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In the Claims 

1-42 (canceled). 

Docket No. TPI.350Cl 
Serial No. 10/660,202 

43 (new). A co-crystal comprising an API and a co-crystal former selected from: 

(a) carbamazepine and saccharin; 

(b) carbamazepine and nicotinamide; 

( c) carbamazepine and trimesic acid; 

( d) celecoxib and nicotinamide; 

( e) celecoxib and 18-crown-6; 

(f) 5-fluorouracil and urea; 

(g) acetaminophen and 4,4'-bipyridine; 

(h) phenytoin and pyridone; 

(i) aspirin and 4,4' -bi pyridine; 

G) ibuprofen and 4,4' -bi pyridine; 

(k) flurbiprofen and 4,4' -bi pyridine; 

(1) flurbiprofen and trans-1,2-bis( 4-pyridyl) ethylene; 

(m) carbamazepine and p-phthalaldehyde; 

(n) carbamazepine and 2,6-pyridinecarboxylic acid; 

(o) carbamazepine and 5-nitroisophthalic acid; 

(p) carbamazepine and 1,3 ,5, 7-adamantane tetracarboxy lie acid; or 

( q) carbamazepine and benzoquinone. 

44 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and saccharin. 

45 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and nicotinamide. 
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46 (new). 

3 Docket No. TPI.350Cl 
Serial No. 10/660,202 

The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and trimesic acid. 

47 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

celecoxib and nicotinamide. 

48 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

celecoxib and 18-crown-6. 

49 (new). 

fluorouracil and urea. 

50 (new). 

The co-crystal according to claim 43, wherein said co-crystal comprises 5-

The co-crystal according to claim 43, wherein said co-crystal comprises 

acetaminophen and 4,4' -bi pyridine. 

51 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

phenytoin and pyridine. 

52 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

aspirin and 4,4'-bipyridine. 

53 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

ibuprofen and 4,4' -bipyridine. 

54 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

flurbiprofen and 4,4' -bi pyridine. 

55 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

flurbiprofen and trans-1,2-bis( 4-pyridyl) ethylene. 

J • \ TPI\3 5 OC l lAmcnd-Rcsp\Amd-RCE.doclDNB/sl 

N PC-UN IV-000005734 

NOVARTIS EXHIBIT 1023 
Novartis v. Regents, IPR2023-01346 

Page 808 of 1101



4 Docket No. TPI.350Cl 
Serial No. 10/660,202 

56 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and p-phthalaldehyde. 

57 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and 2,6-pyridinecarboxylic acid. 

58 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and 5-nitroisophthalic acid. 

59 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and 1,3,5,7-adamantane tetracarboxylic acid. 

60 (new). The co-crystal according to claim 43, wherein said co-crystal comprises 

carbamazepine and benzoquinone. 

61 (new). A pharmaceutical composition comprising a pharmaceutically acceptable 

diluent, excipient, or carrier and a co-crystal comprising an API and a co-crystal former selected 

from: 

(a) carbamazepine and saccharin; 

(b) carbamazepine and nicotinamide; 

(c) carbamazepine and trimesic acid; 

(d) celecoxib and nicotinamide; 

(e) celecoxib and 18-crown-6; 

(f) 5-fluorouracil and urea; 

(g) acetaminophen and 4,4' -bi pyridine; 

(h) phenytoin and pyridone; 

(i) aspirin and 4,4' -bi pyridine; 

G) ibuprofen and 4,4' -bipyridine; 

(k) flurbiprofen and 4,4' -bi pyridine; 
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5 

(1) flurbiprofen and trans-1,2-bis( 4-pyridyl) ethylene; 

(m) carbamazepine and p-phthalaldehyde; 

(n) carbamazepine and 2,6-pyridinecarboxylic acid; 

( o) carbamazepine and 5-nitroisophthalic acid; 

Docket No. TPI.350Cl 
Serial No. 10/660,202 

(p) carbamazepine and 1,3,5,7-adamantane tetracarboxylic acid; or 

( q) carbamazepine and benzoquinone. 

62 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and saccharin; 

63 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and nicotinamide. 

64 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and trimesic acid. 

65 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises celccoxib and nicotinamide. 

66 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises celecoxib and 18-crown-6. 

67 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises 5-fluorouracil and urea. 

68 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises acetaminophen and 4,4'-bipyridine. 
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69 (new). 
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The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises phenytoin and pyridine. 

70 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises aspirin and 4,4' -bipyridine. 

71 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises ibuprofen and 4,4'-bipyridine. 

72 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises flurbiprofen and 4,4' -bi pyridine. 

73 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises flurbiprofen and trans-1,2-bis(4-pyridyl) ethylene. 

74 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and p-phthalaldehyde. 

75 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and 2,6-pyridinecarboxylic acid. 

76 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and 5-nitroisophthalic acid. 

77 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and 1,3,5,7-adamantane tetracarboxylic acid. 

78 (new). The pharmaceutical composition according to claim 61, wherein said co-

crystal comprises carbamazepine and benzoquinone. 
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Remarks 

Docket No. TPI.350Cl 
Serial No. 10/660,202 

Claims 1, 2, 9-11 and 3 8-42 are pending in the subject application and currently before the 

Examiner. By way of this amendment, claims 1, 2, 9-11 and 38-42 have been canceled and claims 

43-78 have been added. Support for the newly added claims can be found in the original and 

previously pending claims. Accordingly, favorable consideration of claims 43-78 is respectfully 

requested. 

Applicants note that the Advisory Action issued on July 17, 2008 indicates that the last 

amendment filed in this matter (dated May 29, 2008) has not been entered in this matter. However, 

Applicants note that the terminal disclaimer and previously presented claim amendments were 

deemed to have resolved certain double patenting issues previously raised in this application. 

Accordingly, Applicants respectfully request entry of the previously filed after final amendments in 

this matter to resolve those double patenting issues and the subsequent entry of this amendment in 

response to the rejections of record. 

Claims 1, 2, 9, 10 and 38-42 are rejected under 35 U.S.C. § 112, first paragraph, as failing to 

comply with the written description requirement. The Office Action argues that Applicants have 

shown the formation of particular co-crystals, such as those recited within claim 11, but do not 

exemplify the formation of all co-crystals containing any solid API and any-co-crystal former that is 

liquid or solid and where the components are hydrogen bonded to one another or co-crystals with any 

of the numerous and diverse different co-crystal formers recited in claim 2 or the APis recited within 

claim 6. The Office Action also indicates that the specification describes only the preparation of the 

particular co-crystals recited within claim 11 and does not describe the claimed invention in a 

manner sufiicient to convey that the inventors were in possession of the entire claimed invention, 

including the formation of co-crystals containing any API and any co-crystal former that are 

hydrogen bonded. 

