpiece of claim 18, wherein the anterior wall and the posterior wall have

different thicknesses.

34 The mouthpiece of claim 18, wherein the main body portion comprises:

a base portion connected to the suction connector portion at a first end,

a cheek retractor connector portion connected 10 a second end of the base portion,
the second end opposite the first end of the base portion, wherein the cheek retractor
connector poriton is narrower than the base portion, and the cheek retractor connects 1o

main body portion at the cheek retractor connector portion.

,..“
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35.  The mouthpiece of claim 18, wherein one or more of the walls is a protective
wall, and wherein debris external to mouthpicee is suhject to being caught by suction

and/or by the protective wall.

16
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Electronic Patent Application Fee Transmittal

Application Number:

14228057

Filing Date:

27-Mar-2014

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Filer:

Elton Franklin Dean llI

Attorney Docket Number:

INCEP-001COD

Filed as Small Entity

Filing Fees for Utility under 35 USC111(a)

Description

Fee Code Quantity Amount

Sub-Total in
UsD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Sull)j-s'l';(tsa\)l in
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 2806 1 20 20
Total in USD ($) 90
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Electronic Acknowledgement Receipt

EFS ID: 27102021
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

138718

Filer:

Elton Franklin Dean Ill/Lea Fong

Filer Authorized By:

Elton Franklin Dean llI

Attorney Docket Number:

INCEP-001COD

Receipt Date: 06-0CT-2016
Filing Date: 27-MAR-2014
Time Stamp: 11:04:33

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment

yes

Payment Type Deposit Account
Payment was successfully received in RAM $90

RAM confirmation Number 11026

Deposit Account 501662
Authorized User Fong, Lea

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Charge any Additional Fees required under 37 CFR 1.16 (National application filing, search, and examination fees)
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Charge any Additional Fees required under 37 CFR 1.19 (Document supply fees)

Charge any Additional Fees required under 37 CFR 1.20 (Post Issuance fees)

Charge any Additional Fees required under 37 CFR 1.21 (Miscellaneous fees and charges)

File Listing:
Document .. . File Size(Bytes Multi Pages
Document Description File Name ( y i . . 9
Number Message Digest | Part/.zip| (ifappl.)
79953
1 Transmittal Letter INCEP—001fglg_:gsasftatement no 2
- - p f8970965ff59b83c17b1ad832f56622207d9|
b58c
Warnings:
Information:
186576
Information Disclosure Statement (IDS) | INCEP-001COD_IDS_1449 10-3
2 Form (SB08 16.pdf no 2
orm ( ) - p db04174e73fbe9d7cc5589049a036942 1ac]
Warnings:
Information:
This is not an USPTO supplied IDS fillable form
2424067
3 Foreign Reference CA_2851861.pdf no 32
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04fe2
Warnings:
Information:
1830562
4 Foreign Reference CN_105578986.pdf no 15
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€200
Warnings:
Information:
1663214
. CA_2919142_Examination_Sea
5 Non Patent Literature no 5
rch_Report_5-31-16.pdf
9db73d088259fb48dasSbb4f1eb063706892
3bac5
Warnings:
Information:
30324
6 Fee Worksheet (SB06) fee-info.pdf no 2
87c9ac09945c¢17ce86f8c270fc158c4d4f597
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Warnings:
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Total Files Size (in bytes): 6214696

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.

352 of 497




PATENT
INCEP-001COD

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 138718

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.F.R. § 1.56 and 1.97-1.98

Examiner:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of
Practice in Patent Cases, enclosed herewith is form PTO-SB-08, listing several
references. The Examiner is requested to make these references of official record in the
application.

The references cited may be material to examination of the application and are
submitted in compliance with the Applicants' duty of disclosure as defined by 37 C.F.R. §
1.56.

No representation is made or intended as to the completeness of this list, nor is the

inclusion of any reference an admission that it is prior art or pertinent to this application.
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The Commissioner is hereby authorized to charge any necessary fee to Account

Number 50-1662.

Respectfully submitted,
POLSINELLI LLP

Dated: October 3, 2016 By: /Elton Dean/
Elton Dean (Reg. No. 63,316)
Polsinelli LLP
Three Embarcadero Center, Suite 1350
San Francisco, CA 94111
415-248-2100 (Main)
ipdocket@polsinelli.com
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Doc code: RCEX PTO/SB/30EFS (07-14)

Doc description: Request for Continued Examination (RCE) Approved for use through 07/31/2016. OMB 0851-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

REQUEST FOR CONTINUED EXAMINATION(RCE)TRANSMITTAL
(Submitted Only via EFS-Web)

Application |\ -»e 457 Filing | 5014.03-27 Docket Number | 0005 514250 At - a7an
Number Date (if applicable) Unit

First Named| .o\ Nguyen, et al. Examiner MAI, HAO D.

Inventor Name

This is a Request for Continued Examination (RCE) under 37 CFR 1.114 of the above-identified application.

Request for Continued Examination (RCE) practice under 37 CFR 1.114 does not apply to any utility or plant application filed prior to June 8,
1995, to any international application that does not comply with the requirements of 35 U.S.C. 371, or to any design application. The
Instruction Sheet for this form is located at WWW.USPTO.GOV.

SUBMISSION REQUIRED UNDER 37 CFR 1.114

Note: If the RCE is proper, any previously filed unentered amendments and amendments enclosed with the RCE will be entered in the order
in which they were filed unless applicant instructs otherwise. If applicant does not wish to have any previously filed unentered amendment(s)
entered, applicant must request non-entry of such amendment(s).

D Previously submitted. If a final Office action is outstanding, any amendments filed after the final Office action may be considered as a
submission even if this box is not checked.

|:| Consider the arguments in the Appeal Brief or Reply Brief previously filed on

[] Other

X Enclosed

X Amendment/Reply
|:| Information Disclosure Statement (IDS)

|:| Affidavit(s)/ Declaration(s)

[] Other

MISCELLANEOUS

|:| Suspension of action on the above-identified application is requested under 37 CFR 1.103(c) for a period of months
(Period of suspension shall not exceed 3 months; Fee under 37 CFR 1.17(i) required)

[] Other

FEES

The RCE fee under 37 CFR 1.17(e) is required by 37 CFR 1.114 when the RCE is filed.
|Z| The Director is hereby authorized to charge any underpayment of fees, or credit any overpayments, to
Deposit Account No 501662

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT REQUIRED

X] Patent Practitioner Signature
[] Applicant Signature
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Doc code: RCEX
Doc description: Request for Continued Examination (RCE)

PTO/SB/30EFS (07-14)

Approved for use through 07/31/2016. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Signature of Registered U.S. Patent Practitioner

Signature

/Elton F. Dean/

Date (YYYY-MM-DD)

2016-10-07

Name

Elton F. Dean, lll

Registration Number

63316

This collection of information is required by 37 CFR 1.114. The information is required to obtain or retain a benefit by the public which is to

file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is

estimated to take 12 minutes to complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant(s): Thien Nguyen et al. Examiner: Hao D. Mai
Serial No.: 14/228,057 Group Art No.: 3732

Filed: March 27, 2014 Conf. No.: 1983

Title: INTRAORAL DEVICE WITH SLIT  |Dkt. No.: INCEP- 001COD
Mail Stop AF

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450

AMENDMENT

In response to the Final Office Action mailed June 7, 2016 (Office Action) and the
Advisory Action mailed September 22, 2016 (Advisory Action), please amend the above-
identified application as follows. Applicants make the following remarks.

Amendments to the Drawings begin on page 2 of this paper.

Amendments to the Claims begin on page 3 of this paper.

Remarks/Arguments begin on page 6 of this paper.
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IN THE DRAWINGS

A replacement sheet containing a replacement Fig. 5 is submitted herewith. No new

matter has been added.
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IN THE CLAIMS

This listing of claims will replace all prior versions and listings of claims in the application:

1. (currently amended) A mouthpiece comprising:

a main body portion having a distal portion and a proximal portion, the main body

configured as a pocket having an interior defined by:
an anterior wall defined by an exterior edge, the anterior wall comprising

a slit extending along a longitudinal axis of the main body portion between the

distal portion and the proximal portion, the slit comprising an opening that

allows fluids to enter into the interior of the pocket when suction is applied within

the interior of the pocket,

a posterior wall defined by an exterior edge that corresponds to the exterior edge
of the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the

corresponding exterior edge of the posterior wall.

2. (original) The mouthpiece of claim 1, wherein the posterior wall further
includes a stability bar protruding from an interior surface of the posterior wall and
along a longitudinal axis of the main body.

3. (original) The mouthpiece of claim 2, wherein the stability bar is aligned
with the slit on the anterior wall.

4. (original) The mouthpiece of claim 1, wherein the main body portion is
formed by injection-molding as one piece.

5. (previously presented) The mouthpiece of claim 1, wherein a material
used to form the main body portion is a flexible, translucent, high heat-resistant,

autoclavable silicone-based material.
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6. (original) The mouthpiece of claim 1, wherein the anterior wall and the
posterior wall have different thicknesses.
7. (currently amended) The mouthpiece of claim 1, wherein flexibility of

material of the anterior wall the-skt allows portions of the anterior wall to be pulled

open at the slit to expose the interior of the pocket.

8. (previously presented) The mouthpiece of claim 1, further comprising a
cheek retractor portion connected to the main body portion and having a surface that
applies pressure when bent, wherein the pressure is based on resilience of the cheek
retractor portion.

9. (previously presented) The mouthpiece of claim 8, wherein the cheek
retractor portion comprises an extension of the pocket and wherein the slit extends into
the extension of the pocket.

10. (previously presented) The mouthpiece of claim 1, further comprising a
bridge structure comprising a plurality of protrusions protruding from an interior
surface of the posterior wall, wherein the protrusions do not attach to the anterior wall.

11. (previously presented) The mouthpiece of claim 10, wherein the
protruding bridge structure protrusions comprise a plurality of spaced contact points.

12. (previously presented) The mouthpiece of claim 11, wherein the bridge
structure protrusions protrude from the interior surface of the posterior wall in a wave
shape, and wherein the contact points are at crests of the wave shape.

13. (original) The mouthpiece of claim 12, wherein spaces between the
contact points are at troughs of the wave shape.

14. (currently amended) The mouthpiece of claim 1, further comprising a
suction connector portion that connects the interior of the pocket to a vacuum source,

wherein activation of the vacuum source applies the suction to the interior of the pocket,

wherein the previdessuetion-of fluids [[from]] that enter through the slit opening into

the interior of the pocket are suctioned toward the vacuum source.

15. (original) The mouthpiece of claim 1, further comprising a

4
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detachable mouth prop.

16. (original) The mouthpiece of claim 15, wherein the detachable mouth
prop comprises a bite block portion and a strap portion.

17. (original) The mouthpiece of claim 16, wherein the bite block portion and
strap portion are injection-molded in one piece.

18. (original) The mouthpiece of claim 15, wherein the bite block portion
comprises an opening corresponding to a plug connected to the main body.

19. (previously presented) A mouthpiece comprising:

a main body portion configured as a pocket having an interior defined by: an
anterior wall defined by an exterior edge, the anterior wall comprising a base portion
at one end of the anterior wall, wherein the anterior wall is thicker at the base portion
than at another portion at another end of the anterior wall,

a posterior wall defined by an exterior edge that corresponds to the exterior edge of
the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the
corresponding exterior edge of the posterior wall.
20. (previously presented) A mouthpiece comprising:
a main body portion configured as a pocket having an interior defined by: an

anterior wall defined by an exterior edge,

a posterior wall defined by an exterior edge that corresponds to the exterior edge
of the anterior wall, the posterior wall comprising a base portion at one end of the
posterior wall, wherein the posterior wall is thicker at the base portion than at another
portion at another end of the posterior wall, and a side wall connecting the exterior edge

of the anterior wall to the corresponding exterior edge of the posterior wall.
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REMARKS

Status of the Claims

The Applicants have amended claims 1, 7, and 14. No new matter has been added. In
view of the following remarks, Applicants respectfully submit that the application is in
condition for allowance.

Interview Summary

The Applicants thank the Examiner for the interview conducted with the Applicants
representative on September 15, 2016. During the interview, the proposed amendments were
discussed along with newly identified reference U.S. Patent No. 6, 974,321 to Hirsch et al.,
(Hirsch) was discussed. No agreement was reached during the interview.

Rejections under 35 U.S.C. §103

Claims 1-4, 6-14, and 19-20 were rejected under 35 U.5.C. 103(a) as being unpatentable
over U.S. Patent No. 3,802,081 to Rogers (“Rogers”) in view of U.S. Patent Application
Publication No. 2013/0095450 to Ames (“Ames”). Claim 5 was rejected under 35 U.S.C. 103(a) as
being unpatentable over Rogers in view of Ames and further in view of U.S. Patent No. 5,890,899
to Sclafani (“Sclafani”), while claims 15-18 were as being unpatentable over Rogers in view of
Ames and further in view of U.S. Patent No. 4,167,814 to Schubert (“Schubert”). Applicants
respectfully disagree.

