
DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorn y Dock t Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Orn Almarsson 

APPLICATION DATA SHEET (37 C.F.R. § 1.76) COMPLETE IF KNOWN 

Application Number 

~ Declaration □ Declaration FilinQ Date September 11, 2003 
Submitted OR Submitted after Initial 
with Initial Filing (surcharge Group Art Unit 
Filing (37 CFR 1.16 (e)) required) 

ElC::iminer Name 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 
As the below named inventor(s), I/we declare that: 
This declaration is directed to: 

The attached application, or 
Application No. , filed on 

as amended on (if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

U we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) of Inventors 

Inventor One: Om Almarsson Citizen of: IS 

Signature: 

Inventor Two: Magali Bourghol Hickey Citizen of: US 

Signature: 

Inventor Three: Matthew L. Peterson Citizen of: US 

Signature: 

Inventor Four: Michael J. Zaworotko Citizen of: US 

Signature: 

~ Additional inventors are being named on the I additional form(s) attached hereto . 

n, n.uv-.,, u ,ew Appucauon r orm " • "~ IVl'I •• . uoc~ ... ,..,sa 
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Page 2 of 2 

DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorney Dock t Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Orn Almarsson 

APPLICATION DATA SHEET (37 C.F.R. § 1.76) COMPLETE IF KNOWN 

Aoolication Number 

r8J Declaration □ Declaration Filino Date September 11, 2003 
Submitted OR Submitted after Initial 
with Initial Filing (surcharge Group Art Unit 
Filing (37 CFR 1.16 (e)) required) 

Examiner Name 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

As the below named inventor(s), I/we declare that: 

This declaration is directed to: 

The attached application, or 
Application No. , filed on 

as amended on (if applicable}; 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

I/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patcntability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) oflnventors 

Inventor Five: Brain Moulton Citizen of: US 

Signature: 

Inventor Six: Nair Rodriguez-Homedo Citizen of: US 

Signature: 

Inventor Seven: Citizen of: 

Signature: 

J:\TPl\350CI \New Application Forms\DECLARA TION4APPL!CA TION WITHADS.doc\DNB\ssa 
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r 

Please type a plus sign(+) inside this box ----+ G 
PTOISB/81 (02-01) 

Approved for use through 1013112002. 0MB 0651-0035 
U.S. Patent and Trademark Office; U.S. DEARTMENT OF COMMERCE 

Under the PanANK>rk Reduction A~ of 1995. no oersons are r ,auired to resPond to a c:olleclion of information unless it disolavs a valid 0MB control number. 

,rnrnIcat1on Numoer " Filina Date Seotember 11, 2003 
First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Title Pharmaceutical Co-Crvstal Comoositio 
Grouo Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

-
I hereby appoint: 

I I 
Place Customer 

r8'J 23557 
~ 

Number Bar Code Practitioners at Customer Number 
OR Label here 

□ Practitioner(s) named below: 

Name Reoistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 
r8'J The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number 
I I 

~ Number Bar Code 
Label here 

OR 
Firm or 

0 Individual Name 
Address 
Address 
Citv State I Zio I 
Countrv 
Telephone Fax I 

I am the: 

r8'J Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Form PTO/SB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name brn Almarsson 

Sia nature 

Date 
NOTE: Signatures of all the inventors or assignees of recoro of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sionature is reouired. see below•. 
0 "Totalof forms are submitted. 

Burden Hour Statement: This form Is estimated to take 3 minutes to complete. Time will vary depending upon the needs of the mdIvIdual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents. Alexandria. VA 22313. 
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r 

~ 

Please type a plus sign(+) inside this box -+ G 
PTO/SB/81 (02-01) 

Approved for use through 10/31/2002. 0MB 0651-0J35 
U.S. Patent and Trademark Office; U.S. DEARTMENT OF COMMERCE 

Under the Pa-rk Reduction Act of 1995. no oersons are reouired to resDOnd lo a collection of information unless it disPlavs a valid 0MB control number. 

Aoo11cat1on Numoer ...._ 

Filing Date September 11, 2003 
First Named Inventor Om Almarsson 

POWER OF ATTORNEY OR Title Pharmaceutical Co-Crvstal Compositio 
Group Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

, 

I hereby appoint: 

I I 
Place Customer 

[2J 23557 
~ 

Number Bar Code Practitioners at Customer Number -
OR Label here 

□ Practitioner(s) named below: 

Name Reaistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

[2J The above-mentioned Customer Number. 
OR Place Customer 

□ Practitioners at Customer Number I I 
. Number Bar Code . 

Label here 

OR 
Firm or 

D Individual Name 

Address 
Address 
Citv State I Zio I 
Countrv 
Telephone Fax l 

I am the: 
[2J ApplicanUI nventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 GFR 3. 73(b) is enclosed. (Form PTOISB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Maciali Bourqhol Hickev 

Sianature 

Date 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one siQnature is reQuired, see below•. 

D 'Totalof forms are submitted. 

Burden Hour Statement This form 1s estimated to take 3 minutes to complete. Time will vary depending upon the needs of the 1nd1v1dual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington. DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS SEND TO; Commissioner for Patents, Alexandria. VA 22313. 
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r 

Please type a plus sign(+) inside this box --+ G 
PTOISB/81 (02-01) 

Approved for use through 10/3112002. 0MB 0651-0035 
US. Patent and Trademarl< Office: U.S. DEARTMENT OF COMMERCE 

Under the PanA<Wnfk Reduction Act of 1995. no oersons are tn11ired to resoond to a collection of information unless it disolavs a valid 0MB control number. 

A1>cncat1on Numoer ..., 
Filing Date Seotember 11, 2003 
First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Title Phannaceutical Co-Crvstal Comcositio 
Group Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

I hereby appoint: 

I I 
Place Customer 

~ Practitioners at Customer Number 23557 ~ Number Bar Code 

OR Label here 

□ Practitioner(s) named below: 

I 

Name 

I 

ReliJistration Number 

I 
as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark. Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

~ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number 

I I Number Bar Code ~ 

Label here 
OR 

Firm or 

D Individual Name 

Address 
Address 
Citv State I Zio I 
Countrv 
Telephone Fax I 

I am the: 

~ Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b} is enclosed. (Form PTOISB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Brian Moulton 

Si A nature 

Date 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms ii more than one sianature is reouired, see below•. 
D "Total of forms are submitted. 

