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In the Claims

1-42 (canceled).

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;

) 5-fluorouracil and urea;

(2) acetaminophen and 4,4’-bipyridine;

(h) phenytoin and pyridone;

(i) aspirin and 4,4’ -bipyridine;

Q)] ibuprofen and 4,4’-bipyridine;

&) flurbiprofen and 4,4’-bipyridine;

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

(m) carbamazepine and p-phthalaldehyde;

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

(0) carbamazepine and 5-nitroisophthalic acid;

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

(qQ 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.

JATPN350CT\Amend-Resp\Amd-RCE.do/DNB/s!
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46 (new). The co-crystal according to claim 43,

carbamazepine and trimesic acid.
47 (new). The co-crystal according to claim 43,
celecoxib and nicotinamide.
48 (new). The co-crystal according to claim 43,

celecoxib and 18-crown-6.

49 (new).
fluorouracil and urea.
50 (new). The co-crystal according to claim 43,

acetaminophen and 4,4’-bipyridine.

51 (new). The co-crystal according to claim 43,
phenytoin and pyridine.
52 (new). The co-crystal according to claim 43,

aspirin and 4,4’-bipyridine.

53 (new). The co-crystal according to claim 43,
ibuprofen and 4,4’ -bipyridine.

54 (new). The co-crystal according to claim 43,
flurbiprofen and 4,4’-bipyridine.

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

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

JATPI350CAmend-ResptAmd-RCE.do/DNB/s]

Docket No. TPL.350C1
Serial No. 10/660,202

wherein said co-crystal comprises

whetein said co-crystal comprises

wherein said co-crystal comprises

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

wherein said co-crystal comprises

wherein said co-crystal comprises

wherein said co-crystal comprises

wherein said co-crystal comprises

wherein said co-crystal comprises

wherein said co-crystal comprises
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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;

63) 5-fluorouracil and urea;

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

(h) phenytoin and pyridone;

@) aspirin and 4,4’-bipyridine;

) ibuprofen and 4,4’ -bipyridine;

&) flurbiprofen and 4,4’ -bipyridine;

IATPI350C NMAmend-Resp\Amd-RCE. doo/DNB/s]
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) flurbiprofen and trans-1,2-bis(4-pyridyl) ethylene;

(m)  carbamazepine and p-phthalaldehyde;

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

(0) carbamazepine and 5S-nitroisophthalic acid;

(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 celecoxib 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.

INTPI350C NAmend-Resp\Amd-RCE.do/DNB/sl
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69 (new). 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’-bipyridine.

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 S-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.

JATPIBS0C NAmend-Resp\Amd-RCE.do/DNB/sl
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Remarks

Claims 1, 2, 9-11 and 38-42 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
cxemplify 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 sufficient 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

JATPI350C NMAmend-Resp\Amd-RCE.do/DNB/s1
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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.

JATPR350C\Amend-ResprtAmd-RCE.do/DNB/s]
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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 37 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.

Respectfully submitted,

Fad Cudipn

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

FCE/sl
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If the specification and drawings exceed 100
O sheets of paper, the application size fee due
ASF;PCLF'E/:TJ(G?N SIZE FEE is $250 ($125 for small entity) for each
( 6D additional 50 sheets or fraction thereof. See
35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).
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ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Application No. Applicant(s)
10/660,202 ALMARSSON ET AL.
Office Action Summary Examiner ArtUnit
Renee Claytor 1617

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

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

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

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

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

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

Status

1)X] Responsive to communication(s) filed on 10 October 2008.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[] 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)X] Claim(s) 43-78 is/are pending in the application.
4a) Of the above claim(s) is/are withdrawn from consideration.
5] Claim(s)_____is/are allowed.
6)X] Claim(s) 43,45.49.61 and 67 is/are rejected.
7YX Claim(s) 44,46-48,50-60.62-66 and 68-78 is/are objected to.
8)[] Claim(s)____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)[] The drawing(s) filed on is/are: a)[_] accepted or b)[_] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

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

Attachment(s)

1) & Notice of References Cited (PTO-892) 4) [:l Interview Summary (PTO-413)

2) [[] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _

3) [ Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date . 6) [:l Other:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-08) Office Action Summary Part of Paper No./Mail Date 20090319
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Application/Control Number: 10/660,202 Page 2
Art Unit: 1617

DETAILED ACTION
Request for Continued Examination
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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Application/Control Number: 10/660,202 Page 3
Art Unit: 1617

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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Art Unit: 1617

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 APl 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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Application/Control Number: 10/660,202 Page 5
Art Unit: 1617

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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[ hereby certify that this correspondence is being RESPONSE UNDER 37 CF.R. § 1.111

electronically filed in the United States Patent Patent Application
and Tradezrk Office on June 24, 2009, Docket No. TP1.350C1

Frank C. Eisenschenk, Ph.D., Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1617

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

RESPONSE UNDER 37 C.F.R. § 1.111

Sir;
The remarks that follow are submitted for the Examiner’s consideration in the above-

referenced patent application in response to the Office Action dated March 24, 2009,

JATPI3S0CINAmend-Resp\Amd-after-RCE.do/DNB/jb
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2 Docket No. TP1.350C1
Serial No. 10/660,202

Remarks

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 are rejected under 35 U.S.C. § 102(b) as anticipated by Ammar et al.
(1994). The Office Action states that Ammar ef a/. teach the water solubility of carbamazepinc in
the presence of nicotinamide. Applicants respectfully assert that the Ammar er 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. of California, 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 ef a/. 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 ef al. are not a co-crystal, even
if it werc 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 ef a/. contains direct or
indirect hydrogen bonding between carbamazepine and nicotinamide. Were 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
aqueous 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 er 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

JATPI350C NMAmend-Resp\Amd-after-R CE.do/DNB/s1
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Serial No. 10/660,202

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 ef al. teach lotion formulations comprised of 5~
flurouracil and urea. Applicants respectfully assert that the claimed invention is not obvious over the
cited reference. Applicants note that the asserted reference(s), when combined, must teach all
elements of the claimed invention. CF MY, 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 CFMT, Applicants do not believe that all the limitations of the claims are disclosed. De Jong ef
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 ef 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 USPQ2d 1362,
1366 (Fed. Cir. 1997). In this regard, Applicants assert that de Jong et a/. 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 S-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 ef 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.

1t 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 subjcct 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 37 CFR §81.16 or 1.17 as

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

TATPI3S0C IAmend-ResprAmd-after-RCE.doo/DNB/sl
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Applicants invite the Examiner to call the undersigned if clarification is needed on any of this

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

subject application to completion.

FCE/jje/jb

FYPPI350C \Amend-ResprAmd-after-RCE.doo/DNDB/s|

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, I'L 32614-2950
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Electronic Acknowledgement Receipt
EFS ID: 5575939
Application Number: 10660202
International Application Number:
Confirmation Number: 6536
Title of Invention: Pharmaceutical co-crystal compositions
First Named Inventor/Applicant Name: Orn Almarsson
Customer Number: 23557
Filer: Frank Christopher Eisenschenk/Sherry Loke
Filer Authorized By: Frank Christopher Eisenschenk
Attorney Docket Number: TPI-350C1
Receipt Date: 24-JUN-2009
Filing Date: 11-SEP-2003
Time Stamp: 11:29:06
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment no
File Listing:
367799
1 Amd-after-RCE.pdf yes 5
TR 5e5 33297
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Multipart Description/PDF files in .zip description
Document Description Start End
Amendment/Req. Reconsideration-After Non-Final Reject 1 1
Applicant Arguments/Remarks Made in an Amendment 2 5
Warnings:
Information:
Total Files Size (in bytes):l 367799

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office
If a new international application is being filed and the international application includes the necessary components for

an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PTO/SB/06 (07-06)

Approved for use through 1/31/2007. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number [ _ Filing Date
Substitute for Form PTO-875 10/660,202 09/11/2003 | [ 7o be Mailed
APPLICATION AS FILED — PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY [X] OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($) RATE ($) FEE ($)
L] Basic Fee N/A N/A N/A N/A
(37 CFR1.16(a) (b) or ()
[J seEARcH FEE
(37 CFR1.16(K) (). or (m)) N/A NIA NIA N/A
D EXAMINATION FEE
(37 CFR 1.16(0). (p), or () N/A N/A N/A N/A
TOTAL CLAIMS ) R - _
(37 CFR 1.16(1)) minus 20 = x$ = ORI xs =
INDEPENDENT CLAIMS ) . - -
(37 CFR 1.16() minus 3 = x$ = XS -
If the specification and drawings exceed 100
O sheets of paper, the application size fee due
ASF;PCLF'E/:TJ(G?N SIZE FEE is $250 ($125 for small entity) for each
( 6D additional 50 sheets or fraction thereof. See
35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).
|:| MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j))
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL TOTAL
APPLICATION AS AMENDED - PART Il
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
= 06/24/2009 AFTER PREVIOUSLY EXTRA RATE ($) FEE ($) RATE ($) FEE ($)
E AMENDMENT PAID FOR
= | Totalererr ~ 36 Minus | = 37 ) X $26 = 0 OR[xs =
a 1160
z AL *2 Minus | =20 =0 X $110= 0 OR [ xs =
= D Application Size Fee (37 CFR 1.16(s))
<[ [fr—
D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD’L 0 OR ADDL
FEE FEE
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
AFTER PREVIOUSLY EXTRA RATE ($) FEE (3) RATE ($) FEE ($)
- AMENDMENT PAID FOR
Total (37 cFr - i o - = =
E o) ¢ Minus = Xs = oR [ xs =
= | ependent . Minus | = - xs = or [xs =
E D Application Size Fee (37 CFR 1.16(s))
=
< |:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD’L OR ADD’L
FEE FEE
* |If the entry in column 1 is less than the entry in column 2, write “0” in column 3. Legal Instrument Examiner:
** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”. NANESSA BARBER/
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0O-9199 and select option 2.
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( Substitute for form 1449A/PTO Complete if Known
Application Number 10/660,202
INFORMATION DISCLOSURE ——
liing 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 1 l of ‘ 2 Attorney Docket Number | Tpj 350C1 /
U.S. PATENT DOCUMENTS
. Document Number gt . Pages, Columns, Lines, Where
S | e [ mber Ko Corw | mrann | G s A | Relian: Passages o Rovan
known) Figures Appear
U1 US-
U2 US-
U3 US-
U4 US-
U5 US-
Ué US-
U7 Us-
Ug US-
U9 US-
FOREIGN PATENT DOCUMENTS
Foreign Patent Document Publication Dat N ¢ Patent Pagss, Columns, Lines
Examiner Cite ubtication bate ~ame ol Falentee or Where Relevant P’assagvés
o f MM-DD-YYYY Applicant of Cited D ant N
Initials Ne. Country Code ® - Number ¢ - Kind Code® (if known) P l eeumen or Relovart Figures Appear T¢
F1 JP-B 46-33588 10-01-1971 Sanzu Inc. All
F2
F3
F4
F5
F6
Examiner Date
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 608. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). ? See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP01.04. * Enter Office that issued the document, by the two-letier 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.§.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.

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

TATPIN350CINDSUDS-form-supp-5.doc/DNB/jb
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( Substitute for form 1449B/PTO Application Number COMP1/€8t/ZgOKgg;Vn
INFORMATION DISCLOSURE Filing Date September 11, 2003
STATEMENT BY APPLICANT First Named Inventor Orn Almarsson
Group Art Unit 1617
(use as many sheets as necessary) Examiner Name Deirdre R. Claytor
Sheet ! 2 ] of [ 2 Attorney Docket Number | TP| 350C1 J

NON PATENT LITERATURE DOCUMENTS
Include name of the author (in CAPITAL LETTERS), title of the article, (when appropriate), title of the )
item (book, magazine, journal, serial, sympaosium, catalog, etc.), date, page(s), volume-issue T
number(s), publisher, city and/or country where published.
WUNDERLICH, H. F. et al. “The Derivatives of carbamazepine with ammonium
R halogenides and formamide” Pharmazie, 1991, pp. 507-509, Vol. 46, No. 7.

EL-NAHHAS, S. A. “Physico-chemical characteristics of carbamazepine-f-cyclodextrin
inclusion compounds and carbamazepine-PEG solid dispersions” Pharmazie, 1996, pp.
R2 | 960-963, Vol. 51, No. 12.

REYNOLDS, J. E. F. (ed). Martindale, The Extra Pharmacopoeia, 1993, The
s | Pharmaceutical Press, London, England, 13" edition, p. 1610.

Examiner | Cite
Initials* No. '

PEDIREDDI, V. R. et al. “Layered Structures Formed by Dinitrobenzoic Acids” Tetrahedron
ra | Letters, 1998, pp. 9831-9834, Vol. 39.