Claims 1, 2, 9, 10 and 38-42 are also rejected under 35 U.S.C. §112, first paragraph, as 

nonenabled by the subject specification. The Office Action acknowledges that the specification is 

enabled for the preparation and use of the particular pharmaceutical co-crystals, but it is not enabled 

for the preparation of all co-crystals having any API that is solid, and any co-crystal former that is 

solid and liquid, where components are hydrogen bonded to one another, or all co-crystals having the 
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numerous and diverse APis and co-crystal formers. Thus, the specification fails to provide sufficient 

support for the broad recitation of a co-crystal composition containing any solid API, in general, with 

any solid or liquid co-crystal-former, in general, in which the components are hydrogen bonded to 

each other. 

Applicants respectfully maintain that the claimed invention complies with both the written 

description and enablement requirements of section 112; however, in order to advance prosecution in 

this matter the rejected claims have been canceled thereby rendering these issues moot. Accordingly, 

reconsideration and withdrawal of the rejections is respectfully requested. 

Claims 1, 2, and 10 are provisionally rejected on the ground of nonstatutory "obviousness­

type" double patenting over claims 86-93 of copending Application No. 10/546,963. Applicants, 

again, respectfully submit that a nonstatutory "obviousness-type" double patenting rejection for the 

instantly claimed invention should be withdrawn since it would not appear that the co-crystals recited 

in the currently pending claims would be obvious in view of the broader class of co-crystals claimed 

by specific functional groups in the '963 application; however, in the interest of expediting 

prosecution in this matter, a terminal disclaimer was filed in a previous response (dated May 29, 

2008) and the entry of that paper and the terminal disclaimer is respectfully requested. Accordingly, 

reconsideration and withdrawal of this rejection is respectfully requested. 

Claims 1, 2, 9-11, and 38-42 are provisionally rejected on the ground of nonstatutory 

"obviousness-type" double patenting over claims 1-49 and 72-87 of copending Application No. 

10/570,405. With respect to this rejection, Applicants, again, respectfully submit that this 

nonstatutory "obviousness-type" double patenting rejection should be withdrawn as the scope of the 

currently pending claims does not include modafinil co-crystals. Accordingly, reconsideration and 

withdrawal of this rejection is respectfully requested. 

Claims 1, 2, 9-11, and 38-42 are provisionally rejected on the ground of nonstatutory 

"obviousness-type" double patenting over claims 66-72 of copending Application No. 10/551,014 

and over claims 2-7, 16, and 18 of copending Application No. 10/926,842. Applicants, again, 

respectfully submit that each of these rejections is inapplicable to the presently claimed invention as 

the scope of the claims no longer includes co-crystals of olanzapine or itraconazole. Accordingly, 

reconsideration and withdrawal of these rejections is respectfully requested. 
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Applicants expressly reserve the right to pursue the invention(s) disclosed in the subject 

application, including any subject matter canceled or not pursued during prosecution of the subject 

application, in a related application. 

In view of the foregoing remarks and amendments to the claims, Applicants believe that the 

currently pending claims are in condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees under 3 7 CFR §§ 1.16 or 1.17 as 

required by this paper to Deposit Account No. 19-0065. 

Applicants invite the Examiner to call the undersigned if clarification is needed on any of this 

response, or if the Examiner believes a telephonic interview would expedite the prosecution of the 

subject application to completion. 

FCE/sl 
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10/660,202 

Applicant(s) 

ALMARSSON ET AL. 

Office Action Summary Examiner 

Renee Claytor 

Art Unit 

1617 

-- The MAILING DA TE 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 ;1. MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)1Zl Responsive to communication(s) filed on 10 October 2008. 

2a)D This action is FINAL. 2b)[8J This action is non-final. 

3)0 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 

4)[8J Claim(s) 43-78 is/are pending in the application. 

4a) Of the above claim(s) __ is/are withdrawn from consideration. 

5)0 Claim(s) __ is/are allowed. 

6)[8J Claim(s) 43.45.49.61 and 67 is/are rejected. 

7)[8J Claim(s) 44.46-48.50-60.62-66 and 68-78 is/are objected to. 

8)0 Claim(s) __ are subject to restriction and/or election requirement. 

Application Papers 

9)0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on __ is/are: a)D accepted or b)D 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). 

11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PT0-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)D All b)D Some* c)D None of: 

1.0 Certified copies of the priority documents have been received. 

2.0 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)). 

*Seethe attached detailed Office action for a list of the certified copies not received. 

Attachment(s) 

1) [8J Notice of References Cited (PTO-892) 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 

4) D Interview Summary (PTO-413) 
Paper No(s)/Mail Date. __ . 

5) D Notice of Informal Patent Application 3) D Information Disclosure Statement(s) (PTO/SB/08) 
Paper No(s)/Mail Date __ . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) 

6) D Other: __ . 

Office Action Summary Part of Paper No./Mail Date 20090319 
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Application/Control Number: 10/660,202 

Art Unit: 1617 

DETAILED ACTION 

Request for Continued Examination 

Page 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 

10/10/2008 has been entered. Currently claims 43-78 are pending and are under 

examination herein. 

Response to Arguments 

The 35 USC 112, first paragraph rejections have been withdrawn as the claims 

and the subject matter reading on this rejection have been cancelled. 

Further, Applicants have amended the claims which are sufficient to overcome 

the obviousness-type double patenting rejections. 

However, as Applicant's have filed new claims the claims will be rejected 

accordingly below. 

Claim Rejections - 35 USC 102 

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 -
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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 -

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 43, 45 rejected under 35 U.S.C. 102(b) as being anticipated by Ammar et 

al (Egypt J. Pharmacol. Sci. 35, No. 1-6, pg 209-223 (1994). 

Ammar et al. teaches the water solubility of carbamazepine in the presence of 

nicotinamide (page 210, last sentence of first paragraph and figure 1 ). It is taught that 

there are spectral changes occurring between the interaction which may give an 

indication of a molecular interaction between carbamazepine and the compounds 

tested, including nicotinamide, which forms a complex-formation between 

carbamazepine and the compounds (page 217, first paragraph). 

Claim Rejections - 35 USC 103 

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. 

Claims 43, 49, 61 and 67 rejected under 35 U.S.C. 103(a) as being unpatentable 

over de Jong et al. (Dermatology, 1999; 199: 313-318). 
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De Jong teaches lotion formulations comprised of 5-flurouracil and urea (see last 

paragraph in Introduction). It is taught that the formulation has a high diffusion rate in 

vitro compared to other 5-fluorouracil test concentrations. 

De Jong does not specify that the 5-fluorouracil and urea are co-crystals; 

however, as the claims are drawn to a co-crystal comprising and a composition 

comprising an API and a co-crystal former, it would be obvious that when the two 

compounds (5-fluorouracil and urea) are together they will automatically form hydrogen 

bonds and will be bonded to each other. One would be motivated to formulate a 

compound or composition with 5-fluoruracil and urea per the teachings of de Jong et al. 

in which it is taught that the combination provides a high diffusion rate in vivo. 

Conclusion 

Claims 44, 46-48, 50-60, 62-66, 68-78 are objected to as being dependent on 

rejected claims. 

No claims are allowed. 

