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I. Status of Claims

Attorney Docket No.: ADAR-119/05US 325049-2804 

U.S. Patent Application No.: 15/816,154 

REMARKS 

Upon receipt of the non-final Office Action dated September 9, 2019, claims 44 and

48-66 were pending. Claims 44, 57, 58, 60-63, 65, and 66 have been amended without

prejudice or disclaimer. Claims 55, 56, and 59 have been cancelled without prejudice or 

disclaimer. Support for the amended claims can be found throughout the as-filed specification. 

No new matter is believed to have been added by way of the present amendments. Entry 

thereof and reconsideration of the present Application is respectfully requested. 

II. Summary of Examiner Interview

On December 4, 2019, Applicant's attorney, Jon Cousin, conducted a telephonic

interview with Examiner Sasan. Applicant's attorney appreciates the time, attention, and 

courtesy extended by Examiner Sasan. During the interview, proposed amendments to the 

independent claim were discussed, substantially as provided herein. Examiner Sasan indicated 

that the proposed amendments should overcome the current rejection, and that a further prior 

art search would be conducted in view of the formal response as-filed. 

III. Claim Objections

The Examiner objected to claim 65 as being in improper form because it is dependent

on itself. To address this issue, Applicant has amended claim 65 to depend from claim 64. 

Accordingly, Applicant respectfully requests the present objection be withdrawn. 

IV. Claim Reiections under 35 U.S.C. § 103

The Examiner rejected claims 44 and 48-66 under 35 U.S.C. § 103 as being

unpatentable over U.S. Publication No. 2009/0191275 to Dohil et al. ("Dohil'). 

Without acquiescing to the present rejection, and solely to expedite prosecution, 

Applicant has amended claim 44. Specifically, Applicant amended claim 44 to recite the 

tablet's disintegration rate: "wherein the orally dispersing tablet disintegrates within 60 seconds 

in simulated saliva when tested using the USP <701> Disintegration Test." As discussed 

during the interview, Dohil fails to disclose or render obvious an orally dispersing tablet that 

disintegrates within 60 seconds in simulated saliva when tested using the USP <701> 

Disintegration Test. 
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Application/Control Number: 15/816, 154 
Art Unit: 1615 

Response to Amendments/Arguments 

Claim Objections 

Page 3 

7. In light of the cancellation of claims 28-43 and 45-47, the objections to these

claims are rendered moot. 

8. However, a new objection to newly added claim 65 is presented below.

Rejection of claims under 35 USC § 112, second paragraph 

9. In light of the cancellation of claims 45-47, the rejection of these claims under 35

USC§ 112, second paragraph, is rendered moot. 

Rejection of claims under 35 USC§ 102(b) 

10. Applicant's arguments (Pages 4-5, filed 06/10/19) with respect to the rejection of

claims 42 and 44 under 35 USC§ 102(b) as being anticipated by Dohil et al. (US 

2009/0191275 A 1) have been fully considered and are persuasive. 

Therefore the rejection of 12/10/18 is withdrawn. 

Claim Objections 

11. Claim 65 is objected to under 37 CFR 1.75(c) as being in improper form because

it is dependent on itself. See MPEP § 608.01 (n). For examination purposes, claim 65 is 

construed to be dependent on claim 64. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of pre-AIA 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.
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Application/Control Number: 15/816, 154 
Art Unit: 1615 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating

obviousness or nonobviousness.

13. Claims 44 and 48-66 are rejected under pre-AIA 35 U.S.C. 103(a) as being

unpatentable over Dohil et al. (US 2009/0191275 A1). 

Instant claim 44 is drawn to an orally dispersing tablet comprising 0.5 mg to 5 mg 

of a corticosteroid selected from the group consisting of budesonide, fluticasone, and 

salts, solvates and esters thereof, and at least one pharmaceutically acceptable 

ingredient which facilitates the dispersal of the tablet in the oral cavity, wherein upon 

administration a therapeutically effective amount of the corticosteroid is deposited 

topically in the upper gastrointestinal tract. 

Dohil et al. disclose a pharmaceutical composition wherein budesonide is 

provided in the form of a lozenge which may be dissolved in the mouth, thus reaching 

and coating the esophagus; and the lozenge or other similar tablet would dissolve 

rapidly in the mouth or esophagus to produce a solution that can then coat the 

esophagus ([0062]). The dosage of budesonide is from 250 µg to about 10 mg in the 

presence of excipients ([0021], [0033]). Doh ii et al. disclose that their methods are 

useful for preventing or alleviating symptoms and inflammation associated with other 

diseases or conditions of the gastrointestinal tract, for example, the upper 

gastrointestinal tract, where it is beneficial to target a particular target site, rather than 
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Art Unit: 1615 
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rejection now applies to new claims 48-66, have been fully considered but are not 

persuasive. 