Burden Hour Statement: Thrs form Is estimated to take 3 minutes to complete. nme will vary depending upon the needs of the IndIvIduaI case. Any comments 
on the amount of ume you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria. VA 22313. 

N PC-UN IV-000004888 
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Please type a plus sign(+) inside this box --+ G 
PTO/S8/81 (02.01) 

Approved for use through 10/31/2002. 0MB 0651.0035 
U.S. Patent and Trademark Office; U.S. DEARTMENT OF COMMERCE 

Under the Pa~rk Reduction Act of 1995. no oersons are r = ired to res~" to a collection of inforrnat,on unless rt disolavs a valid 0MB control number . 
r .. urn1cat1on Numoer ~ 

Filina Date September 11, 2003 
First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Title Pharmaceutical Co-Crvstal Comoositio 
Group Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

I hereby appoint: 

I I 
Place Customer 

~ 23557 
. 

Number Bar Code Practitioners at Customer Number -
OR Label here 

□ Practitioner(s) named below: 

Name ReQistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

0 The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I - Number Bar Code 

Label here 
OR 

Firm or 

0 Individual Name 

Address 

Address 

City State I Zip I 
Countrv 

Teleohone Fax I 

I am the: 

0 Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3. 71. 
Statement under 37 CFR 3. 73(b) is enclosed. {Form PTO/SB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Matthew L. Peterson 

SiQnature 

Date 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sianature is required, see below•. 
D 'Total of forms are submitted. 

Burden Hour Statement: This form 1s estimated to take 3 minutes to complete. Time will vary depending upon the needs of the md1v1dual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313 

N PC-UN IV-000004889 
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Please type a plus sign(+) inside this box --+ GJ 
PT0/$8/81 {02-01) 

Approved for use through 10/3112002. 0MB 0651-0035 
U.S. Patent and Trademark Office: U.S. OEARTMENT OF COMMERCE 

Under the Paoe,work Reduction Act of 1995, no oersons are r n, ired to res"""" to a collection of information unless rt disolavs a valid 0MB control number 

r Nuu,1cauon Numoer "II 
Filing Date September 11, 2003 

First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Title Pharmaceutical Co-Crystal Compositio 
Group Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

I hereby appoint: 

I I 
Place Customer 

(g] Practitioners at Customer Number 23557 ~ Number Bar Code 

OR Label here 

□ Practitioner(s) named below: 

I 

Name 

I 

Reaistration Number 

I 
as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 
(gJ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I 

. Number Bar Code ~ 

Label here 
OR 

Firm or 

0 Individual Name 

Address 
Address 
City State I Zip I 
Countrv 
Teleohone Fax I 

I am the: 

(g] ApplicanVI nventor. 

□ Assignee of record of the entire interest. See 37 CFR 3. 71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Fonn PTO/SB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Nair Rodriauez-Hornedo 

Sic:inature 

Date 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submrt multiple 
forms if more than one sianature is required, see below·. 
D "Total of forms are submitted. 

Burden Hour Statement. This form Is estimated to take 3 minutes to complete. Time wdl vary depending upon the needs of the mdtvIdual case. Any comments 
on the amount of lime you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313. 

N PC-UN IV-000004890 
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Please type a plus sign(+) inside this box ----+@ 
PTO/SB/81 (02-01) 

Approved for use through 10/31/2002. 0MB 0651-0035 
U.S. Patent and Trademar1< Office; U.S. DEARTMENT OF COMMERCE 

Under the Pa-rt< Reduction Act of 1995. no oersons are r "'•ired to res="" to a collection of information unless rt dis"""'s a valid 0MB control number. 
r /o\0011cat1on Numoer " Filing Date Seotember 11, 2003 

First Named Inventor Om Almarsson 

POWER OF ATTORNEY OR Title Pharmaceutical Co-Crvstal Compositic 
Group Art Unit 

AUTHORIZATION OF AGENT Examiner Name unknown 
Attorney Docket Number TPl-350C1 

I hereby appoint: 

I I 
Place Customer 

~ 23557 
~ 

Number Bar Code Practitioners at Customer Number 
OR Label here 

□ Practitioner(s) named below: 

Name Reciistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

~ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I 

~ Number Bar Code 
Label here 

OR 
Firm or 

0 Individual Name 

Address 
Address 
Citv State I Zip I 
Countrv 
Telephone Fax I 

I am the: 

~ Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Form PTOISB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Michael J. Zaworotko 

Sionature 

Date 
NOTE: Signatures of all ttle inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sianature is reauired. see below'. 
D 'Total of forms are submitted. 

Burden Hour Statement: This form Is estimated to take 3 minutes to complete. Time will vary depending upon the needs of the ind1v1dual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office. Washington. DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents. Alexandria. VA 22313. 

-
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APPLICATION DAT A SHEET Docket No. TPl-350C1 

Application Information 

Application Type:: 

Subject Matter:: 

Suggested Classification:: 

Suggested Group Art Unit:: 

CD-RO Mor CD-R?:: 

Number of CD disks:: 

Number of copies of CDs:: 

Sequence submission?:: 

Computer Readable Form?:: 

Number of Copies of CRF:: 

Title:: 

Attorney Docket Number:: 

Request for Early Publication:: 

Request for Non-Publication:: 

Suggested Drawing Figure:: 

Total Drawing Sheets:: 

Small Entity?:: 

Petition included?:: 

Petition Type:: 

Secrecy Order in Parent Appl.?:: 

Regular 

Utility 

None 

None 

None 

None 

None 

None 

No 

None 

Pharmaceutical Co-Crystal Compositions 

TPl-350C1 

No 

No 

None 

66 

Yes 

No 

N/A 

No 

1/6 09/11/03 

N PC-UN IV-000004892 
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APPLICATION DATA SHEET 

Applicant Information 

Applicant Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor One Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Two Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Two Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

Iceland 

Unknown 

Cm 

Al mars son 

Shrewsbury 

MA 

us 
22 Farmington Drive 

Shrewsbury 

MA 

us 
01545 

Inventor 

us 
Unknown 

Magali 

Bourghol Hickey 

Medford 

MA 

us 
342 Malden Street 

Medford 

MA 

us 
02155 

2/6 

Docket No. TPl-350C1 

09/11/03 

N PC-UN IV-000004893 
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APPLICATION DATA SHEET 

Applicant Information 

Applicant Three Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Three Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Four Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Four Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

us 
Unknown 

Matthew L. 

Peterson 

Framingham 

MA 

us 
60 Linda Avenue 

Framingham 

MA 

us 
01701 

Inventor 

us 
Unknown 

Michael J. 