ZAMAN, M. B. et al. “Crystal Engineering Using Anilic Acids and Dipyridyl Compounds
rs | through a New Supramolecular Synthon” J. Org. Chem., 2001, pp. 5987-5995, Vol. 66,.

Japanese Notice of Reasons for Rejection dated October 8, 2009, Japanese Application
re | No.2003-572946.

R7

R8

R9

R10

R11

R12

Examiner Date

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

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

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO

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

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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Electronic Acknowledgement Receipt
EFS ID: 6489992
Application Number: 10660202
International Application Number:
Confirmation Number: 6536
Title of Invention: Pharmaceutical co-crystal compositions
First Named Inventor/Applicant Name: Orn Almarsson
Customer Number: 23557
Filer: Frank Christopher Eisenschenk/Sherry Loke
Filer Authorized By: Frank Christopher Eisenschenk
Attorney Docket Number: TPI-350C1
Receipt Date: 19-NOV-2009
Filing Date: 11-SEP-2003
Time Stamp: 17:05:59
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment no
File Listing:
481986
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Multipart Description/PDF files in .zip description
Document Description Start End
Transmittal Letter 1 2
Information Disclosure Statement (IDS) Filed (SB/08) 3 4
Warnings:
Information:
329178
2 Foreign Reference JP-46-33588.pdf no 3
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795a
Warnings:
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481775
3 NPL Documents Wunderlich.pdf no 3
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bbe51
Warnings:
Information:
664747
4 NPL Documents EINahhas.pdf no 4
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3e39
Warnings:
Information:
360900
5 NPL Documents Pedireddi.pdf no 4
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Information:
1408428
6 NPL Documents Zaman.pdf no 9
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Information:
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7 NPL Documents Martindale.pdf no 3
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office
If a new international application is being filed and the international application includes the necessary components for

an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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I hereby certify that this correspondence is being SUPPLEMENTAL INFORMATION

facsimile transmitted to the United States Patent DISCLOSURE STATEMENT
and Trademark Office on _Nouguber M‘ 2009 . Patent Application
?2 (( %%66&% (/ Docket No. TP1.350C1

Frank C. Eisenschenk, Ph.D., Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1617

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michacl J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCTL.OSURE STATEMENT
UNDER 37 C.F.R. §§ 1.97 AND 1.98

Sir:

In accordance with 37 C.F.R. § 1.56, the references listed on the attached form PTO/SB/08
are being brought to the attention of the Examiner for consideration in connection with the
examination of the above-identified patent application.

Applicants recently received a Notice of Reasons for Rejection for an application related to
this matter that is under examination in Japan. In that Notice, two of the cited references (listed as
R1 and F1 on the attached Form PTO/SB/08) are in a foreign language. The Notice in the related
application has been translated by a foreign agent and a copy of the original Japanese language
Notice of Reasons for Rejection and the translation are provided in this Supplemental Information
Disclosure Statement along with the references cited in the Notice. It is believed that the English
language translation of the Japanese Notice of Reasons for Rejection provides a discussion of the
foreign language documents and the relevant teachings for which the references were cited.

JATPN350CINDS\IDS .supp5.do/DNB/s]
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2 Docket No. TP1.350C1
Serial No. 10/660,202

Applicants note that a partial translation is provided for Japanese Patent Application No. JP-B 46-

33588, listed as F1 on the attached form.

The undersigned hereby certifies that each item of information contained in this

Supplemental Information Disclosure Statement was cited in a communication from a foreign patent

office in a counterpart foreign application not more than three months prior to the filing of this

Supplemental Information Disclosure Statement.

It is respectfully requested that the references cited on the attached form PTO/SB/08 be

considered in the examination of the subject application and that their consideration be made of

record.

Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98

are met by the foregoing statement.

FCE/sl
Attachment: Form PTO/SB/08

JATPI3S0CNDSUDS . supp5.dodDNB/s!

Respectfully submitted,

fondi CGandhanl

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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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.0O.Box 1450

Alexandria, Virginia 22313-1450

WWW’.USP‘D.gOV

NOTICE OF ALLOWANCE AND FEE(S) DUE

23557 7590 12/14/2009 | EXAMINER |

SALIWANCHIK LLOYD & SALIWANCHIK

CLAYTOR, DEIRDRE RENEE

A PROFESSIONAL ASSOCIATION | ART UNIT PAPER NUMBER |
PO Box 142950 1627
GAINES VILLE’ FL 32614 DATE MAILED: 12/14/2009
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
10/660,202 09/11/2003 Orn Almarsson TPI-350C1 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 03/15/2010

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.
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 (JF 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 TOWARD 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 TOTAL FEE(S) DUE shown
above.

B. If the status above is to be removed, check box 5b 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 TOTAL FEE(S) DUE shown above, or

B. If applicant claimed SMALL ENTITY status before, or is now
claiming SMALL ENTITY status, check box 5a on Part B - Fee(s)
Transmittal and pay the PUBLICATION FEE (if required) and 1/2

the ISSUE FEE shown above.

II. 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 (f 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.

Page 1 of 3
PTOL-85 (Rev. 08/07) Approved for use through 08/31/2010.
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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
Alexandria, Virginia 22313-1450

or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where
apé)ropriate. 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 1, 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 1 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
apers. Each additional paper, such as an assignment or formal drawing, must

Eave its own certificate of mailing or transmission.

23557 7590 12/14/2009
Certificate of Mailing or Transmission
SALIWANCHIK LLOYD & SALIWANCHIK I hereby certify that this Fee(fsf) Transmittal isf begng deposited with the United
J States Postal Service with sufficient postage for first class mail in an envelope
A PROFESSIONAL ASSOCIATION addressed to the Mail Stog) ISSUE FEE address above, or being facsimile
PO Box 142950 transmitted to the USPTO (571) 273-2885, on the date indicated below.
GAINESVILLE, FL 32614 —
(Depositor's name)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
10/660,202 09/11/2003 Orn Almarsson TPI-350C1 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 03/15/2010
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
CLAYTOR, DEIRDRE RENEE 1627 424-400000
1. Change of correspondence address or indication of "Fee Address" (37 2. For printing on the patent front page, list
CER 1.363). (1) the names of up to 3 registered patent attorneys 1
[ Change of correspondence address (or Change of Correspondence or agents OR, alternatively,
Address form PTO/SB/122) attached. . ! - X 2
(2) the name of a single firm (having as a member a
[ "Fee Address” indication (or "Fee Address" Indication form registered attorney or agent) and the names of up to
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 2 registered patent attorneys or agents. If no name is 3
Number is required. listed, no name will be printed.

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

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for
recordation as set forth in 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) : [ Individual [ Corporation or other private group entity [J Government

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
[ Issue Fee [ A check is enclosed.
[ Publication Fee (No small entity discount permitted) d Payment by credit card. Form PTO-2038 is attached.
[ Advance Order - #of Copies 1 The 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).

5. Change in Entity Status (from status indicated above)
a Applicant claims SMALL ENTITY status. See 37 CFR 1.27. o. Applicant is no longer claiming SMALL ENTITY status. See 37 CEFR 1.27(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 USPTO to process)
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering, preparing, and
submitting the completed application form to the USPTO. Time will va{hy deEendin§ 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 OMB control number.
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.0O.Box 1450

Alexandria, Virginia 22313-1450

WWW’.USP‘D.gOV

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
10/660,202 09/11/2003 Orn Almarsson TPI-350C1 6536
23557 7590 12/14/2009 | EXAMINER |
SALIWANCHIK LLOYD & SALIWANCHIK CLAYTOR, DEIRDRE RENEE
A PROFESSIONAL ASSOCIATION | ART UNIT PAPER NUMBER |
PO Box 142950 1627
GAINESVILLE’ FL 32614 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. Applicant(s)
. . 10/660,202 ALMARSSON ET AL.
Notice of AIlowabIIlty Examiner Art Unit
Renee Claytor 1627

-- The MAILING DATE 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. [X] This communication is responsive to arquments filed on 6/24/2009.

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

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

a)[J Al b)[J Some* c)[JNone ofthe:
1. [ Certified copies of the priority documents have been received.
2. [ Certified copies of the priority documents have been received in Application No.
3. [ 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 resultin ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

4. [] 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. [] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
(a) [ including changes required by the Notice of Draftsperson’s Patent Drawing Review ( PTO-948) attached
1) [ hereto or 2) [] to Paper No./Mail Date .
(b) [ 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. [ Notice of References Cited (PTO-892) 5. [] Notice of Informal Patent Application
2. [[] Notice of Draftperson's Patent Drawing Review (PTO-948) 6. [] Interview Summary (PTO-413),
Paper No./Mail Date .
3. ¥ Information Disclosure Statements (PTO/SB/08), 7. Examiner's Amendment/Comment
Paper No./Mail Date 8/31/2006
4. [] Examiner's Comment Regarding Requirement for Deposit 8. Examiner's Statement of Reasons for Allowance
of Biological Material
9. [] Other .
U.S. Patent and Trademark Office
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 Page 2
Art Unit: 1627

DETAILED ACTION
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.

The application has been amended as follows:

IN THE CLAIMS:

1. Inclaim 43, in line 18, after “carbamazepine and benzoquinone”, insert

“, wherein the APl and co-crystal former are hydrogen bonded to each other".
2. In claim 61, in line 20, after “carbamazepine and benzoquinone” insert

“, wherein the APl 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 APl 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 Page 3
Art Unit: 1627

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
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 Page 4
Art Unit: 1627

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

NPC-UNIV-000005782

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 853 of 1101



EAST Search History

EAST Search History

EAST Search History (Prior Art)

Search Query

Default
Operator

Plurals

Time Stamp

carbamazepine

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 14:31

29841

saccharin

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 14:31

510

St and 2

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 14:31

S1 near S2

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:01

14547

nicotinamide

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:01

S1 near S5

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:02

&7

4788

trimesic adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:02

S1 near S7

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:03

4881

celecoxib

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:03

sfo

S5 near S9

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:14

=B

2183

olanzapine

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:14

Stz

S5 near Si1

US-PGPUB;
USPAT; EPQ;
JPO; DERWENT

OR

ON

2007/12/06 15:15

13

5613

18-crown-6

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:15

file:///Cl/Documents%?20and%20Settings/dclaytor/My%20D...0202/EASTSearchHistory.10660202_AccessibleVersion.htm (1 of 4)11/4/2009 9:01:49 AM

NPC-UNIV-000005783

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 854 of 1101




EAST Search History

S1a

S9 near S13

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:15

iS15

611

modafinil

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:15

1816

35957

malonic adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:15

s17

S15 near S16

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:16

iS18

21665

benzamide

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:16

is19

S15 near S18

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

0

13295

mandelic adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

=

S15 near 20

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

=)

37991

glycolic adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

23

S15 near S22

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

4

78352

fumaric adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:18

&5

S15 near S24

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:21

26

124581

maleic adj acid

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:21

7

S15 near S26

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:21

8

20463

5-fluorouracil

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:21

=9

238179

urea

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:21

file:///Cl/Documents%?20and%?20Settings/dclaytor/My%20D...0202/EASTSearchHistory.10660202_AccessibleVersion.htm (2 of 4)11/4/2009 9:01:49 AM

NPC-UNIV-000005784

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 855 of 1101




EAST Search History

130

S28 near S29

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

&

10642

acetaminophen

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

32

432

4,4'-bipyridine

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

33

S31 near S32

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

534

4902

phenytoin

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

S35

9754

pyridone

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:22

36

S34 near S35

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:23

s37

26817

aspirin

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:23

38

S32 near S37

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:25

=3

19289

ibuprofen

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:25

340

S39 near S32

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:26

=

6827

flurbiprofen

US-PGPUB;
USPAT; EPO;
JPO; DERWENT

OR

ON

2007/12/06 15:26

2

S32 and $41

US-PGPUB;
USPAT; EPG;
JPO; DERWENT

OR

ON

2007/12/06 15:26

EAST Search History (I nterference)

‘Search Query DBs ‘Default Operator Plurals Time Stamp

«co-crystal {USPAT; UPAD {OR ‘ON 12009/11/04 08:52
‘carbamazepine {USPAT; UPAD {OR {ON 12009/11/04 08:52
11 and 12 {USPAT; UPAD :OR ‘ON 12009/11/04 08:53
celecoxib {USPAT; UPAD {OR ‘ON 12009/11/04 08:54

file:///Cl/Documents%?20and%?20Settings/dclaytor/My%20D...0202/EASTSearchHistory.10660202_AccessibleVersion.htm (3 of 4)11/4/2009 9:01:49 AM
NPC-UNIV-000005785

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 856 of 1101



EAST Search History

5 134  Handl4 \USPAT; UPAD {OR ‘ON 12009/11/04 08:54
L6 18637 5-fluorouracil {USPAT; UPAD {OR ‘ON 12009/11/04 08:55
A Y 16 and I1 \USPAT; UPAD {OR ‘ON 12009/11/04 08:55
8" {5077 lacetaminophen {USPAT; UPAD {OR ‘ON 12009/11/04 08:57
e 1 and 18 \USPAT; UPAD {OR ‘ON 12009/11/04 08:57
iL10 §2561 iphenytoin {USPAT; UPAD {OR {ON 12009/11/04 08:58
i 110 and 11 {USPAT; UPAD {OR {ON 12009/11/04 08:58
iL12 113785 iaspirin {USPAT; UPAD {OR ‘ON 12009/11/04 08:59
113758 it and 12 {USPAT; UPAD {OR {ON 12009/11/04 08:59
114 {8695 iibuprofen \USPAT; UPAD {OR {ON 12009/11/04 08:59
U5 44 W andii4 {USPAT; UPAD {OR {ON 12009/11/04 08:59
116 {2988 iflurbiprofen  \USPAT; UPAD \OR ‘ON 12009/11/04 09:00
077780 i and 6 §USPAT; UPAD OR {ON 12009/11/04 09:00

11/4/2009 9:01:38 AM
C:\ Documents and Settings\ dclaytor\ My Documents\ EAST\ Workspaces\ 660202.wsp

file:///Cl/Documents%?20and%20Settings/dclaytor/My%20D...0202/EASTSearchHistory.10660202_AccessibleVersion.htm (4 of 4)11/4/2009 9:01:49 AM

NPC-UNIV-000005786

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 857 of 1101



Index of Claims

10660202

Application/Control No.