Regarding independent claim 1, Applicants submit that Rogers does not disclose a slit
comprising an opening that allows for fluids to enter into the interior of the pocket when
suction is applied to the interior of the pocket. Rather, Rogers discloses a slit with exceedingly
limited dimensions in order to receive the lugs of the rigid tongue guard member of Rogers.
Further, the slit of Rogers is not open as the tongue guard is received in the slit and clearly
intended to obstruct the opening when assembled and when used as intended. Rogers recites
“the material of the tubular member 23 being sufficiently elastic to allow the lugs to be forced
through the-apertures so that the narrow neck portions 21 of lugs 18 and 19 and the

corresponding relatively narrow neck portion of lug 20 finally are lockingly received in the

6
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apertures 24 and the slot 25. “ (emphasis added) See Rogers at col. 2, lines 36-41. Applicants
submit that Rogers does not teach a slit in the anterior wall that is configured to allow fluids to
enter into the interior of the pocket when suction is applied within the interior of the pocket .
Furthermore, modifying the slit 25 of Rogers to permit such fluid flow would render it
unsatisfactory for its intended purpose to “lockingly” receive the lug forced therein.

For at least the foregoing reasons, Applicants submit that Rogers fails to teach a slit
extending along the length of the main body as claimed. The Ames reference does not remedy
this deficiency of Rogers. As such, the combination of Rogers and Ames fails to teach each
element of amended clam 1. Withdrawal of the rejection is respectfully requested.

Regarding independent claims 19 and 20, Applicants submit that the Office Action is
improperly combining the detent mechanism (16) and the tube (23) to read upon previously
presented claims 19 and 20. Applicants submit that Rogers does not disclose, suggest, or teach
any variation in the thickness of the anterior or posterior wall of the flexible tube (23) of Rogers,
which alone has been equated to the claimed main body and its posterior and anterior walls. See
the Office Action at pages 2 and 4. Rather, Rogers discloses a uniform flexible tube wall that is
engaged to the rigid tube (12) using the detent mechanism 16 formed on the rigid tube and that
projects through the aperture 26. While the combined thickness of the rigid suction tube (12),
detent mechanism (16), and flexible tube (23) may be greater than that of the flexible tube alone,
claims 19 and 20 address the structure of the anterior or proximal walls of the main body
portion specifically. Rogers does not disclose or teach that the wall of the alleged main body is
any thicker at one end versus another end. For at least this reason, Applicants submit that
claims 19 and 20 are not rendered obvious by Rogers in view of Ames.

Applicants also submit that the Hirsch reference discussed during the Interview of
September 15, 2016, also fails to teach the slit in the anterior wall configured to allow fluids to
enter into the interior of the pocket. Hirsch discloses an intraoral illumination device that
includes cheek retractor that receives a light dispersion piece (24). The light dispersion piece is
received in receiving channel (62). Applicants that this receiving channel is not a slit configured

to allow fluid to enter the device when suction is applied within the interior of the pocket, but

7
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rather, is configured to receive the light dispersion piece (24). The Hirsch device collects fluid
through holes (60) which communicate with an internal channels (58). The channel (62) is not
configured to receive fluid like the claimed slit and is sealed off by the light dispersion piece
(24) during intended usage of the Hirsch device.

Applicants further submit that removing the light dispersion piece (24) from the Hirsch
device to provide an open channel in the anterior wall would render the device unsatisfactory
for its intended use of providing illumination within a patient’s mouth. Thus the light
dispersion piece (24) is essential to the Hirsch device. Aside from housing the dispersion piece,
Hirsch does not disclose, suggest, or teach any elongated orifice or aperture for receiving fluid
into the interior pocket of the device. For at least these reasons, Applicants submit that Hirsch
does not disclose an anterior wall slit configured to allow fluid to enter the interior pocket when
suction is applied within the pocket. Additionally, it would be improper to modify Hirsch and
omit the light dispersion piece (24) as this would render Hirsch unsatisfactory for its intended
purpose. See MPEP 2143.01 (V).

For at least the same reasons as amended claim 1, dependent claims 2-18 are also
patentable over the cited prior art references as Rogers fails to teach all of the limitations of
independent claim 1. For example, dependent claim 7 further claims that the flexibility of the
anterior wall allows the wall to be pulled open at the slit. This allows for cleaning and
maintenance, as described in the present application at paragraph [0041]. For at least the same
reasons as discussed regarding claim 1, Applicants submit that the slit of Rogers is not
articulable for accessing the interior pocket. Such articulation would render it unsuitable to
lockingly engage the lugs forced therein.

Applicants submit that Ames, Sclafani, and Schubert fail to remedy the deficiencies of
Rogers. As such, the combination of Rogers with the other cited references fails to teach all of the
limitations of dependent claims 2-18. Withdrawal of these rejections is respectfully requested.
Not all reasons for allowability and distinctions over the asserted combination of prior art

references of record have been discussed and no inference regarding such should be made.
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CONCLUSION

Based on the foregoing, it is submitted that Applicants” invention as defined by the
claims is patentable over the references of record. Issuance of a Notice of Allowance is solicited.

Applicants are submitting this response with a Request for Continued Examination.
Applicants” attorney welcomes the opportunity to discuss the case with the Examiner in the
event that there are any questions or comments regarding the response or the application.

The Commissioner is hereby authorized to withdraw any additional fees that may be
required or credit any overpayment to Deposit Account 50-1662, referencing the docket number

above.

Respectfully submitted,
October 7, 2016 POLSINELLI PC

Elton F. Dean 111
Elton F. Dean III, Reg. No. 63,316
100 South Fourth Street, Suite 1000
St. Louis, Missouri 63102
Tel: (314) 622-6632
Fax: (314) 231-1776
Attorney for Applicants
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Application/Control Number: 14/228,057 Page 2
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DETAILED ACTION

Notice of Pre-AlA or AIA Status

1. The present application is being examined under the pre-AlA first to invent provisions.

Continued Examination Under 37 CFR 1.114
2. A request for continued examination under 37 CFR 1.114, including the fee set forth in
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37

CFR 1.114. Applicant's submission filed on 12/12/2016 has been entered.

Claim Rejections - 35 USC § 112
3. The following is a quotation of 35 U.S.C. 112(b):

(b) CONCLUSION.—The specification shall conclude with one or more claims patticularly pointing
out and distinctly claiming the subject matter which the inventor or a joint inventor regards as the
invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:
The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

4, Claim 1 is rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject
matter which the inventor or a joint inventor, or for pre-AlA the applicant regards as the
invention.

= Claim 1 recites “a main body portion” (lines 2, 5) and "the main body" (line 2) which are

inconsistent.
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Claim Rejections - 35 USC § 102
5. The following is a quotation of the appropriate paragraphs of pre-AlA 35 U.S.C. 102 that
form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country
or in public use or on sale in this country, more than one year prior to the date of application
for patent in the United States.

6. Claims 1, 4-11, and 14-20, are rejected under pre-AlA 35 U.S.C. 102(b) as being
anticipated by Hirsch (2006/0063129).

Regarding claim 1, Hirsch discloses a mouthpiece 20 comprising: a main body portion
22 (Fig. 2; paragraph 49) having a distal portion 52 and a proximal portion 50. The main body is
configured as a pocket having an interior (channel 58) defined by an anterior wall (best pointed
to by reference numeral 50 in Fig. 4) defined by an exterior edge, and a posterior wall (best
pointed to by reference numeral 54 in Fig. 3) defined by an exterior edge that corresponds to
the exterior edge of the anterior wall. The main body 22 has a side wall (i.e. surrounding edge
of the two opposite walls) connecting the exterior edge of the anterior wall to the corresponding
exterior edge of the posterior wall (Fig. 2). Hirsch discloses slit 68 extending along a
longitudinal axis of the main body portion between the distal portion and the proximal portion
(Fig. 4). The slit 68 comprising an opening that allows fluids to enter into the interior of the
pocket when suction is applied within the interior of the pocket (paragraph 52).

As to claim 4, note that the claim language "by injection-molded" is a product-by-process
recitation in a product claim. Even though product-by-process recitation is limited by and
defined by the recited process, determination of patentability is based on the product itself. The
patentability of a product does not depend on its method of production. If the product in the
product-by-process claim is the same as or obvious from a product of the prior art, the claim is

unpatentable even though the prior product was made by a different process. /nre Thorpe, 777
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F.2d 695, 227 USPQ 964 (Fed. Cir. 1985). In this case, Hirsch discloses the end product and
the structures thereof as claimed as detailed above, wherein the main body is formed as one
piece. The burden is shifted to applicant to show an unobvious difference between the cited
prior art’s device and the invention that would have resulted from the injection molding process.

As to claim 5, the device is disclosed to be formed of a flexible, translucent, high heat-
resistant, autoclavable silicone-based material of Pebax (paragraph 49). As to claim 6, Figs.
8A-8B show the anterior and posterior walls having different thicknesses. As to claim 7, since
the device is disclose to be formed of flexible silicone material (paragraph 49), which would
portions of the anterior wall to be pulled open at the slit to expose the interior of the pocket.

As to claim 8, Hirstch discloses the device further comprises a cheek retractor portion 52
having a surface that applies pressure when the mouthpiece is bent, wherein the pressure is
based on resilience of the elastomeric material from which the cheek retractor portion is formed.
As to claim 9, the cheek retractor portion 52 comprises an extension 52 of the pocket and
wherein the slit 68 extends into the extension of the pocket (Fig. 4).

As to claim 10, the device to shown to further comprise a bridge structure 24 comprising
a plurality of protrusions (walls of channels 80 and 82, best shown in Fig. 8A) protruding from an
interior surface of the posterior wall (best pointed to by reference 60 in Figs. 8A-8B) and
substantially extending a distance between the anterior wall and the posterior wall, wherein the
bridge structure is not attached to the anterior wall (best pointed to by reference numeral 56 in
Figs. 8A-8B). Asto claim 11, the plurality of protrusions of the bridge structure 24 comprises a
plurality of spaced contact points, i.e. spaced-apart extending walls of 24 forming channels 80
and 82 (Figs. 8A-8B).

As to claim 14, Hirsch discloses a suction connector portion, e.g. suction tube 114

shown in Figs. 9-10, that connect the interior of the pocket to a vacuum source, wherein

384 of 497



Application/Control Number: 14/228,057 Page 5
Art Unit: 3732

activation of the vacuum source applies the suction to the interior of the pocket, wherein fluids
that enter through the slit opening into the interior of the pocket are suctioned toward the
vacuum source (Figs. 5-7; paragraph 62).

As to claims 15-18, Hirsch discloses a mouth prop 26 having a bite block portion 94 and
a strap portion 108. The bite block portion 94 is shown having an opening 100 corresponding to
a plug 86/88 connected to the main body (Fig. 2). The strap portion 108 is capable of fitting
around a suction connector portion, e.g. a suction tube (Fig. 2). Particularly to claim 17, the bite
block portion 94 and the strap portion 108 is shown to be one piece (Fig. 3). Note that the claim
language "injection-molded" is a product-by-process recitation in a product claim. Even though
product-by-process recitation is limited by and defined by the recited process, determination of
patentability is based on the product itself. The patentability of a product does not depend on its
method of production. If the product in the product-by-process claim is the same as or obvious
from a product of the prior art, the claim is unpatentable even though the prior product was
made by a different process. In re Thorpe, 777 F.2d 695, 227 USPQ 964 (Fed. Cir. 1985). In
this case, Hirsch discloses the end product and the structures thereof as claimed as detailed
above, wherein the bite block portion 94 and the strap portion 108 is shown to be one piece
(Fig. 3). The burden is shifted to applicant to show an unobvious difference between the cited
prior art’s device and the invention that would have resulted from the injection molding process.

Regarding claims 19-20, Hirsch discloses the mouthpiece substantially as claimed as
detailed above with respect to claim 1. Note that Figs. 8A-8B show the anterior and posterior
walls being thicker at the base portion (toward 22) than at another portion (e.g. 56 and 60) at

another end of the anterior wall.
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Claim Rejections - 35 USC § 103
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as
set forth in section 102 of this title, if the differences between the subject matter sought to be
patented and the prior art are such that the subject matter as a whole would have been obvious at
the time the invention was made to a person having ordinary skill in the art to which said subject
matter pertains. Patentability shall not be negatived by the manner in which the invention was
made.

8. Claims 2-3 is rejected under pre-AlA 35 U.S.C. 103(a) as being unpatentable over
Hirsch in view of Black et al. (2009/0274991).

As to claim 2, Hirsch discloses the invention substantially as claimed except for a
stability bar. Black et al. discloses mouthpiece having a stability bar (stiffener 247) on the
anterior wall (paragraph 127). It would have been obvious to one having ordinary skill in the art
at the time the invention was made to include such stability bar to Hirsch’s mouthpiece in order
to reinforce the mouthpiece and prevent kinking when the mouthpiece is flexed or bent as
explicitly taught by Black et al. (paragraph 127). As to claim 3, the incorporated stability would

be aligned, i.e. along the longitudinal axis, with the slit on the anterior wall.

Allowable Subject Matter
9. Claims 12-13 are objected to as being dependent upon a rejected base claim, but would
be allowable if rewritten in independent form including all of the limitations of the base claim and
any intervening claims.