Applicant argues that" ... at the time of Applicant's invention, liquid dosage forms, 

such as those exemplified in Dohil and in the evidence of record5
, were the standard of 

care for treating inflammation of the upper GI tract, because such liquid dosage forms 

ensured that a therapeutically effective amount of the corticosteroid "reach[ ed] the 

targeted and/ or inflamed portion of the gastrointestinal tract ... "6 Applicant argues that 

there is no motivation to formulate a corticosteroid in Dohil's "lozenge or other similar 

tablet" to treat inflammation of the upper GI tract, or a reasonable basis to believe that 

such a composition would successfully deposit a "therapeutically effective amount" of 

corticosteroid on the upper GI tract, as required by the present claims. 

This is not persuasive because Dohil et al. clearly disclose the solid orally 

dispersing dosage form, i.e., a lozenge that contains budesonide in a dosage of 250 µg 

to about 10 mg in the presence of excipients ([0021], [0033], [0036]). Doh ii et al. also 

clearly disclose the deposition of the corticosteroid once the composition is 

administered orally ([0056]). One of ordinary skill in the art would have found it obvious 

that once the orally dispersing lozenge containing 250 µg to about 10 mg budesonide 

and excipients is administered orally to a subject orally, the lozenge will disperse in the 

mouth of the subject and be deposited in the upper GI tract, e.g., the esophagus. 

Applicant argues that" ... there is no lozenge or similar tablet exemplified in 

Dohil, let alone clinical data showing that such dosage forms actually deposit a 

"therapeutically effective amount" of corticosteroid on the upper GI tract, as required by 
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the present claims. Rather, Doh ii is directed to liquid dosage forms ... out of the 177 

paragraphs in Doh ii, only 10 paragraphs mention a solid dosage form ... " 

This is not persuasive because, as discussed above, Dohil et al. disclose not 

only an orally dispersing lozenge but also the deposition of the corticosteroid in the 

upper GI tract. One of ordinary skill in the art would have found it obvious that once the 

orally dispersing lozenge containing 250 µg to about 10 mg budesonide and excipients 

is administered orally to a subject orally, the lozenge will disperse in the mouth of the 

subject and be deposited in the upper GI tract, e.g., the esophagus. 

Applicant argues that at the time of present invention, liquid dosage forms were 

the standard of care, and that the skilled artisan would have no motivation to modify the 

standard of care and select a solid dosage form from Dohil. 

This is not persuasive because Dohil et al. disclose the preparation of orally 

dispersing lozenges which contain the corticosteroids recited in the instant claims. 

Applicant argues that a lozenge or tablet does not deliver a bolus dose of the 

corticosteroid, and that lozenges dissolve over a much longer timeframe. Applicant 

argues that there is no way to know from Dohil if such a lozenge containing 0.5-5 mg of 

a budesonide or fluticasone would deliver a "therapeutically effective dose" of the 

corticosteroid to the esophagus. 

This is not persuasive because instant claims do not recite any limitation 

regarding a bolus dose. Instant claims are also silent regarding the dispersion time 

period of the orally dispersing tablet. The lozenge disclosed by Dohil intrinsically 

disperses orally and based on the teaching of the deposition of the corticosteroid in the 

upper GI tract, e.g., the esophagus, one of ordinary skill in the art would have found that 
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once the orally dispersing lozenge of Dohil was administered, the corticosteroid would 

be deposited in the esophagus of the subject. The features upon which applicant relies 

(i.e., bolus dose and dispersion time) are not recited in the rejected claim(s). Although 

the claims are interpreted in light of the specification, limitations from the specification 

are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 

(Fed. Cir. 1993). 

Applicant argues that the skilled artisan also would not have formulated a 

corticosteroid in Dohil's tablet, because tablets are conventionally swallowed whole and 

delivered to the stomach where the drug is released. 

This is not persuasive because Dohil et al. clearly disclose a lozenge ([0062]) 

which is not swallowed but kept in the oral cavity to disperse over a period of time. One 

of ordinary skill in the art would know that the lozenge taught by Dohil et al. will not be 

swallowed and travel to the stomach in order to be released. Dohil et al. disclose the 

advantage of providing the active ingredient to the target site instead of providing 

systemic therapy ([0009]). 

Applicant argues that "The skilled artisan, being aware of the side effects 

associated with oral administration of topical corticosteroids, would not have been 

motivated to (nor would have found it obvious to) increase the time the oral cavity is 

exposed to the topical corticosteroid, by formulating the corticosteroid in a lozenge or 

other similar tablet that disperses in the mouth over an extended period of time (e.g., 

compared to a liquid), as doing so would have reasonably increased the risk of 

developing candidiasis." 
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This is not persuasive because instant claims do not recite any time period that 

the orally dispersing tablet can be held in the mouth of a subject. 

Applicant argues that there is no evidence in Dohil that a corticosteroid in an 

ODT would even contact the upper GI tract, let alone deposit a therapeutically effective 

amount of the drug on the upper GI tract, as required by the present claims. 