Applicant(s)/Patent Under
Reexamination

ALMARSSON ET AL.

Examiner

Renee Claytor

1627

Art Unit

4 Rejected -

Cancelled

Non-Elected

A Appeal

= Allowed +

Restricted

Interference

o Objected

[O cClaims renumbered in the same order as presented by applicant

O cpPa

O Tb. O R1.47

CLAIM

DATE

Final Original [ 12/07/2007 [03/20/2009 | 11/04/2009

1 v

v

Ol |IN||O|M[w]|N

<

U.S. Patent and Trademark Office

Part of Paper No. : 20091103

NPC-UNIV-000005787

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 858 of 1101



Application/Control No. Applicant(s)/Patent Under
Reexamination
Index of Claims 10660202 ALMARSSON ET AL.
Y
Renee Claytor 1627
v Rejected - Cancelled Non-Elected A Appeal
= Allowed + Restricted Interference o Objected
[O cClaims renumbered in the same order as presented by applicant O cpPaA O T.D. O R.1.47
CLAIM DATE
Final Original | 12/07/2007 |03/20/2009 | 11/04/2009
37 - - -
38 v - -
39 v - -
40 v - -
41 v - -
42 v - -
1 43 v =
2 44 v =
3 45 v =
4 46 v =
5 47 v =
6 48 v =
7 49 v =
8 50 v =
9 51 v =
10 52 v =
11 53 v =
12 54 v =
13 55 v =
14 56 v =
15 57 v =
16 58 v =
17 59 v =
18 60 v =
19 61 v =
20 62 v =
21 63 v =
22 64 v =
23 65 v =
24 66 v =
25 67 4 =
26 68 v =
27 69 v =
28 70 v =
29 71 4 =
30 72 v =

U.S. Patent and Trademark Office

Part of Paper No. : 20091103

NPC-UNIV-000005788

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 859 of 1101



Index of Claims

Application/Control No.

Applicant(s)/Patent Under
Reexamination

10660202 ALMARSSON ET AL.
Examiner Art Unit
Renee Claytor 1627
v Rejected - Cancelled Non-Elected A Appeal
= Allowed + Restricted Interference o Objected
[O cClaims renumbered in the same order as presented by applicant O cpPaA O T.D. O R.1.47
CLAIM DATE
Final Original | 12/07/2007 |03/20/2009 | 11/04/2009
31 73 v =
32 74 v =
33 75 v =
34 76 v =
35 77 v =
36 78 v =

U.S. Patent and Trademark Office

Part of Paper No. : 20091103

NPC-UNIV-000005789

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 860 of 1101



Application/Control No. Applicant(s)/Patent Under
Reexamination
Search Notes 10660202 ALMARSSON ET AL.
Examiner Art Unit
Claytor, Renee 1617
SEARCHED
Class Subclass Date Examiner
424 400 11/3/2009 RC
514 217, 403 11/3/2009 RC
SEARCH NOTES
Search Notes Date Examiner
PALM Inventor Search 11/3/2009 RC
EAST 11/3/2009 RC
STN (STIC search in eDan) 11/3/2009 RC
Patentability Conference with Sreeni Padmanabhan and Johann Richter 2/23/2009 RC
INTERFERENCE SEARCH
Class Subclass Date Examiner
424 400 11/3/2009 RC
514 217, 403 11/3/2009 RC

U.S. Patent and Trademark Office

Part of Paper No. : 20091103

NPC-UNIV-000005790

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 861 of 1101



Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

10660202 ALMARSSON ET AL.
‘H““ H“ H‘ Examiner Art Unit
Renee Claytor 1627
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hgrgbp¥ertify that this correspondence is being SUPPLEMENTAL INFORMATION
deposited with the United States Postal Service as DISCLOSURE STATEMENT

first class mail in an envelope addressed to: Patent Application

Commissioner for Patents, P.O. Box 1450 Docket No. TPI-350C1

* Alexandria, VA %:LD«A@A 2%, 200 . Serial No. 10/660,202

Frank C. Eisenschenk, Ph.D., Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §§1.97 AND 1.98

Sir:
In accordance with 37 CFR §§1.97 and 1.98, Applicants would like to bring to the attention
of the Examiner, the references cited in the following patent applications:
U.S. Serial No. 10/378,956, filed March 3, 2003;
U.S. Serial No. 10/637,829, filed August 8, 2003;
U.S. Serial No. 10/295,995, filed November 18, 2002, now U.S. Patent No. 6,699,840;
U.S. Serial No. 10/232,589, filed September 3, 2002, now U.S. Patent No. 6,559,293;
U.S. Serial No. 10/449,307, filed March 30, 2003, now U.S. Patent No. 7,078,526; and
U.S. Serial No. 10/601,092, filed June 20, 2003.

The subject application, Serial No. 10/660,202, claims the benefit under 35 USC §120 of the filing
date of patent applications referred to above. Applicants respectfully request that the copies of

references supplied in the Information Disclosure Statements of the application referred to above, as

JATPI3S0C\PTOUDS-supp.doc/DNB/s|

NPC-UNIV-000005792

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
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2 Docket No. TPI-350C1
Serial No. 10/660,202

well as any references cited during the prosecution thereof, be made of record in the 10/660,202
application. As copies of the references 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
those references are not provided herewith.

It is respectfully requested that the references cited on the attached form PTO/SB/08 be
considered in the examination of the subject application and that their consideration be made of
record.

Applicants respectfully assert that the substantive provisions of 37 CFR §§1.97 and 1.98 are

met by the foregoing statements.

Respectfully submitted,

%LC?M(QML,

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

FCE/s]
Attachment: Form PTO/SB/08

JATPI350C \PTOMDS-supp.dod/DNB/s|
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PTO/SBIOBA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

( Substitute for form 1449A/PTO " T Complete if Known
lication Number
INFORMATION DISCLOSURE o 1s2ﬁi?i§1 —
STATEMENT BY APPLICANT Firet Named Imvator om Almarssor;
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
k Sheet I 1 l of | 36 Attorney Docket Number TPI-350C1 )
U.S. PATENT DOCUMENTS
el A o el P e B e
U1 US-2,711,411 06-21-1955 Holbert, et al. All
U2 US-4,198,507 04-15-1980 Barry, et al. All
U3 US-4,368,197 01-11-1983 Shefter, et al. All
U4 US-4,994,604 02-19-1991 Tung, et al. All
Us US-5,177,262 01-15-1993 Taylor, et al. All
U6 US-5,332,834 07-26-1994 Bhattacharya, et al. All
U7 US-5,338,644 08-16-1994 Taylor, et al. All
U8 | US-5,380,867 01-10-1995 Bhattacharya, et al. All
U9 US-5,412,094 05-02-1995 Amos, et al. All
U10 | US-5,523,090 06-04-1996 Znaiden, et al. All
U11 US-5,614,342 03-25-1997 Molaire, et al. All
U12 | US-5,998,413 12-07-1999 Heeres, et al. All
U13 | US-6,001,996 12-14-1999 Amos, et al. All
U14 | US-6,268,385 07-31-2001 Whittle, et al. All
U15 | US-6,570,036 05-27-2003 Reuter All
U16 | US-2003/0162226 08-28-2003 Cima, et al. All
U17 | US-2003/0166581 09-04-2003 Almarsson, et al. All
U18 | US-2003/0224006 12-04-2003 Zaworotko, et al. All
U19 | US-2004/0019211 01-29-2004 Remenar, ef al. All
U20 | US-2004/0106052 06-03-2004 Molaire All
i f " /
Stanature /Renes Ulaytor Cansidered 11/16/2009

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). ? See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP801.04. * 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.  Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ° Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPI3S0CI\PTOMDS. form.doc/DNB/gyl
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

' Substitute for form 1448A/PTO y—— Complete if Known
pplication Number
INFORMATION DISCLOSURE o Semomae 177003
STATEMENT BY APPLICANT First Namod Inventor Orn Almarsson
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
\ Sheet 2 I of I 36 Attorney Docket Number TPI-350C1 )
U.S. PATENT DOCUMENTS
. " Document Number . . Pages, Columns, Lines, Where
T | e [ s | St | bt | R Fatags o R
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 03-31-1995 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, et al. All
U29 | US-2005/0256127 11-17-2005 Ku, et al. All
U30 | US-6,559,293 05-06-2003 Almarsson, et al. 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-3,598,123 08-10-1971 Zaffaroni All
U37 | US-3,845,770 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 al. All
U40 | US-4,267,179 05-12-1981 Heeres et al. All
U41 | US-4,764,604 08-16-1988 Muller All
Examiner /Renee Claytor/ Date g | 11/16/2009 ]

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. 2 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPI350CI\PTONMDS. form.doc/DNB/gy!
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

' Substitute for form 1449A/PTO

Complete if Known

INFORMATION DISCLOSURE e e o
STATEMENT BY APPLICANT FirstNamed mvorior | Orn Almareaor
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet —I 3 Lof l 36 Attorney Docket Number TPI-350C1 j
U.S. PATENT DOCUMENTS
. Document Number - N Pages, Columns, Lines, Where
il Ve ~un?§:r;:gm}°2:z T e | VSR | reevntpsages o elevan

U42 | US-4916,134 04-10-1990 Heeres et al. All

U43 | US-5,006,513 04-09-1991 Hector et al. All

U44 | US-5,059,595 10-22-1991 Le Grazie All

U45 | US-5,073,543 12-17-1991 Marshall et al. All

U46 | US-5,120,548 06-09-1992 McClelland et al. All

U47 | US-5,354,556 10-11-1994 Sparks et al. All

U48 | US-5414,997 05-16-1995 Tailer All

U49 | US-5,474,997 12-12-1995 Gray et al. All

U50 | US-5,591,767 01-07-1997 Mohr et al. All

U51 | US-5633,015 05-27-1997 Gilis et al. All

U52 | US-5,639,476 06-17-1997 Oshlack et al. All

U53 | US-5,661,151 08-26-1997 Saksena et al. All

U54 | US-5674,533 10-07-1997 Santus et al. All

Us5 | US-5,707,975 01-13-1998 Francois et al. All

U56 | US-5,733,566 03-31-1998 Lewis All

U57 | US-2003/0096014 05-22-2003 Sherman All

U58 | US-4,513,006 04-23-1995 Maryanoff et al. All

U59 | US-6,191,117 02-20-2001 Kozachuk All

U60 | US-6,201,010 03-13-2001 Cottrell All

U61 | US-5,753,693 05-19-1998 Shank All
Examiner /Renee Claytor/ Corei 11/16/2009

gnature Considered

*EXAMINER; Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. include copy of this form with next communication to applicant. ' Applicant’s unique citation designation number (optional). > See Kind Codes of
USPTO Patent Documents at www.uspto.qov or MPEP901.04. * Enter Office that issued the document, by the two-letter code (WIPQ 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

i for P: ts, P.O. Box 1450, Alexandria, VA 22313-1450.
lf you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPI\350CI\PTONDS. form.doc/DNB/gyl
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