Zaworotko 

Tampa 

FL 

us 
4202 E. Fowler Ave. 

Tampa 

FL 

us 
33620 

3/6 

Docket No. TPl-350C1 

09/11/03 

N PC-UN IV-000004894 
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APPLICATION DATA SHEET 

Applicant Information 

Applicant Five Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Five Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Six Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Six Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

us 
Unknown 

Brian 

Moulton 

Tempie Terrace 

FL 

us 
13455 Century Cove Dr. #325 

Temple Terrace 

FL 

us 
33637 

Inventor 

us 
Unknown 

Nair 

Rodriguez-Hornedo 

Ann Arbor 

Ml 

us 
1690 Northbrook Dr. 

Ann Arbor 

Ml 

us 
48103 

4/6 

Docket No. TPl-350C1 

09/11/03 

N PC-UN IV-000004895 
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APPLICATION DATA SHEET Docket No. TPl-350C 1 

Representative Information 

Representative Customer Number:: 000023557 

Representative Designation:: 

Primary 

Registration Number:: 

45,332 

Representative Name:: 

Frank C. Eisenschenk, Ph.D. 

Correspondence Information 

Name Line One:: 

Name Line Two:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Telephone Number One:: 

Telephone Number Two:: 

Fax Number:: 

Electronic Mail Address:: 

Frank C. Eisenschenk, Ph.D. 

Saliwanchik, Lloyd & Saliwanchik, A Professional 

Association 

2421 N.W. 41 st Street, Suite A-1 

Gainesville 

FL 

32606 

(352) 375-8100 

(352) 372-5800 

fce@slspatents.com 

5/6 09/11/03 

N PC-UN IV-000004896 
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APPLICATION DAT A SHEET Docket No. TPl-350C1 

Domestic Priority Information 

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 fonnulae}. 

Application:: Continuity Type:: Parent Application:: Parent Filing Date:: 

This application is a Continuation-In-Part of PCT US03/xxxxx September 4, 2003 

which is a Continuation-In-Part of 10/378,956 March 3, 2003 

which claims the benefit of 60/360,768 March 1, 2002 

Said PCT US03/xxxxx September 4, 2003 

Also claims the benefit of 60/451,213 February 28, 2003 

And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 

This application is also a Continuation-In-Part of 10/637,829 August 8, 2003 

which is a Divisional of 10/295,995 November 18, 2002 

which is a Continuation of 10/232,589 September 3, 2002 

which claims benefit of 60/406,974 August 30, 2002 

And 60/380,288 May 15, 2002 

And 60/356,764 February 15, 2002 

This application is also a Continuation-In-Part of 10/449,307 May 30, 2003 

which claims the benefit of 60/463,962 April 18, 2003 

And 60/444,315 January 31, 2003 

And 60/439,282 January 10, 2003 

And 60/384,152 May 31, 2002 

This application is also a Continuation-In-Part of 10/601,092 June 20, 2003 

This application also 60/451,213 February 28, 2003 
claims the benefit of 
And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 

Foreign Priority Information 

Country:: Application Number:: Filing Date:: Priority Claimed:: 

6/6 09/11/03 

N PC-UN IV-000004897 
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Application or Docket Number 

PATENT APPLICATION FEE DETERMINATION RECORD 
Effective January 1 , 2003 

CLAIMS AS FILED • PART I 

TOTAL CLAIMS 

FOR NUMBER EXTRA 

TOTAL CHARGEABLE CLAIMS _minus20= * 

* 
INDEPENDENT CLAIMS minus3 = 

MULTIPLE DEPENDENT CLAIM PRESENT 
□ 

* If the difference in column 1 is less than zero, enter "0" in column 2 

CLAIMS AS AMENDED - PART II 
Column 1 Column 2 Column 3 

CLAIMS HIGHEST 
REMAINING NUMBER PRESENT 

AFTER PREVIOUSLY EXTRA 
AMENDMENT PAID FOR 

Total * Minus *"' = 

Independent * Minus *** 
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM 

Column 1 Column 2 Column 3 
CLAIMS HIGHEST 

REMAINING NUMBER PRESENT 
AFTER PREVIOUSLY EXTRA 

AMENDMENT PAID FOR 

Total * Minus *"' 
Independent * Minus *** 
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM 

Column 1 
CLAIMS 

REMAINING 
AFTER 

AMENDMENT 

Column 2 Column 3 
IGHEST 

NUMBER PRESENT 
PREVIOUSLY EXTRA 

PAID FOR 

* Minus *"' 
Minus *** 

FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM 

SMALL ENTITY 
TYPE c:::J 

RATE FEE 

BASIC FEE 375.00 

X$9= 

X42= 

+140= 

TOTAL 

OTHER THAN 
OR SMALL ENTITY 

RATE FEE 

OR ASIC FEE 750.00 

OR X$18= 

X84= 
ORl-----ll-,'-l,:~~ 

OR +280= 

OR TOTAL ~, ':t) 

OTHER THAN 
SMALL ENTITY OR SMALL ENTITY 

ADDI-
RATE TIONAL 

FEE 

X$9= 

X42= 

+140= 

TOTAL 
ADDIT.FEE 

ADDI-
RATE TIONAL 

FEE 

X$9= 

X42= 

+140= 

TOTAL 
ADDIT. FEE 

ADDI-
RATE TIONAL 

FEE 

X$9= 

X42= 

+140= 

ADDI­
RATE TIONAL 

FEE 

OR X$18= 

X84= 
OR..__--11------a 

OR +280= 

TOTAL 
OR ADDIT. FEE._ __ _. 

ADDI-
RATE TIONAL 

FEE 

OR X$18= 

X84= 
OR 1-----1----11 

OR +280= 

TOTAL 
OR ADDIT. FEE 

ADDI-
RATE TIONAL 

FEE 

OR X$18= 

OR X84= 

OR +280= 
* If the entry in column 1 is less than the entry in column 2, write •o• in column 3. TOTAL TOTAL 
** If the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20." OR ADDIT. FEE._ __ _. 
-tt the "Highest Number Previously Paid For" IN THIS SPACE is less than 3, enter "3. • 

ADDIT. FEE 

The "Highest Number Previously Paid For" (Total or Independent) is the highest number found in the appropriate box in column 1. 

FORM PT0-875 (Rev. 12/02) 'U.S. Government Printing Office: 200:.-499-464ll9011 Patent and Trademar1< Office, U.S. DEPARTMENT OF COMMERCE 
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PATENT APPLICATION SERIAL NO. 