Contact Information 

Any inquiry concerning this communication or earlier communications from 

the examiner should be directed to Renee Claytor whose telephone number is 

(571 )272-8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
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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. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 
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2 

Remarks 

Docket No. TPI.350Cl 
Serial No. I 0/660,202 

Claims 43-78 were pending in the subject application. Applicants have not amended the 

claims by this Response. Accordingly, claims 43-78 remain before the Examiner. Favorable 

consideration of the pending claims is respectfully requested. 

Applicants gratefully acknowledge the Examiner's withdrawal of the rejection under 35 

U.S.C. § 112, first paragraph, and the obviousness-type double patenting rejection. 

Claims 43 and 45 arc rejected under 35 U.S.C. ¾ 102(b) as anticipated by Ammar et al. 

(1994). The Office Action states that Ammar et al. teach the water solubility of carbamazcpinc in 

the presence of nicotinamide. Applicants respectfully assert that the Ammar et al. reference does not 

anticipate the claimed invention. Anticipation requires that the reference teach every element of the 

claim. Verdegaal Bros. v. Union Oil Co. ofCalifornia, 814 F.2d 628,631, 2 USPQ2d 1051, 1053 

(Fed. Cir. 1987) ("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.") Ammar et al. do not 

disclose a co-crystal as required by the claims. A co-crystal is "crystalline material" as defined at 

page 10 of the specification. One of ordinary skill would recognize that the carbamazepine dissolved 

in solvent and nicotinamide dissolved in solvent as taught by Ammar et al. are not a co-crystal, even 

if it were assumed for the sake of argument that some interaction might occur between individual 

dissolved molecules. 

Separately, Applicants note that hydrogen bonding is required in the co-crystal (see page 10, 

line 26, el seq) and it is doubtful that the solution disclosed in Ammar et al. contains direct or 

indirect hydrogen bonding between carbamazepine and nicotinamide. \Vere carbamazepine and 

nicotinamide to hydrogen bond to one another, each would have fewer hydrogen bond acceptors 

and/or donors with which to interact with the aqueous solvent and would consequently display to the 

aqueoLLS solvent a relatively decreased amount of hydrophilic surface area (i.e., hydrogen bond 

donors and acceptors) and a relatively increased amount of hydrophobic surface area (i.e., aromatic 

carbon rings). One of skill in the art would recognize that this would tend to decrease solubility in 

water, as opposed to the increase in solubility that was observed by Ammar et al. If a solubility­

increasing interaction between carbamazepine and nicotinamide exists, it is more likely that the 

interaction is between the hydrophobic (non-hydrogen bonding) regions of each. The interaction 

J :\TPI\3 5 OC 1 \Amend-Res p\Amd-after-RCE. dodDNR/sl 
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would then have the potential to decrease the amount of hydrophobic surface area displayed to the 

aqueous solvent, and one of ordinary skill would recognize that this might result in increased 

solubility in water. For each of these reasons, reconsideration and withdrawal of the rejection under 

35 U.S.C. § 102(b) is respectfully requested. 

Claims 43, 49, 61 and 67 are rejected under 35 U.S.C. § 103(a) as obvious over de Jong et al. 

(1999). The Office Action indicates that de Jong et al. teach lotion formulations comprised of 5-

flurouracil and urea. Applicants respectfully assert that the claimed invention is noL obvious over the 

cited reference. Applicants note that the asserted refercnce(s), when combined, must teach all 

elements of the claimed invention. CF.i\11; Inc. v. Yieldup Intern. Corp., 349 F.3d 1333, 1342 (fed. 

Cir. 2004) ( determination of non-obviousness was proper when "no combination of the prior art, 

even if supported by a motivation to combine, would disclose all the limitations of the claims"). Just 

as in C}1\1T, Applicants do not believe that all the limitations of the claims are disclosed. De Jong et 

al. do not disclose a co-crystal as required by the claims. A co-crystal is "crystalline material'' as 

defined at page 10 of the specification. In contrast, the lotion formulation of de Jong et al. is a 

solution of propylene glycol and urea in water. (de Jong et al., page 314, first column, second 

paragraph). One of ordinary skill would recognize that the dissolved 5-fluorouracil and dissolved 

urea taught by de Jong et al. are not a co-crystal. Even if it were assumed for the sake of argument 

that 5-fluorouracil and urea may hydrogen-bond under some conditions, the ordinarily skilled artisan 

would recognize that transient hydrogen bonding between isolated dissolved molecules of 5-

fluorouracil and urea would not imply the existence of a co-crystal. 

Applicants note, too, that obviousness does not exist when the art, in any material respect, 

teaches away from the claimed invention. In re Geisler, 116 F.3d 1465, 1471, 43 lJSPQ2d 1362, 

1366 (Fed. Cir. 1997). In this regard, Applicants assert that de Jong et al. teach away from any 

modification of their own composition that might potentially be encompassed by the claims. As 

illustrated by the figures at page 316 and the discussion at 317, de Jong et al. found that the urea­

containing lotion vehicle alone was fully as effective without the added 5-fluorouracil as with it. 

Indeed, the figures indicate that to the extent there was any difference between vehicle alone and 

vehicle with 5-fluorouracil, it was vehicle alone that gave the better result. Accordingly, one of 

ordinary skill would be discouraged from making additional compositions containing both 5-
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fluorouracil and urea because the urea-containing preparation was at least as effective without the 

added 5-fluorouracil and avoided "adverse effects" associated with the "irritating" presence of 5-

fluorouracil. (de Jong et al. at page 317, last paragraph of the Discussion section). De Jong et al. 

conclude that "the vehicle Belanyx was shown to be preferable over the 1 % 5-fluorouracil Belanyx 

preparation." For each of the preceding reasons, reconsideration and withdrawal of the rejection 

under 35 U.S.C. § 103(a) is respectfully requested. 

Claims 44, 46-48, 50-60, 62-66, and 68-78 are objected to as being dependent on rejected 

claims. In light of the arguments presented above, Applicants believe that the referenced independent 

claims are allowable and that the dependent claims are therefore proper. Accordingly, 

reconsideration and withdrawal of the objection is respectfully requested. 

It should be understood that the amendments presented herein have been made solelv to 

expedite prosecution of the subject application to completion and should not be construed as an 

indication of Applicants' agreement with or acquiescence in the Examiner's position. Applicants 

expressly reserve the right to pursue the invention(s) disclosed in the subject application, including 

any subject matter canceled or not pursued during prosecution of the subject application, in a related 

application. 

In view of the foregoing remarks and amendments to the claims, Applicants believe that the 

currently pending claims are in condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees under 3 7 CFR § § 1.16 or l .17 as 

required by this paper to Deposit Account No. 19-0065. 
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Applicants invite the Examiner to call the undersigned if clarification is needed on any ofthis 

response, or if the Examiner believes a telephonic interview would expedite the prosecution of the 

subject application to completion. 

FCE/""c/"b JJ J 

J \TPl\351JCJ\Amend-Rcsp'Amd-aftcr-RCE.clodDNl3/sl 
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' 

Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 
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P.O. Box 142950 
Gainesville, PL 32614-2950 
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Applicants note that a partial translation is provided for Japanese Patent Application No. JP-B 46-
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are met by the foregoing statement. 
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MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS 
STATUTORY PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES 
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS 
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM 
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOW ARD THE ISSUE FEE NOW 
DUE. 