This is not persuasive because Dohil et al. disclose the benefits of targeting the 

upper GI tract as opposed to systemic therapy ([0009], [0035], [0036], and [0044]). The 

coating of the esophagus, and delivery of the composition to the affected areas, for 

example, the lower esophagus, the upper esophagus, the esophagus, or a portion of 

the esophagus, is clearly disclosed by Dohil et al. ([0056]). 

Applicant argues that they surprisingly and unexpectedly discovered that an ODT 

can topically deposit a therapeutically effective amount of fluticasone or budesonide (or 

salts, solvates, or esters thereof) on the upper GI tract. 

This is not persuasive because the topical deposition of a corticosteroid to the 

upper GI tract, e.g., the esophagus, is disclosed by Dohil et al. ([0056]). 

Therefore, the obviousness rejection of 12/10/18 based on Doh ii et al. is 

maintained. 

Double Patenting 

16. The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public
policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise extension of the
"right to exclude" granted by a patent and to prevent possible harassment by multiple assignees. A
nonstatutory double patenting rejection is appropriate where the claims at issue are not identical, but at least
one examined application claim is not patentably distinct from the reference claim(s) because the examined
application claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In
re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010
(Fed. Cir. 1993); In re Langi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937,
214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington,
418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321 (c) or 1.321 (d) may be used to 

overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided the 

reference application or patent either is shown to be commonly owned with this application, or claims an 
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I. Status of Claims

Attorney Docket No.: ADAR-119/05US 325049-2804 

U.S. Patent Application No.: 15/816,154 

REMARKS 

Upon entry of the present amendments, claims 44 and 48-66 are pending. Claims 27-

43 and 45-47 have been cancelled, and replaced with new claims 48-66. Support for new 

claims 48-66 can be found in the claims as originally filed and throughout the specification. 

Claim 44 has been amended to recite a specific dose of the corticosteroid (i.e., "about 

0.5 mg to about 5 mg"). Support for this amendment is found in paragraph [0033] of the 

application as filed. 

No new matter is believed to have been added by way of the present amendments. 

II. Claim Obiections

The Examiner objected to claim 28-43 "as being an improper dependent claim because

they are directly or indirectly dependent on a succeeding claim . . . and not on a proceeding 

claim" Claims 28-43 have been cancelled, and replaced with new claims 48-66 which depend, 

directly or indirectly, on preceding claim 44, thus rendering this rejection moot. 

The Examiner objected to claims 34 and 45-47 for various formality reasons. Claims 

34 and 45-47 have been cancelled, thus rendering this rejection moot. New claims 52 and 53 

replace cancelled claims 45 and 46, and new claims 52 and 53 include "the" after the term 

"wherein" and before "excipient." New claim 54 replaces cancelled claim 47, and new claim 

54 includes "is" after "excipient." Therefore, new claims 52-54 address the objections to 

cancelled claims 45-47. 

III. Claim Reiections under 35 U.S.C. § 102

The Examiner rejected claims 42 and 44 is anticipated under 35 U.S.C. § 102(a) and

(e) by U S  Pub. No. 2009/0191275 (Dohil). Specifically, the Examiner alleges that Dohil

discloses a lozenge containing 250 µg to about 10 mg of budesonide, which dissolves in the 

mouth and coats the oesophagus. Applicant respectfully disagrees. 

To be anticipated, the claimed subject matter must be disclosed "clearly and 

unequivocally" in the reference. In re Arkley, 455 F.2d 586, 587 ( C.C.P.A 1972) ("Thus, for 

the instant [anticipation] rejection ... to have been proper, the ... reference must clearly and 

unequivocally disclose the claimed compound or direct those skilled in the art to the compound 

Page 4 of 10 
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Attorney Docket No.: ADAR-119/05OS 325049-2804 

U.S. Patent Application No.: 15/816,154 

without any need for picking, choosing, and combining various disclosures not directly related 

to each other by the teachings of the cited reference."). 

Here, Dohil does not clearly and unambiguously disclose an orally dispersing tablet 

containing "0.5 mg to 5 mg" of budesonide as required by amended claim 44. More 

specifically, the only exemplified composition is a liquid composition containing water, and 

either sucralose or maltodextrin. See paragraphs [0103], [0104], [0110], [0126], and [0128]. 

There is no exemplified or specific embodiment of an orally dispersing tablet containing "0.5 

mg to 5 mg" of budesonide as required by amended claim 44. 

While paragraph [0062] mentions a budesonide-containing lozenge (among other solid 

dosage forms), no dose is disclosed in paragraph [0062]. Instead, the Examiner cites to 

paragraphs [0021] and [0033] for the dosage of 250 µg to about 10 mg. But, these paragraphs 

are not directly related to the budesonide-containing lozenge of paragraph [0062]. Rather, 

when read in context, paragraph [0021] refers to the dosage of budesonide used in a liquid 

composition ("In certain embodiments, the pharmaceutical composition provided herein has a 

volume of about 2 mL to about 20 mL . . . comprises about 250 µg to about 10 mg of 

corticosteroid). Similarly, paragraph [0033] refers to the dose of budesonide when combined 

with the viscosity enhancing agent in the liquid composition described in paragraph [0030]. 