Response to Arguments
10. Applicant’s arguments with respect to the amended claims have been considered but
are moot because the arguments do not apply to any of the references being used in the current

rejection.
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Conclusion
11. Any inquiry concerning this communication or earlier communications from the examiner
should be directed to Examiner Hao D. Mai whose telephone number is (571) 270-3002. The
examiner can normally be reached on Monday-Friday 8:00AM — 4:30PM. If attempts to reach
the examiner by telephone are unsuccessful, please contact the examiner’s supervisor, Cris
Rodriguez, at (571) 272-4964. The fax phone number for the organization where this
application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you
would like assistance from a USPTO Customer Service Representative or access to the
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Hao D Mai/
Examiner, Art Unit 3732
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Examiner /Hao D Mai/ (04/02/2017) Date Considered
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.usgta.gey or MPEP 901.04. *Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by the
appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
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Substitute for Form 1449/PTO

INFORMATION DISCLOSURE
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(use as many sheets as necessary)
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Application Number

14/228,057

Filing Date

March 27, 2014

First Named Inventor:

Thien Nguyen

Art Unit

3732

Examiner Name

Hao D. Mai

Sheet 2 of 2

Attorney Docket Number

INCEP-001COD

NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T?
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published

Canadian Patent Application No. 2,919,142; CA Examination Report dated 5/31/16

Examiner )
Signature /Hao D Mai/ (04/02/2017)

Date
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*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy of this

form with next communication to applicant.

'Applicant’s unique citation designation number (optional). 'Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
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Examiner Name Hao D. Mai
Sheet | 1 | of | 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.' Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant

Number-Kind Code(If known) Figures Appear

uUs- 4,083,115 4/11/1978 |McKelvey

uUs- 5,762,496 6/9/1998  |Albertsson et al.

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines, T6
Initials* No.' Date Applicant of Cited Document Where Relevant
MM-DD-YYYY P_assages or Relevant
Figures Appear
Country Code® Number? Kind Codes
(if known)
Examiner /Hao D Mai/ (04/02/2017) Date Considered

Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant's unique citation designation number (optional). 2See Kinds Codes of
USPTO Patent Documents at www.usgta.gey or MPEP 901.04. *Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by the
appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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Application Number
INFORMATION DISCLOSURE e 14/228,957
Filing Date March 27, 2014
STATEMENT BY APPL'CANT First Named Inventor: Thein Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet 2 of 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T?

Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published

Docket No. INCEP-001COA U.S. Patent Application 14/228,046; Office Action mailed 11/7/16

mailed 11/4/16

Docket No. INCEP-001COB U.S. Patent Application 14/228,050; Office Action

Examiner /Hao D Mai/ (04/02/2017)
Signature

Date
Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy of this

form with next communication to applicant.

'Applicant’s unique citation designation number (optional). 'Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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Filing Date March 27, 2014
STATEMENT BY APPLICANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No. Publication Date Name of Patentee or Pages, Columns, Lines,
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Us- 2012/0015320 1/19/2012 Koo

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

us-

FOREIGN PATENT DOCUMENTS

Examiner Cite1 Foreign Patent Document Publication Name of Patentee or Pages, Columns, Te
Initials* | No. Date Applicant of Cited Document :5'”93’ WhereRReIIevar;t
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Country Code?* Number? Kind Code?
(if known)

Examiner Date Considered
Signature /Hao D Mai/ (04/02/2017)

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant’s unique citation designation number (optional). *See Kinds Codes of
USPTO Patent Documents at weyww.uspto.gov or MPEP 901.04. 3Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). “For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. *Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
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comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.
SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
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Filing Date March 27, 2014
STATEMENT BY APPLICANT | First Named iventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet | 2 ‘ of | 2 Attorney Docket Number INCEP-001COD
NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials™ No' item (book, magazine, journal, serial, symposium, catalog, etc.}, date, page(s), volume-issue
number(s}, publisher, city and/or country where published
European Patent Application No. 14721736.8; Extended European Search Report dated
10/20/15
Examiner JHao D. Mai Date s
Signature ST Considered 04/07/2017

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include
copy of this form with next communication to applicant.

1Applicam’s unigue citation designation number (optional). 2Applicam is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPL'CANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet ‘ 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.' Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(If known) Figures Appear
us- 9,084,656 7/21/2015  Hirsch
us- 9,358,086 6/7/2016  Hirsch
us- 2003/0134253 7/17/2003  Hirsch et al.
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-

FOREIGN PATENT DOCUMENTS

Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines, Ts
Initials* No." Date Applicant of Cited Document Where Relevant
Passages or Relevant
MM-DD-YYYY Figures Appear
Country Code® Number® Kind Codes
(if known)
Examiner Date Considered

Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant's unique citation designation number (optional). ?See Kinds Codes of
USPTO Patent Documents at v usgtn.goy or MPEP 901.04. *Enter Office that issued the document, by the two-letter code (WIPQO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by the
appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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INFORMATION DISCLOSURE
STATEMENT BY APPLICANT
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Complete if Known

Application Number

14/228,057

Filing Date March 27, 2014
First Named Inventor: Thien Nguyen
Art Unit 3732

Examiner Name Hao D. Mai

Sheet 2 of 2

Attorney Docket Number

INCEP-001COD

NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T2
Initials* No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published

4/24/17

Docket No. INCEP-001COC U.S. Patent Application 14/228,054; Final Office Action mailed

Docket No. INCEP-001COE U.S. Patent Application 14/228,061; Office Action mailed 4/12/17

Examiner
Signature

Date
Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy of this

form with next communication to applicant.

'Applicant’s unique citation designation number (optional). 'Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or
suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT
SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Group Art Unit: 3732 Examiner: Hao D. Mai
Serial No.: 14/228,057 Filed: March 27, 2014
In re Application of: Thien Nguyen
Confirmation No.: 1983 Customer No.: 138718

Title: INTRAORAL DEVICE WITH SLIT

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
Under 37 C.ER. § 1.56 and 1.97-1.98

Examiner:

Pursuant to the provisions of 37 C.F.R. §§ 1.56 and 1.97-98 of the Rules of
Practice in Patent Cases, enclosed herewith is form PTO-SB-08, listing several
references. The Examiner is requested to make these references of official record in the
application.

The references cited may be material to examination of the application and are
submitted in compliance with the Applicants' duty of disclosure as defined by 37 C.F.R. §
1.56.

Applicants hereby declare, pursuant to 37 C.F.R. §1.97(e)(2), that no item of
information contained in the information disclosure statement was cited in a
communication from a foreign patent office in a counterpart foreign application and, to
the knowledge of the person signing the certification after having made a reasonable

inquiry, no item of information contained in the information disclosure statement was
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known to any individual designated in 37 C.F.R. §1.56(c) more than three months prior

to the filing of the information disclosure statement.

No representation is made or intended as to the completeness of this list, nor is the

inclusion of any reference an admission that it is prior art or pertinent to this application.

The Commissioner is hereby authorized to charge any necessary fee to Account

Number 50-1662.

Dated: May 3, 2017

Respectfully submitted,
POLSINELLI LLP

By: _____ /Elton Dean/
Elton Dean (Reg. No. 63,316)
Polsinelli LLP

Three Embarcadero Center, Suite 2400
San Francisco, CA 94111
415-248-2100 (Main)

ipdocket@polsinelli.com
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Substitute for Form 1449/PTO Complete if Known
INFORMATION DISCLOSURE Application Number 14/228,057
Filing Date March 27, 2014
STATEMENT BY APPL'CANT First Named Inventor: Thien Nguyen
(use as many sheets as necessary) Art Unit 3732
Examiner Name Hao D. Mai
Sheet ‘ 1 ‘ of ‘ 2 Attorney Docket Number INCEP-001COD
U.S. PATENT DOCUMENTS
Examiner Cite No.' Publication Date Name of Patentee or Pages, Columns, Lines,
Initials* Document Number MM-DD-YYYY Applicant of Cited Document Where Relevant
Passages or Relevant
Number-Kind Code®(If known) Figures Appear
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
us-
FORFEIGN PATENT DOCUMENTS
Examiner Cite Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines, Ts
Initials* No." Date Applicant of Cited Document \éVhere Re|eV3Rntl
assages or Relevant
. X MM-DD-YYYY Figures Appear
Country Code” Number™ Kind Codes
(if known)
CN 102026587 4/20/2011  |Dentozone Co. Lid.
CN 102247140 11/23/2011 Th|lrd Hosp|tal Xinxiang Medical
University
Examiner Date Considered
Signature

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 'Applicant's unique citation designation number (optional). ?See Kinds Codes of
USPTO Patent Documents at wrw. isgto.qov or MPEP 901.04. *Enter Office that issued the document, by the two-letter code (WIPQO Standard ST.3). *For
Japanese patent documents, the indication of the year of reign of the Emperor must precede the serial number of the patent document. °Kind of document by the
appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ®Applicant is to place a check mark here if English language
translation is attached.
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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STATEMENT BY APPLICANT

(use as many sheets as necessary)

Complete if Known

Application Number

14/228,057

Filing Date

March 27, 2014

First Named Inventor:

Thien Nguyen

Art Unit

3732

Examiner Name

Hao D. Mai

Sheet 2 of 2

Attorney Docket Number

INCEP-001COD

NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
Initials* No' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published

T2

Chinese Patent Application No. 201480039991.2 First Office Action dated 12/29/16

Examiner
Signature

Date
Considered

*Examiner: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. Include copy of this

form with next communication to applicant.

'Applicant's unique citation designation number (optional). 'Applicant is to place a check mark here if English Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an
application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete including gathering, preparing, and submitting
the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this form and/or

suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT

SENT FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450.
If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.
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Espacenet - Bibliographic data Page 1 of 1

Espacenst

Bibliographic data: CN102026887 (A} — 2011-04-20

Tips for protecting the tongue, bite bloek, and intraora! Hlumination device
having & saliva-sucking function

Inventor(s): HYOUNG KOO CHA + (KOO CHA HYOUNG)
Applicant(s): DENTOZONE CO LTD * (DENTOZONE CO., LTD)
Classification: - international:46181/24; A61C17/10

- cooperative: A8181/00105; A61B1/0676; A61B1/24;
AB1C5/80; AG1B90/30; AG1C1/088; AG1C17/043

Application CN2010801473 20100303 Global Dossier
number:

Priority number WQO2010KR01322 20100303 ; KR20090019328 20090308
(s):

Also published  EP2404568 (A2) EP2404569 (A4} US2012015320 (A1)
as: KR100836221 (B1) WQ2010101407 (A2) more

Abstract of CNIDZ028E8T {4}

The present invention relates o a TIPS (Twis isclated Plate of Suction) for protecting
the tongue, (0 a bite biock, and to an intraoral Hlumination device having a saliva-
sucking function. More particularly, the present invention relates o a TIPS for
protecting the tongus, 1o a bile block, and 1o an infraoral Huminagtion device having a
sativa-sucking function, which enables g dental patieni 1o undergo axamination and
treatment with the ongue thereof comfortably protected, guickly removes saliva from
the throat of the patient o minimize disagregabla feelings of ritation, and isoiates the
tongue of the patient 10 the side opposite the side of the mouth to be treated, and also
lighlens the oral canity of the patient o enable 2 denlist o perform examination and
treaiment with ease.
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Multifunctional slectrocardio examining table

Inventor(s): QUANYUN CAI; GUOTIAN YIN; RUOYI DONG; XIAOJING WANG
+ (CAI QUANYUN, ; YIN GUOTIAN, ; DONG RUQYI, ; WANG
XIAOJING)

Applicant(s): THIRD HOSPITAL XINXIANG MEDICAL UNIVERSITY + (THE
THIRD HOSPITAL XINXIANG MEDICAL UNIVERSITY)

Classification: - international: AG1B5/0402
- cooperative:

Application CN2011179077 20110324 Global Dossier

number:

Priority number CN2011179077 20110324
(s):

Absiract of CN1022347140 {A}

The invention provides a multifunctional electrocardio examining table, aiming to
provide a multifunclional electrocardio examining {able with high examination efficiency
and low labor intensily. The technical scheme of the invention is that the
muitifunctional electrocardio examining {able comprisss a fabie board and a connacied
glactrode, wharein a lower imb connacted electrode plate exposed o the {able board is
arranged on the front and the back sides of the {able board at the right end
raspectively; two connecied siectrods plates which are exposed (o the table board and
opposite (o the lower part of the upper limb of an examined person arg also arranged
on the fable board; fowr hollow sorews penatrate through table board holes and ars
conneciad with upper and lower limb connecied slectrods plates respeciively; four
connected wires penetrate through the hollow screws and are connected with the upper
and the lowser limb connscted glectrode plates respeactively: a stand is arranged on the
front side at the left end of the table board, and two hanging hooks are arranged on the
top of the stand; and the upper and the lower imb connected wires and a chest
cormaciad wire are arranged on the lowsr strface of the table board, and the cheast
connected wire s extraciad from the front side at the left end of the table board and
hung on the two hanging hooks on the top of the stand. The multifunciional
glgctrocardio examining table is particularly suitable for physical examination of large
sample crowds.
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Applicant-Initiated Interview Summary
Examiner Art Unit
HAO D. MAI 3732

All participants (applicant, applicant's representative, PTO personnel):

(1) Hao D. Mai. (3) .
(2) Stephanie Vu. GO

Date of Interview: 30 June 2017.