HOW TO REPLY TO THIS NOTICE: 

I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. If the status is the same, pay the TOT AL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box Sb on Part B -
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 

If the SMALL ENTITY is shown as NO: 

A. Pay TOT AL FEE(S) DUE shown above, or 

B. If applicant claimed SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box Sa on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 

IL PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office 
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b" 
of Part B - Fee(s) Transmittal should be completed and an extra copy of the form should be submitted. If an equivalent of Part B is filed, a 
request to reapply a previously paid issue fee must be clearly made, and delays in processing may occur due to the difficulty in recognizing 
the paper as an equivalent of Part B. 

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary. 

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due. 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 

or Fax 
Alexandria, Virginia 22313-1450 
(571)-273-2885 

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks I through 5 should be completed where 
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as 
indicated unless corrected below or directed otherwise in Block I, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for 
maintenance fee notifications. 

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block I for any change of address) Note: A certificate of mailing can only be used for domestic mailings of the 
Fee(s) Transmittal. This certificate cannot be used for any other accompanying 
papers. Each additional paper, such as an assignment or formal drawing, must 
have its own certificate of mailing or transmission. 

23557 7590 12/14/2009 

SALIW ANCHIK LLOYD & SALIW ANCHIK 
A PROFESSIONAL ASSOCIATION 
PO Box 142950 
GAINESVILLE, FL 32614 

APPLICATION NO. FILING DATE 

10/660,202 09/11/2003 

Certificate of Mailing or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal Service with sufficient postage for first class mail in an envelope 
addressed to the Mail Stop ISSUE FEE address above, or being facsimile 
transmitted to the USPTO (571) 273-2885, on the date indicated below. 

(Depositor's name) 

(Signature) 

(Date) 

FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

Orn Almarsson TPI-350Cl 6536 

TITLE OF INVENTION: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

APPLN. TYPE SMALL ENTITY ISSUE FEE DUE 

nonprovisional YES $755 

EXAMINER ART UNIT 

CLAYTOR, DEIRDRE RENEE 1627 

I. Change of correspondence address or indication of "Fee Address" (37 
CFR 1.363). 

0 Change of correspondence address ( or Change of Correspondence 
Address form PTO/SB/122) attached. 

0 "Fee Address" indication (or "Fee Address" Indication form 
PTO/SB/47; Rev 03-02 or more recent) attached. Use ofa Customer 
Number is required. 

PUBLICATION FEE DUE PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

$300 $0 

CLASS-SUBCLASS 

424-400000 

2. For printing on the patent front page, list 

(I) the names of up to 3 registered patent attorneys 
or agents OR, alternatively, 

(2) the name of a single firm (having as a member a 
registered attorney or agent) and the names of up to 
2 registered patent attorneys or agents. If no name is 
listed, no name will be printed. 

$1055 03/15/2010 

2 ______________ _ 

3 ______________ _ 

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type) 

PLEASE NOTE: Unless an assignee 1s 1dent1f1ed below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for 
recordatJon as set forth m 37 CFR 3.11. Completion of this form is NOT a substitute for filing an assignment. 

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY) 

Please check the appropriate assignee category or categories (will not be printed on the patent) : 0 Individual O Corporation or other private group entity O Government 

4a. The following fee(s) are submitted: 

0 Issue Fee 

0 Publication Fee (No small entity discount permitted) 

0 Advance Order - # of Copies _________ _ 

5. Change in Entity Status (from status indicated above) 

0 a. Applicant claims SMALL ENTITY status. See 37 CFR 1.27. 

4b. Payment ofFee(s): (Please first reapply any previously paid issue fee shown above) 

0 A check is enclosed. 

0 Payment by credit card. Form PTO-2038 is attached. 

0The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any 
overpayment, to Deposit Account Number ( enclose an extra copy of this form). 

0 b. Applicant is no longer claiming SMALL ENTITY status. See 37 CFR l.27(g)(2). 

NOTE: The Issue Fee and Publication Fee (if required) will not be accepted from anyone other than the applicant; a registered attorney or agent; or the assignee or other party in 
interest as shown by the records of the United States Patent and Trademark Office. 

Authorized Signature _______________________ _ Date ____________________ _ 

Typed or printed name ______________________ _ Registration No. ________________ _ 

This collection of information is required by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file ( and by the US PTO 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, Virginia 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. 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid 0MB control number. 
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UNITED STA IBS p A IBNT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

10/660,202 09/11/2003 

23557 7590 12/14/2009 

SALIW ANCHIK LLOYD & SALIW ANCHIK 
A PROFESSIONAL ASSOCIATION 
PO Box 142950 
GAINESVILLE, FL 32614 

FIRST NAMED INVENTOR 

Orn Almarsson 

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

P.O. Box 1450 
Alexandria., Virginia 22313-1450 
www.uspto.gov 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

TPI-350Cl 6536 

EXAMINER 

CLAYTOR, DEIRDRE RENEE 

ART UNIT PAPER NUMBER 

1627 

DATE MAILED: 12/14/2009 

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 
(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 650 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 650 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or 
(571)-272-4200. 
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Application No. 

10/660,202 

Applicant(s) 

ALMARSSON ET AL. 
Notice of Allowability Examiner 

Renee Claytor 

Art Unit 

1627 

-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address-­
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1. IZ! This communication is responsive to arguments filed on 6/24/2009. 

2. IZ! The allowed claim(s) is/are 43-78. 

3. D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) D All b) D Some* c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D 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)). 

* Certified copies not received: __ . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. 0 A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. D CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) D including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) D hereto or 2) D to Paper No./Mail Date __ . 

(b) D including changes required by the attached Examiner's Amendment/ Comment or in the Office action of 
Paper No./Mail Date __ . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 

Attachment(s) 
1. D Notice of References Cited (PTO-892) 

2. D Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. IZ! Information Disclosure Statements (PTO/SB/08), 
Paper No./Mail Date 8/31/2006 

4. D Examiner's Comment Regarding Requirement for Deposit 
of Biological Material 

U.S. Patent and Trademark Office 

5. D Notice of Informal Patent Application 

6. D Interview Summary (PTO-413), 
Paper No./Mail Date __ . 

7. 1Z1 Examiner's AmendmenUComment 

8. 1Z! Examiner's Statement of Reasons for Allowance 

9. D Other __ . 

PTOL-37 (Rev. 08-06) Notice of Allowability Part of Paper No./Mail Date 20091103 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

DETAILED ACTION 

EXAMINER'S AMENDMENT 

Page 2 

An examiner's amendment to the record appears below. Should the changes 

and/or additions be unacceptable to applicant, an amendment may be filed as provided 

by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 

submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 

with Frank C. Eisenschenk on 11/3/2009. 

The application has been amended as follows: 

IN THE CLAIMS: 

1. In claim 43, in line 18, after "carbamazepine and benzoquinone", insert 

", wherein the API and co-crystal former are hydrogen bonded to each other". 