To be clear, paragraphs [0021] and [0033] do not disclose the dose of budesonide in the 

budesonide-containing lozenge of paragraph [0062]. 

Thus, by arbitrarily selecting doses from unrelated paragraphs, the Examiner is engaged 

in exactly the "picking and choosing" prohibited in Arkley. Here, as in Arkley, there is 

"nothing in the teachings relied upon by the Patent Office which 'clearly and unequivocally' 

directs those skilled in the art to make this selection [ of 0.5 mg to 15 mg of budesonide for an 

orally dispersing tablet]. "1 

Applicant respectfully requests withdrawal of the present rejection. 

IV. Claim Reiections under 35 U.S.C. § 103

The Examiner rejected claims 28-33 and 36-47 as obvious under 35 U.S.C. § 103 over

Dohil. The Examiner also rejected claims 28-47 as obvious under 35 U.S.C. § 103 over Dohil 

in view of U.S. Publication 2007/0059361 ("Rawas-Qalaji"). 

Applicant notes that claims 28-43 and 45-4 7 have been cancelled, thus rendering this 

1 Arkley, 455 F.2d at 588. 
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U.S. Patent Application No.: 15/816,154 

rejection moot. However, Applicant will address the rejection as it applies to claim 44 and as 

it may apply to the currently pending claims. 2 

The claimed invention is, inter alia, an orally dispersing tablet (ODT) containing 0.5-5 

mg of a topical corticosteroid (budesonide or fluticasone, or salts, solvates, or esters thereof), 

which topically deposits a "therapeutically effective amount" of the corticosteroid on the upper 

gastrointestinal (GI) tract after administration to topically treat inflammation. Because 

fluticasone and budesonide (and salts, solvates and esters thereof) act topically (i.e., they do 

not act systemically), these corticosteroids must be delivered topically to the tissue of the upper 

GI tract to treat inflammation. 3 However, it was "difficult to deliver an effective dose of 

corticosteroid to the targeted area of the esophagus. "4 As such, at the time of Applicant's 

invention, liquid dosage forms, such as those exemplified in Dohil and in the evidence of 

record5
, were the standard of care for treating inflammation of the upper GI tract, because such 

liquid dosage forms ensured that a therapeutically effective amount of the corticosteroid 

"reach[ ed] the targeted and/ or inflamed portion of the gastrointestinal tract ... "6 

The Examiner contends that Dohil teaches a "lozenge or other similar tablet" containing 

250 µg to about 10 mg of budesonide and excipients. According to the Examiner, "it is 

apparent that one of ordinary skill in the art would have had a reasonable expectation of success 

in producing the claimed invention"7 because Dohil teaches that "the lozenge or other similar 

tablet would dissolve rapidly in the mouth or esophagus to produce a solution that can then 

coat the esophagus. "8

Applicant respectfully disagrees. As discussed below, there is no motivation to 

formulate a corticosteroid in Dohil's "lozenge or other similar tablet" to treat inflammation of 

the upper GI tract, or a reasonable basis to believe that such a composition would successfully 

deposit a "therapeutically effective amount" of corticosteroid on the upper GI tract, as required 

by the present claims. 

As a first point, there is no lozenge or similar tablet exemplified in Dohil, let alone 

2 Because claims directed to a lyophilized composition were deleted, Rawas-QalaJi will not be addressed in the 
present response. 
3 Applicant's specification, page 4, lines 9-21 
4 U.S. Pub. 2007/0111978, paragraph [0007]. 
5 See also U.S. Pub. 2009/0149433; U.S. Pub. 2009/0123550; U.S. Pub. 2009/0131386; U.S. Pub. 
2007/0111978; Kumari and Rajendran, Indian Journal of Otolaryngology and Head & Neck Surgery, 60(3): 
199-201 (2008); and Teitelbaum, et al. Gastroenterology (2002), 122(5): 1216-1225.
6 U.S. Pub. 2009/0131386, paragraph [0060] 
7 NFOA, page 4. 
8 FOA, page 7. 
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clinical data showing that such dosage forms actually deposit a "therapeutically effective 

amount" of corticosteroid on the upper GI tract, as required by the present claims. Rather, 