’ Substitute for form 1449A/PTO

Complete if Known

INFORMATION DISCLOSURE :’I’:';;:fe e ;Z’:ti‘r’ni‘: p——
STATEMENT BY APPLICANT Fet Namod Iventor om Almarssou;
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet | 4 I of | 36 Attorney Docket Number TPI-350C1
U.S. PATENT DOCUMENTS
Examiner Cite Dwume'}' Numbe; - Publication Date Name of Patentee or Applicant Pages, Columns, Lines, Where
Initials* No. ' Number ;:c;\':’:)c“e (@it MM-DD-YYYY of Cited Document Relevan't:iF; i:::g‘\e:pzra?elevant
U62 | US-5,998,380 12-07-1999 Ehrenberg et al. All
U63 | US-6,319,903 11-20-2001 Carrazana et al. All
U4 | US-5,935,933 08-10-1999 Shank et al. All
uU65 | US-5,760,007 06-02-1999 Shank ef al. All
U66 | US-5,952,187 09-14-1999 Stenglein et al. All
UB7 | US-5,242942 09-07-1993 Costanzo et al. All
U8 | US-5,384,327 01-24-1995 Costanzo et al. All
U9 | US-6,071,537 06-06-2000 Shank All
U70 | US-6,503,884 01-07-2003 Ehrenberg et al. Ali
U71 ] US-2003/0069190 04-10-2003 Abdel-Magid et al. All
U72 | US-2002/0042446 04-11-2002 Dewey et al. All
U73 | US-2002/0037925 03-28-2002 Dewey et al. All
U74 | US-2003/0072802 04-17-2003 Cutler All
U75 | US-6,488,962 12-03-2002 Berner et al. All
U76 | US- 7,078,526 07-18-2006 Remenar et al. All
U77 | US-6,294,192 9-25-2001 Patel et al. All
U78 | US-5,466,823 11-14-1995 Talley et al. All
U79 | US-4,008,321 02-15-1977 Kamishita et al. All
Us0o | US-4,853,379 08-01-1989 Shroot et al. All
Us1 | US-5,641,512 06-24-1997 Cimiluca All
B [Renee Claytor/ Coreidered | 11/16/2009

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.qov or MPEP901.04. ° Enter Office that issued the document, by the two-letter code (WIPO Standard T3). *For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. % Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPI350C1\PTOMDS . form.doc/DNB/gyl
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

{ Substitute for form 1449A/PTO — Complete if Known
INFORMATION DISCLOSURE s ey
STATEMENT BY APPLICANT Firet Named Inventor om Almarssor|1

(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet 5 I of | 36 Attorney Docket Number | Tp|_350C1 J
U.S. PATENT DOCUMENTS
Exgminer Cite1 N Documeqt Numbe; - Publication Date Name of Ratentee or Applicant I::gisa'n?ggjsns‘:;ezigfsé:l\g/ear:t
Initials* No. umber ';r:z'\';‘:‘;;"de (f MM-DD-YYYY of Cited Document Figures Appear
U82 | US-6,420,394 B1 07-16-2002 Supersaxo All
U83 | US-2003/0224006 A1 12-04-2003 Zaworotko et al. All
Us4 | US-
Us5 | US-
Uge | US-
uUs7 | US-
ugg | US-
Ug9 | US-
Ugo | US-
Ug1 US-
u92 | US-
U93 | Us-
U94 | Us-
ug9s | US-
Ug6 | US-
u97 | US-
Ug98 | US-
u99 | US-
U100 | US-
U101 | US-
Sinaturs IRenee Claytor/ Consigered | 11/16/2009

*EXAMINER: |Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. ° 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPN3SOCI\PTONDS. form.doc/DNB/gyl
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB
control number.

f Substitute for form 1449A/PTO

Complete if Known

Application Number 10/660,202
INFORMATION DISCLOSURE Fiing Date Septorber 11,2003
STATEMENT BY APPLICANT Frst Named oo O Almarcsor
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
\ Sheet 6 I of l 36 Attorney Docket Number TPI-350C1 /
FOREIGN PATENT DOCUMENTS
Foreign Patent Document o Pa Col Li
) ) Publication Date Name of Patentee or ges, Lolumns, Lines,
Examiner Cite " " Where Relevant Passages
Y 1 MM-DD-YYYY Applicant of Cited Document -
Initials No. Country Co d_e 3 Nu nﬁer' - Kind Code (if known) or Relevant Figures Appear -
F1 EP 413528 B1 11-15-1995 Yu, R. etal. All
F2 EP 1364649 A1 11-26-2003 Cilag AG All
Chiesi Farmaceutici
F3 WO 94/16733 A1 08-04-1994 All
F4 WO 96/07331 A1 03-14-1996 Xyrofin Oy All
Dong-A Pharmaceutical
F5 WO 88/57967 A1 12-23-1998 Co., Ltd. All
Reuter Chemische
F6 WO 2000/53283 A1 09-14-2000 Apparatebau KG All
Ortho-McNeil
F7 WO 2001/13904 A2 03-01-2001 Pharmaceutical, Inc. All
Yamanouchi
F8 JP 54-16494 02-07-1979 Pharmaceutical Co., Ltd. All X
F9 WO 00/50020 A2 08-31-2000 University of Cincinnati All
Chemische Fabrik von
F10 FR 769,586 06-11-1934 Heyden All X
Industriale Chimica,
F11 IT 01303251 11-06-2000 SR.L Al X
Biochemie Gesellschaft
F12 WO 2001/97853 A1 12-27-2001 MBH All
F13 EP 0310122 B1 04-05-1989 Kaken Pharma All
F14 WO 2002/062318 A2 08-15-2002 DSM N.V. All
F15 EP 0283992 B1 09-16-1992 Janssen Pharma All
Transform
F16 WO 2003/101392 A2 12-11-2003 Phamaceuticals, Inc. All
F17 WO 2004/054571 A1 07-01-2004 Cilag AG All
Transform
F18 WO 2004/078161 A1 (CD-ROM) 09-16-2004 Phamaceuticals, Inc. All
Transform
F19 WO 2004/078163 A2 (CD-ROM) 09-16-2004 Pharmaceuticals, Inc. All
Examiner R Clavior/ Date 11/16/2008
Signature /HENee Ligyior Considered LY >

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. * 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. ° Kind of document by
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’ considered as a submission even if this box is not checked.

i D Consider the arguments in the Appeal Brief or Reply Brief previously filed on

li. D Other
b. Enclosed

1. Amendment/Reply iii. Information Disclosure Statement (IDS)
i, |:] Affidavit(s)/ Declaration(s) iv. D Other

2. |Miscellaneous

Suspension of action on the above-identified application is requested under 37 CFR 1.103(c) for a
period of months. (Period of suspension shall not exceed 3 months; Fee under 37 CFR 1.17(i) required)

Other

a.

b.

LI

3. Fees| The RCE fee under 37 CFR 1.17(e) is required by 37 CFR 1.114 when the RCE is filed.
The Director is hereby authorized to charge the following fees, any underpayment of fees, or credit any overpayments, to
Deposit Account No. . I have enclosed a duplicate copy of this sheet.

=[]

RCE fee required under 37 CFR 1.17(e) $810 based on large entity status
i. [ ] Extension of time fee (37 CFR 1.136 and 1.17)

jii. D Other

b. D Check in the amount of $ enclosed

c. Payment by credit card (Form PTO-2038 enclosed)

WARNING: Information on this form may become public. Credit card information should not be included on this form. Provide credit
card information and authorization on PT0-2038.

Vi
( {/ | sig RE OF APRLICANT,JATTORNEY, OR AGENT REQUIRED )
Signature N W Date March 12, 2010

| Name (Print/Type) | FRANK C. EISENSCHENK, PH.D. Registration No. 145 332
CERTIFICATE OF MAILING OR TRANSMISSION

| hereby certify that this correspprdence is being deposited with the United Statesf/Postal Service with sufficient postage as first class mail in an envelope
addressed to: Mail Stop RCE Lo missi7\erfor Patents, P. O. Box 1 , Alexargria, VA 22313-1450 or facsimile transmitted to the U.S. Patent and Trademark
W,

Office on the date shown bel i '
Signature —
Name (PrintType) | FRANK C. EISENSCHENK, PH.D. L [ 52 IMarch 12. 2010

This collection of information is required py 37 CFR 1.114. The information is required to obtain or retain a benefit by the public which is to file {and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1,14, This collection is estimated to take 12 minutes to complete,
inciuding 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 Cfficer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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I hereby certify that this correspondence is being AMENDMENT UNDER 37 C.F.R. §1.114
electronically filed in the United States Patent Patent Application

and Tzemaﬂ( Office on March 12, ZOIO, [_\ Docket No. TP1.350C1

Frark C. Eisenschenk, Ph.D., Patent J?xttorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre Renee Claytor

Art Unit : 1617

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

AMENDMENT UNDER 37 C.ER. §1.114

Sir:

Please amend the above-identified patent application as follows:

TATPI3S0C NAmend-Resp\Amd-RCE-2.doc/DNB/sl
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2 Docket No. TP1.350C1
Serial No. 10/660,202

In the Specification

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 cach of which
incorporated herein by reference in its entirety. This application is atse 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-Mareh—+ 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. Fhis-applicationisalso-aeontinucationtn-part
of LI.S Patent Application No-10/637,820, filed-Aupgust 8- 2003 which-isa-divisional of LS Patent
ApplicationNeo—10/205995 filed-November-18:-2002—whieh-is-a-continuation-of-L-S-Patent
icati : filed-Avgust-30;-2002-and- US-Provisional-Patent-Application
NM%S%MM%MMH%W&W%@M¢ ~fited

February1 52002, Thi S-Patent-ApplicationNo:
16/449307filed May-30-2003-which-claims the-benefit o £1US Provisional Patent-Application No-
é@%&%ﬁ%ﬁﬂ%—%@%—&ﬁd—@%—?—f ; teationNo—60/M444:315filed

atent-AppheationNo-60/430:282 Hiled-Jaruary-H, 2005 and

—~This application is also a

~2003. Each of these
applications is hereby incorporated by reference in their entireties, including all figures, tables and

formulae.

JATPI\350C NAmend-Resp\Amd-RCE-2.do¢/sl
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3 Docket No. TP1.350C1
Serial No. 10/660,202

Remarks

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
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.

Respectfully submitted,

b

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

>y

FCE/sl
Attachment: Supplemental Application Data Sheet

JATPIN350C A mend-Resp\Amd-RCE-2.doc/s]
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[ hereby certify that this correspondence is being SUPPLEMENTAL INFORMATION
facsimile transmitted to the United States Patent DISCLOSURE STATEMENT

and Tragdemark Office on March 12, 201 / Patent Application
c %S / Docket No. TP1.350C1

Frank C. Eisenschenk, Ph.D., Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1627

Applicants ; Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No, : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 C.F.R. §§ 1.97 AND 1.98

Sir:

In accordance with 37 C.F.R. § 1.56, the references listed on the attached form PTO/SB/08
are being brought to the attention of the Examiner for consideration in connection with the
examination of the above-identified patent application. A copy of each cited reference is enclosed.
However, Applicants have not submitted copies of the U.S. patents or published U.S. Patent
Applications cited on attached Form PTO/SB/08 pursuant to 37 CFR 1.98(a)(2)(ii).

Applicants note that Japan Publication No. 54-095589, cited as 7 on the attached form
PTO/SB/08, was written in a foreign language. However, an English language abstract is provided
in the reference. Applicants respectfully request that the reference be made of record and considered

in the examination of the subject application.

TATPR3SOCINDSADS supp6.do/DNB/jb
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2 Docket No. TPL.350C1
Serial No. 10/660,202

Applicants note that French Application No. 2,849,029 and cited as F8 on the attached form
PTO/SB/08, is written in a forcign language. However, an English language abstract is provided in
the reference. In addition, the U.S. Patent, listed as Cite No. U63 on the attached form PTO/SB/08,
appears to correspond to FR 2,849,029 as the English language equivalent. Applicants respectfully
request that the references be made of record and considered in the examination of the subject
application.

It is respectfully requested that the references cited on the attached form PTO/SB/08 be
considered in the examination of the subject application and that their consideration be made of

record.

Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98

are met by the foregoing statement.

Respectfully submitted,

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

FCE/jb
Attachments: Form PTO/SB/08; copies of references cited therein.