2. In claim 61, in line 20, after "carbamazepine and benzoquinone" insert 

", wherein the API and co-crystal former are hydrogen bonded to each other". 

Reasons for Allowance 

The following is an examiner's statement of reasons for allowance: the prior art 

does not teach or suggest a co-crystal comprising an API and a co-crystal former 

selected from (a)-(q) wherein the API and co-crystal former are hydrogen bonded to 

each other. 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

The closest prior art is Ammar et al., which teaches the water solubility of 

Page 3 

carbamazepine in the presence of nicotinamide in a solution. However Ammar et al. 

does not teach that the carbamazepine and nicotinamide are hydrogen bonded together 

into a co-crystal, which the applicants define as a crystalline material. 

De Jong is also considered close prior art in that it teaches formulations 

comprised of 5-fluorouracil and urea; however, de Jong does not teach that the 

compounds are hydrogen bonded to one another to form a co-crystal. 

Any comments considered necessary by applicant must be submitted no later 

than the payment of the issue fee and, to avoid processing delays, should preferably 

accompany the issue fee. Such submissions should be clearly labeled "Comments on 

Statement of Reasons for Allowance." 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Renee Claytor whose telephone number is (571 )272-

8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 

number for the organization where this application or proceeding is assigned is 571-

273-8300. 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

Page 4 

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. 

Renee Claytor 

/SREENI PADMANABHAN/ 
Supervisory Patent Examiner, Art Unit 1627 
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UNDER 37 CFR §§1.97 AND 1.98 
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of the Examiner, the references cited in the following patent applications: 
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U.S. Serial No. 10/232,589, filed September 3, 2002, now U.S. Patent No. 6,559,293; 
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well as any references cited during the prosecution thereof, be made of record in the 10/660,202 

application. As copies of the refere~ces made of record in the applications referred to above, and 

cited on the attached form PTO/SB/08, can be found in the casefiles referred to above, copies of 
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In the Specification 

Docket No. TPI.350Cl 
Serial No. 10/660,202 

This application claims the benefit of US Provisional Patent Application No. 60/451,213 

filed on February 28, 2003; U.S. Provisional Patent Application No. 60/463,962, filed on April 18, 

2003; and U.S. Provisional Application No. 60/487,064, filed on July 11, 2003 each of which 

incorporated herein by reference in its entirety. This application is a1:oo a continuation-in-part of 

PCT/US03/27772, filed on September 4, 2003 which is a continuation-in-part of U.S. Patent 

Application No. 10/378,956, filed l\krch 1 March 3, 2003, which claims the benefit of U.S. 

Provisional Application No. 60/360,768, filed March 1, 2002; said PCT/US03/27772 also claims the 

benefit of US Provisional Patent Application No. 60/451,213 filed on February 28, 2003; U.S. 

Provisional Patent Application No. 60/463,962, filed on April 18, 2003; and U.S. Provisional 

Application No. 60/487,064, filed on July 11, 2003. This application iD aho a-eB-B:tH1+K,-"B.t-1B+1:-~n-part 

ofU.S. P;:,:tent Application N&.--l0#537,829,4ile€1 August 8, 2003, 1,vhich is a divisiona±e:f-(q,;,-Patcnt 

Application No. 1 0/295, 995, filed-Ne:ve-ml'IB-r-1-8,2002,whieh--ifl-a-{;-0nti:nuatien-ef+J:8-:--PateHt 

AtJtJl1ffitIDll-N o .1 0/2 3 2, 5 8 9, filed September 3 , 2 002, which claims-th-e-ben-efi-t-eJ-lJS-P.H:lV-i-s-i:f::H'l-al 

P uten t Application No. 6 0/ 1 06, 97 11, .filed Au gust 3 0,-1+)00--aR<l--US-P-revisienal--l!a-teru-Ap pli cati:en 

N&.-6G/-}8-0,288, filed May 15, 2002 and US Provisional Patenl Application No. 60/356,764,--t+Joo 

JleB.r-uary-l➔,2-0{)2. This application is also a continuation in part of US Patent Applicat~on-l\'.&. 

-± 0/119, 3 07, filed May 3 0, 2 00 3--wm-e-h--e-l-a-irns-t-he-13e-itefft-eflJ..S---P-FBV1:fl1BRal-Pateni-AppllcatienNo, 
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benefit of US Provisional Patent Applict:tion No. 60.1151,213, filed February 28,-~- Each of these 

applications is hereby incorporated by reference in their entireties, including all figures, tables and 

formulae. 
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Remarks 

Docket No. TPI.350Cl 
Serial No. 10/660,202 

Claims 43-78 are pending in the subject application and currently before the Examiner. By 

this Amendment, Applicants have amended the Cross-Reference to Related Applications section and 

provided a Supplemental Application Data Sheet. Entry and consideration of the amendment 

presented herein is respectfully requested by way of an updated Filing Receipt. Favorable 

consideration of the pending claims is respectfully requested. 

It should be understood that the amendments presented herein have been made solely to 

expedite prosecution of the subject application to completion and should not be construed as an 

indication of Applicants' agreement with or acquiescence in the Examiner's position. Applicants 

expressly reserve the right to pursue the invention(s) disclosed in the subject application, including 

any subject matter canceled or not pursued during prosecution of the subject application, in a related 

application. 

In view of the foregoing remarks, Applicants believe that the currently pending claims are in 

condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees under 37 CFR §§ 1.16 or 1.17 as 
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UNDER 37 C.F.R. §§ 1.97 AND 1.98 
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□ EXAMINATION FEE 
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N/A N/A N/A N/A 
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* If the difference in column 1 is less than zero, enter "0" in column 2. TOTAL TOTAL 

APPLICATION AS AMENDED- PART II 
OTHER THAN 

(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY 
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Examiner Name Leonard Williams 
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U.S. PATENT DOCUMENTS 
Examiner Cite Document Number Publication Date Name of Patentee or Applicant Pages, Columns, Lines, 1Mlere 

Initials" No.' Number• Kind Code' (if MM-DD-YYYY of Cited Document Relevant Passages or Relevant 
knownl Figures Appear 