Dohil is directed to liquid dosage forms containing, for example, surfactants9 that promote

efficient dispersion of a corticosteroid in a liquid composition, buffering agents 10 that maintain

the pH of a liquid composition, and viscosity enhancing agents11 that provide a liquid

composition with a high viscosity. 12 In fact, out of the 177 paragraphs in Dohil, only 10

paragraphs mention a solid dosage form The other 167 paragraphs are directed primarily to 

liquid dosage forms and the viscosity of such dosage forms. Importantly, Dohil teaches that 

the liquid dosage form exemplified in Examples 1 and 2 administers "an effective dose to 

reduce the inflammation of the esophagus." 13 

1. No Motivation to Select a Solid Dosage Form

As discussed above, at the time of the present invention, liquid dosage forms 14 were the

standard of care15 because such dosage forms were well-known to deliver "an effective dose to

reduce the inflammation of the esophagus. "16 There is no teaching or suggestion in Dohil that

liquid dosage forms were ineffective, and no problems identified in Dohil that solid dosage 

forms could address but liquid dosage forms could not. Indeed, the evidence of record 

establishes the opposite - that liquid dosage forms were efficacious.17 As such, the skilled

artisan would have no motivation to modify the standard of care and select a solid dosage form 

fromDohil. 

Indeed, at the time of the claimed invention, it would have been counterintuitive to 

formulate budesonide or fluticasone ( or salts, solvates, or esters thereof) in a solid dosage form, 

such as Dohil' s lozenge, to treat inflammation of the upper GI tract for the following reasons. 

First, fluticasone or budesonide must topically contact the inflamed tissue of the upper GI tract, 

and Dohil's liquid ensures topically topical delivery of the corticosteroid to the inflamed tissue 

of the upper GI tract. 18 More specifically, the liquid advantageously provides a bolus dose of

9 Dohil, paragraph [0087] 
10 Dohil, paragraph [0081] 
11 See, Dohil, paragraph [0021] 
12 See, Dohil, paragraphs [0073] and [0097]-[010 l] 
13 Dohil, paragraph [0034]
14 See Dohil, Examples 1-5 
15 See also U.S. Pub. 2009/0149433; U.S. Pub. 2009/0123550; Kumari and Rajendran, Indian Journal of 

Otolaryngology and Head & Neck Surgery, 60(3): 199-201 (2008); and Teitelbaum, et al. Gastroenterology 

(2002), 122(5): 1216-1225, which were cited in the IDS filed on December 20, 2017) 
16 Dohil, paragraph [0034] 
17 See, e.g., Dohil, Examples 1-5. 
18 Dohil, Examples 1-5 
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the corticosteroid to the targeted area of the upper GI tract in a single swallow. 19 In contrast, a

lozenge or tablet does not deliver a bolus dose of the corticosteroid, and thus does not have the 

same advantage as the liquid formulation. Lozenges dissolve over a much longer timeframe, 

and repeated swallowing throughout the much longer timeframe would be necessary to deliver 

the entire dose. In contrast to a liquid, only a fraction of the total dose would be administered 

to the esophagus with each swallow. Thus, per swallow a smaller concentration of the 

corticosteroid contacts the esophagus compared to a liquid composition. There is no way to 

know from Dohil if such a lozenge containing 0.5-5 mg of a budesonide or fluticasone would 

deliver a "therapeutically effective dose" of the corticosteroid to the esophagus. 

Further, as discussed in Applicant's response filed February 23, 2019, the skilled artisan 

also would not have formulated a corticosteroid in Dohil's tablet, because tablets are 

conventionally swallowed whole and delivered to the stomach where the drug is released. That 

is, drug release from tablets conventionally occurs after the tablet passes through the upper GI 

tract, and therefore a therapeutically effective amount of the drug does not contact the upper 

GI tract. In contrast, a drug in a liquid dosage form would be exposed to tissue in the upper GI 

tract as the composition is swallowed. 

Lastly, topical contact of corticosteroids with oral mucosa is well-known to cause side­

effects. Specifically, oral corticosteroids are known to suppress the immune response in the 

oral cavity causing candidiasis (also known as thrush).20 The skilled artisan, being aware of 

the side effects associated with oral administration of topical corticosteroids, would not have 

been motivated to (nor would have found it obvious to) increase the time the oral cavity is 

exposed to the topical corticosteroid, by formulating the corticosteroid in a lozenge or other 

similar tablet that disperses in the mouth over an extended period of time (e.g., compared to a 

liquid), as doing so would have reasonably increased the risk of developing candidiasis. 

Therefore, because liquid formulations were well-known to deliver "an effective dose 

to reduce the inflammation of the esophagus"21, and because lozenges and other similar tablets

increase the risk of a candidiasis infection (because such dosage forms reside in the oral cavity 

19 See paragraph [0057] "In specific embodiments, a volume sufficient to coat the esophagus is a volume that 

provides a bolus when orally administered to an individual. 
20 See, e.g., Applicant's specification, paragraph [00105]; Teitelbaum, et al. Gastroenterology, 2002; 122: 1216-

1225, disclosed in the IDS submitted on December 20, 2017 
21 Dohil, paragraph [0034] 
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topical corticosteroid (budesonide or fluticasone, or salts, solvates, or esters thereof), which 

topically deposits a "therapeutically effective amount" of the corticosteroid on the upper 

gastrointestinal (GI) tract after administration to topically treat inflammation. Because 

fluticasone and budesonide (and salts, solvates and esters thereof) act topically (i.e., they do 

not act systemically), these corticosteroids must be delivered topically to the tissue of the upper 

GI tract to treat inflammation.3 Prior to Applicant's invention, liquid dosage forms, such as

those disclosed in Phillips and in the evidence of record4, were the standard of care to treat

inflammation of the upper GI tract, because such liquid dosage forms allowed the corticosteroid 

to "reach the targeted and/or inflamed portion of the gastrointestinal tract ... "5. 