JATPN350CINDSUDS supp6.dodDNB/jb
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( Substitute for form 1449A/PTO Complete if Known
Application Number
INFORMATION DISCLOSURE e ;Z’;i‘:niif e
STATEMENT BY APPLICANT Firet Moo T om Almarssor,w
(use as many sheels as necessary) Art Unit 1617
Examiner Name Deirdre R. Claytor
\ Sheet 1 l of | 6 Attorney Docket Number | Tp| 35001 )
U.S. PATENT DOCUMENTS
. . Document Number o . Pages, Columns, Lines,
g I e B R e e I
U1 | us-2665277 01-05-1954 Homeyer et al. Al
U2 | US-3,970,651 07-20-1976 Kaplan et al. Al
U3 | US-4,925674 05-15-1990 Giannini ef al. Al
U4 | US-4,927,855 | 05-22-1990 Lafon Al
U5 | US-4,994 604 02-19-1991 Tung et al. Al
us | US-5,023,092 06-11-1991 DuRoss Al
u7 | US-5521,207 05-28-1996 Graneto All
us | us-5273760 12-28-1993 Oshlack et al. Al
U9 | us-5286493 02-15-1994 Oshlack ef al. Al
u10 | US-5,324,351 06-28-1994 Oshlack ef al. Al
u11 | Us-5,356 467 10-18-1994 Oshlack et al. All
u12 | US-5,366,738 11-22-1994 Rork et al, Al
U13 | US-5,472,712 12-05-1995 Oshlack et al. Al
U14 | US-5,510,496 04-23-1996 Talley et al. All
U15 | US-5,563,165 10-08-1996 Talley et al. Al
U16 | US-5,631,250 05-20-1997 Bunnell ef al. Al
U17_ | US-5,633,272 05-27-1997 Talley et al. Al
u1s | US-5,703,232 " 12-30-1997 Bunnell et al. Al
U19 | US-5,736,541 04-07-1998 Bunnell et al, All
U20 | US-5,753,688 05-19-1998 Talley et al. Al
U21 | US-5,760,068 06-02-1998 Talley et al, All
U2 | US-5,932,508 08-03-1999 Talley et al. Al
(Examiner Date ]
Signature ) Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. " Applicant's unique citation designation number (optional). * See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEPS01.04. ° 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 % Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. © Applicant is to place a check mark here if English language
Translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.88. 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.

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

JATPI3S0C INDSADS -form-supp-6.doc/DNB/jb
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{  substitute for form 1449A/PTO Complete if Known

INFORMATION DISCLOSURE :i’:ii':;:f: Rumper ;Z’stifni‘g o
STATEMENT BY APPLICANT Firet Nomod Imvartor o Almarssortw
(use as many sheets as necessary) Art Unit 1617 o
Examiner Name Deirdre R. Claytor
\ Sheet 2 | of | 6 Attorney Docket Number TPI.350C1
U.S. PATENT DOCUMENTS
. . Document Number A R . Pages, Columns, Lines, Where
sy | o [ nmaae | vrnmmnapen | SRR
u23 | us-5972,986 10-26-1999 Seibert et al. Al
U24 | US-5,985,902 11-16-1999 Talley ef al. All
u25 | US-6,054,136 04-25-2000 Farah et al. Al
U26 | Us-6,132,420 10-17-2000 Dionne et al. Al
u27 | us-6,156,781 12-05-2000 Talley et al. Al
U28 | US-6,245,357 06-12-2001 Edgren ef al. Al
U29 | US-6,270,787 08-07-2001 Ayer Al
U30 | US-6,283,953 09-04-2001 Ayer et al. All
Us1 | us-6,287,295 09-11-2001 Chen et al. All
U2 | us-6,323,266 11-27-2001 Phillips Al
U33 | US-6,333,050 12-25-2001 Wong et al. Al
U34 | US-6,342,249 01-29-2002 Wong et al. Al
U35 | US-6,348,458 02-19-2002 Hamied et al. Al
U3 | US-6,365,185 04-02-2002 Ritschel et al. Al
U3z | US-6,368,626 04-09-2002 Bhatt et al. Al
uss | us-6,375,978 04-23-2002 Kleiner ef al. All
U39 | US-6,384,034 05-07-2002 Simitchieva et al. Al
U40 | US-6,403,640 06-11-2002 Stoner et al. All
u41 | us-6,.413.965 07-02-2002 Mylari Al
U42 | US-6,420,394 07-16-2002 Supersaxo Al
U43 | Us-6,579,895 06-17-2003 Karim et al. Al
Us4 | US-6,613,790 09-02-2003 Carter Al
Examiner Date ]
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 809. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). > See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEPS01.04. * Enter Office that issued the document, by the two-letter code (WIPO Standard T3). * For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. * Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. © Applicant is to place a check mark here if English language
Translation is attached.

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

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-9199) and select option 2.

JIATPIN350CIMDSUDS-form-supp-6.doc/DNB/jb
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( Substitute for form 1449A/PTO

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

Complete if Known

Appilication Number

10/660,202

Filing Date

September 11, 2003

First Named Inventor

Orn Almarsson

(use as many sheets as necessary) Art Unit 1617
Examiner Name Deirdre R. Claytor
Sheet 3 I of l 6 Attorney Docket Number TPI.350C1 )
U.S. PATENT DOCUMENTS
Examiner Cite Document N“mb‘i - Publication Date Name of Patentee or Applicant Pages, Galumns, Lines, Where
Initials* No. ! N“mbffrénf)m]co‘ﬁe (if MM-DD-YYYY of Gited Document Re‘evanégﬁf;;‘%e;pggfe'evam
u45 | us-7,172,769 02-06-2007 Kararli ef al, All
U46 | US-7,205,413 04-17-2007 Morissette et al. Al
u47 | US-7,446,107 11-04-2008 Remenar et al, Al
U48 | US-7,452,555 11-18-2008 Childs Al
U49 | US-7,459,449 12-02-2008 Keltjens Al
Us0 | US-2002/0013357 01-31-2002 Nadkarni ef al. Al
Us1 | US-2002/0006951 01-17-2002 Hageman et al. Al
Us2 | US-2002/0015735 02-07-2002 Hedden et al. Al
U53 | US-2002/0034542 03-21-2002 Thombre et al. Al
Us4 | US-2002/0071857 06-13-2002 Kararli et al. Al
Us5 | US-2002/0107250 08-08-2002 Hariharan et al. Al
Use | US-2002/0119193 08-29-2002 Le et al. Al
U57 | US-2004/0029946 02-12-2004 Arora et al. Al
U58 | US-2004/0154890 08-12-2004 Liu Al
U59 | US-2004/0242640 12-02-2004 Desai et al. Al
Uso | US-2005/0070551 03-31-2005 Remenar et al. All
us1 | us-2007/0015841 01-18-2007 Tawa ef al. Al
U62 | US-2007/0293674 12-20-2007 Scoppettuolo et al. Al
ues | us-7,132,570 11-07-2006 Neckebrock et al. Al
ue4 | us-
uss | us-
ues | us-
[ Examiner Date ]
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. * Applicant's unique citation designation number (opticnal). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEPS01.04. * 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. °® Applicant is to place a check mark here if English language
Translation is attached.

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

If you need assistance in completing the form, call 1-800-PTC-9198 (1-800-786-9199) and select option 2.

FATPI3S0CINDS\DS-form-supp-6.doc/DNB/jb

NPC-UNIV-000005842

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 913 of 1101



4 Substitute for form 1449B/PTO Complete I Rnown
ubstitute for Application Numb 10/660,202
INFORMATION DISCLOSURE Firgbas T Septonpe 773003
STATEMENT BY APPLICANT First Named Inventor Orn Almarsson
(use as many sheets as necessary) Grou;? Art Unit 167 4
Examiner Name Deirdre R. Claytor
\_  Sheet | 4 [ of | 6 Attorney Docket Number | TP| 350C1 - J
FOREIGN PATENT DOCUMENTS
Foreign Patent Document Publication Dat N < Patent Pages, Columns, Lines
Ci ubiication Date \ ame of Patentee or the' Fie evant Passa és
El)é?t:;‘lg*er N:)t‘e1 ooty Goce® - i cote f knoury MM-DD-YYYY Applicant of Cited Document or Relevan‘t FigL:!‘ZS Appgear .
Pharmacia
F1 WO 01/45706 06-28-2001 Corporation All
Pharmacia
F2 WO 2002/102376 12-27-2002 Corporation All
Teva
Pharmaceutical
F3 WO 2002/10125 02-07-2002 Industries Lid. All
F4 WO 2002/056915 07-25-2002 Cephalon, Inc. All
Shire Laboratories,
F5 WO 2005/053612 06-16-2005 Inc. All
Janssen
Pharmaceutica
F6 WO 96/33193 10-24-1996 N.V. All
Sumitomo
F7 JP 54-095589 07-28-1979 | Chemical Co. Ltd. All
Laboratoire L.
F8 FR 2,849,029 06-25-2004 Lafon All
NON PATENT LITERATURE DOCUMENTS
E . Cit Include name of the author (in CAPITAL LETTERS), title of the article, (when appropriate), title of the
’.‘?’m'i‘e" Nl e1 item (book, magazine, journal, serial, symposium, catalag, etc.), date, page(s), volume-issue T2
Initials 0- number(s), publisher, city and/or country where published.
BALL, P. “Scandal of crystal design...” Nature, June 20, 1996, pp. 648-650, Vol. 381.
R1
BASTIN, R. J. et al. “Salt Selection and Optimization Procedures for Pharmaceutical New
Chemical Entities” Organic Process Research & Development, 2000, pp. 427-435, Vol. 4,
R2 No. 5.
BERNSTEIN, J. et al. “Concomitant Polymorphs” Angew. Chem. int. Ed., 1999, pp. 3440-
R3 3461, Vol. 38.
BOUCHER, E. et al. “Use of Hydrogen Bonds to Control Molecular Aggregation. Behavior
of Dipyridones and Pyridone-Pyrimidones Designed to Form Cyclic Triplexes” J. Org.
R4 Chem., 1995, pp. 1408-1412, Vol. 60.
[ Examiner Date )
| Signature Considered
*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in confoermance

and not considered. Include copy of this form with next communication to applicant.
! Applicant's unique citation designation number (optionai) 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file {and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including

gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case.

Any comments on the

amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and

Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450.

Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0-9199 (1-800-786-9199) and select option 2.

JATPI350CDSUDS-form-supp-6.doc/DNB/jb
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Substitute for form 1449B/PTO

(use as many sheets as necessary)

Complete if Known

Application Number ‘ 10/660,202
INFORMATION DISCLOSURE Filing Date September 11, 2003
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Representative Information

Representative Customer Number:: 000023557
Representative Designation:: Registration Number:: Representative Name::
Primary 45,332 Frank C. Eisenschenk, Ph.D.

Correspondence Information

Name Line One:: Frank C. Eisenschenk, Ph.D.

Name Line Two:: Saliwanchik, Lioyd & Saliwanchik, A Professional
Association

Street of Mailing Address:: P.O. Box 142950

City of Mailing Address:: Gainesville

State or Province of Mailing Address:: FL

Postal or Zip Code of Mailing Address:: 32614-2950

Telephone Number One:: (352) 375-8100

Telephone Number Two::

Fax Number:: (352) 372-5800

Electronic Mail Address:: fce@slspatents.com
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SUPPLEMENTAL APPLICATION DATA SHEET

Domestic Priority Information

Docket No. TPI-350C1

Each of the applications listed in this domestic priority section are hereby incorporated by reference into this patent application in their
entireties (including all figures, tables, and formulae).