U21 US-2004/0106053 06--03-2004 Molaire, et al. All 

U22 US-2004/0106055 06--03-2004 Molaire, et al. All 

U23 US-2004/0171062 09-02-2004 Hirth, et al. All 

U24 US-2004/0176335 09-09-2004 Childs All 

U25 US-2005/0070551 03-31~ ioot Remenar, et al. All 

U26 US-2005/0181041 08-18-2005 Goldman All 

U27 US-2005/0169982 08-04-2005 Almarsson et al. All 

U28 US-2005/0252649 11-17-2005 Chiu, eta/. All 

U29 US-2005/0256127 11-17-2005 Ku, etal. All 

U30 US-S,559,293 05-06-2003 Almarsson, et at. All 

U31 US-6,699,840 03-02-2004 Almarsson, et al. All 

U32 US-2004-0053853 03-18-2004 Almarsson, et al. All 

U33 US-2005/0070551 A1 03-31-2005 Remenar, et al. All 

U34 US-2003/00224006 12-04-2003 Zaworotko et al. All 

U35 US-3,536,809 04-09-1991 Schaller et al. All 

U36 US-3 598123 08-10-1971 Zaffaroni All 

U37 US-3845770 11-05-1974 Theeuwes et al. All 

U38 US-3 916 899 11-04-1975 Theeuwes et al. All 

U39 US-4,008,719 02-22-1977 Theeuwes et at. All 

U40 US-4267179 05-12-1981 Heeres et al. All 

U41 US-4,764,604 08-16-1988 Muller All 

~~~~~~:! /Renee Claytor/ g~~sidered 11/16/2009 
"EXAMINER: lniUat 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 tills form with next communieatlon to applieanl ' Applicant's unique citation designauon number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www uspto gov or MPEP801.04. 1 Enter Office tllat issued the document. by the ~tter code (WIPO Standard T.3). • For 
Japanese patent documents. tile indicaUon of the year of the reign or the Emperor must precede Ille serial number of the patent document 5 Kind or document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 18 If possible. • Applieant Is to place a cneck 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 oblain or retain a benefit by the public which is to file (and by the 
USPTO lo 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 lo complete, 
including gathering, preparing, and submitting the completed epplieation form to the USPlO. nme win vary depending upon the indMdual case. Any comments 
on the amount of time you require to complete this form andfor suggestions for reducing this burden. should be sent to the Chief Information Officer, U.S. Patent 
and Trademartl 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, VA 22313-1450. 

If you need assistance in completing the form, call 1-800-PT0-9199 (1-8C0-786-9199) and select option 2. 
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STATEMENT BY APPLICANT 

\. Sheet 

Examiner 
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Examiner 
Si nature 

(use as many sheets as necessary) 

I 3 I of I 

Cite Document Number 

No.' Number • Kind Code• [if 
known\ 

U42 US-4,916,134 

U43 US-5,006,513 

U44 US-5 059,595 

U45 US-5,073,543 

U46 US-5 120.548 

U47 US-5 354.556 

U48 US-5 414.997 

U49 US-5 474.997 

U50 US-5 591. 767 

U51 US-5,633,015 

U52 US-5,639,476 

U53 US-5661151 

U54 US-5,674,533 

U55 US-5,707,975 

U56 US-5 733 566 

U57 US-2003/0096014 

U58 US-4,513 006 

U59 US-6191,117 

U60 U5-6 201 010 

U61 US-5, 753,693 

/Renee Claytor/ 

Complete If Known 
Application Number 10/660 202 
Filing Date Seotember 11, 2003 
First Named Inventor Orn Almarsson 
Art Unit 1617 
Examiner Name Leonard Williams 

36 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Publication Date 
MM•DO.YYYY 

04-10-1990 

04-09-1991 

10-22-1991 

12-17-1991 

06-09-1992 

10-11-1994 

05-16-1995 

12-12-1995 

01-07-1997 

05-27-1997 

06-17-1997 

08-26-1997 

10-07-1997 

01-13-1998 

03-31-1998 

05-22-2003 

04-23-4995 

02-20-2001 

03-13-2001 

05-19-1998 

Name of Patentee or Applicant 
of Cited Document 

Heeres et al. 

Hector et al. 

Le Grazie 

Marshall et al. 

McClelland et al. 

Soarks et al. 

Tailer 

Grav et al. 

Mohr et al. 

Gilis eta/. 

Oshlack et al. 

Saksena et sl. 

Santus et al. 

Francois et al. 

Lewis 

Sherman 

Rf(S Marvanoff et al. 

Kozachuk 

Cottrell 

Shank 

Date 
Considered . 

Pages, COiumns. Lines. Ill/here 
Relevant Passages or Relevant 

Figures Appear 
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All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

11/16/2009 

" 
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·EXAMINER: Initial if reference considered, whether or not citation Is In conformance wttn MPEP 609. Draw line through citation if not in confannance and not 
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USPTO Patent Doaimen1S at www uspto gov or MPEP901.04. 3 Enter Office that Issued the doaJment. by the two-letter code (WIPO Standald T.3). • For 
Japanese patent documen1S, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
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Subst~ute for !Orm 1449A/PTO 
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STATEMENT BY APPLICANT 

\... Sheet 

Examiner 
Initials• 

Examiner 
Si nature 

(usa as many shaets as necessary) 

I 4 I of I 

Cite Document Number 

No.' Number• Kind Code' (if 
known) 

U62 US-5,998,380 

U63 US-6.319 903 

U64 US-5,935,933 

U65 US-5,760,007 

U66 US-5 952, 187 

U67 US-5,242,942 

U68 US-5,384 327 

U69 US-6 071 537 

U70 US-6.503 884 

U71 US-2003/0069190 

U72 US-2002/0042446 

U73 US-200210037925 

U74 US-2003I0072802 

U75 US-6488 962 

U76 US- 7,078,526 

U77 US-6 294,192 

U78 US-5,466,823 

U79 US-4,008,321 

USO US-4,853 379 

U81 US-5,641,512 

/Renee Claytor/ 
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Application Number 101660,202 
FIiing Date Seotember 11 2003 
First Named Inventor Om Almarsson 
Art Unit 1617 
Examiner Name Leonard Williams 

36 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 
Publlcatlon Date 
MM•DD-YYYY 

12-07-1999 

11-20-2001 

08-10-1999 

06-02-4999--

09-14-1999 

09-07-1993 

01-24-1995 

06-06-2000 

01-07-2003 

04-10-2003 

04-11-2002 

03-28-2002 

04-17-2003 

12-03-2002 

07-18-2006 

9-25-2001 

11-14-1995 

02-15-1977 

08-01-1989 

06-24-1997 

Name of Patentee or Applicant 
of Cited Document 

Ehrenbera et al. 

Carrazana et al. 

Shank et al. 

/q(?R Shank et al. 

Stenalein et al. 

Costanzo et al. 

Costanzo et al. 

Shank 

Ehrenbera et al. 

Abdel-Maaid et al. 

Dewevetal. 

Dewevetal. 

Cutler 

Bemer et al. 

Remenar et al. 

Patel et al. 

Tallevetal. 

Kamishita et al. 

Shroot et al. 

Cimiluca 

Date 
Considered 

Pages, Columns. Lines, Where 
Relevant Passages or Relevant 

Figures Appear 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

AU 

All 

All 

All 

All 

All 

All 

11/16/2009 

"' 
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*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw l!ne through cltaUon if not In conformance and not 
considered. lndude copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optiona~. 2 See Kind Codes of 
USPTO Patent Documents at wwwuspto goy or MPEP901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard T.3). ' For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as Indicated on the document under WIPO Standard ST. 18 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 whleh Is to file (and by the 
USPTO to process) an application. ConfidenllaUly is govemed by 35 U.S.C. 122 and 37 CFR 1.14. TIiis collection is estimated to take 2 hours to complete, 
Including gathering, preparing, and submitting the completed application form to the USPTO. nme wiD va,y depending upon the individual case. Any comments 
on the amount of time you require to complete this fonn and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Tradernaril 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, VA 22313-1450. 

If you need assistance In competing the form, call 1•800-PT0-9199 (1-800-786-9199) and select option 2. 
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Application Number 10/660,202 
INFORMATION DISCLOSURE Filing Date September 11, 2003 
STATEMENT BY APPLICANT 

First Named Inventor Orn Almarsson 
(use as many sheets as necessary) Art Unit 1617 

Examiner Name Deirdre R. Claytor 

\... Sheet I 1 I of I 1 Attorney Docket Number TPl.350C1 

U.S. PATENT DOCUMENTS 
Examiner Cite 

Document Number Publication Date Name of Patentee or Applicant Pages, Columns, Lines, Where 

Initials* No. 1 Number - Kind Code' (if MM-DD-YYYY of Cited Document Relevant Passages or Relevant 
known) Figures Appear 

U1 US-

U2 US-

U3 US-

U4 US-

U5 US-

U6 US-

U7 US-

us US-

U9 US-

U10 US-

U11 US-

FORSGNPATENTDOCUMENTS 

Examiner 
Initials* 

[ Examiner 
Signature 

Cite 
No. 1 

F1 
F2 

Foreign Patent Document 

Countrv Code 3 - Number 4 
- Kind Code' (if known) 

GB 2 169 601 

Publication Date 
MM-DD-YYYY 