As discussed below, the combination of prior art does not provide a reasonable 

motivation to formulate an ODT with a corticosteroid to treat inflammation of the upper GI 

tract, or a reasonable basis to believe that such composition would successfully deposit a 

"therapeutically effective amount" of corticosteroid on the upper GI tract. 

A. Rejection of Claims 27-32 and 36-40 under 35 U.S.C. § 103 over Phillips

The Examiner alleges that Phillips teaches "solid dosage forms ... " "for the treatment 

of inflammation the gastrointestinal tract. "6 According to the Examiner, because Phillips

teaches "excipients and auxiliaries [that] enable the compositions ... to be formulated as tablets, 

pills, dragees, capsules ... " "such that the dosage forms substantially dissolve or disintegrate in 

the mouth and/or esophagus, prior to reaching the stomach"7 it would have been obvious to

prepare a solid dosage form such "as tablets, dragee cores, etc., ... "8

While Phillips does mention solid dosage forms, Phillips is directed primarily to liquid 

dosage forms containing, for example, preservatives,9 isotonic agents, 10 surfactants11 that

promote efficient dispersion of a corticosteroid in a liquid composition, 12 and viscosity

3 Applicant's specification, page 4, lines 9-21 
4 See also U.S. Pub. 2009/0149433; U.S. Pub. 2009/0123550; Kumari and Rajendran, Indian Journal of 

Otolaryngology and Head & Neck Surgery, 60(3): 199-201 (2008); and Teitelbaum, et al. Gastroenterology 
(2002), 122(5): 1216-1225, which were cited in the IDS filed on December 20, 2017). 
5 Phillips, paragraph [0060] 
6 NFOA, page 3. 
7 NFOA, page 4. 
8 NFOA, page 4. 
9 Phillips at, e.g., paragraphs [0009], [0031], [0035], and [0075] 
10 Phillips at, e.g., paragraphs [0007], [0010], [0015], [0031] and [0034] 
11 Phillips at, e.g., paragraph [0010], [0031], [0033], and [0073] 
12 Phillips at, e.g., paragraph [0031] 
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enhancing agents13 that provide a liquid composition with a high viscosity.14 To this end,

Phillips teaches that a liquid dosage form allows for the corticosteroid to "reach the targeted 

and/or inflamed portion of the gastrointestinal tract ... ", 15 and the viscosity of the liquid dosage

form is critical to achieving the necessary contact ("increased viscosity of the composition 

allows the composition to be in contact with the esophagus for an extended period of time 

following administration."16). Indeed, out of the 122 paragraphs in Phillips, only 6 paragraphs

mention a solid dosage form The other 118 paragraphs are directed solely to liquid dosage 

forms. This is because, at the time of the present invention, liquids dosage forms were the 

standard of care for the treatment of inflammation of the upper GI tract. 

Furthermore, many of the solid dosage forms disclosed in Phillips cannot be reasonably 

read as dispersing in the oral cavity as required by the present claims. Specifically, Philips' 

list includes capsules, which cannot reasonably disperse in the oral cavity because they are 

designed to break down enzymatically in the GI tract.17 Thus, despite a statement concerning

the location (i.e., mouth or esophagus) of disintegration or dissolution, Phillips fails to provide 

any reasonable guidance concerning orally dispersing tablets. Rather, Phillips describes in 

detail numerous excipients which can be used in liquid dosage forms to achieve the contact 

with the inflamed tissue and the viscosity that Phillips teaches are essential to a therapeutically 

effective treatment. 

1. No Motivation to Select a Solid Dosage Form

As discussed above, at the time of the present invention, liquid dosage forms18 

effectively treated inflammation of upper GI tract- and this was the standard of care. There is 

no teaching or suggestion in Phillips that liquid dosage forms were ineffective, or that that there 

were particular problems that solid dosage forms could address but liquid dosage forms cannot. 

As such, the skilled artisan would have no motivation to modify the standard of care and select 

a solid dosage form from Phillips. 