Type: [X Telephonic [] Video Conference
[ Personal [copy given to: [] applicant  [] applicant’s representative]

Exhibit shown or demonstration conducted: [ Yes [ No.
If Yes, brief description:

Issues Discussed [J101 [J112 [J102 [J103 [XOthers

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)

Claim(s) discussed: 1,19 and 20.

Identification of prior art discussed: Hirsch.

Substance of Interview
(For each issue discussed, provide a detailed description and indicate if agreement was reached. Some topics may include: identification or clarification of a
reference or a portion thereof, claim interpretation, proposed amendments, arguments of any applied references etc...)

Possible claim lanquage to overcome the cited prior art was discussed. Further consideration and updated search will
be conducted upon Applicant’s filing of amendment.

Applicant recordation instructions: The formal written reply to the last Office action must include the substance of the interview. (See MPEP
section 713.04). If a reply to the last Office action has already been filed, applicant is given a non-extendable period of the longer of one month or
thirty days from this interview date, or the mailing date of this interview summary form, whichever is later, to file a statement of the substance of the
interview

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete and proper recordation of the
substance of an interview should include the items listed in MPEP 713.04 for complete and proper recordation including the identification of the
general thrust of each argument or issue discussed, a general indication of any other pertinent matters discussed regarding patentability and the
general results or outcome of the interview, to include an indication as to whether or not agreement was reached on the issues raised.

] Attachment

/HAO D MAI/
Examiner, Art Unit 3732

U.S. Patent and Trademark Office
PTOL-413 (Rev. 8/11/2010) Interview Summary Paper No. 20170703
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Summary of Record of Interview Requirements

Manual of Patent Examining Procedure (MPEP), Section 713.04, Substance of Interview Must be Made of Record
A complete written statement as to the substance of any face-to-face, video conference, or telephone interview with regard to an application must be made of record in the
application whether or not an agreement with the examiner was reached at the interview.

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews
Paragraph (b)

In every instance where reconsideration is requested in view of an interview with an examiner, a complete written statement of the reasons presented at the interview as
warranting favorable action must be filed by the applicant. An interview does not remove the necessity for reply to Office action as specified in §§ 1.111, 1.135. (35 U.S.C. 132)

37 CFR §1.2 Business to be transacted in writing.
All business with the Patent or Trademark Office should be transacted in writing. The personal attendance of applicants or their attorneys or agents at the Patent and
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt.

The action of the Patent and Trademark Office cannot be based exclusively on the written record in the Office if that record is itself
incomplete through the failure to record the substance of interviews.

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless
the examiner indicates he or she will do so. Itis the examiner’s responsibility to see that such a record is made and to correct material inaccuracies
which bear directly on the question of patentability.

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been discussed during the
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required.

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and listed on the
“Contents” section of the file wrapper. In a personal interview, a duplicate of the Form is given to the applicant (or attorney or agent) at the
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant’s correspondence address
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other
circumstances dictate, the Form should be mailed promptly after the interview rather than with the next official communication.

The Form provides for recordation of the following information:

— Application Number (Series Code and Serial Number)

—Name of applicant

—Name of examiner

—Date of interview

—Type of interview (telephonic, video-conference, or personal)

—Name of participant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.)

— An indication whether or not an exhibit was shown or a demonstration conducted

— An identification of the specific prior art discussed

— Anindication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does
not restrict further action by the examiner to the contrary.

—The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action)

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case. It
should be noted, however, that the Interview Summary Form will not normally be considered a complete and proper recordation of the interview
unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the
substance of the interview.

A complete and proper recordation of the substance of any interview should include at least the following applicable items:

1) A brief description of the nature of any exhibit shown or any demonstration conducted,

2) an identification of the claims discussed,

3) an identification of the specific prior art discussed,

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the

Interview Summary Form completed by the Examiner,

5) a brief identification of the general thrust of the principal arguments presented to the examiner,

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully
describe those arguments which he or she feels were or might be persuasive to the examiner.)

6) a general indication of any other pertinent matters discussed, and

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by

the examiner.

Examiners are expected to carefully review the applicant’s record of the substance of an interview. If the record is not complete and
accurate, the examiner will give the applicant an extendable one month time period to correct the record.

Examiner to Check for Accuracy

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner’s version of the
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, “Interview Record OK” on the
paper recording the substance of the interview along with the date and the examiner’s initials.
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Patent
Atty Dkt No. 084892-514250

Filed Via EFS
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant(s): Thien Nguyen et al. Examiner: Hao D. Mai
Serial No.: 14/228,057 Group Art No.: 3732
Filed: March 27, 2014 Conf. No.: 1983
Title: INTRAORAL DEVICE WITH SLIT  [Dkt. No.: INCEP- 001COD
Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

AMENDMENT

In response to the Non-Final Office Action mailed April 13, 2017, please amend the above-

identified application as follows. Applicants make the following remarks.
Amendments to the Claims begin on page 2 of this paper.

Remarks/Arguments begin on page 5 of this paper.

59333597.2
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IN THE CLAIMS

This listing of claims will replace all prior versions and listings of claims in the application:

1. (currently amended) A mouthpiece comprising:
a main body portion having-a-distal portonand-aproximal-portion-the-main
bedy configured as a pocket having an interior defined by:
an anterior wall defined by an exterior edge, the anterior wall comprising
a slit extending along a longitudinal and central axis of the main body portion
between the-distal-portionand-theprexdmal-portion opposite ends of the main
body portion, the slit comprising an opening that allows fluids exterior to the
pocket to enter into the interior of the pocket wher-suectionisapphed-within
e intoriorof il Ket,

a posterior wall defined by an exterior edge that corresponds to the

exterior edge of the anterior wall, and
a side wall connecting the exterior edge of the anterior wall to the

corresponding exterior edge of the posterior wall.

2. (currently amended) The mouthpiece of claim 1, wherein the posterior wall
further includes a stability bar protruding from an interior surface of the posterior wall

and along [[a]] the longitudinal and central axis of the main body portion.

3. (original) The mouthpiece of claim 2, wherein the stability bar is aligned with the

slit on the anterior wall.

4. (original) The mouthpiece of claim 1, wherein the main body portion is formed

by injection-molding as one piece.

59333597.2
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5. (previously presented) The mouthpiece of claim 1, wherein a material used to
form the main body portion is a flexible, translucent, high heat-resistant, autoclavable

silicone-based material.

6. (original) The mouthpiece of claim 1, wherein the anterior wall and the posterior

wall have different thicknesses.

7. (previously presented) The mouthpiece of claim 1, wherein flexibility of material
of the anterior wall allows portions of the anterior wall to be pulled open at the slit to

expose the interior of the pocket.

8. (previously presented) The mouthpiece of claim 1, further comprising a cheek
retractor portion connected to the main body portion and having a surface that applies
pressure when bent, wherein the pressure is based on resilience of the cheek retractor

portion.

9. (previously presented) The mouthpiece of claim 8, wherein the cheek retractor
portion comprises an extension of the pocket and wherein the slit extends into the

extension of the pocket.

10. (previously presented) The mouthpiece of claim 1, further comprising a bridge
structure comprising a plurality of protrusions protruding from an interior surface of the

posterior wall, wherein the protrusions do not attach to the anterior wall.

11. (previously presented) The mouthpiece of claim 10, wherein the protruding

bridge structure protrusions comprise a plurality of spaced contact points.

59333597.2
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12. (previously presented) The mouthpiece of claim 11, wherein the bridge structure
protrusions protrude from the interior surface of the posterior wall in a wave shape, and

wherein the contact points are at crests of the wave shape.

13. (original) The mouthpiece of claim 12, wherein spaces between the contact points

are at troughs of the wave shape.

14. (previously presented) The mouthpiece of claim 1, further comprising a suction
connector portion that connects the interior of the pocket to a vacuum source, wherein
activation of the vacuum source applies the suction to the interior of the pocket, wherein
the fluids that enter through the slit opening into the interior of the pocket are suctioned

toward the vacuum source.

15. (original) The mouthpiece of claim 1, further comprising a detachable

mouth prop.

16. (original) The mouthpiece of claim 15, wherein the detachable mouth prop

comprises a bite block portion and a strap portion.

17. (original) The mouthpiece of claim 16, wherein the bite block portion and strap

portion are injection-molded in one piece.

18. (currently amended) The mouthpiece of claim 15, wherein the bite block portion

comprises an opening corresponding to a plug connected to the main body portion.

19. (cancelled)

20. (cancelled)
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REMARKS

Interview Summary

Applicants thank the Examiner for the interview conducted with the Applicants” representative

on June 30, 2017.

Applicant has incorporated claim language discussed into independent claim 1.
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Status of the Claims

The Applicants have amended claims 1-2 and cancelled claims 19-20. Support for claim 1 can be
found in paragraphs [0008] and [0034] and throughout the Specification. Support for claim 2 can
be found in paragraph [0008] and throughout the Specification. No new matter has been added.
In view of the following remarks, Applicants respectfully submit that the application is in

condition for allowance.

Rejections under 35 U.S.C. §112

Claim 1 was rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112, second paragraph, as being
indefinite for failing to particularly point out and distinctly claim the subject matter. Office
Action, 2. Claim 1 has been amended to recite, “a main body portion configured as a pocket
having an interior defined by: . . . opposite ends of the main body portion.” (emphasis added).

Withdrawal of the rejection is respectfully requested.

Rejections under 35 U.S.C. §102

Claims 1, 4-11, and 14-20 were rejected under pre-AlA 35 U.S.C. 102(b) as being anticipated by
U.S. Publication No. 2006/0063129 to Hirsch et al., (“Hirsch”). Office Action, 3. Applicants
respectfully submits that Hirsch fails to teach the claimed “slit extending along a longitudinal
and central axis of the main body portion between opposite ends of the main body portion,
the slit comprising an opening that allows fluids exterior to the pocket to enter into the interior
of the pocket.” (emphasis added). Applicant’s slit is shown in Figure 1B (provided below) for
reference. The Office Action points to Hirsch’s component “68” as purportedly teaching the
claimed slit, shown below in Figure 4. Office Action, 3. Hirsch refers to that component as “a

pair of evacuation channels 68 exposed to the outer surface.” Hirsch, [0052].
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HIRSCH APPLICANT

. #g 48

As illustrated above, the ends of the evacuation channel 68 extend to the same end or edge of
Hirsch’s device. In other words, the evacuation channel 68 begins and ends on the same end of
Hirsch’s device. Nowhere does Hirsch teach or show a slit extending along a longitudinal and
central axis between opposite ends of the main body portion that allows fluids exterior to the
pocket to enter into the interior of the pocket. Thus, Hirsch fails to disclose the claimed slit
explicitly recited as extending along a longitudinal and central axis of the main body portion
between opposite ends of the main body portion and comprising an opening that allows fluids

exterior to the pocket to enter into the interior of the pocket.

MPEP § 2131 states: “A claim is anticipated only if each and every element as set forth in the
claim is found, either expressly or inherently described, in a single prior art reference.” (citing
Verdegaal Bros. v. Union Oil Co. of California, 814 F.2d 628, 631, 2 USPQ2d 1051, 1053 (Fed. Cir.
1987)). “Moreover, unless a reference discloses within the four corners of the document not only
all of the limitations claimed but also all of the limitations arranged or combined in the same
way as recited in the claim, it cannot be said to prove prior invention of the thing claimed and,
thus, cannot anticipate under 35 U.S.C. § 102. Net Moneyln, Inc. v. VeriSign, Inc. 545 F.3d 1359
(Fed Cir. 2008).” Applicants submit that the limitations allegedly taught by Hirsch are not
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arranged or combined in the same way as recited in the claims. Therefore, the claims are not

anticipated under 35 U.S.C. § 102 by Hirsch.

Claims 4-11 and 14-18 depend from independent claim 1. Thus, for at least the same reasons as
discussed above, withdrawal of the rejections for claims 4-11 and 14-18 are respectfully

requested.

Rejections under 35 U.S.C. §103

Claims 2-3 were rejected under pre-AlIA 35 U.S.C. 103(a) as being unpatentable over Hirsch in
view of U.S. Publication No. 2009/0274991 to Black et al., (“Black”). Office Action, 6. Applicants
respectfully disagree. Black fails to cure Hirsch’s failure to teach the claimed slit. Because claims
2-3 depend from claim 1, claims 2-3 are allowable for at least the same reasons as claim 1.

Withdrawal of the rejection is respectfully requested.

Not all reasons for allowability and distinctions over the asserted combination of prior art

references of record have been discussed, and no inference regarding such should be made.
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CONCLUSION

Based on the foregoing, it is submitted that Applicants” invention as defined by the claims is

patentable over the references of record. Issuance of a Notice of Allowance is solicited.

Applicants” attorney welcomes the opportunity to discuss the case with the Examiner in the

event that there are any questions or comments regarding the response or the application.

The Commissioner is hereby authorized to withdraw any additional fees that may be required

or credit any overpayment to Deposit Account 50-1662, referencing the docket number above.