09/15/2003 WABRHAM100000018190065 10660202 

01 FC:2001 
02 FC:2202 
OJ FC:2201 

375.00 DA 
153.00 DA 
714.00 DA 

PT0-1556 
(5/87) 

·u.s. Government Printing Office: 2002 - 489-267/69033 

---------

U.S. DEPARTMENT OF COMMERCE 
PATENT AND TRADEMARK OFFICE 

FEE RECORD SHEET 
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C\ 
I hereby certify that this correspondence is bein Ill¥ 1 0 21m : 
deposited with the United States Postal Service :71 ~ t~ 

PRELIMINARY AMENDMENT 
Patent Application 

first class mail in an envelope addressed to: rt ?11,40 t,.i-~ Docket No. TPI-350Cl 
Commissioner for Patents, P.O. Box 1450 Serial No. 10/660,202 
Alexan ·a, VA 22313 Nove er 3, 2003. 

V"JVV\-l~~W/V"L 

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. 

Filed 

10/660,202 

September 11, 2003 

For Pharmaceutical Co-Crystal Compositions 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

PRELIMINARY AMENDMENT 

Applicants respectfully request that the above-identified patent application be amended as 

follows: 

J:\TPl\350Ci\Pre-Amd.doc/DNB/sl 
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In the Specification 

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

Please substitute the following paragraph on page 1, beginning at line 4: 

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

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

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

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

PCT US03/XXXXX PCT/US03/27772, filed on September 4, 2003 which is a continuation-in-part 

of U.S. Patent Application No. 10/378,956, filed March 1, 2003, which claims the benefit of U.S. 

Provisional Application No. 60/360,768, filed March 1, 2002; said PCT US03/XXXXX 

PCT/US03/27772 also claims the benefit of US Provisional Patent Application No. 60/451,213 filed 

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

and U.S. Provisional Application No. 60/487,064, filed on July 11, 2003. This application is also a 

continucation-in-part of U.S. Patent Application No. 10/637,829, filed August 8, 2003, which is a 

divisional of U.S. Patent Application No. 10/295,995, filed November 18, 2002, which is a 

continuation of U.S. Patent Application No. I 0/232,589, filed September 3, 2002, which claims the 

benefit of US Provisional Patent Application No. 60/406,974, filed August 30, 2002 and US 

Provisional Patent Application No.60/380,288, filed May 15, 2002 and US Provisional Patent 

Application No. 60/356,764, filed February 15, 2002. This application is also a continuation-in-part 

of US Patent Application No. 10/449,307, filed May 30, 2003 which claims the benefit of US 

Provisional Patent Application No. 60/463,962 filed April 18, 2003 and US Provisional Patent 

Application No. 60/444,315, filed January 31, 2003 and US Provisional Patent Application No. 

60/439,282 filed January 10, 2003 and US Provisional Patent Application No. 60/384,152, filed May 

31, 2002. This application is also a continuation-in-part of US Patent Application No. 10/601,092, 

filed June 20, 2003, which claims the benefit of US Provisional Patent Application No. 60/451,213, 

filed February 28, 2003. Each of these applications is hereby incorporated by reference in their 

entireties, including all figures, tables and formulae. 

J:\TPl\350CI\Pre-Amd.doc/DNB/sl 
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Remarks 

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

The amendments to the "Incorporation by Reference" section are being made to insert the 

international PCT application number which is a continuation-in-part of the subject application. 

Entry of the amendments presented herein is respectfully requested. Applicants respectfully assert 

that no new matter has been added by these amendments. 

The Commissioner is hereby authorized to charge any fees under 3 7 CFR § § 1.16 or 1.1 7 as 

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

FCE/sl 

J :\TPl\350CI \Pre-Amd.doc/DNB/sl 

Respectfully submitted, 

~l~~L 
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: 2421 N.W. 41st Street, Suite A-1 

Gainesville, FL 32606-6669 
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I hereby certify that this correspondence is being 
deposited with the United States Postal Service as fir \ p ~"'-. 
class mail in an envelope addressed to: 0 ~ ,... , 

SUBMISSION OF SUPPLEMENTAL 
APPLICATION DATA SHEET 
UNDER 37 CFR 1.76 
Patent Application Commissioner for Patents, P.O. Box 1450 - ~~-. 

Alexandria, VA 22313-1450 on 111 ' t\ ~ tl;c Lb4r= ~~ l 
Docket No. TPI-350Cl 
Serial No. 10/660,202 

k, ~&fRAD~.._~ 
/ 

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

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

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

Serial No. 

Filed 

For 

10/660,202 

September 11, 2003 

Pharmaceutical Co-Crystal Compositions 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

SUBMISSION OF SUPPLEMENTAL APPLICATION DATA SHEET 
UNDER 37 CPR 1. 76 

Attached hereto please find a Supplemental Application Data Sheet amending the Domestic 
Priority Information and adding the Assignee information in the above-referenced patent application. 
Entry of amended Application Data Sheet into the record is respectfully requested and it is 
respectfully requested that an indication of the entry of this paper be transmitted to the undersigned. 

FCE/sl 

Respectfully submitted, 

~l~~t#L 
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: Saliwanchik, Lloyd & Saliwanchik 

2421 N.W. 41 st Street, Suite A-1 
Gainesville, FL 32606-6669 

Attachment: Supplemental Application Data Sheet with revised information 

J :\TPl\350C I \Comm-ADS.arnend.doc/DNB/dkt 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

ITRAO 
App 1cation lnformati n 

Application Type:: 

Subject Matter:: 

Suggested Classification:: 

Suggested Group Art Unit:: 

CD-ROMor CD-R?:: 

Number of CD disks:: 

Number of copies of CDs:: 

Sequence submission?:: 

Computer Readable Form?:: 

Number of Copies of CRF:: 

Title:: 

Attorney Docket Number:: 

Request for Early Publication:: 

Request for Non-Publication:: 

Suggested Drawing Figure:: 

Total Drawing Sheets:: 

Small Entity?:: 

Petition included?:: 

Petition Type:: 

Secrecy Order in Parent Appl.?:: 

Regular 

Utility 

None 

None 

None 

None 

None 

None 

No 

None 

Pharmaceutical Co-Crystal Compositions 

TPl-350C1 

No 

No 

None 

66 

Yes 

No 

N/A 

No 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Information 

Applicant Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor One Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Two Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Two Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

Iceland 

Unknown 

Orn 

Almarsson 

Shrewsbury 

MA 

us 
22 Farmington Drive 

Shrewsbury 

MA 

us 
01545 

Inventor 

us 
Unknown 

Magali 

Bourghol Hickey 

Medford 

MA 

us 
342 Malden Street 

Medford 

MA 

us 
02155 

2/7 Supplemental 10660202 09/11/03 11/3/03 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Inf rmation 

Applicant Three Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Three Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Four Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Four Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

us 
Unknown 

Matthew L. 