13 See, Phillips, paragraph [0029] 
14 See, Phillips, paragraph [0043]
15 Phillips, paragraph [0060] 
16 Phillips, paragraph [0021 ]; see also paragraphs [0029] and [0039], and paragraphs [0040]-[0044] 
17 Phillips at paragraph [0085] 
18 Phillips, paragraph [0060]; See also U.S. Pub. 2009/0149433; U.S. Pub. 2009/0123550; Kumari and 
Rajendran, Indian Journal of Otolaryngology and Head & Neck Surgery, 60(3): 199-201 (2008); and 
Teitelbaum, et al. Gastroenterology (2002), 122(5): 1216-1225, which were cited in the IDS filed on December 
20,2017) 
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Indeed, at the time of the claimed invention, it would have been counterintuitive to 

formulate budesonide or fluticasone ( or salts, solvates, or esters thereof) in a solid dosage form, 

such as a tablet, to treat inflammation of the upper GI tract. As discussed above, fluticasone 

and budesonide must topically contact the inflamed tissue of the upper GI tract to treat 

inflammation. However, tablets are conventionally swallowed whole and delivered to the 

stomach where the drug is released - that is, drug release from tablets conventionally occurs 

after the tablet passes through the upper GI tract and therefore a therapeutically effective 

amount of the drug does not contact the upper GI tract. In contrast, a drug in a liquid dosage 

form would be exposed to tissue in the upper GI tract as the composition is swallowed. Because 

the claimed corticosteroids necessarily must be topically deposited onto the upper GI tract to 

treat inflammation, at the time of the present invention it would have been more reasonable to 

use a liquid dosage form, rather than a solid dosage form Accordingly, the skilled artisan 

would not have been motivated to formulate a topical corticosteroid (fluticasone or budesonide, 

and salts, solvates and esters thereof) in a solid dosage form 

2. There was No Reasonable Basis to Expect an ODT could Topically

Deposit a Therapeutically Effective Amount of a Corticosteroid on

the Upper Gastrointestinal Tract

As discussed above, Phillips teaches that liquid dosage forms effectively treat 

inflammation of the upper GI tract by allowing the corticosteroid to "reach the targeted and/or 

inflamed portion of the gastrointestinal tract ... "19 and with a viscosity sufficient "to be in 

contact with the esophagus for an extended period of time following administration. "20 There 

is no evidence in Phillips (or any other reference of record) that a corticosteroid in an ODT

would even contact the upper GI tract, let alone deposit a therapeutically effective amount of 

the drug, as required by the present claims. Indeed, the only dosage form disclosed in Phillips 

that could reasonably have been expected to topically deposit a therapeutically effective 

amount of corticosteroid on the upper GI tract was a liquid dosage form To this end, Applicant 

is aware of no prior art ODT that was formulated to deliver any drug to the upper GI tract. 

Accordingly, at the time of the present invention, the skilled artisan could not have predicted 

that an ODT would topically deposit a therapeutically effective amount of a corticosteroid on 

the upper GI tract. 

However, Applicant surprisingly and unexpectedly discovered that an ODT can 

19 Phillips, paragraph [0060] 
20 Phillips, paragraph [0021 ]; see also paragraphs [0029] and [0039], and paragraphs [0040]-[0044] teaches 
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topically deposit a therapeutically effective amount of fluticasone or budesonide (or salts, 

solvates, or esters thereof) on the upper GI tract. 

B. Rejection of Claims 27-33 and 36-40 as obvious over Phillips in view of U.S.
Publication 2009/0169620 ("Venkatesh")

The Examiner cites to Venkatesh as allegedly teaching an ODT that is free of lubricant 

as recited in claim 33.21 This rejection is respectfully traversed. 

As discussed above, Phillips does not render new claim 44 obvious. Venkatesh does 

not cure the deficiencies in Phillips. This is because Venkatesh teaches an ODT that delivers 

a drug, such as temazapam, systemically, not topically as required by the present claims. 

Indeed, Venkatesh does not teach or suggest topical delivery of drugs. Accordingly, the artisan 

would not combine the teachings of Phillips and Venkatesh to provide a solid formulation that 

deposits a corticosteroid topically in the upper GI tract. 

C. Rejection of Claims 27-32 and 34-40 over Phillips in view of Rawas-Qalaji

The Examiner cites to Rawas-Qalaji as allegedly teaching an orally dispersing tablet 

that comprises a lyophilized matrix.22 

As discussed above, new claim 44 is not obvious over Phillips and Venkatesh. Rawas­

Qalaji does not cure the deficiencies in Phillips and Venkatesh, because Rawas-Qalaji teaches 

an oral formulation that rapidly delivers systemic epinephrine through the oral mucosa to 

"produce plasma epinephrine concentrations similar to those produced by an [Epi-Pen 

injection]. "23 Thus, contrary to the claimed invention, which topically (i.e., not systemically)

treats inflammation of the upper GI tract by depositing the corticosteroid onto the upper GI 

tract after the drug is swallowed, Rawas-Qalaji 's goal is to provide a systemic therapy by 

promoting absorption of the drug through the oral mucosa. That is, Rawas-Qalaji drug is not 

intended to be swallowed. Because Rawas-Qalaji is concerned with dosage forms for systemic 

administration of a drug, it does not suggest that dosage form for topical delivery of a drug. 