07-16-1986 

Name of Patentee or 
Applicant of Cited Document 

Tate & Lyle Public 
Limited Company 

Date 
Considered 

Pages, Columns, Lines, 
Where Relevant Passages 
or Relevant Figures Appear 

All 

" 

,.I 

r6 

*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. 1 Applicant's unique citation designation number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www.uspto,.9.Q.Y. or MPEP901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard T.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 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, VA 22313-1450. 

Ijyou need assistance in completing the form, call 1-800-PT0-9/99 (/-800-7/-!6-9/99) and seiecr option 2 
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facsimile transmitted to the United States Patent 

and Tradewon March 31, 20~ 

SUPPLEMENTAL INFORMATION 
DISCLOSURE STATEMENT 
Patent Application 
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Frank C. Eisenschenk, Ph.D., Patent Attorney 
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IN THE UNITED STATES PATEKT AND TRADEMARK OFFICE 

Deirdre R. Claytor 
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Filed 
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Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313 
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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 
UNDER 37 C.F.R. §§ 1.97 AND 1.98 

In accordance with 37 C.F.R. § 1.56, the reference listed on the attached form PTO/SB/08 is 

being brought to the attention of the Examiner for consideration in connection with the examination 

of the above-identified patent application. A copy of the cited reference is enclosed. 

It is respectfully requested that the reference cited on the attached fonn PTO/SB/08 be 

considered in the examination of the subject application and that its consideration be made ofrecord. 
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Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98 

are met by the foregoing statement. 

FCE/jb 

Respectfully submitted, 

~lC}C~«~-
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: P.O. Box 142950 

Gainesville, FL 32614-2950 
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and not considered. Include copy of this form with next communication to applicant. 
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gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the 
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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, VA 22313-1450. 
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Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Deirdre R. Claytor 
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UNDER 37 C.F.R. §§ 1.97 AND 1.98 
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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, VA 22313-1450. 

If you need assistance in completing the form, calf 1-800-PT0-9199 (1-800-786-9199) and select option 2 
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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, VA 22313-1450. 
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In accordance with 3 7 C.F .R. § 1.56, the references listed on the attached form PTO/SB/08 
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examination of the above-identified patent application. A copy of the cited non-patent reference is 
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PTO/SB/08 pursuant to 37 CFR 1.98(a)(2)(ii). 
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Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98 

are met by the foregoing statement. 
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Respectfully submitted, 

Frank C. Eisenschcnk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: P.O. Box 142950 

Gainesville, FL 32614-2950 
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well as any references cited during the prosecution thereof, be made of record in the 10/660,202 

application. As copies of the refere~ces made of record in the applications referred to above, and 

cited on the attached form PTO/SB/08, can be found in the casefiles referred to above, copies of 
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considered in the examination of the subject application and that their consideration be made of 
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UNITED STA IBS p A IBNT AND TRADEMARK OFFICE 
UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 

P.O. Box 1450 
Alexandria., Virginia 22313-1450 
www.uspto.gov 

NOTICE OF ALLOWANCE AND FEE(S) DUE 

23557 7590 09/20/2010 

SALIW ANCHIK LLOYD & SALIW ANCHIK 
A PROFESSIONAL ASSOCIATION 
PO Box 142950 
GAINESVILLE, FL 32614 

EXAMINER 

CLAYTOR, DEIRDRE RENEE 

ART UNIT PAPER NUMBER 

1627 

DATE MAILED: 09/20/2010 

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

10/660,202 09/11/2003 Orn Almarsson TPI.350Cl 6536 

TITLE OF INVENTION: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

APPLN. TYPE SMALL ENTITY ISSUE FEE DUE PUBLICATION FEE DUE PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

nonprovisional YES $755 $300 $0 $1055 12/20/2010 

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON 
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308. 

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS 
STATUTORY PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES 
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS 
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM 
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOW ARD THE ISSUE FEE NOW 
DUE. 

HOW TO REPLY TO THIS NOTICE: 

I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. If the status is the same, pay the TOT AL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box Sb on Part B -
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 

If the SMALL ENTITY is shown as NO: 

A. Pay TOT AL FEE(S) DUE shown above, or 

B. If applicant claimed SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box Sa on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 

IL PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office 
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b" 
of Part B - Fee(s) Transmittal should be completed and an extra copy of the form should be submitted. If an equivalent of Part B is filed, a 
request to reapply a previously paid issue fee must be clearly made, and delays in processing may occur due to the difficulty in recognizing 
the paper as an equivalent of Part B. 

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary. 

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due. 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 

or Fax 
Alexandria, Virginia 22313-1450 
(571)-273-2885 

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks I through 5 should be completed where 
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as 
indicated unless corrected below or directed otherwise in Block I, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for 
maintenance fee notifications. 

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block I for any change of address) Note: A certificate of mailing can only be used for domestic mailings of the 
Fee(s) Transmittal. This certificate cannot be used for any other accompanying 
papers. Each additional paper, such as an assignment or formal drawing, must 
have its own certificate of mailing or transmission. 
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A PROFESSIONAL ASSOCIATION 
PO Box 142950 
GAINESVILLE, FL 32614 

APPLICATION NO. FILING DATE 

10/660,202 09/11/2003 

Certificate of Mailing or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal Service with sufficient postage for first class mail in an envelope 
addressed to the Mail Stop ISSUE FEE address above, or being facsimile 
transmitted to the USPTO (571) 273-2885, on the date indicated below. 

(Depositor's name) 

(Signature) 

(Date) 

FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

Orn Almarsson TPI.350Cl 6536 

TITLE OF INVENTION: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

APPLN. TYPE SMALL ENTITY ISSUE FEE DUE 

nonprovisional YES $755 

EXAMINER ART UNIT 

CLAYTOR, DEIRDRE RENEE 1627 

I. Change of correspondence address or indication of "Fee Address" (37 
CFR 1.363). 

0 Change of correspondence address ( or Change of Correspondence 
Address form PTO/SB/122) attached. 

0 "Fee Address" indication (or "Fee Address" Indication form 
PTO/SB/47; Rev 03-02 or more recent) attached. Use ofa Customer 