Peterson 

Framingham 

MA 

us 
60 Linda Avenue 

Framingham 

MA 

us 
01701 

Inventor 

us 
Unknown 

Michael J. 

Zaworotko 

Tampa 

FL 

us 
4202 E. Fowler Ave. 

Tampa 

FL 

us 
33620 

3/7 Supplemental 10660202 09/11 /03 11 /3/03 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Information 

Applicant Five Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Five Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Six Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Six Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

us 
Unknown 

Brian 

Moulton 

Temple Terrace 

FL 

us 
13455 Century Cove Dr. #325 

Temple Terrace 

FL 

us 
33637 

Inventor 

us 
Unknown 

Nair 

Rodriguez-Hornedo 

Ann Arbor 

Ml 

us 
1690 Northbrook Dr. 

Ann Arbor 

Ml 

us 
48103 

4/7 Supplemental 10660202 09/11/03 11/3/03 

N PC-UN IV-000004907 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 529 of 1101



SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Representative lnformati n 

Representative Customer Number:: 000023557 

Representative Designation:: 

Primary 

Registration Number:: 

45,332 

Representative Name:: 

Frank C. Eisenschenk, Ph.D. 

Correspondence Information 

Name Line One:: 

Name Line Two:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Telephone Number One:: 

Telephone Number Two:: 

Fax Number:: 

Electronic Mail Address:: 

Frank C. Eisenschenk, Ph.D. 

Saliwanchik, Lloyd & Saliwanchik, A Professional 

Association 

2421 N.W. 41 51 Street, Suite A-1 

Gainesville 

FL 

32606 

(352) 375-8100 

(352) 372-5800 

fce@slspatents.com 

5/7 Supplemental 10660202 09/11/03 11/3/03 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Domestic Priority Information 

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:: Continuity Type:: Parent Application:: Parent Filing Date:: 

This application is a Continuation-In-Part of PCT US03/xxxxx September 4, 2003 

PCT /US03/27772 

which is a Continuation-In-Part of 10/378,956 March 3, 2003 

which claims the benefit of 60/360,768 March 1, 2002 

Said PCT US03/xxxxx September 4, 2003 

PCT /US03/27772 

Also claims the benefit of 60/451,213 February 28, 2003 

And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 

This application is also a Continuation-In-Part of 10/637,829 August 8, 2003 

which is a Divisional of 10/295,995 November 18, 2002 

which is a Continuation of 10/232,589 September 3, 2002 

which claims benefit of 60/406,974 August30,2002 

And 60/380,288 May 15, 2002 

And 60/356,764 February 15, 2002 

This application is also a Continuation-In-Part of 10/449,307 May 30, 2003 

which claims the benefit of 60/463,962 April 18, 2003 

And 60/444,315 January 31, 2003 

And 60/439,282 January 10, 2003 

And 60/384,152 May 31, 2002 

This application is also a Continuation-In-Part of 10/601,092 June 20, 2003 

This application also 60/451,213 February 28, 2003 
claims the benefit of 
And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 

Foreign Priority Information 

Country:: Application Number:: Filing Date:: Priority Claimed:: 

6/7 Supplemental 10660202 09/11/03 11/3/03 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

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:: 

TransForm Pharmaceuticals, Inc. 

29 Hartwell Avenue 

Lexington 

Massachusetts 

us 

02421 

University of South Florida 

4202 East Fowler Avenue. FAO 126 

Tampa 

FL 

us 

33620-7900 

The Regents of the University of Michigan 

Wolverine Tower, Room 2071. 3003 S. State Street 

Ann Arbor 

Ml 

us 

48109-1280 

7/7 Supplemental 10660202 09/11/03 11/3/03 
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I hereby certify that this correspondence is being 'ti ... 
deposited with the United States Postal Service as NOV 1 0 2903 ., 

INFORMATION DISCLOSURE 
STATEMENT 

first class mail in an envelope addressed to: l · sf, 
~ .. ~ 

ti l"R40£1,\._~ 
Commissioner for Patents, P.O. Box 1450 
Alex ia, VA 22313 on November 6, 2003. o~ 
Frank C. Eisenschenk, Ph.D., Patent Attorney 

Examining Group Unknown 
Patent Application 
Docket No. TPI-350Cl 
Serial No. I 0/660,202 

IN THE UNITED STATES PA TENT AND TRADEMARK OFFICE 

Unknown Art Unit 

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

Serial No. 

Filed 

Conf. No. 

For 

10/660,202 

September 11, 2003 

Unknown 

Pharmaceutical Co-Crystal Compositions 

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

INFORMATION DISCLOSURE STATEMENT UNDER 37 CFR §§ 1.97 AND 1.98 
Sir: 

In accordance with 37 CFR § 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. 

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 statement. 

FCE/ssa 

Respectfully submitted, 

Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: 2421 N.W. 41st Street, Suite A-I 

Gainesville, FL 32606-6669 

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

J:\TPl\350CI\JDS\file-initial-IDS.doc/DNB/ssa 
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PTO/SB/08A (08-03) 
Approved for use through 07/31/2006. 0MB 0651-0031 

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
1995, no persons are required to respond to a collection of information unless it contains a valid 0MB 

If 
Under the Paperwork + 
control number 

r Substitute for form 1449A/PTO 
Complete if Known 

Application Number 10/378,956 
INFORMATION DISCLOSURE Filing Date September 11, 2003 
STATEMENT BY APPLICANT 

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

Examiner Name 

\.. Sheet I 1 I of I 2 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

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

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

known) Figures Appear 

U1 US-
U2 US-
U3 US-
U4 US-
U5 US-
U6 US-
U7 US-
U8 US-
U9 US-

FOREIGN PATENT DOCUMENTS 

Examiner 
Initials* 

[ Examiner 
Signature 

Cite 
No. 1 

F1 
F2 
F3 
F4 
F5 
F6 
F7 

Foreign Patent Document 

Countrv Code ' • Number• • Kind Code5 (if known) 

GB 1297 261 A 

Publication Dale 
MM-DD-YYYY 

11-22-1972 
(22 Nov 1972) 

Name of Patentee or 
Applicant of Cited Document 

E.R Sauibb & Sons, Inc. 