Application::

This application is a

which is a

which claims the benefit of
Said

Also claims the benefit of
And

And
Fhis-application-is-alse-a
which-is-a

which-is-a

And

And
This-application-is-also-a
which-claims-the-benefit-of
Ard

And

And

This application is also a

This application also
claims the benefit of
And

And

Continuity Type:: Parent Application:: Parent Filing Date::
Continuation-In-Part of PCT/US03/27772 September 4, 2003
Continuation-In-Part of 10/378,956 March 3, 2003
60/360,768 March 1, 2002
PCT/US03/27772 September 4, 2003
60/451,213 February 28, 2003
60/463,962 April 18, 2003
60/487,064 July 11, 2003
Gontinuation-in-Partef  10/68374,8:48 Augrst-8-26603
Divisional-of H0/206:886 Neovember18,-2002
Geptinuation-of 10232589 September-3;-2002
60/406,974 August-30:-2002
80/380:288 Mey-15-2002
B80/366-764 February-15,2002
Contindation-tn-Rartof 10/449.307 May-30-2003
60/483,962 Apri-18,-2003
80/444.315 Janbar-34-2003
80/439,282 January-10,-2003
604384152 May-34-2002
Continuation-In-Part of 10/601,092 June 20, 2003
60/451,213 February 28, 2003
60/463,962 April 18, 2003
60/487,064 July 11, 2003
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Assignee Information

Assignee Name::

Street of Mailing Address::

City of Mailing Address::

State or Province or mailing address::

Country of Mailing Address::

Postal or Zip Code of Mailing Address::

Assignee Information

Assignee Name::

Street of Mailing Address::

City of Mailing Address::
State or Province or mailing address::

Country of Mailing Address::

Postal or Zip Code of Mailing Address::

Assignee Information

Assignee Name::

Street of Mailing Address::

City of Mailing Address::

State or Province or mailing address::

Country of Mailing Address::

Postal or Zip Code of Mailing Address::
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TransForm Pharmaceuticals, Inc.
29 Hartwell Avenue

Lexington

Massachusetts
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02421

University of South Florida
4202 EastFowlerAvenue,-FAD-1283802 Spectrum Blvd.,

Suite 100

Tampa

FL

us
33620-790033612-9220

The Regents of the University of Michigan
Wolverine Tower, Room 2071, 3003 S. State Street
Ann Arbor

Mi

us

48109-1280
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PTO/SB/06 (07-06)

Approved for use through 1/31/2007. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number [ Filing Date
Substitute for Form PTO-875 10/660,202 09/11/2003 | [ 7o be Mailed
APPLICATION AS FILED — PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY [X] OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($) RATE ($) FEE ($)
L] Basic Fee N/A N/A N/A N/A
(37 CFR1.16(a) (b) or ()
[J seEARcH FEE
(37 CFR1.16(K) (). or (m)) N/A NIA NIA N/A
D EXAMINATION FEE
(37 CFR 1.16(0). (p), or () N/A N/A N/A N/A
TOTAL CLAIMS ) R - _
(37 CFR 1.16(1)) minus 20 = x$ = ORI xs =
INDEPENDENT CLAIMS ) . - -
(37 CFR 1.16() minus 3 = x$ = XS -
If the specification and drawings exceed 100
O sheets of paper, the application size fee due
ASF;PCLF'E/:TJ(G?N SIZE FEE is $250 ($125 for small entity) for each
( 6D additional 50 sheets or fraction thereof. See
35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).
|:| MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j))
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL TOTAL
APPLICATION AS AMENDED - PART Il
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
= 03/12/2010 AFTER PREVIOUSLY EXTRA RATE ($) FEE ($) RATE ($) FEE ($)
E AMENDMENT PAID FOR
S Total (37 cFR « 36 Minus | = 37 =0 X $26 = 0 ORI Xx$ =
a 1160
z AL *2 Minus | =20 =0 X $110= 0 OR [ xs =
= D Application Size Fee (37 CFR 1.16(s))
<L f—
l:l FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD’L 0 OR ADDL
FEE FEE
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
AFTER PREVIOUSLY EXTRA RATE ($) FEE (3) RATE ($) FEE ($)
- AMENDMENT PAID FOR
Total (37 cFr - i o - = =
E o) ¢ Minus = Xs = oR [ xs =
T s | : xs - OR | xs -
E D Application Size Fee (37 CFR 1.16(s))
=
< |:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD’L OR ADD’L
FEE FEE
* |If the entry in column 1 is less than the entry in column 2, write “0” in column 3. Legal Instrument Examiner:
** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”. JTINA J. BARDEN/
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0O-9199 and select option 2.
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PTO/SB/GBA  (08-03)
Approved for use through 07/31/2008. OMB 0651-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB

control number.
( Substitute for form 1440A/PTO pTT—— Complete if Known
Application Number
INFORMATION DISCLOSURE Filing Date ;2;6:;:3 11, 2003
STATEMENT BY APPLICANT T T—— Orn Almarsson
(use as many shests as necessary) Art Unit 1617
Examiner Name Leonard Williams
\_  Sheet ! 2 l of I 36 Attorney Docket Number TPI-350C1 -/
U.S. PATENT DOCUMENTS
U21 | US-2004/0106053 06-03-2004 Molaire, et al. All
U22 | US-2004/0106055 06-03-2004 Motaire, et al. All
U23 | US-2004/0171062 09-02-2004 Hirth, ef al. All
U24 | US-2004/0176335 09-09-2004 Childs All
U25 | US-2005/0070551 03-31-1996 {0t 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, et al. All
U29 | US-2005/0256127 11-17-2005 Ku, et al. All
U30 | US-6,559,293 05-06-2003 Almarsson, et al. 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 Zaworatko et al. All
U35 | US-3,536,809 04-09-1991 Schaller et al. All
U36 | US-3,598,123 08-10-1971 Zaffaroni All
U37 | US-3,845,770 11-05-1974 Theeuwes et al. All
U3s | US-3,916,899 11-04-1975 Theeuwes et al. All
U39 | US-4.008,719 02-22-1977 Theeuwes et al. All
U40 | US-4,267,179 05-12-1981 Heeres et al. All
U41 | US-4,764,604 08-16-1988 Muller All
Examiner /Renee Claytor/ Qe ereg | 11/16/2009

*EXAMINER: Initial if reference considered, whether or not citation is in wnmunanoe with MPEP 809. Draw line through citation if nat in oonformance and not
considered. Include copy of this torm with next communication to applicant. * Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. ¥ 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 me serial number of the patent document. ® Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

This of i 1 is required by 37 CFR 1.97 and 1.88. 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 odledzon is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary d 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

ff“%/lz/zo

and Trademark Office, P.0. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:

for P

, P.O. Box 1450, Alexandria, VA

22313-1450.

” you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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PTO/SB/OBA  (08-03)
Approved for use through 07/31/2006. OMB 06851-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1985, no persons are required to respond to a coliection of information unless it contains a valid OMB
control number.

( Substitute for form 1448APTO | — Complete it Known
Application Number
INFORMATION DISCLOSURE e o e
STATEMENT BY APPLICANT P T— Om Almarsson
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet I 3 - ] of I 36 Attorney Docket Number TPI-350C1 )
U.S. PATENT DOCUMENTS
i - Document Number ot . Pages, Columns, Lines, Where
Examiner | Cite Forber Ko Goae 17— FuniiatonOate | Named Patniss r ApBicsnt | Roiva nt Passages of Rel

U42 | US-4916,134 04-10-1990 Heeres ef al. All
U43 | US-5,006.513 04-09-1991 Hector et al. All
U44 | US-5059,695 10-22-1991 Le Grazie All
U45 | US-5,073,543 12-17-1991 Marshall et al. All
U46 | US-5,120,548 06-09-1992 McClelland et al. Al
U47 | US-5,354,556 10-11-1994 Sparks et al. All
U48 | US-5,414,997 05-16-1995 Tailer All
U49 | US-5474,997 12-12-1995 Gray et al. All
U50 | US-5,591,767 01-07-1997 Mohr et al. All
U51 ] US-5,633,015 05-27-1997 Gilis et al. All
U52 | US-5,639.476 06-17-1997 Oshlack et al. All
Us3 | US-5661,151 08-26-1997 Saksena et al. All
US4 | US-5,674,533 10-07-1997 Santus ef al. All
Us5 | US-5,707.975 01-13-1998 Francois et al. All
Us6 | US-5,733,566 03-31-1998 Lewis All
U5s7 | US-2003/0096014 05-22-2003 Sherman All

uss | us-4,513,006 04-23-4985 | %S Maryanofi et al, Al & 3/ %]
Usg | US-6,181,117 02-20-2001 Kozachuk All
uso 1 US-6,201,010 03-13-2001 Cottrell All
U1 | US-5,753,693 05-19-1998 Shank Ali
xaminer /Renee Claytor/ oate dered | 11/16/2009

*EXAMINER: Initial if ed, whether or not citation is in conrormanee with MPEP 609. Draw line through citation if not in eonformance and not

considered. include copy of this form with next communication to applicant.

' Applicant's unique citation designation number (cptional). 2 See Kind Codes of

USPTO Patent Documents at www.usplo.gov or MPEPS01.04. * Enter Office that issued the document, by the two-etter 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. * Kind of document by

the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ° Applicant is to place a check mark here if English language

Translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.88. The information is required to obtain or retain a benefit by the public which is to file (and by the
SPTO to pmcess) 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,

and submilting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments

PP
on the amount of time you require to complete this form and/or suggestions (or 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 T0:
Commissloner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450,

If you need assistance in completing the form, call 1-800-PTO-8199 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/
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PTO/SB/OBA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

Under the Paperwork Reduction Act of 1885, no persons are required to respond to a coilection of information unless it contains a vaiid OMB
control number.

{  substitute for form 1449A/PTO P ——— Complete if Known
m
INFORMATION DISCLOSURE o ;‘:ﬁi‘:ﬂi‘z Py
STATEMENT BY APPLICANT P T——— om Almarsso;\
( use as many sheets as necessary) Art Unit 161 7
Examiner Name Leonard Williams
Sheet I 4 ] of I 36 Attorney Docket Number TPI1-350C1
U.S. PATENT DOCUMENTS
Document Number . Pages, Columns, Lines, Where
i ol Rurrber - Kind )Code‘ 0] iy Namgrgt?ég"&m:tpllant Rel ﬂ'"gu " s;p p‘;‘;: !
Us2 | US-5,998,380 12-07-1999 Ehrenberg et al. Al
Us3 | US-6,319,803 11-20-2001 Carrazana et al. All
Us4 | US-5,935933 08-10-1999 Shank et al. All
uss | Us-5,760,007 06-02-1989— ||GYR_Shank et al. All
Ue6 | US-5,952,187 09-14-1999 Stenglein et al. All
U67 | US-5,242,942 09-07-1993 Costanzo et al. Al
U68 | US-5,384,327 01-24-1995 Costanzo et al. All
U9 | US-6,071,637 06-06-2000 Shank All
U70 | US-6,503,884 01-07-2003 Ehrenberg et al. All
U71 | US-2003/0069190 04-10-2003 Abdel-Magid et al. All
U72 | US-2002/0042446 04-11-2002 Dewey et al. All
U73 | US-2002/0037925 03-28-2002 Dewey et al. All
U74 | US-2003/0072802 04-17-2003 Cutler All
U75 | US-6,488,962 12-03-2002 Berner ef al. All
U76 | US- 7,078,526 07-18-2006 Remenar et al. All
U77 | US-6,294,192 9-25-2001 Patel et al. All
U78 ] US-5,466,823 11-14-1895 Talley et al. All
U79 | US4,008,321 02-15-1977 Kamishita et a/. All
Uso | US-4,853,379 08-01-1989 Shroot et al. All
Us1 | US-5641512 06-24-1997 Cimiluca Al
(B /Renee Claytor/ Corsidersd | 11/16/2009

*EXAMINER: Initial if reference considered, whether or not citation is in mntormanos with MPEP 808. Draw line through citation i not in conformance and not
considered. include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). ? See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. ° 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 me serial number of the patent document. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 18 if possible. ® Applicant is to ptace a check mark here if English language
Transiation is atiached.
This collection of lnfoma&on is requsred by 37 CFR 1.87 and 1.98. The information is required to obtain or retain & benefit by the public which is to file (and by the
USPTO top ) an app fidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.14. This oollecuon is estimated to lake 2 hours to complete,
ir gz ing, preparing, and submdbng the completed application form to the USPTO. Time will vary d ding upon the individual case. Any comments
on the amount of time you require o complete this form and/or suggestions for reducing this burden, should be sent lo lhe 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.

It you need assistance in completing the form, call 1-800-PTQ-9189 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/
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(" suvstiute for form 1449APTO Complete if Known
Application Number 10/660,202
INFORMATION DISCLOSURE i Date Sonton ber 112003
STATEMENT BY APPLICANT : =P '
First Named Inventor Orn Almarsson
(use as many sheets as necessary) Art Unit 1617
Examiner Name Deirdre R. Claytor
\ Sheet J 1 | of | 1 Attorney Docket Number | Tp| 35001 )
U.S. PATENT DOCUMENTS
. . Document Number — . Pages, Columns, Lines, Where
Sancer | 5 [ knaCooe | mraven | e arieen | et Passages o ovan
known) Figures Appear
U1 US-
U2 US-
U3 US-
U4 US-
U5 US-
U6 US-
U7 Us-
Us US-
ug US-
U10 Us-
U11 UsS-
FOREIGN PATENT DOCUMENTS
Foreign Patent Document Publication Dat N ¢ Patent Pagas, Columns, Lines
E . Cit uplication Date .ame Of Aa entee or W R I P} N
I):ﬁ:{:gl‘gfr N ; .ei Couny Goce® - Number - Kind Cod® (f knoun) MM-DD-YYYY Applicant of Cited Document o éeer,eevaif F%Tregisfff:r =
Tate & Lyle Public
F1 GB 2 169 601 07-16-1986 | Limited Company All
F2
Examiner Date
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. * Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.goy or MPEP901.04. * 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, ® Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. © Applicant is to place a check mark here if English language
Translation is attached.