Respectfully submitted,
July 13, 2017 POLSINELLI LLP

Stephanie T. Vu
Stephanie T. Vu, Reg. No. 73,063
Three Embarcadero Center, Suite 2400
San Francisco, CA 94111
Tel: (415) 248-2116
[Pdocket@polsinelli.com
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1.8, Patent and Trademark Office; U8, DEPARTMENT OF COMMERCE

Under the Fapsraork Reduction Act of 1668, no persons ars required tw respond to & soliection of information unless it containg & valid OMB conirol numbsar.

Altorney Docket Number | INCEP-001C0D

Application Data Sheet 37 CFR 1.76 R
Appilication Number

Title of invention | INTRAORAL DEVICE WITH SLIT

The application data sheet is part of the provisionad or nonprovisional application for which i is being submitted. The following form centains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Office as ouilined in 37 CFR 1.78.

This document may be completed electronically and submitted to the Office in elecironic format using the Elecironic Fiing System (EFS) or the
document may be printed and inciuded in a paper filed application,

Secrecy Order 37 CFR 8.2:

e Partions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
— 37 CFR 5.2 (Paperfilers anly, Agphications that fall under Searscy Order may not be filed electronjcally)

inventor Information:

inventor 1

Legal Name
Prefix| Given Name Middie Name Family Name Suffix
Thien Nguyen -
Residence information (Select One} (& US Residency () Non US Residency () Active US Miltary Service
City | SantaAna ' State/Province | CA | Country of Residencd | US

Mailing Address of inventor:

Address 1 11230 Grace Ave.

Address 2 sute®8

City Fountain Valley v i State/Province cA

Postal Code | 92708 } Country i - us

fnventor 2 L Beoowe

Legal Name
- Prefix| Given Name Middle Name  Family Name  Suffix

| Tam Thanh ‘ - Fham E

Residence Information {Select One} (e USResidency (U Non US Residency () Active US Military Service

City | San Francisco  State/Province | CA | Country of Residencd | US
Mailing Address of Inventor:

Address 1 11230 Grace Ave.
 Address 2 Suite 8

City Fountain Valley o | State/Province | CA

Postal Code | 2708 Countryl | US

All Inventors Must Be Listed - Additional Inventor information blocks may be prm——
generated within this form by selecting the Add bution. Lofs

Correspondence information:

Enter either Customer Number or complete the Correspondence Information section below,
For further information see 37 CFR 1.33{a}.
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Attomey Docket Number | INCEP-001COD

Application Data Sheet 37 CFR 1.78 ot
Appiaca&mn Number

Title of invention | INTRAORAL REVICE WITH SLIT

(] An Address is being provided for the correspondence Information of this application.

Customer Number 138718
 Email Address JsRiDpaisinelivom Lo AddEmall | [Rem @ Eoai

Application infmmatmn

' Title of the Eﬁventmn INTRAGRAL DEViCE WITH SL!T

 Attorney Docket Number INCEP-001C0D Smali Entity Status Claimed
Application Type N‘onpmvisionai )
Subject Matter Utmty ‘ ‘ ) ‘
Total Number of Drawing Sheets {if any} 11 | : Suggested Figure for Publication {if éﬂy)

Filing By Reference:

ity complete this sectionwiiagn Shing an apphcation by referencender FYEALT11{0) and 37 CFR 1.57{a). Do not complete this section if
application papers including a specification and any drawings are being filed. Any domestic benefit or foreign priority information must be
provided in the appropriate section(s) below {i.e, “Domestic Benefit/National 5tage Information” and “Foreign Priority information”).

For the purposes of a filing date under 37 CFR 1.53(b), the description and any drawings of the prasent application are replaced by this
reference to the previously filed apphcataon subject to conditions and re=quar&mev=ts of 37 CFR 1.57(a).

- Application number of the prewc)usiy Filing date (YYYY-MM-DD} o Inteliectual Property Authority or Cour “tvy "
filed application

Publication Information:
E] Requesﬁ Early Publication (F—’ee reausred at time of Reguest 37 CFR 1. 219}

Request Not to Pubhsh, { hereby request that the attached application not be published under

35 U.8.C. 122y andd certify that the invention disclosed in the allached application has not and will not be the
subject of an d@pphication fifed in another country, or under a muslilateral inteenational agreement, that.regiirgs
publication at sighteen months after filing.

Remesentative mfmmati@n:

- Representative information should be provided for all practitioners having a power of attomey in the agniauataon Providing
- this information in the Application Data Sheet dees not constitute a power of attorney in the application (see 37 CFR 1.32),

" Either enter Customer Number or complete the Representative Name section below. f both sections are compleled the customer
Number will be used for the Representative Information during processing.

Please Select One: ® CustomerNumber | () US Patent Practiioner | (O Limited Recogrition (37 CFR 11.9)
Customer Number 138718 .
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U.S. Patent and Trademark Office; U.8, DEPARTMENT OF COMMERCE

ne persons are raquired to respond to 8 callection of information unless it contains a valid OMB controf number,

Attorney Docket Number | INCEP-001COD

[T,

Under the Fapenwork Reduction Act of 1

Application Data Sheet 37 CFR 1.76

Application Number

Title of invention | INTRAQRAL DEVICE WITH SLIT

Domestic Benefit/National Stage Information:

Thia sonton allows for the appoant fo sither tlaim benefit under 35 U.S.C. 119(e), 120, 121, 365(c), or 386(c) or indicate
National Stags entry from a PCT application. Providing benefit claim information in the Application Data Shest constifules
the specific reference required by 35 U.S.C. 118(e) or 120, and 37 CFR 1.78,

When referring to the current application, please leave the "Application Number” field blank.

Prior Application Status Paened
ppeter | contnaype | TPl | T e | paenthomser | o iinon
““““ ' Continuation of 14100323 2013-12-09 5911232 2014-12-16
""" Prior Application Status Bemoye |
Eiling or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)

14100323

Claims benefit of provisional

51734939

2012-12-07

Additional Domestic Benefit/National Stage Data may be generated within this form
by selecting the Add bution,

Foreign Priority Information:

This section allows for the applicant to ciaim priority o a foreign application. Providing this information in the application data shaet
constitutes the claim for priority as required by 35 U.8.C. 118(b) and 37 CFR 1.85. When priority is claimed to 3 foreign application
that is eligible for retrieval under the priority document exchange program (PD)()l the information will be used by the Office to
automatically attempt retrieval pursuant to 37 CFR 1.58(1)(1) and (2). Under the PDX program, applicant bears the ultimate
responsibility for ensuring that a copy of the foreign application is received by the Office from the paricipating foreign intellectual
property office, or a certified copy of the foreign priority application is filed, within the time pericd specified in 37 CFR 1.85(g){1).

Application Number

Cc;urrtryi

Filing Date (YYYY-MM-DD)

kg

L3

Access Code (if applicabls)

Add button.

{ Additional Foreign Priority Data may be generated within this form by selecting the

Statement under 37 CFR 1.58 or 1.78 for AlA (First Inventor to File} Transition
Applications

This apphication (1) claims priority to or the benefit of an application filed before March 16, 2013 and (2) alsa
contains, o contained at any tima, a claim to & claimed invention that has an effective filing date on or after March

] 18, 2013,

NOTE: By providing this staterent under 37 CFR 1.55 or 1.78, thix application, with a filing date on or after March

16‘,‘_2013, will be examined under the firstinventor to file pravisions of the AlA.
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- Attorney Docket Number { INCEP-001COD

Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention | INTRAORAL DEVICE WITH SLIT

Authorization or Opt-Out of Authorization to Permit Access:

Whan this Application Data Sheet is properly signed and filed with the application, applicant has provided written
authority to permit a participating foreign intellectual property (IP) office access o the instant application-as-filed (see
paragraph A in subsection 1 below) and the European Patent Office (EPO) access to any search results from the instant
application (see paragraph B in subsection 1 below;.

Should applicant choose not o provide an authorization identified in subsection 1 below, applicant must gpt-oat of the
authorization by checking the corresponding box A or B or both in subsection 2 below.

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an
application. After the initial filing of an application, an Application Data Sheet cannot be used to provide or rescind
authorization for access by a foreign IP office(s). Instead, Form PTO/SB/38 or PTO/SB/GY must be used as appropriate.

undersigned hereby grants the USFTQ autharity to provide the Eurcpean Patent Office (EPO}, the Japan Patent Office
(JPO), the Korean Intellectual Property Office (KIPQ), the State Intellectual Property Office of the People’s Republic of
China (SIPO), the World Intellectual Property Organization (WIPQ), and any other foreign intellectual property office
participating with the USPTO in a bilateral or multilateral priority document exchange agreement in which a foreign
application claiming priority to the instant patent application is filed, access to: (1) the instant patent application-as-filed
and its related bibliographic data, (2) any foreign or domestic application to which priority or benefit is claimed by the
instant application and its related bibliographic data, and (3) the dale of filing of this Authorization. See 37 CFR 1.14(h)

{1).

the undersigned hereby grants tha USBTQ authoriiy to provide the EPO access to the bibliographic data and search
results from the instant patent application when a European patent application claiming priority to the instant patent
application is filed. See 37 CFR 1.14{h)(2).

The applicant is reminded that the EPO's Rule 141(1) EPC (European Patent Convention) requires applicants to submit a
copy of search results from the instant application without delay in a European patent application that claims priority to
the instant application.

2. Opt-Out of Authorizations to Permit Access by a Foreign intellectual Property Office(s}

A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access {o the instant
[ ] application-as-filed. If this box is checked, the USPTO will not be providing a participating foreign IP office with
any documents and information identified in subsection 1A above.

B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent
[] application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application. -
NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the
application in accordance with 37 CFR 1.14.

EFS Web 2,212

451 of 497



FTQ/AIAIS {11418}

Approved for use through 04/30/2017. OMB 08510032

U.3. Patent ang Trademark Office; U.5. DEPARTMENT QF COMMERCE

Under the Papsrwork Reduction Act of 1995, no persons are required to respand to a coflastion of infarmation unless it containg & valid OMB contral numbsr,

Attorney Docket Number | INCEP-001COD

| Application Data Sheet 37 CFR 1.78

V Application Number

Title of Invention | INTRAORAL DEVICE WITH SLIT

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requiremant of part 3 of Title 37 ¢f CFR
to have an assignment recorded by the Office.

Applicant 1

[ the apphcant 1s Tha imvento (or ins rEmAINIng inmf inventor of mventors undar 37 GFR 1.48), this ection should nul ba somplelsd.
Tha infarmation 1o ke orovided in this section iy the name aod address of the legal repregenialive whils the anpllcant under 3T.0FR
SadRarthe nams-end address of the- assignes: pensartiswhom the invanter s under at ciligation 1o aesign. the. Hyaniion. O PELSOR... |
who otherwise shows sufficient proprietary interest in the matter whe is the applicant under 37 CFR 1.48. I the applicant is an
applicant under 37 CFR 1.46 (assignes, person to whom the inventor is obligated o assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are aiso the applicant should be
identified in this section,

Assignae (O Legal Representative under 35 U.S.C. 117 O Jeint inventor

() Person to whom the inventor is cbligated to assign. () Person who shows sufficient proprietary interest

Name of the Deceased or Legally Incapacitated Inventor: |

if the Applicant is an Qrganization check here. ) X

Organization Name tncoptebig,

Malling Address information For Appﬁieéht:

Address 1 G

Address 2 Bte O 938

City EEE . State/Province e
- Country [-HS ) Postal Code R505
~ Phone Number Fax Number

Email Addrass o

EFS Wab 2.2.12
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RTO/AAAL (11-18)

Approved for use through 04/30/2017. OMB 0651-0032

U.5. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1885, no persons are required to respond to a collection of information unfess i contains a valid OMB cantral numbear:

“““ Attorney Docket Number | INCER-DG1COD
; App!iéétion Number

Application Data Sheet 37 CFR 1.76

Title of invention INTRAORAL DEVICE WITH SLIT

Applicant 2
I the anplicant © the inventor (of the remaimng joint inventor or inventors under 37 CFR 1.48), this section should not be complates.
The information to be provided in this section is the name and address of the legal representalive who is the applicant under 37 CFR
1.43: or the name and address of the assignee, person to whom the fnvantor is under an obligation to assign the invention, or person
who otherwise shows sufiicient proprietary interest in the matter wha is the applicant under 37 CFR 1.48. If the applicant is an
applicant under 37 CFR 1.45 (assignes, person to whom the inventor is obligated to assign, of parson who atherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the jointinventor or inveniors who are siso the applicant shouid be

identified in this section.
{ Cisar E

(8 Assignee (O Legal Representative under 35 U.8.C. 117 ) Jdoint inventor

(O Person to whom the inventor is obligated to assign. (O Person who shows sufficient proprietary interest

i applicant 1s the legal representative, indicate the authority to file the patent application, the inventor is:

3'Name of the Deceased or Legally Incapacitated Inventor.

if the Applicant is an QOrganization check here, ) X

Organizaﬁ@ﬂ Name DT‘{\{)?\?eiﬁ LLC

Mailing Address information For Appiicam‘:m

Address 1 11230 Grace e

Address 2 SuteB

City ) iﬁi{;ﬁ?ﬁiﬁf};’éj@m State/Province LA
Country | US_ ) Postal Code 2708
Phone Number Fax Number

Emafl Address | )

Additional Applicant Data may be generated within this form by selecting the Add button,

Assignee Information including Non-Applicant Assignee Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title ‘
37 of CFR {0 have an assignment recorded by the Office.