I Date 
Considered 

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

whole document 

"' 

.,J 

] 
*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. lndude copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www.uspto.gov or MPEP901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard T.3). • For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by ·the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete. 
induding 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. 

Jfyou need assistance in completing the form, call 1-800-PT0-9199 (1-800-786-9199) and select option 2. 

J :\ TPI\350C I \IDS\IDS-PTO-SB-08-1449 _refs fromPCT-ISR&USF.doc/DNB/ssa 
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Under the Paperwo f 1995, 

PTO/SB/08B (08-03) 
Approved for use through 07/31/2006. 0MB 0651-0031 

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
no persons are required to respond to a collection of information unless it contains a valid OMS 

control number 
c;om ptete 11 l'\llOWn 

Substitute for form 1449B/PTO 
Application Number 10/378,956 INFORMATION DISCLOSURE Filing Date September 11, 2003 

STATEMENT BY APPLICANT First Named Inventor Orn Almarsson 

(use as many sheets as necessary) 
Group Art Unit 
Examiner Name 

Sheet I 2 I ot I 2 Attorney Docket Number TPl-350C1 

NON PATENT LITERATURE DOCUMENTS 
Include name of the author (in CAPITAL LETTERS), title of the article, (when appropriate), title of the 

.... 

~ 

Examiner Cite 
Initials* No. 1 item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue T2 

Examiner 
Si nature 

R1 

R2 

R3 

R4 

RS 

R6 

R7 

RB 

R9 

R10 

R11 

R12 

R13 

number(s), publisher, citv and/or country where published. 

BRADER, M.L. et a/. Nature Biotechnol., 2002, 20 :800-804. 

EL-NAHHAS, S.A. Phannazie, 1996, 51(12):960-963. 

FLEISCHMAN, S.G. et al. Crystal Growth & Design., 2003, 3(6): 909-919. 

OSWALD, I.D.H. eta/. Acta Cryst., 2002, B58:1057-1066. 

REYNOLDS, J.E.F. (ed). Martindale, The Extra Pharmacopoeia, 1993, The Pharmaceutical Press, London, 
England, 13th Edition, pp. 1431 (e.g., Acetaminophen, Aspirin, and Caffeine Tablets), 1465 (e.g., Aspirin plus C), 
1521 (Codafen Continus), 1610 (Gaboril Complex). 

WALSH, R.D. Bailey et al. Chem. Commun., 2003, 2003:186-187. 

Date 
Considered 

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance 
and not considered. lndude copy of this form with next communication to applicant. 
1 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-PT0-9199 (1-800-786-9199) and select option 2. 
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I hereby certify that this correspondence is being 
deposited with the United States Postal Service as 
first class mail in an envelope addressed to: 

SUPPLEMENTAL INFORMATION 
DISCLOSURE STATEMENT 
Patent Application 

Commissioner for Patents, P~ Box 1450 
Alexandria, VA 22313 on ~r·,\ )\ 

1
JPJ{:. 

~le£~,~L 
Frank C. Eisenschenk, Ph.D., Patent ttomey 

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

~ 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

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

Serial No. 

Filed 

For 

10/660,202 

September 11, 2003 

Pharmaceutical Co-Crystal Compositions 

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

Sir: 

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 

UNDER 37 CFR §§1.97 AND 1.98 

In accordance with 37 CFR §1.97 and §1.98, the references listed on the attached Forms 

PTO/SB/08A and PTO/SB/08B are being brought to the attention of the Examiner for 

consideration in connection with the examination of the above-identified patent application. 

Copies of the cited documents and the Search Report are enclosed. It is respectfully requested 

that the references listed on the attached Forms PTO/SB/08A and PTO/SB/08B be considered 

and made of record in the examination of the subject application. 
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2 Docket No. TPI-350Cl 
Serial No. 10/660,202 

The undersigned hereby certifies that the items of information contained in this statement 

were 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 statement. 

Applicants respectfully assert that the requirements of 37 CFR §§ 1.97 and 1.98 are met 

by the foregoing. 

Though no fees are believed to be required for this paper, the Patent Office is hereby 

authorized to charge any fees required by this paper to Deposit Account No. 19-0065. 

FCE/ehm 

Respectfully submitted, 

~lQ~~ 
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: 2421 N.W. 41 st Street, Suite A-1 

Gainesville, FL 32606-6669 

Attachments: Forms PTO/SB/08A and PTO/SB/08B 
Copies of Listed References 
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PTO/SB/08B (08-03) 
Approved for use through 07/31/2006. 0MB 0651-0031 

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
II . f. t . Under the Panerwork Reduction Act of 1995 no nersons are reauired to resnnnd to a co ectIon o 1n ormatIon unless it contains a valid 0MB control number. 

'substitute for form 1449/PTO 
Complete if Known "' Application Number 10/660,202 

INFORMATION DISCLOSURE Filing Date September 11 , 2003 

STATEMENT BY APPLICANT First Named Inventor Orn Almarsson 

Art Unit 
(Use as many sheets as necessary) 

Examiner Name 

Sheet 12 I of 12 Attorney Docket Number TPl-350C1 

NON PATENT LITERATURE DOCUMENTS 
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of 
Initials* No.1 the item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue T2 

Examiner I 
SignaturE: 

5 

number(s), oublisher, citv and/or countrv where oublished. 

WEISSBUCH, L et aL, "Understanding and Control of Nucleation, Growth, 
Habit, Dissolution and Structure ... ," Acta Cryst. (1995). pp. 115-148, vol. B51 

I Date 
Considered 

•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 
1 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, ca/11-800-PTO-9199 (1-800-786-9199) and select option 2. 
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ti. PTO/SB/OBA {08-03) £ Approved for use through 07/31/2006. 0MB 0651-0031 

?' U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
ct J;qAOE • • ,~-+,, nder the Paoerwork Reduction Act of 1995 no oersons are reauired to resoond to a collection of information unless it contains a valid 0MB control number. 

- Complete if Known "I 
Substitute for form 1449/PTO 

Application Number 10/660,202 

INFORMATION DISCLOSURE 
Filing Date September 11, 2003 
First Named Inventor Orn Almarsson 

STATEMENT BY APPLICANT Art Unit 

\.. C:,hoot 11 

Examiner 
Initials" 

Examiner 
Initials' 

Examiner 
Signature 

Cite 
No.1 

Cite 
No.' 