Number is required. 

PUBLICATION FEE DUE PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

$300 $0 

CLASS-SUBCLASS 

424-400000 

2. For printing on the patent front page, list 

(I) the names of up to 3 registered patent attorneys 
or agents OR, alternatively, 

(2) the name of a single firm (having as a member a 
registered attorney or agent) and the names of up to 
2 registered patent attorneys or agents. If no name is 
listed, no name will be printed. 

$1055 12/20/2010 

2 ______________ _ 

3 ______________ _ 

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type) 

PLEASE NOTE: Unless an assignee 1s 1dent1f1ed below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for 
recordatJon as set forth m 37 CFR 3.11. Completion of this form is NOT a substitute for filing an assignment. 

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY) 

Please check the appropriate assignee category or categories (will not be printed on the patent) : 0 Individual O Corporation or other private group entity O Government 

4a. The following fee(s) are submitted: 

0 Issue Fee 

0 Publication Fee (No small entity discount permitted) 

0 Advance Order - # of Copies _________ _ 

5. Change in Entity Status (from status indicated above) 

0 a. Applicant claims SMALL ENTITY status. See 37 CFR 1.27. 

4b. Payment ofFee(s): (Please first reapply any previously paid issue fee shown above) 

0 A check is enclosed. 

0 Payment by credit card. Form PTO-2038 is attached. 

0The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any 
overpayment, to Deposit Account Number ( enclose an extra copy of this form). 

0 b. Applicant is no longer claiming SMALL ENTITY status. See 37 CFR l.27(g)(2). 

NOTE: The Issue Fee and Publication Fee (if required) will not be accepted from anyone other than the applicant; a registered attorney or agent; or the assignee or other party in 
interest as shown by the records of the United States Patent and Trademark Office. 

Authorized Signature _______________________ _ Date ____________________ _ 

Typed or printed name ______________________ _ Registration No. ________________ _ 

This collection of information is required by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file ( and by the US PTO 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, Virginia 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. 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid 0MB control number. 
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UNITED STA IBS p A IBNT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

10/660,202 09/11/2003 

23557 7590 09/20/2010 

SALIW ANCHIK LLOYD & SALIW ANCHIK 
A PROFESSIONAL ASSOCIATION 
PO Box 142950 
GAINESVILLE, FL 32614 

FIRST NAMED INVENTOR 

Orn Almarsson 

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

P.O. Box 1450 
Alexandria., Virginia 22313-1450 
www.uspto.gov 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

TPI.350Cl 6536 

EXAMINER 

CLAYTOR, DEIRDRE RENEE 

ART UNIT PAPER NUMBER 

1627 

DATE MAILED: 09/20/2010 

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 
(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 572 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 572 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or 
(571)-272-4200. 
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Application No. 

10/660,202 

Applicant(s) 

ALMARSSON ET AL. 
Notice of Allowability Examiner 

Renee Claytor 

Art Unit 

1627 

-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address-­
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1. IZ! This communication is responsive to the RCE filed on 3/12/2010. 

2. IZ! The allowed claim(s) is/are 43-78 (renumbered as claims 1-36). 

3. D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) D All b) D Some* c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D 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)). 

* Certified copies not received: __ . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. 0 A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. D CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) D including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) D hereto or 2) D to Paper No./Mail Date __ . 

(b) D including changes required by the attached Examiner's Amendment/ Comment or in the Office action of 
Paper No./Mail Date __ . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 

Attachment(s) 
1. D Notice of References Cited (PTO-892) 

2. D Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. IZ! Information Disclosure Statements (PTO/SB/08), 
Paper No./Mail Date See Continuation Sheet 

4. D Examiner's Comment Regarding Requirement for Deposit 
of Biological Material 

U.S. Patent and Trademark Office 

5. D Notice of Informal Patent Application 

6. D Interview Summary (PTO-413), 
Paper No./Mail Date __ . 

7. D Examiner's AmendmenUComment 

8. 1Z! Examiner's Statement of Reasons for Allowance 

9. D Other __ . 

PTOL-37 (Rev. 08-06) Notice of Allowability Part of Paper No./Mail Date 20100910 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

Request for Continued Examination 

Page 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 allowance or after an Office 

action under Ex Parle Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). 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, prosecution in this application has 

been reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 3/12/2010 

has been entered. 

REASONS FOR ALLOWANCE 

The following is an examiner's statement of reasons for allowance: The 

Examiner's Amendment and the reasons for allowance are the same as set forth in the 

Notice of Allowance on 12/14/2009. For applicant's convenience the Examiners 

Amendment and the Reasons for Allowance are restated below. 

EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes 

and/or additions be unacceptable to applicant, an amendment may be filed as provided 

by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 

submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 

with Frank C. Eisenschenk on 11/3/2009. 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

The application has been amended as follows: 

IN THE CLAIMS: 

Page 3 

1. In claim 43, in line 18, after "carbamazepine and benzoquinone", insert 

", wherein the API and co-crystal former are hydrogen bonded to each other". 

2. In claim 61, in line 20, after "carbamazepine and benzoquinone" insert 

", wherein the API and co-crystal former are hydrogen bonded to each other". 

Reasons for Allowance 

The following is an examiner's statement of reasons for allowance: the prior art 

does not teach or suggest a co-crystal comprising an API and a co-crystal former 

selected from (a)-(q) wherein the API and co-crystal former are hydrogen bonded to 

each other. 

The closest prior art is Ammar et al., which teaches the water solubility of 

carbamazepine in the presence of nicotinamide in a solution. However Ammar et al. 

does not teach that the carbamazepine and nicotinamide are hydrogen bonded together 

into a co-crystal, which the applicants define as a crystalline material. 

De Jong is also considered close prior art in that it teaches formulations 

comprised of 5-fluorouracil and urea; however, de Jong does not teach that the 

compounds are hydrogen bonded to one another to form a co-crystal. 

Any comments considered necessary by applicant must be submitted no later 

than the payment of the issue fee and, to avoid processing delays, should preferably 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

Page 4 

accompany the issue fee. Such submissions should be clearly labeled "Comments on 

Statement of Reasons for Allowance." 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Renee Claytor whose telephone number is (571 )272-

8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. 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. 
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Application/Control Number: 10/660,202 

Art Unit: 1627 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1627 
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Cite 
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U19 US-5,736,541 

U20 US-5,753,688 

U21 US-5,760,068 

U22 US-5,932,598 

/Renee Claytor/ 

Complete if Known 

Application Number 10/660,202 
Filing Date Seotember 11, 2003 
First Named Inventor Orn Almarsson 
Art Unit 1617 
Examiner Name Deirdre R. Claytor 

6 Attorney Docket Number TPl.350C1 
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