Assignes 1

Complete this section if assignee information, including non-applicant assignee information, is desired to be included on the patent
application publication. An assignee-applicant identified in the "Applicant Information” section will appear on the patent application
publication as an applicant. For an assignee-applicant, complete this section only if identification as an assignee is also desired on the
patent application publication.

if the Assignee or Non-Applicant Assignee is an Organization check here.,

EFS Web 2,212
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PTQAIN1S (11-15)
Approved for use through 04/30/2017. OMB 0881.0032
U.3, Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Attorney Docket Number | INCEP-001COD

Application Data Sheet 37 CFR 1.76 L
Application Number__

Title of Invention | INTRAORAL BEVICE WITH SUIT

Organization Name

;Ma'i'iing Address inf{armatiéﬁn For Assignse including Non-Applicant Assignee:

A&‘a‘:‘i‘mss 1 r 1230‘ Graceiv»e\a;
“Address 2 sawes
City Fountain Valley Stétéiprovince CA
Country ! us. ‘Postal Code 92708
Phone Number 1 ”‘F‘éx Number

Email Address

selecting the Add buiton.

Signature:

NOTE: This Application Uata Sheet must be signed in accordance with 37 CFR 1.33(b). However, if this Application
Data Shest is submitted with the INITIAL filing of the application and either box A or B is pot checked in
subsection 2 of the “Authorization or Opt-Out of Authorization to Permit Access” section, then this form must
also be signed in accordance with 37 CFR 1.14{c).

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic

entity (e.g., corporation or association). If the applicant is two or more joint inventors, this form must be signed by a
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given

o (7 M/ Date (YYYY-MM-DD)! 2017-07-13

| Last Name { vy Registration Number 73083

Signature

First Name

Additional Signature may be generated within this form by selecting the Add butlon.

This colleciion of information is required by 37 CFR 1,76, The information is required to obtain or retain a benefit by the public which
i5 to fils (and by the USPTO to process) an application, Confidentiality is governed by 35 U.8.C. 122 and 37 CFR 1.14. This
collection is estimated to take 23 minutes fo complete, including gathering, preparing, and submitting the completed application data
sheet form to the USPTO. Time will vary depending upen the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief information Officer, U.8. Patent and
Trademark Office, U.S. Department of Commarce, P.O. Box 1480, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SERD TO: Commissioner for Patents, P.O. Box 1480, Alexandria, VA 223131450,

EFS Web 2.2.12
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PTO/AIA/96 (08-12)

Approved for use through 01/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)
Applicant/Patent Owner: Dryshield, LLC

Application No./Patent No.: 14/228,057 Filed/Issue Date: March 27, 2014

Tileg: |NTRAORAL DEVICE WITH SLIT

Dryshield, LLC a corporation

(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)

states that, for the patent application/patent identified above, it is (choose one of options 1, 2, 3 or 4 below):
1. The assignee of the entire right, title, and interest.

2. |:| An assignee of less than the entire right, title, and interest (check applicable box):

|_| The extent (by percentage) of its ownership interest is %. Additional Statement(s) by the owners
holding the balance of the interest must be submitted to account for 100% of the ownership interest.

|:] There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3. |:| The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4, |:| The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose one of options A or B below):

A. |:| An assignment from the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel , Frame , or for which a copy
thereof is attached.

B. A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as follows:
1. From: NGUYEN, THIEN To: INCEPT, INC.

The document was recorded in the United States Patent and Trademark Office at

Reel 032545 , Frame 0891 , or for which a copy thereof is attached.
2 From: PHAM, THAM THANH To: INCEPT, INC.

The document was recorded in the United States Patent and Trademark Office at

Reel 032545 , Frame 0891 , or for which a copy thereof is attached.

[Page 1 of 2]
This collection of information is required by 37 CFR 3.73(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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PTO/AIA/96 (08-12)

Approved for use through 01/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: |NCEPT INCORPORATED To: DRYSHIELD, LLC

The document was recorded in the United States Patent and Trademark Office at

Reel 042916 , Frame 0954 , or for which a copy thereof is attached.
4. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.
5. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.
6. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

|:| Additional documents in the chain of title are listed on a supplemental sheet(s).

|:| As required by 37 CFR 3.73(c)(1){i), the documentary evidence of the chain of title from the original owner to the
assignee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assignment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assignment in the records of the USPTO. See MPEP 302.08]

The undersigned (whose title is supplied below) is authorized to act on behalf of the assignee.

/Stephanie T. Vu/ 2017-07-13

Signature Date

Stephanie T. Vu 73063

Printed or Typed Name Title or Registration Number
[Page 2 of 2]
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the
requirements of the Act, please be advised that: (1) the general authority for the collection of this information is 35
U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the
information is used by the U.S. Patent and Trademark Office is to process and/or examine your submission related
to a patent application or patent. If you do not furnish the requested information, the U.S. Patent and Trademark
Office may not be able to process and/or examine your submission, which may result in termination of proceedings
or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of records
may be disclosed to the Department of Justice to determine whether disclosure of these records is
required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting
evidence to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the
course of settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress
submitting a request involving an individual, to whom the record pertains, when the individual has
requested assistance from the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency
having need for the information in order to perform a contract. Recipients of information shall be required
to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this system of
records may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property
Organization, pursuant to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for
purposes of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act
(42 U.S.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency’s
responsibility to recommend improvements in records management practices and programs, under
authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA
regulations governing inspection of records for this purpose, and any other relevant (i.e., GSA or
Commerce) directive. Such disclosure shall not be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either
publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C.
151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the
public if the record was filed in an application which became abandoned or in which the proceedings were
terminated and which application is referenced by either a published application, an application open to
public inspection or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Electronic Acknowledgement Receipt

EFS ID: 29777011
Application Number: 14228057
International Application Number:
Confirmation Number: 1983

Title of Invention:

INTRAORAL DEVICE WITH SLIT

First Named Inventor/Applicant Name:

Thien Nguyen

Customer Number:

138718

Filer:

Stephanie Thien Vu/Kristine Goodman

Filer Authorized By:

Stephanie Thien Vu

Attorney Docket Number:

INCEP-001COD

Receipt Date: 13-JUL-2017
Filing Date: 27-MAR-2014
Time Stamp: 16:10:51

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment no
File Listing:
Document .. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)
182053
1 Amendment/Req. Reconsideration-After AmendmentAndResponse.pdf o 9

Non-Final Reject

06dc270831eb91307c4341a94de2ae686f0
9bdse

Warnings:




Information:

635787
2 Application Data Sheet AmendedADS.pdf no 7
91363f70e4adb330a3ff160901ceBa5fae69(
cal
Warnings:
Information:
This is not an USPTO supplied ADS fillable form
97900
3 Assignee showing of ownership per 37 Statement373.pdf o 3
CFR3.73
f120e64b5cc582d4a5f5a540ebab387780e
d57f8
Warnings:
Information:
251146
4 Power of Attorney POA_07112017.pdf no 1
00aa50ab307671e455b90b9ecb135f73606|
2ab%4
Warnings:
Information:
Total Files Size (in bytes): 1166886

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

APPLICATION AS FILED — PART |

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 14/228,057 03/27/2014 | [ To be Mailed
ENTITY: []LArRGE [X] smALL [] MICRO

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
|:| EXAMINATION FEE
{37 CFR 1.16(0), (p), or (qQ)) N/A N/A N/A
TOTAL CLAIMS , N
(87 CFR 1.16(1)) minus 20 = X3 =
INDEPENDENT CLAIMS , N
(87 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
’(ASF;PC';;%U?(’:))S'ZE FEE for small entity) for each additional 50 sheets or
' fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
,_ 07/13/2017 | Ar1er PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
s ;l'?gaa)l) (37 CFR ~18 Minus | ** 20 -0 x $40 = 0
3 .
Independ .
= IEESh T Minus | -3 -0 x 5210 - 0
<§t [] Application Size Fee (37 GFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
AMENDMENT PAID FOR
Total (37 cFR . ; .
1.16(i)) Minus = X $ =
Independent . !
(272€§r11.1ee?(h)) Minus = X $ =

] Application Size Fee (37 GFR 1.16(s))

AMENDMENT

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CGFR 1.16()))

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

TOTAL ADD’L FEE

LIE
ANNETTE COWAN

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
14/228,057 03/27/2014 Thien Nguyen INCEP-001COD
CONFIRMATION NO. 1983
138718 POA ACCEPTANCE LETTER
Polsinelli LLP
3 Embarcadero Center IR
Suite 2400 00000009280789

San Francisco, CA 94111
Date Mailed: 07/18/2017

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY

This is in response to the Power of Attorney filed 07/13/2017.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.

Questions about the contents of this notice and the
requirements it sets forth should be directed to the Office
of Data Management, Application Assistance Unit, at
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101.

/kxaysana/

page 1 of 1
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION FILING or GRP ART
NUMBER 371(c) DATE UNIT FIL FEE REC'D ATTY.DOCKET.NO TOT CLAIMSJIND CLAIMS
14/228,057 03/27/2014 3732 800 INCEP-001COD 20 3
CONFIRMATION NO. 1983
138718 CORRECTED FILING RECEIPT
Polsinelli LLP
3 Embarcadero Center AN ACALL AR ARV
Suite 2400

San Francisco, CA 94111
Date Mailed: 07/18/2017

Receipt is acknowledged of this non-provisional patent application. The application will be taken up for examination
in due course. Applicant will be notified as to the results of the examination. Any correspondence concerning the
application must include the following identification information: the U.S. APPLICATION NUMBER, FILING DATE,
NAME OF APPLICANT, and TITLE OF INVENTION. Fees transmitted by check or draft are subject to collection.
Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a Filing Receipt Correction. Please provide a copy of this Filing Receipt with the
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit
any corrections to this Filing Receipt with your reply to the Notice. When the USPTO processes the reply
to the Notice, the USPTO will generate another Filing Receipt incorporating the requested corrections

Inventor(s)

Thien Nguyen, Santa Ana, CA;

Tam Thanh Pham, San Francisco, CA;
Applicant(s)

Dryshield, LLC, Fountain Valley, CA;
Assignment For Published Patent Application

Dryshield, LLC, Fountain Valley, CA

Power of Attorney: The patent practitioners associated with Customer Number 138718

Domestic Priority data as claimed by applicant
This application is a CON of 14/100,323 12/09/2013 PAT 8911232
which claims benefit of 61/734,939 12/07/2012

Foreign Applications for which priority is claimed (You may be eligible to benefit from the Patent Prosecution
Highway program at the USPTO. Please see http://www.uspto.gov for more information.) - None.

Foreign application information must be provided in an Application Data Sheet in order to constitute a claim to
foreign priority. See 37 CFR 1.55 and 1.76.

Permission to Access Application via Priority Document Exchange: No
Permission to Access Search Results: No

Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/69 as
appropriate.

page 1 of 3
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If Required, Foreign Filing License Granted: 04/18/2014

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 14/228,057

Projected Publication Date: Not Applicable
Non-Publication Request: No

Early Publication Request: No
** SMALL ENTITY **
Title

INTRAORAL DEVICE WITH SLIT
Preliminary Class
433
Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

Since the rights granted by a U.S. patent extend only throughout the territory of the United States and have no
effect in a foreign country, an inventor who wishes patent protection in another country must apply for a patent
in a specific country or in regional patent offices. Applicants may wish to consider the filing of an international
application under the Patent Cooperation Treaty (PCT). An international (PCT) application generally has the same
effect as a regular national patent application in each PCT-member country. The PCT process simplifies the filing
of patent applications on the same invention in member countries, but does not result in a grant of "an international
patent” and does not eliminate the need of applicants to file additional documents and fees in countries where patent
protection is desired.

Almost every country has its own patent law, and a person desiring a patent in a particular country must make an
application for patent in that country in accordance with its particular laws. Since the laws of many countries differ
in various respects from the patent law of the United States, applicants are advised to seek guidance from specific
foreign countries to ensure that patent rights are not lost prematurely.

Applicants also are advised that in the case of inventions made in the United States, the Director of the USPTO must
issue a license before applicants can apply for a patent in a foreign country. The filing of a U.S. patent application
serves as a request for a foreign filing license. The application's filing receipt contains further information and
guidance as to the status of applicant's license for foreign filing.

Applicants may wish to consult the USPTO booklet, "General Information Concerning Patents” (specifically, the
section entitled "Treaties and Foreign Patents") for more information on timeframes and deadlines for filing foreign
patent applications. The guide is available either by contacting the USPTO Contact Center at 800-786-9199, or it
can be viewed on the USPTO website at http://www.uspto.gov/web/offices/pac/doc/general/index.html.

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).
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LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted under
37 CFR 5.13 or 5.14.

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof unless
it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 1.53(d). This
license is not retroactive.

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject matter
as imposed by any Government contract or the provisions of existing laws relating to espionage and the national
security or the export of technical data. Licensees should apprise themselves of current regulations especially with
respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, Department of
State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Bureau of Industry and
Security, Department of Commerce (15 CFR parts 730-774); the Office of Foreign AssetsControl, Department of
Treasury (31 CFR Parts 500+) and the Department of Energy.