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

If you need assistance in completing the form, call 1-800-PT0O-9199 (1-800-786-2199) and select option 2

JATPIN350CINDS\DS-form-supp-7.doc/DNB/jb
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national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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I hereby certify that this correspondence is being SUPPLEMENTAL INFORMATION
facsimile transmitted to the United States Patent DISCLOSURE STATEMENT

and Trademark Office on March 31, 2010, Patent Application
Cd@wi\\ Docket No. TP1.350C1

Frank C. Eisenschenk, Ph.D. Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1627

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 CF.R. §§ 1.97 AND 1.98

Sir:

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 form PTO/SB/08 be

considered in the examination of the subject application and that its consideration be made of record.
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2 Docket No. TPI1.350C1
Serial No. 10/660,202

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,

Yol Ceseasded

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

Attachments: Form PTO/SB/08; copy of reference cited therein.

JATPI350CTUDSADS supp7.dod DNB/jb

NPC-UNIV-000006219

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 941 of 1101



( Substitute for form 1449B/PTO Complete T Rriows
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Application Number 10/606,202
INFORMATION DISCLOSURE Fiing Dats September 11, 2003
STATEMENT BY APPLICANT First Named Inventor Orn Almarsson
(use as many sheets as necessary) Grou;? Art Unit 16? 7
Examiner Name Deirdre R. Claytor
Sheet I 1 ] of { 1 Attorney Docket Number | TP|.350C1 )
NON PATENT LITERATURE DOCUMENTS
Exami Cite Include name of the author (in CAPITAL LETTERS), title of the article, (when appropriate), title of the
| )‘(t? | Ter No. ' item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue T?
niials 0- number(s), publisher, city and/or country where published.
SALEM, M.S. et al. “Preparation, characterisation and transformation of terfenadine
R1 polymorphic forms” International Journal of Pharmacuetics, 1996, pp. 257-259, Vol. 141.
R2
R3
R4
R5
R6
R7
R8
R9
R10
R11
R12
Examiner Date ]
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance
and not considered. Include copy of this form with next communication to applicant.
" Applicant’s unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO:
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT(O-9199 (1-800-786-9199) and select option 2.
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New Applications Under 35 U.S.C. 111

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

National Stage of an International Application under 35 U.S.C. 371
If a timely submission to enter the national stage of an international application is compliant with the conditions of 35

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
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I hereby certify that this correspondence is being SUPPLEMENTAL INFORMATION
electronically filed in the the United States Patent DISCLOSURE STATEMENT

and Trademrark Office on April 12, 2010. Patent Application
% 3@&? Docket No. TPL350C1

Frank C. Eisenschenk, Ph.D., Patent /!(ttorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

FExaminer : Deirdre R. Claytor

Art Unit : 1627

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 C.F.R. §§ 1.97 AND 1.98

Sir:

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 form PTO/SB/08 be

considered in the examination of the subject application and that its consideration be made of record.
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2 Docket No. TP1.350C!1
Serial No. 10/660,202

Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98

are met by the foregoing statement.

FCE/sl

Respectfully submitted, (

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

Attachments: Form PTO/SB/08; copy of reference cited therein.
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STATEMENT BY APPLICANT First Named Inventor Orn Almarsson
(use as many sheets as necessary) Gmu? Art Unit 161, 7
Examiner Name Deirdre R. Claytor
Sheet | 1 | of | 1 Attorney Docket Number | TPI.350C1 J
NON PATENT LITERATURE DOCUMENTS
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nitiais 0. number(s), publisher, city and/or country where published.
Office Action dated February 2, 2010 in U.S. application Serial No. 10/546,963, filed
rR1 | August 26, 2005.
Pending claims in Serial No. 10/546,963, filed August 26, 2005.
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R4
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R6
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R8
R9
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R11
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[ Examiner Date
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*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance

and not considered. Include copy of this form with next communication to applicant.
' Applicant's unique citation designation number (optional). 2 Applicant is to place a check mark here if English language Translation is attached.
This collection of information is required by 37 CFR 1.988. 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.

if you need assistance in completing the form, call 1-800-PTQ-9199 (1-800-786-9199) and select option 2.
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Customer Number: 23557
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Filer Authorized By: Frank Christopher Eisenschenk
Attorney Docket Number: TP1.350C1
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

National Stage of an International Application under 35 U.S.C. 371
If a timely submission to enter the national stage of an international application is compliant with the conditions of 35

U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application asa
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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I hereby certify that this correspondence is being SUPPLEMENTAL INFORMATION
electronically filed in the the United States Patent DISCLOSURE STATEMENT
D,2010. Patent Application

and Trademayk) Offige on May 7
/{ Al Docket No. TP1.350C1

Frank C. Ei‘senschenk, Ph.D., Patent Attoi‘ney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1627

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 CF.R. §§ 1.97 AND 1.98

Sir:

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

It is respectfully requested that the references cited on the attached form PTO/SB/08 be
considered in the examination of the subject application and that their consideration be made of

record.
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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.

Respectfully submitted,

ford Coousdio{

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

FCE/sl
Attachments: Form PTO/SB/08; copy of references cited therein.
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Application Number 10/660,202
INFORMATION DISCLOSURE -
iling Date September 11, 2003
STATEMENT BY APPLICANT -
irst Named Inventor Orn Almarsson
(use as many sheets as necessary) Art Unit 1617
Examiner Name Deirdre R. Claytor
\ Sheet 1 ‘ of i 2 Attorney Docket Number TP1.350C1
U.S. PATENT DOCUMENTS
. N Document Number o R Pages, Columns, Lines, Where
Examiner Cite - - Publication Date Name of Patentee or Applicant
e " ~Kind Code: (if . Relevant Passages or Relevant
Initials No. Numberknkg\r,\m) ode” (i MM-DD-YYYY of Cited Document Figures Appear
U1 US-5,994,365 11-30-1999 Zaworotko et al. All
U2 Us-
U3 US-
U4 | us-
us | us-
uUs | Us-
U7 | Us-
us | US-
ug | us-
u10 | Us-
Ut | Us-
FOREIGN PATENT DOCUMENTS
Foreign Patent Document Publication Dat N  patent Pages, Columns, Lines
. P ubiication Date ame of Patentee or M g ’
Examiner | e, . . y MNDD-YYYY | Appiicant of Cited Document | S'prefesrerifasssees |
Counlry Code ® - Number “ - Kind Code” {if known) T
F1
F2
Examiner Date ]
Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). > See Kind Codes of
USPTO Patent Documents at www.uspto.qov or MPEP901.04. * 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. © Applicant is to place a check mark here if English language
Translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file {and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated tc 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.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-3199) and select option 2
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( Substitute for form 1449B/PTO Complete If Rnown
ubstitute for form 14495/ Application Number 10/606.202
INFORMATION DISCLOSURE Filing Dats Septenber 112003
STATEMENT BY APPLICANT First Named Inventor Orn Almarsson
Group Art Unit 1617
se as many sheets as necessa -
w v ) Examiner Name Deirdre R. Claytor
Sheet [ 2 [ of | 2 Attorney Docket Number | TP{.350C1
NON PATENT LITERATURE DOCUMENTS
E . Cit Include name of the author (in CAPITAL LETTERS), title of the article, (when appropriate), title of the
-?‘?m”jer NI e1 item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue T2
Initials 0. number(s), publisher, city and/or country where published.
FELTHOUSE, T. R. et al. “MALEIC ANHYDRIDE, MALEIC ACID AND FUMARIC ACID”, April 26,
2001, submitted for Kirk Online,
R1 http://www.huntsman.com/performance_products/media/komaleic.pdf.
R2
R3
R4
R5
R6
R7
R8
R9
R10
R11
R12
[ Examiner Date
| Signature Considered

*EXAMINER: Initial i

reference considered, whether or not citation is in conformance with MPEP 608. Draw line through citation if not in confermance
and not considered. Include copy of this form with next communication to applicant.

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

If you need assistance in completing the form, call 1-800-PT0-8199 (1-800-786-9199) and select option 2.
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Confirmation Number: 6536

Title of Invention:
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First Named Inventor/Applicant Name:

Orn Almarsson

Customer Number:

23557

Filer:

Frank Christopher Eisenschenk/Jenny Bedner

Filer Authorized By:

Frank Christopher Eisenschenk

Attorney Docket Number: TP1.350C1
Receipt Date: 16-AUG-2010
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Time Stamp: 11:33:57

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

New Applications Under 35 U.S.C. 111

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

National Stage of an International Application under 35 U.S.C. 371
If a timely submission to enter the national stage of an international application is compliant with the conditions of 35

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

New International Application Filed with the USPTO as a Receiving Office

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

v Patent Application
Docket No. TP1.350C1

UMD

D., Patent

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Examiner : Deirdre R. Claytor

Art Unit : 1627

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

Conf. No. : 6536

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 C.F.R. §§1.97 AND 1.98

Sir:

In accordance with 37 C.F.R. § 1.56, the references listed on the attached form PTO/SB/08
are 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 non-patent reference is
enclosed. However, Applicants have not submitted a copy of the U.S. patent cited on attached Form
PTO/SB/08 pursuant to 37 CFR 1.98(a)(2)(il).

It is respectfully requested that the references cited on the attached form PTO/SB/08 be
considered in the examination of the subject application and that their consideration be made of

record.
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2 Docket No. TPL.350C1
Serial No. 10/660,202

Applicants respectfully assert that the substantive provisions of 37 C.F.R. §§ 1.97 and 1.98

are met by the foregoing statement.

FCE/s]

Respectfully submitted,

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

Attachments: Form PTO/SB/08; copy of references cited therein.
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hgrgbp¥ertify that this correspondence is being SUPPLEMENTAL INFORMATION
deposited with the United States Postal Service as DISCLOSURE STATEMENT

first class mail in an envelope addressed to: Patent Application

Commissioner for Patents, P.O. Box 1450 Docket No. TPI-350C1

* Alexandria, VA %:LD«A@A 2%, 200 . Serial No. 10/660,202

Frank C. Eisenschenk, Ph.D., Patent Attorney

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicants Orn Almarsson, Magali Bourghol Hickey, Matthew L. Peterson, Michael J.
Zaworotko, Brian Moulton, Nair Rodriguez-Hornedo

Serial No. : 10/660,202

Filed : September 11, 2003

For : Pharmaceutical Co-Crystal Compositions

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §§1.97 AND 1.98

Sir:
In accordance with 37 CFR §§1.97 and 1.98, Applicants would like to bring to the attention
of the Examiner, the references cited in the following patent applications:
U.S. Serial No. 10/378,956, filed March 3, 2003;
U.S. Serial No. 10/637,829, filed August 8, 2003;
U.S. Serial No. 10/295,995, filed November 18, 2002, now U.S. Patent No. 6,699,840;
U.S. Serial No. 10/232,589, filed September 3, 2002, now U.S. Patent No. 6,559,293;
U.S. Serial No. 10/449,307, filed March 30, 2003, now U.S. Patent No. 7,078,526; and
U.S. Serial No. 10/601,092, filed June 20, 2003.

The subject application, Serial No. 10/660,202, claims the benefit under 35 USC §120 of the filing
date of patent applications referred to above. Applicants respectfully request that the copies of

references supplied in the Information Disclosure Statements of the application referred to above, as
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2 Docket No. TPI-350C1
Serial No. 10/660,202

well as any references cited during the prosecution thereof, be made of record in the 10/660,202
application. As copies of the references 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
those references are not provided herewith.

It is respectfully requested that the references cited on the attached form PTO/SB/08 be
considered in the examination of the subject application and that their consideration be made of
record.

Applicants respectfully assert that the substantive provisions of 37 CFR §§1.97 and 1.98 are

met by the foregoing statements.

