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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHS FROM THE MAILING DATE OF
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)X Claim(s) 1-6,8-12 and 14-22is/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5a) Of the above claim(s) is/are withdrawn from consideration.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) 1-6,8-12 and 14-22 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.
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1) D Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)
. . Paper No(s)/Mail Date.

2) x Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 4) l:l Other-

Paper No(s)/Mail Date
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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.
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 1-2, 5-6, 8-12, 14, 16-22 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 52 having an
exterior edge, a posterior wall 52 having an exterior edge that corresponds to the exterior edge

of the anterior wall. The posterior wall 52 comprises studs 140 which are considered to be
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equivalent to the claimed bridge structure comprising a plurality of protrusions protruding from
an interior surface of the posterior wall. The main body portion 50 further comprises a side wall
58, 60 connecting the exterior edge of the anterior wall to the corresponding exterior edge of the
posterior wall.

As to claim 2, note that the studs 140 being considered as equivalent to the claimed
bridge structure protruding from an interior surface of the posterior wall having a plurality of
contact points (i.e. pair of studs 140 are spaced apart), capable of keeping the anterior and
posterior walls separated during suction. As to claims 5-6, 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 8, the shape formed by the bridge correspond to the
shape of the anterior wall and/or posterior wall, since the bridge is protruding from the interior of
the pocket 50. As to claim 9, note the perforations 54. As to claim 10, 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 claim 11, Rhoades discloses the mouthpiece 50 being formed of resilient
elastomeric material (column 6 lines 21-27); therefore there is a resilience of such material
which is capable of causing the cheek retractor portion (side scallops 56) to retract a cheek of
the patient away from the teeth of the patient. As to claim 12, the bulb 144 is considered to be
equivalent to the claimed stability bar.

As to claim 14, 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
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unpatentable even though the prior product was made by a different process. /nre 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 16, the scallops 56 formed thereon the anterior and
posterior walls make the walls having different thicknesses (Fig. 1). As to claim 17-22, note the
detachable mouth prop 68 having a mouth prop 68 and a strap portion 73 cmoprising an

opening 70 corresponding to a plug 62 connected to the main body 50 (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 3-4 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 Rhoades by forming
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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 15 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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