NOT GRANTED

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 5.12,
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b).

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location for
business investment, innovation, and commercialization of new technologies. The U.S. offers tremendous resources
and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation works to
promote and facilitate business investment. SelectUSA provides information assistance to the international investor
community; serves as an ombudsman for existing and potential investors; advocates on behalf of U.S. cities, states,
and regions competing for global investment; and counsels U.S. economic development organizations on investment
attraction best practices. To learn more about why the United States is the best country in the world to develop
technology, manufacture products, deliver services, and grow your business, visit http://www.SelectUSA.gov or call
+1-202-482-6800.
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(67} A denial mouthpiece is provided that may be
attached fo a high-suction dental adapter for the purpose
of assisting the dental siaff during dental procedures
through chair-side, hands-free suction, and isclation.
Such a mouthpiece may comprise 2 main body portion
(1103, a cheek retractor portion (130), and a suction con-
nector portion (120}, In some embodiments, the main
body portion {110}, cheek reiractor portion {130}, and
suction connector portion (120) {and sub-portions there-
ofy may be moided in one piece, preferably by injection
molding. In an exemplary embodiment, the mouthpiece
may be made of a material that is flexible, ranslucent,
conducive to injection molding, high heat-resistant, and
autociavable. Such a material may includs silicons. Re-
cause the mouthpiece may be made of a high heat-re-
sistant and autoclavable malerial, such a mouthpiece
may be reusable.
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1 EP 3184 676 A1 2

Bescription
BACKGROUND OF THE INVENTION
1. Field of the Invention

{0001} The present invention generally relates to the
field of dental mouthpisces. More specifically, the present
invention relates o intracral dentai suction and isolation
mouthpieces.

2. Description of Related Art

[0002]  Varicus mouthpieces are currently used by den-

tal health professionals, dental hygienists, and dental as-
sistants in the fleld of dentistry. In the past, g dental pa-
tient has been lreated by a traditional two-person team
that comprises a dental professional and a dental assist-
ant. Further, dental trealment may be providad by the
team using many different types of dental eguipment and
materials. Such dental equipment and materials may in-
ciude such items as an intreoral mirror, a bite block, a
slow speed suction ejector, a high speed suction gjector,
gauzes, cotton ralls, and dry angles. Each item of dental
equipment may be used for different purposes, though

scme may be used incombinationfor some iypes of den-
tal services. As such, a dental professional seeking o
provide such dental services may need [0 use multiple
iterns of such dental equipment. An imporiant role of the
denial assiciant is therefore to assist the dental profes-
sional in coordinating the use of these muiliple items of
different equipment and materials.

[0003] There is, therefore, a need in the art for im-
proved systems and methods of providing dental servic-
&s in a more efficient, comfortable, and safe manner to
the dental patient.

F00041 Different intraoral devices are kKnown, For ex-
ample, U.S. Palent Application Publication No.

20121001 ”’32[) A1 discioses a bite block, an illumination
device having a saliva suction function, and a TIPS (iwist
isclated plates of suction) for protecting the tongue of &
patieni, The described sclution guides the tongue of the
patient such thal when dental treatment is performed,

the tongue of the patient can be safely and comfortably
protected. Furthermore, saliva collected around the
throat of the patient can be rapidly removad 5¢ that the
patient feels little foreign-body like sensations. In addi-
tion, the TIPS can isclate the tongue from one side of the
mouth cavity to be treated so as to ensure space for treat-
ment. Moreover, the entirety ¢f the mouth cavity of the
patient can be illuminatad to enable a doctor to conven-
iently conduct the dental treatment.

fO005]  Further, U.S. Patent No. 8,974,321 relates (o
dental appliances for Hluminaling and/or vacuum suction
of the mouth of a denial patient for examination andlor
operative purposes.

{00088} U.S. Patent Application Publication No. US
2009/0274991 A1 teaches devices and methods for pro-

10

Ny
b

[V}
o

4G

viding intra-oral operative isolation, fluid and debris as-
piration, and tongue and chack refraction.

SUMMARY OF THE CLAIMED INVENTION

80071 The invention is defined in claims 1 and 15, re-
spectively. Particular embodiments are set out in the de-
pendent claims.

[0008] In particular, a dental mouthpiece is described
hersin. The mouthpiace may be attached {0 3 high-suc-
tion dental adapter for the purpose of assisting the dental
staff during dental proceduresthrough chair-side, hands-
free suction, and isolation. Such amouthplece comprises
a main body portion, a chesk retractor portion, and a
suction connector portion. In some ambodiments, ths
main body porticn, cheek retractor portion, and suction
connector portion (and sub-portions therecf) may bte
moldad in one plece, preferably by injection molding. in
an exemplary embodiment, the mouthpiece may be
made of a material that is flexible, translucent, conducive
to injection moliding, high heat-resistant, and autoclava-
ble. Such a material may include silicone. Because the
mouthpiece may be made of a high heat-resisiant and
autoclavable material, such a mouthpiece may be reus-
able.

00081 The main body portion comprises an enciosed
pocket made up of an anterior wall, a posterior wall, and
a side wall in between the anterior and posterior walls.
The side wall may be perforated with a plurality of perfo-
rations. Such perforations may constitute a mesh. Addi-
tional perforations may be located on the anterior and
posterior walls. The main body portion may further in-
clude a slit aiong a longitudinal, central axis on the ante-
rior wall. Such openings (e.g., perforations and siit) aliow
for suction of air, fluids, and smalldebris from the patient’s
mauth, through the openings inte the interior portion, and
info the suction connector porlion towards a suction
source. Because the mouthpiece is made of a flexible
and resiiient material (e.g., silicone), the mouthpiece is
bandable when placed in a palient’s mouth to conform
to the shape of the mouth. Whan propetly positioned, the
suction connactor porlion may protrude from one side of
the patient’s mouth, while the main body lies against the
back of the patienl’s mouth, and the chesk retractor
presses against the patient’s cheek on the opposite side
of the patient’s mouth.

{60181 The main body further includes an protruding
bridge structure on the interior surface of the posterior
wall. Such a bridge structure profrudes from the interior
surface in a wave shape with cresis and froughs. The
crests provide a piurality of contact points with the ante-
rior wali to keep the anterior wall separated from the pos-
terior watll during suction. Meanwhile, the troughs pravide
gaps that allow for suction of air, fluids, and small debris
through the bridge structure.
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BRIEF DESCRIPTION OF THE FIGURES
f0011]

FIG. 1Ais a perspective view of an exemplary mouth-
piece with a detachable mouth prog.

FIG. 1B is a top view of the exemplary mouthpiece
and detachabie mouth prop of FIG. 1A

FIG. 1C is a bottom view of the exemplary mouth-
piece and detachable mouth prop of FIG. 1A,

FIG. 1D is a side view of the exemplary mouthpiece
and detachable mouth prop of FIG. 1A

FIG. 1E is a cross-sectional view of the exemplary
motthpisce and detachable mouth prop of FIG. 1A
FIG. 2A is a perspective view of the exemgplary
motthpisce of FIG. 1A whers the detachable mouth
grop has been detached.,

FIG. 2B is a top view of the exempiary mouthplece
f FIG. 2A.

FIG. 2C is a bottom view of the exemplary mouth-
iece of FIG. 2A

D is a side view of the exemplary mouthpiece
1G. 2A
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FIG. 2 is a cross-sectional view of the exemplary
mouthpiece of FIG. 2A.

FIG. 3Ais a front view of an exemplary mouth prop.
FIG. 3B is a back view of the exemplary mouth prop
of FIG. 3A.

FIG. 3C is a boltem view of the exemplary mouth
prop of FIG. 3A.

FIG. 3D is a perspective view of the exemplary mouth
prop of FIG. 3A,

FIG. 3k is a side view of the exemplary mouth prop
of FIG. 3A.

FIG. 3F is a top view of the exemplary mouth prop
of FIG. 3A.

-
=

FIG. 4 is a close-up view of exemplary mesh sides
in an exemplary mouthpiece.

FIG. 5 is a close-up view of an internal bridge in an
examplary mauthpiecs.

FIG. BA Is a close-up view of an exemglary reinforc-
ing car in an exemplary mouthpiece.

FIG. BB is a cross-sectional view of the exemplary
reinforcing bar of FIG, 6A.

FIG. 7A is a close-up view of an exemplary cheek
retractor portion in an exemplary mouthpiece.

FIG. 7B is a cross-sectional view of the exemplary
cheek refracior portion of FI1G. 7A.

DETAILED DESCRIPTION

f0012] Embodiments of the present invention provide
foramouthpiece comprising a main body portion, a cheek
retracior portion, and a suction connactor portion. in
some embodiments, the main body portion, cheek re-
tractor portion, and suction connecior portion {(and sub-
portions thersof) may be mcided asone-piece, preferably
by injection molding. In an exemplary embodiment, the
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mouthpiece may be made of a material that is flexible,
transiucent, conducive to injection meiding, high heat-
resistant, and autoctavable. Such a material may include
silicone. Because the mouthpiece may be made of a high
heat-resistant and autoclavable material, such a mouth-
piece may be reusable.

[80413] FiGs. 1A-E are different views of an exemgplary
mouthpiece with an attachable mouth prop 160, while
FiGs. 2A-E are different views cf the exemplary mouth-
piece of FIG. 1A where the attachable mouth prop 160
has been detached. Such a mouthpiece includes a main
haody portion 110, a suction connector portion 120, and
a cheek retractor portion 130.

{8014} The main body poriion 110 may include mesh
or parforations 140, a stability bar 150, an open slit 170,
and an internal bridge 180, The main body potion 110
connacts 1o a suction conneclor portion 120 onone end
and a chaek retractor portion 130 at the othar end. Such
a cheek retractor portion 130 may be configured to press
against and retract a patient’s cheek away from the pa-
tient’s teeth. When placed in a patient’s mouth, the suc-
tion connector portion 120 may protrude from one side
of the patient’s mouth, while the main body portion 110
lies againstihe back ofthe patient’'s mouth, and the cheek
retractor portion 130 refracts the patient’s cheek on the
apposite side of the patient's mouth. The flexibility of the
material used to form the moulhpisce allows for some
bending when placed inthe patient’s mouth. The material
is, howevar, resiient encugh that the cheek refractor por-
ticn presses against the inside of the patient’s cheek with
such pressure being sufficient to move the cheek away
from the patient’s teeth.

An exemplary main body portion 110, when placed in a
mouth, may inciude an anterior wall facing the front of
the mouth {e.g., the side with slit 170} and a posterior
wall facing the back of the mouth. The two walls may
connect at a superior wall and an inferier wall forming a
body that is at l2ast partially enclesed.

[00183 Superior may be used herain to refer to the side
that resis against a roof of 2 palient’s mouth when piaced
therein, and infarior may be used to refer to the side that
rests against the floor of the patient's mouth. The superior
and inferior sides may be formed identically, which may
allow for the mouthpiece to change orientation such that
the superior side may appear as the inferior side and vice
versa, in the new orientation. When in use, therespective
sides of the main body portion 110 may serve {o protect
and separate the top of the mouth and the bottom of the
mouth/tongue. In addition, the main body portion 110
may also serve o protect the back of the mouth {e.q.,
throat and airway) from falling debris.

00181  Much ofthemainbody porticn 110 of the mouth-
piece may be shaped as a straight-line arowhead or
shifeld whose base generally conforms 1o the intraoral
shape of a patient’s mouth. Differently-sized mouthpiec-
as may be provided for differently-sized mouths of aduits
and children. Part of the base side of the arrowhead may
be formed with thicker walls than the rest of the main
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body. Such thickening may provide additional stability.
f0017]  In addition, the main body portion 110 of the
mauthpiace may include a plurality of holes 140 disirib-
uted along the superior and inferior sides of the anterior
and posterior walls 1o assist in suctioning of waler, saliva
and debris from the oral cavity. In some embodiments,
a set of holes may also form & mesh along the walls of
the superior and inferior edges. FIG. 4 is a close-up view
of an exemplary mesh wail in an exemplary mouthpiece.
[0018] Al the narrow end of the arrowhead that con-
nects o the cheek retractor portion 130, the main body
portion 110 may include a rectanguiar portion. Narrower
than the base of the arrowhead, the rectangular portion
may additionally include arsinforcing bar (or stability bar)
150 (described in further detall below) and may be at
least partially crossed by a slit 170 {described in further
detail below)} into the interior ¢f the pocket of the main
body portion 110,

[0018] Stability bar 150 may be a proirusion or other-
wisg a thickened area that reinforces the stability of the
rectangular portion and assist in shaping this region to
the intracral posterior shape of a patient’s mouth. FIG.
BA is a close-up view of an exemplary stability bar 150
of an exemplary mouthpisce. FIG. 6B is a cross-sectional
view of the exempilary reinforcing bar in the chaeek refrac-
tor connector portion of FIG. GA.

f0020] In some embodiments, the internal, reclangu-
lar-shaped reinforcing or stabilily bar 150 may be located
distally o the internal wavalike bridge struclure 180 ang
altached to boih the interior side of the posterior surface
of the main body and the rectangular portion. Such a
siabiiity bar 150 may be located in the area where z po-
sitioned mouthpiece begins to wrap from the lingual side
of the most posterior mandibular {ooth, around the distal
side of the most posterior tooth, and to anterior side of
the most posterior mandibular tooth, thereby assisting in
shaping the mouthpiece to the general intraoral shape
of 2 patient’'s mouth.