Respectfully submitted,

%LC?M(QML,

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

FCE/s]
Attachment: Form PTO/SB/08
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PTO/SBIOBA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

( Substitute for form 1449A/PTO " T Complete if Known
lication Number
INFORMATION DISCLOSURE o 1s2ﬁi?i§1 —
STATEMENT BY APPLICANT Firet Named Imvator om Almarssor;
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
k Sheet I 1 l of | 36 Attorney Docket Number TPI-350C1 )
U.S. PATENT DOCUMENTS

el A o el P e B e
U1 US-2,711,411 06-21-1955 Holbert, et al. All
U2 US-4,198,507 04-15-1980 Barry, et al. All
U3 | US-4,368,197 01-11-1983 Shefter, et al. All
U4 US-4,994,604 02-19-1991 Tung, et al. All
Us US-5,177,262 01-15-1993 Taylor, et al. All
U6 | US-5,332,834 07-26-1994 Bhattacharya, et al. All
U7 ]| US-5,338,644 08-16-1994 Taylor, et al. All
U8 | US-5,380,867 01-10-1995 Bhattacharya, et al. All
U9 US-5,412,094 05-02-1995 Amos, et al. All
U10 | US-5,523,090 06-04-1996 Znaiden, et al. All
U11 US-5,614,342 03-25-1997 Molaire, et al. All
U12 | US-5,998,413 12-07-1999 Heeres, et al. All
U13 | US-6,001,996 12-14-1999 Amos, et al. All
U14 | US-6,268,385 07-31-2001 Whittle, et al. All
U15 | US-6,570,036 05-27-2003 Reuter All
U16 | US-2003/0162226 08-28-2003 Cima, et al. All
U17 | US-2003/0166581 09-04-2003 Almarsson, et al. All
U18 | US-2003/0224006 12-04-2003 Zaworotko, et al. All
U19 | US-2004/0019211 01-29-2004 Remenar, et al. All
U20 | US-2004/0106052 06-03-2004 Molaire All

Examiner /Renee Claytor/ Date 00/15/2010

Signature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). ? See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP801.04. * 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.  Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ° Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

' Substitute for form 1448A/PTO y—— Complete if Known
pplication Number
INFORMATION DISCLOSURE o Semomae 177003
STATEMENT BY APPLICANT Frst Nomed ventor ™ | O Airmaeaor
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
\ Sheet 2 I of I 36 Attorney Docket Number TPI-350C1 )
U.S. PATENT DOCUMENTS
. " Document Number . . Pages, Columns, Lines, Where
T | e [ s | St | bt | R Fatags o R
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 03-31-1995 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, et al. All
U29 | US-2005/0256127 11-17-2005 Ku, et al. All
U30 | US-6,559,293 05-06-2003 Almarsson, et al. 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-3,598,123 08-10-1971 Zaffaroni All
U37 | US-3,845,770 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 al. All
U40 | US-4,267,179 05-12-1981 Heeres et al. All
U41 | US-4,764,604 08-16-1988 Muller All
Sxaminer /Renee Claytor/ Date 09/15/2010 ]
ignature Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. 2 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

' Substitute for form 1449A/PTO

Complete if Known

INFORMATION DISCLOSURE e e o
STATEMENT BY APPLICANT it Named mvontor | Or Almacsor
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet —I 3 Lof l 36 Attorney Docket Number TPI-350C1 j
U.S. PATENT DOCUMENTS
. Document Number - N Pages, Columns, Lines, Where
il Ve ~un?§:r;:gm}°2:z T e | VSR | reevntpsages o elevan
U42 | US-4916,134 04-10-1990 Heeres et al. All
U43 | US-5,006,513 04-09-1991 Hector et al. All
U44 | US-5,059,595 10-22-1991 Le Grazie All
U45 | US-5,073,543 12-17-1991 Marshall et al. All
U46 | US-5,120,548 06-09-1992 McClelland et al. All
U47 | US-5,354,556 10-11-1994 Sparks et al. All
U48 | US-5414,997 05-16-1995 Tailer All
U49 | US-5,474,997 12-12-1995 Gray et al. All
U50 | US-5,591,767 01-07-1997 Mohr et al. All
U51 | US-5,633,015 05-27-1997 Gilis et al. All
U52 | US-5,639,476 06-17-1997 Oshlack et al. All
U53 | US-5,661,151 08-26-1997 Saksena et al. All
U54 | US-5674,533 10-07-1997 Santus et al. All
Us5 | US-5,707,975 01-13-1998 Francois et al. All
Us6 | US-5,733,566 03-31-1998 Lewis All
U57 | US-2003/0096014 05-22-2003 Sherman All
U58 | US-4,513,006 04-23-1995 Maryanoff et al. All
U59 | US-6,191,117 02-20-2001 Kozachuk All
U60 | US-6,201,010 03-13-2001 Cottrell All
U61 | US-5,753,693 05-19-1998 Shank All
Examiner /Renee Claytor/ Date 09/15/2010
Signature Considered

*EXAMINER; Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. include copy of this form with next communication to applicant. ' Applicant’s unique citation designation number (optional). > See Kind Codes of
USPTO Patent Documents at www.uspto.qov or MPEP901.04. * Enter Office that issued the document, by the two-letter code (WIPQ 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

i for P: ts, P.O. Box 1450, Alexandria, VA 22313-1450.
lf you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/
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PTO/SB/08A

(08-03)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB
control number,

’ Substitute for form 1449A/PTO

Complete if Known

INFORMATION DISCLOSURE :’I’:';;:fe e ;Z’:ti‘r’ni‘: p——
STATEMENT BY APPLICANT st Named vt T 00 Arcon
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet | 4 I of | 36 Attorney Docket Number TPI-350C1
U.S. PATENT DOCUMENTS
Examiner Cite Dwume'}' Numbe; - Publication Date Name of Patentee or Applicant Pages, Columns, Lines, Where
Initials* No. ' Number ;:c;\':’:)c“e (@it MM-DD-YYYY of Cited Document Relevan't:iF; i:::g‘\e:pzra?elevant
U62 | US-5,998,380 12-07-1999 Ehrenberg et al. All
U63 | US-6,319,903 11-20-2001 Carrazana et al. All
U4 | US-5,935,933 08-10-1999 Shank et al. All
uU65 | US-5,760,007 06-02-1999 Shank et al. All
U66 | US-5,952,187 09-14-1999 Stenglein et al. All
UB7 | US-5,242942 09-07-1993 Costanzo et al. All
U8 | US-5,384,327 01-24-1995 Costanzo et al. All
U9 | US-6,071,537 06-06-2000 Shank All
U70 | US-6,503,884 01-07-2003 Ehrenberg et al. Ali
U71 ] US-2003/0069190 04-10-2003 Abdel-Magid et al. All
U72 | US-2002/0042446 04-11-2002 Dewey et al. All
U73 | US-2002/0037925 03-28-2002 Dewey et al. All
U74 | US-2003/0072802 04-17-2003 Cutler All
U75 | US-6,488,962 12-03-2002 Berner et al. All
U76 | US- 7,078,526 07-18-2006 Remenar et al. All
U77 | US-6,294,192 9-25-2001 Patel et al. All
U78 | US-5,466,823 11-14-1995 Talley et al. All
U79 | US-4,008,321 02-15-1977 Kamishita et al. All
Us0o | US-4,853,379 08-01-1989 Shroot et al. All
Us1 | US-5,641,512 06-24-1997 Cimiluca All
B /Renee Claytor/ Date 09/15/2010

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.qov or MPEP901.04. ° Enter Office that issued the document, by the two-letter code (WIPO Standard T3). *For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. % Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language

Translation is attached.

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent

and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS.

Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/

JATPI350C1\PTOMDS . form.doc/DNB/gyl
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031

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

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

{ Substitute for form 1449A/PTO — Complete if Known
INFORMATION DISCLOSURE s ey
STATEMENT BY APPLICANT Firet Named Inventor om Almarssor‘w

(use as many sheels as necessary) Art Unit 1617
Examiner Name Leonard Williams
Sheet 5 I of | 36 Attorney Docket Number | Tp|_350C1 J
U.S. PATENT DOCUMENTS
Examiner Cite Documeqt Numbe; - Publication Date Name of Ratentee or Applicant salges. ?gl:sns\:s. LinesR; V:g'ear:t
Initials* No.' Number krm‘i )C°de @ MM-DD-YYYY of Cited Document elevan, ~ resa\e:p‘;’ar elev
Us2 | US-6,420,394 B1 07-16-2002 Supersaxo All
U83 | US-2003/0224006 A1 12-04-2003 Zaworotko et al. All
us4 | US-
Uss5 | US-
use | US-
us7 | US-
Ugg | US-
Usg | US-
Ugo | Us-
Ug1 | US-
ug2 | USs-
U93 | US-
Ug4 | US-
Ugs | US-
Uge | US-
Ug7 | US-
ugg | US-
U9 | us-
U100 | US-
U101 | US-
gi)iqanzm?er /Renee C'S.ytf)!’/ 2gtniidered 09/15/2010

*EXAMINER: |Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of
USPTO Patent Documents at www.uspto.gov or MPEP901.04. ° 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. ° Kind of document by
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. ® Applicant is to place a check mark here if English language
Translation is attached.

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

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /RC/
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PTO/SB/0BA  (08-03)

Approved for use through 07/31/2006. OMB 0651-0031
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB
control number.

f Substitute for form 1449A/PTO

Complete if Known

Application Number 10/660,202
INFORMATION DISCLOSURE Fiing Date Septorber 11,2003
STATEMENT BY APPLICANT First Named oo O Almarsson
(use as many sheets as necessary) Art Unit 1617
Examiner Name Leonard Williams
\ Sheet 6 I of l 36 Attorney Docket Number TPI-350C1 /
FOREIGN PATENT DOCUMENTS
Foreign Patent Document o Pa Col Li
) ) Publication Date Name of Patentee or ges, Lolumns, Lines,
Examiner Cite " " Where Relevant Passages
Y ) MM-DD-YYYY Applicant of Cited Document -
Inktials No. Country Code 3. Number * . Kind Code® (if known) or Relevant Figures Appear TS
F1 EP 413528 B1 11-15-1995 Yu, R. etal. All
F2 EP 1364649 A1 11-26-2003 Cilag AG All
Chiesi Farmaceutici
F3 WO 94/16733 A1 08-04-1994 All
F4 WO 96/07331 A1 03-14-1996 Xyrofin Oy All
Dong-A Pharmaceutical
F5 WO 88/57967 A1 12-23-1998 Co., Ltd. All
Reuter Chemische
F6 WO 2000/53283 A1 09-14-2000 Apparatebau KG All
Ortho-McNeil
F7 WO 2001/13904 A2 03-01-2001 Pharmaceutical, Inc. All
Yamanouchi
F8 JP 54-16494 02-07-1979 Pharmaceutical Co., Ltd. All X
F9 WO 00/50020 A2 08-31-2000 University of Cincinnati All
Chemische Fabrik von
F10 FR 769,586 06-11-1934 Heyden All X
Industriale Chimica,
F11 IT 01303251 11-06-2000 SR.L Al X
Biochemie Gesellschaft
F12 WO 2001/97853 A1 12-27-2001 MBH All
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0O.Box 1450

Alexandria, Virginia 22313-1450

WWW’.USP‘D.gOV

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
10/660,202 09/11/2003 Orn Almarsson TPL350C1 6536
23557 7590 09/20/2010 | EXAMINER |
SALIWANCHIK LLOYD & SALIWANCHIK CLAYTOR, DEIRDRE RENEE
A PROFESSIONAL ASSOCIATION | ART UNIT PAPER NUMBER |
PO Box 142950 1627
GAINESVILLE’ FL 32614 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. Applicant(s)
. . 10/660,202 ALMARSSON ET AL.
Notice of AIlowabIIlty Examiner Art Unit
Renee Claytor 1627

-- The MAILING DATE 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. [X] This communication is responsive to the RCE filed on 3/12/2010.

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

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

a)[J Al b)[J Some* c)[JNone ofthe:
1. [ Certified copies of the priority documents have been received.
2. [ Certified copies of the priority documents have been received in Application No.
3. [ 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 resultin ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

4. [] 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. [] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
(a) [ including changes required by the Notice of Draftsperson’s Patent Drawing Review ( PTO-948) attached
1) [ hereto or 2) [] to Paper No./Mail Date .
(b) [ 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. [ Notice of References Cited (PTO-892) 5. [] Notice of Informal Patent Application
2. [[] Notice of Draftperson's Patent Drawing Review (PTO-948) 6. [] Interview Summary (PTO-413),
Paper No./Mail Date .
3. ¥ Information Disclosure Statements (PTO/SB/08), 7. [ Examiner's Amendment/Comment
Paper No./Mail Date See Continuation Sheet
4. [] Examiner's Comment Regarding Requirement for Deposit 8. Examiner's Statement of Reasons for Allowance
of Biological Material
9. [] Other .
U.S. Patent and Trademark Office
PTOL-37 (Rev. 08-06) Notice of Allowability Part of Paper No./Mail Date 20100910
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Continuation Sheet (PTOL-37) Application No. 10/660,202

Continuation of Attachment(s) 3. Information Disclosure Statements (PTO/SB/08), Paper No./Mail Date: 3/12/2010; 3/31/2010; 4/12/2010;
5/20/2010 8/16/2010.
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Application/Control Number: 10/660,202 Page 2
Art Unit: 1627

Request for Continued Examination
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 Parte 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 Page 3
Art Unit: 1627

The application has been amended as follows:

IN THE CLAIMS:

1. Inclaim 43, in line 18, after “carbamazepine and benzoquinone”, insert

“, wherein the APl and co-crystal former are hydrogen bonded to each other".
2. In claim 61, in line 20, after “carbamazepine and benzoquinone” insert

“, wherein the APl 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 APl 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

NPC-UNIV-000006280

NOVARTIS EXHIBIT 1023
Novartis v. Regents, IPR2023-01346
Page 1002 of 1101



Application/Control Number: 10/660,202 Page 4
Art Unit: 1627

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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Renee Claytor
/SREENI PADMANABHAN/

Supervisory Patent Examiner, Art Unit 1627
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