1 

2 

3 
4 

(Use as many sheets as necessary) Examiner Name 

I nt 12 Attorney Docket Number TPl-350C1 ~ 

U. S. PATENT DOCUMENTS 
Document Number Publication Date Name of Patentee or Pages, Columns, Lines, Where 

MM-DD-YYYY Applicant of Cited Document Relevant Passages or Relevant 

Number-Kind Code21"""""1 Figures Appear 

US-

US-

US-

US-

US-

us-
US-

US-

US-

US-

US-

US-

US-

US-

US-

US-

US-

US-

US-

FOREIGN PATENT DOCUMENTS 
Foreign Patent Document Publication Name of Patentee or Pages, Columns, Lines, 

Date Applicant of Cited Document Where Relevant Passages 
MM-DO-YYYY T" 

Countrv Code3 "Number' "Kind Code5 (if known\ 
Or Relevant Figures Appear 

WO 03/074474 A2 09-12-2003 

WO 03/033462 A2 04-24-2003 

WO 01i51919 A2 07-19-2001 
WO 01/42222 A1 06-14-2001 

Zaworotko et al 

Ma!zger et al. 

Levinson et al. 

Ferro et al. 

e 
nsidered 

Pis review all 

Pis review all 

Pis review all 

Pis review ail 

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of 
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST .16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademark Office, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND 
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, ca/11-800-PTO-9199 (1-800-786-9199) and select option 2. 
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I here~ ~rtify t~ 'is correspondence is being 
deposite ' ~ nited States Postal Service as 
first class mail in an envelope addressed to: 
Commissioner for Patents, P.O. Box 1450 
Alexan~, VA 22313 on Jo\'\e IS.>~· 

~l~~~L 
Frank C. Eisenschenk, Ph.D., Patent Attorney 

SECOND SUPPLEMENTAL 
INFORMATION DISCLOSURE 
STATEMENT 
Patent Application 
Docket No. TPI-350Cl 
Serial No. 10/660,202 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

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

Serial No. 

Filed 

For 

10/660,202 

September 11, 2003 

Pharmaceutical Co-Crystal Compositions 

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

SECOND SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 

UNDER 37 CFR §§1.97 AND 1.98 

Sir: 

In accordance with 37 CFR § 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. 

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. 

J :\TPl\350CJ \IDS\2nd.SIDS.doc/DNB/amh 
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2 Docket No. TPI-350Cl 
Serial No. 10/660,202 

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

are met by the foregoing statement. 

FCE/arnh 
Attachments: Forms PTO/SB/08 

Respectfully submitted, 

~t~~l 
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: 2421 N.W. 41 st Street, Suite A-1 

Gainesville, FL 32606-6669 

Copies of Listed References 
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PTO/SB/08A (08-03) 
Approved for use through 07/31/2006. 0MB 0651-0031 

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
on Act of 1995, no persons are required to respond to a collection of information u~less it contains a valid 0MB + 

Substitute for fonn 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 

Sheet 1 of 

Examiner Cite 
Document Number 

Initials* No. 1 Number - Kind Code' (if 
known) 

U1 US-

U2 US-

U3 US-

U4 US-

U5 US-

U6 US-

U7 US-

U8 US-

U9 US-

Complete if Known 

Application Number 10/660,202 
Filing Date Se tember 11, 2003 
First Named Inventor Orn Almarsson 
Art Unit 

Examiner Name 

1 Attorney Docket Number TPI-JS0C1 

U.S. PATENT DOCUMENTS 

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

MM-DD-YYYY of Cited Document Relevant Passages or Relevant 
Figures Appear 

FOREIGN PATENT DOCUMENTS 

Examiner 
Initials• 

[ Examiner 
~ignature 

Cite 
No.' 

F1 
F2 
F3 
F4 
F5 
F6 
F7 

ForeiQn Patent Document 

Countrv Code 3 - Number• - Kind Code5 {if known) 

WO 02/056878 A2 

WO 01/41536 A2 

EP 1167355 A1 

Publication Date 
MM-DD-YYYY 

07-25-2002 

06-14-2001 

01-02-2002 

Name of Patentee or 
Applicant of Cited Document 

Phannacia Coro. 

Phannacia Corp. 

Fako llaclari A.S. 

Date 
Considered 

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

All 

All 

All 

T6 

] 
'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. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard T.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. · 
This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO lo process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering. preparing, and submitting the completed application fonn to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of lime 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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UNITED STATES PATENT AND 'TRADEMARK OmcE 

Page 1 of 2 

UNITED STATES DEPARTMENT OF COMMERCE 
United Stutc:!t Putcnt und Trndcmnrk Office 
Addm,:CQl\,!MISS!ONER FOR PATENTS 

P.O. Box 1450 
Alexandria, Vi@nia 22313-1450 
www.urpto.gov 

I APPLICATION NUMBER FILING OR 371 (c) DATE FIRST NAMED APPLICANT ATTORNEY DOCKET NUMBER 

10/660,202 09/11/2003 Om Almarsson TPI-350CI 

Frank C. Eisenschenk, Ph.D. 
Saliwanchik, Lloyd & Saliwanchik 
A Professional Association 
2421 N.W. 41st Street, Suite A-1 
Gainesville, FL 32606 

CONFIRMATION NO. 6536 
FORMALITIES LETTER 

I IIIH 1111 II II~ 1111 1111 II~ II~ 111111111 H 1111 !1111111111111~ 1111 11111111 
·ocooooooo1329ooor 

Date Mailed: 07/21/2004 

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION 

FILED UNDER 37 CFR 1.53(b) 

Filing Date Granted 

l~ems Required To Avoid Abandonment: 

An application number and filing date have been accorded to this application. The item(s) indicated below, 
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all 
required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by 
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a). 

• The oath or declaration is unsigned. 
• To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16(e) of 

$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified 
in this letter. 

SUMMARY OF FEES DUE: 

Total additional fee(s) required for this application is $65 for a Small Entity 

• $65 Late oath or declaration Surcharge. 