F00211  Various ambodiments of the mouthpiace may
further include a longitudingl, open slit 170 sxtending
aver approximately two-thirds of the main body on the
anterior surface. Running along the cenler of the main
hody across the reclangle and most of the arrowhead,
such a slit 170 may assistin capture and suction of water,
saliva and debris, as well as assisting in cleaning and
maintenance.

[0022] Additionally, the main body of the mouthpiece
may inciude a bridge structure 180 on an interior surface
te ensure that the anterior and posterior surfaces remain
separated during suction. FIG. 1E is a cross-sectional
view of the mouthpiece in which the bridge structure 180
is illusirates. FIG. 5is g close-up view of the bridge struc-
ture 180 without the surrounding walls of the main body
portion. Such a bridge sitructure 180 may be formed as
anwava-like protrusion that generally corresponds tothe
distance between the anierior and postarior walls extend-
ing substantiaily {e.g., within 1 mm) the full distance at
its crestand substantially flushto the surface atits trough.
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in some embodiments, the bridge structure 180 may be
centraily-locaiad in the main bady portion 110 of the
mouthgiece. The gaps {or troughs) between the waves
of the bridge structure 180 assist in the suction-driven
transfer of watler and saliva to the suction connecior por-
tion 120 and ullimately, into a central suction vacuum. in
some embodiments, the bridge structure 180 may foliow
the shape of a logo {&.g., an arrowhead or shield).
{00231 The suction connector portion 120 may be oval-
shaped and also attached to the main body portion 110,
The suction connector portion 120 may be formed with
thicker walls than the main body portion 110 and config-
ured to attach 1o 2 high-suction vacuum adapter and {0
assist in transferring water, saliva, and debris from the
oral cavily to the exlernal adapler for removal. The suc-
tion connector portion 120 may also inciude an internal
stog o assist in sliding the mouthpiece onte the adapter
o a desired depth. The suction connector portion 120
may additionally have an extarnal, concave, notched re-
gion 210 that corresponds to aremovabie strap such that
when the strap is in place, the external walls of the strap
and the rest of the connector portion may be flush.

The check retractor portion 130 s illustrated as a ham-
merhead distalregion, which may be attached to the main
body portion 110. FIG. 7A is a closa-up view of an ex-
emplary cheek refractor portion 130 in an exemplary
meuthpiece. FIG. 7B is a crass-sectional view of the ex-
emplary cheek retractor portion 130 of FiG. 7A,

[8024] The mauthpieca may he used with a mouth prop
160, as illustrated in FIGs. 1 (with a mouth grap 1860) and
FiGs. 2 {illustrated without the mouth prop 180). FiGs.
3A-E provide different ciose-up views of an exemplary
mouth prop 160. The removabie strap 310 may be at-
tached to mouth prop 180, which may be used {o prop
open a patient’s mouth and teeth. In thisregard, the suc-
tion connector portion 120 may additionally have an ex-
ternal plug 220 (FIG. 2C) protruding from the posterior
side of the sucticn connector portion 120, Such a plug
220 may correspond t0 and serve {0 connect with an
opening inthe mouth prop 160. The mouth prop 160 may
bareinforced by the presence of the plug 220 inthe apen-
ing, thareby resulling in & more crush-resistant, naarly
incompressible, and stable mouth prop 160, Insome em-
bodiments, the suction connector portion 120 may further
have a cutout 230 {e.g., which may be shaped as a logo}
providing exira interlocking with a corresponding protru-
sion {e.g., which may alsc be shaped as a logo) on an
external high-suction vacuum adapter.

[8025] The mouth prop 160 may be made of thickenad
sificone material injeclion molded in a single piece with
an elastic strap corresponding to the circumference of
the suction connector portion. The mouth prop 160 has
an internal, rectangular-shaped female siol designed to
fit snugly with the external, reclangular-shapsed male plug
220 of the suction connector portion 120 of the mouth-
piece. Mouth props may be made in different sizes for
differently sized mouths. Because the mouth prop and
mouthpiece sre detachable from each other, different siz-
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es of each may be mixed and maiched as needed for a
particular patient’s mouth,

f0026] The mouthpiece as describaed herein may be
used with a cne-giece, aulociavable, high-suction vacu-
um adapter. Such a high-suction vacuum body adapter
may be made of a single homogenous material. Having
a single lever design, such a vacuum adapter may func-
tion in the same manner as all the current high-suction
vacuum evacuators and saliva gjectors in controlling the
removal of water, saliva, and debris from the oral cavity
to the outside vacuum source. The single lever may be
designed to control the removal of water, saliva, and de-
bris from the at least pariially enclosed so main body
through a single, large svacualion conduit within the suc-
tien connector portion.

[00271  Particular aspacts of the present disclosure are
set out in the following numbered clauses:

1. A dental mouthpiece compaosed of & material, the
dental mouthpiece comprising: a main body portion
comprising a defined pocket having an anterior wall,
a posterior wall, and a side wall in between the an-
teriorwall and the posterior wall, wherein the anterior
wall, the posterior wall, and the side wall define an
interior portion of the defined pocket; a2 cheek refrac-
tor portion configured to press against a cheek of 2
patient when placed in a mouth of the patient, where-
in resilience of the material causes the cheek retrac-
or portion foretract a cheek of the patient away from
the ieeth of the patient; and a suction connactor par-
tion for connecting the interior portion of the main
body to a vacuum suction source,

2. The mouthpiece of clause 1, wherein the side wall
includes a plurality of perforations.

3. The mouthpiece of clause 1, wherein the anterior
wall and the posterior wall each includes a plurality
+f perforations.

4. The mouthpiece of clause 1, wherein the anlerior
wall further inciudes a slit along a central axis.

5. The mouthpiece of clause 1, further comprising a
stability bar protruding from an interior surface of the
posterior wall, wherein a thickness of the stability bar
increases resilience of the cheek relractor portion
during bending.

8. The mouthpiece of clause 1, wherein the main
pody portion, the cheek refractor portion, and the
suction connector portion are formed by injection-
moided as one piece.

7. The mouthpiece of clause 1, wherein the material
used in the injection-molding is a flexible, franslu-
cent, high heal-resistant, autcclavable silicone-
based material.

8. The meuthpiece of clause 1, further comprising a2
bridge structurs protruding from an interior surface
of the posterior wall, the protruding bridge struchus
comprising a plurality of spaced contact points that
keep the anterior wall separated from the posterior
wall during suction.
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9. The mouthpisce of clause 8, wherein the bridge
structure protrudes from the interior surface of the
posterior wall in a wave shape, and wherein the con-
tact poinis are at crests of the wave shage.

10, The mouthgplece of clause 9, wherein troughs of
the wave shape are configured to allow suction
through the bridge structure.

11. The mouthpiece of clause 1, wherein the suction
connector portion comprises an internal stop to as-
sist in positioning of a vacuum suction source of &
vacuum adaptor.

12. The mouthpiece of clause 1, further comprising
a detachable mouth prop.

13. The mouthpiece of clause 12, wherain the de-
tachabls mouth prop comprises a sirap configured
in fit arcund the suction connecior gortion, wherein
an externat surface of the suction connector portion
comprises a notchregion corresponding to the strap,
and wherein an external surface of the sirap is sub-
stantially flush with a remaining external surface of
the suction connector portion when the atrap sits in
the notch region.

14, The mouthpiece of clause 13, wherein the strap
isin

pra
15. The mouthpiece of clause 1, wherein the suction
connactor gortion further comprises an exlernal plug
pratrusion corresponding to an epening in a mouth
prap associated with the sirap.

18. The mouthpiece of clause 15, wherein the plug
protrusion fits into the opening to provide additional
crush-resistance and decreased compressibility
during biting by the patient.

17. The mouthpiece of clause 1, wherein the suction
connector portion comprises a cutout corresponding
o a profrusion on a vacuum adapter for an interlock-
ing fit.

18. The mouthpiece of clausa 1, wherein the anterior
wall and the posterior wall have different thickness-
es,

ection-meided in a single piece with the mouth

{0028} While various embodimenis have been de-
scribed above, it should be understood that they have
been presented by way of example only, and rot limita-
tion. Tha descriptions are not intended {o limit the scope
of the invention to the particular forms set forth hersin.
Thus, the breadth and scope of a preferred embodiment
should not be limited by any of the above-described ex-
emplary embaodiments. It should be understood that the
above description is illustrative and notrestriclive. Tothe
contrary, the present descriptions are intended 1o cover
such alternatives, modifications, and equivalents as may
be included within the scope of the invention as definad
by the appended claims.,

(00281 The scope of the invention should, therefore,
be determined not with reference to the above descrip-
tion, but instead shouid be determined with reference to
the appended claims.
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Claims

A dental mouthpiece composed of a bendable ma-
ierial, the dental mouthpiece comprising:

a main body portion (110} comprising a defined
pocket having an anterior wall, a posterior wall,
and a side wall in between the anterior wall and
the posterior wall, wherein the anterior wall, the
posteriorwall, and the side wall define an interior
portion of the defined pocket, wherein the pos-
terior wall comprises 2 bridge siructure profrud-
ing from an interior surface of the posterior wall
in awave shape, the protruding bridge structure
comprising a pluralily of spaced contact points
that keap the anierior wall separaied from the
posterior wall during suction, wherein the
spaced contact points are at crests of the wave
shape, and wherein a plurality of troughs of the
wave shape allow for suction through the bridge
structure;

a cheek retractor portion {130} connected to the
main body portion {(110); and

a stction connector portion (120} configured to
connect the interior portion of the main bedy por-
tion {110} to a vacuum suction source, wherein
the suction connactor portion {120) is connecied
te the main body portion (110} on an end appo-
site the cheek retractor portion (130).

The mouthpiece of claim 1, wherein the side wall
includes a plurality of perforations (140).

The mouthpiece of claim 1 or 2, wherein the anterior
wall and the posterior wall each includes a plurality
of perforations (140).

The mouthpiece of claim 1, 2 or 3, wherein the an-
terior wall further includes a slit (170) along a central
axis,

The mouthpiece of any of the preceding claims,
wherein the main body portion {110} is shaped as a
straight-line arrcwhead and includes a rectangular
porticn at a narrow end of the arrowhead, wherein
the narrow end of the arrowhead is connected to the
cheek retractor portion (130}, wherein the mouth-
piece further comprises a stability bar {150) protrud-
ing from an interior surface of the posterior wall, and
wherein g thickness ofthe stability bar (150) isadapt-
ed to reinforce stability of the rectangular portion of
the main body portion (110).

Thae mouthpiece of any of the precading claims,
wherein the main bedy portion {(110), the cheek re-
tractor portion (130}, and the suction connector por-
tion {120) are moid in one piece, preferably by injec-
tion maolding.
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10.

11.

12.

13.

14.

15,

The mouthpiece of any of the preceding claims,
whersin the material is a flexible, ransiucent, high
neat-resistant, autociavatie silicone-based materi-
al.

The mouthpiece of any of the preceding claims,
wherain the suction connector portion (120} compris-
es an internal stop to assist in positioning of the vac-
uum suction source.

The mouthpiece of any of the preceding claims, fur-
ther comprising a detachable mouth prop (180),
wherein the detachabie mouth prop (160} comprises
a strag {310} configurad to fitaround the suclion con-
necior portion {120}, wherein an external surface of
the suclion connector porlion {120} comprises a
noteh ragion (210) corresponding to the strap (310},
and wherein an external surface of the strap (310}
is substantially flush with a remaining external sur-
face of the suction connector portion {120} when the
strap (310) sits in the notch region.

The mouthpiece of claim 9, wherein the strap (310}
and other portions of the mouth prop (160} are injec-
tion-maolded as a singie piece.

The mouthpiece of claim @ or 10, wherein the suction
connactor porlion (120) further comprises an exter-
nal plug profrusion (220} corresponding o an open-
ing in the mouth prop (160},

The mouthpiece of claim 11, wherein the plug pro-
frusion (220} fits into the opening to provide addition-
| crush-resistance and decreased compressibility.

The mouthpiece of any of the precading claims,
wherein the anterior waill and the posterior wall have
different thicknesses.

The mouthpiece of any of the precading claims,
wherein the cheesk retractor portion {(130) is config-
ured to press against a cheek of a patient when
placed in a mouth of the patient, wherein resilience
of the material causes the cheek retractor portion
{130) to retract a cheek of the patient away from the
teeth of the patient.

A combination comprising:

a mouthpiese according to any of the preceding
claims; and

a vacuum adapter;

wherain the sucticn connecior portion {120) of
the mouthpiece comprises an internal stop to
assist in positioning of the vacuum adapter;
and/or

wherein the suction connector portion (120) of
the mouthpiece comprises a cutout (230) corre-
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sponding to a proirusion on the vacuum adapter

far an interlocking it
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