IV. Double Patenting Rejections

A. Over U.S. Patent No. 8,771,729

The Examiner rejected claims 27-40 on the ground of non-statutory double patenting 

over claims 1-8, 15-27, 29-31 and 35-36 of U.S. Patent No. 8,771,729. Without addressing the 

21 NFOA, page 8. 
22 NFOA, page 10. 
23 Rawas-QalaJi, Abstract (emphasis added). 
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(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.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating

obviousness or nonobviousness.

8. Claims 27-32 and 36-40 are rejected under pre-AIA 35 U.S.C. 103(a) as being

unpatentable over Phillips (US 2009/0131386 A1). 

Instant claim 27 is drawn to an orally dispersing tablet comprising less than or 

equal to 20 mg of budesonide or a salt, solvate, or ester thereof, and at least one 

pharmaceutically acceptable ingredient which facilitates the dispersal of the tablet in the 

oral cavity, wherein said tablet disintegrates faster than the rate of oral disintegration of 

a conventional solid dosage form when tested using the USP <701 > Disintegration Test, 

wherein upon administration budesonide, or the salt, solvate, or ester thereof, is 

deposited topically in the upper gastrointestinal tract. 

Phillips teaches pharmaceutical compositions for the treatment of inflammation of 

the gastrointestinal tract (Abstract). The composition comprises a corticosteroid such as 

budesonide ([0027]). The amount of corticosteroid is from about 100 µg to about 20 mg 

(Page 1, [0008] and Page 7, [0059]). The composition is formulated into solid dosage 

forms and administered locally (Page 12, [0083]). Phillips teaches that" ... the 

corticosteroid is formulated readily using pharmaceutically acceptable excipients and/or 
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auxiliaries well known in the art into dosages suitable for oral administration. Such 

excipients and auxiliaries enable the compositions ... to be formulated as tablets, pills, 

dragees, capsules ... for oral ingestion by a patient to be treated" (Page 12, [0084]). 

The solid dosage forms, such as tablets, dragee cores, capsules, push-fit capsules, soft 

capsules etc., are formulated such that the dosage forms substantially dissolve or 

disintegrate in the mouth and/or esophagus, prior to reaching the stomach (Page 12, 

[0085] and Page 13, [0092]). 

Phillips does not expressly teach an example or embodiment wherein the solid 

dosage form contains less than or equal to 20 mg of budesonide or a salt, solvate, or 

ester thereof. 

It would have been obvious to one of ordinary skill in the art at the time the 

invention was made to prepare a composition comprising a corticosteroid such as 

budesonide, wherein the amount of corticosteroid is from about 100 µg to about 20 mg, 

as taught by Phillips, prepare the composition in solid dosage forms such as tablets, 

dragee cores, etc., which are formulated such that the dosage forms substantially 

dissolve or disintegrate in the mouth prior to reaching the stomach, also as taught by 

Phillips, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 

Phillips clearly teaches that solid dosage forms containing the corticosteroid can be 

prepared (Page 12, [0083] - [0085]), along with the corticosteroid budesonide ([0027]), 

and the dosage forms substantially dissolving or disintegrating in the mouth prior to 

reaching the stomach (Page 12, [0085] and Page 13, [0092]). Phillips also teaches that 

interaction of the composition with a surface of the gastrointestinal tract, e.g., the 
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mucosa and/or epithelium of a specific site of the upper gastrointestinal tract, such as 

the esophagus, is increased, in order to decrease the physiological manifestations or 

symptoms of gastrointestinal tract inflammation (Pages 4-5, [0036]). Therefore, one of 

ordinary skill in the art would have had a reasonable expectation of success in 

producing a functional orally dispersing tablet containing the corticosteroid budesonide 

such that the tablet dissolves or disintegrates in the mouth before reaching the stomach. 

From the teachings of the references, it is apparent that one of ordinary skill in 

the art would have had a reasonable expectation of success in producing the claimed 

invention. Therefore, the invention as a whole would have been prima facie obvious to 

one of ordinary skill in the art at the time the invention was made, as evidenced by the 

references, especially in the absence of evidence to the contrary. 

Regarding instant claim 27, the limitations of an orally dispersing tablet 

comprising less than or equal to 20 mg of budesonide or a salt, solvate, or ester thereof, 

and the tablet disintegration rate which is faster than the rate of oral disintegration of a 

conventional solid dosage form when tested using the USP <701 > Disintegration Test, 

would have been obvious over the composition comprising a corticosteroid such as 

budesonide ([0027]) as taught by Phillips, wherein the amount of corticosteroid is from 

about 100 µg to about 20 mg (Page 1, [0008], Page 7, [0059] and Page 10, [0069]), and 

wherein the composition is formulated into solid dosage forms such as tablets, dragee 

cores, etc., such that the dosage forms substantially dissolve or disintegrate in the 

mouth and/or esophagus, prior to reaching the stomach (Page 12, [0083] - [0085] and 

Page 13, [0092]). The limitation of the faster disintegration rate is a property associated 
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