Replies should be mailed to: Mail Stop Missing Parts 

Commissioner for Patents 

P.O. Box 1450 

Alexandria VA 22313-1450 

A copy of this notice MUST be returned with the reply. 
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Customer Service Center 
Initial Patent Examination Division (703) 308-1202 

PART 3 • OFFICE COPY 
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I hereby certify U'Kij~_ 

deposited with the rn e States Postal Service as 
first class mail in an envelope addressed to: 

THIRD SUPPLEMENT AL INFORMATION 
DISCLOSURE STATEMENT 

Commissioner for Patents, P.O. Box 1450 
Alexandria, VA 22313 on ~ 2.S ,--U:C<.\ 

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

Examining Group 1653 
Patent Application 
Docket No. TPI-350Cl 
Serial No. 10/660,202 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Art Unit 1653 

Applicants Om 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 

Sir: 

THIRD SUPPLEMENT AL INFORMATION DISCLOSURE STATEMENT 
UNDER 37 CFR §§1.97 AND 1.98 

In accordance with 3 7 CFR § 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 and the Partial International 

Search Report 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 ofrecord. 

J :\TPl\350C I \IDS\3d.SIDS.doc/DNB/sl 
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2 Docket No. TPI-350Cl 
Serial No. 10/660,202 

Applicants respectfully assert that the substantive provisions of37 CFR §§ 1.97 and 1.98 are 

met by the foregoing statement. 

FCE/sl 
Attachments: Form PTO/SB/08 

Copy of WO 0142221 

Respectfully submitted, 

~~s~~Q.....L 
Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: 2421 N.W. 41st Street, Suite A-1 

Gainesville, FL 32606-6669 

Copy of Partial International Search Report 

J:\TPl\350CI\IDS\3d.SIDS.doc/DNB/sl 
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PTO/SB/OBA (08-03) 
. Ci Approved for use through 07/31/2006. 0MB 0651-0031 + 

tt,," U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork R 5, no persons are required to respond to a collection of infonnation unless it contains a valid 0MB 
control number 

r Complete if Known Substitute for fonn 1449A/PTO 

INFORMATION DISCLOSURE 
Application Number 10/606,202 
Filing Date Seotember 11, 2003 STATEMENT BY APPLICANT 
First Named Inventor Orn Almarsson 

(use as many sheets as necessary) Art Unit 1653 
Examiner Name 

"- Sheet I 1 I of I 1 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

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

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

U1 US-
U2 us-
U3 US-
U4 US-
U5 US-
U6 US-
U7 US-
U8 US-
U9 US-

FOREIGN PATENT DOCUMENTS 

Examiner 
Initials• 

[ Examiner 
Signature 

Cite 
No.' 

F1 
F2 
F3 
F4 
F5 
F6 
F7 

Foreion Patent Document 

Countrv Code 3 • Number• • Kind Code• /if knownl 

WO 01/42221 A1 

Publication Date 
MM-DD-YYYY 

06-14-2001 

Name of Patentee or 
Applicant of Cited Document 

Pharmacia Coro. 

Date 
Considered 

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

All 

" 

~ 

r 

•EXAMINER: Initial if reference considered, whether or not citation is in confonnance with MPEP 609. Draw line through citation if not in confonnance and not 
considered. Include copy of this fonn with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www.uspto gov or MPEP901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard T.3). • For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. 6 Applicant is to place a check mark here if English language 
Translation is attached. 
This collection of infonnation 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. Tlme will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this fonn and/or suggestions for reducing this burden, should be sent to the Chief lnfonnation 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. 

/fyou need assistance in completing the form, ca/11-800-PTO-9199 (1-800-786-9199) and select option 2. 
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. I hereby certify Bff~orrespondence is being 
deposited with the United States Postal Service as 
first class mail in an envelope addressed to: 
Commissioner for Patents, P.O. Box 1450 
Alexandria, VA 22313 on >J~be.a, \. zro~ 

. '14«:L C/&.&<kL 
Frank C. Eisenschenk, Ph.D., Patent Attorney 

Examining Group 1653 
Patent Application 
Docket No. TPI-350Cl 
Serial No. 10/660,202 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

1653 Art Unit 

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

10/660,202 Serial No. 

Filed 

Conf. No. 

For 

September 11, 2003 

6536 

Pharmaceutical Co-Crystal Compositions 

Mail Stop Missing Parts 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

TRANSMITTAL LETTER 

A Petition and Fee for a two-month Extension of Time through and including November 22, 

2004, accompanies this Transmittal Letter. 

The above-referenced patent application was filed with unsigned Declaration (37 CFR 1.63) 

for Utility Application Using an Application Data Sheet and Power of Attorney forms. Transmitted 

herewith is a fully executed Declaration (37 CFR § 1.63) for Utility or Design Application Using an 

Application Data Sheet form and Power of Attorney forms for the subject application. 

Attached hereto please find a Supplemental Application Data Sheet which amends the 

Application Information and Applicant Information in the subject application. Entry of the 

Supplemental Application Data Sheet into the record is respectfully requested and it is respectfully 

J:\TPl\350CI\PTO\TransLtr-Dec-POA.doc/DNB/sl 
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2 Docket No. TPI-350Cl 
Serial No. 10/660,202 

requested that an indication of the entry be transmitted to the undersigned by way of an Updated 

Filing Receipt. 

A Notice to File Missing Parts ofNonprovisional Application was received from the Patent 

and Trademark Office, and a copy of that Notice is attached hereto. 

Please charge the surcharge of $65.00 to Deposit Account No. 19-0065. The Commissioner 

is hereby authorized to charge any additional fees which may be required to Deposit Account No. 19-

0065. Two copies of this transmittal letter are enclosed. 

FCE/sl 

Respectfully submitted, 

Frank C. Eisenschenk, Ph.D. 
Patent Attorney 
Registration No. 45,332 
Telephone No.: (352) 375-8100 
Facsimile No.: (352) 372-5800 
Address: P.O. Box 142950 

Gainesville, FL 32614-2950 

Enclosures: Executed Declaration form; Executed Power of Attorney forms; Supplemental 
Application Data Sheet; Copy of Notice to File Missing Parts of Nonprovisional 
Application 

J:\TPl\350Cl\PTO\Transltr-Dec-POA.doc/DNB/sl 
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UNITED STATES PATENT AND lRADEMARK OFFICE 
UNITED STATES DEPARTMEN 
United Stutc::,, Potent and Tru rk Office \ 
Addrm: COMMISSIONER FOR PA S 

P.O. Box 1450 
Alexandria, Vui!inia 22313-1450 
www.u,pto.gov 

! APPLICAT!ONNUMBER FIL!NGOR371 (c)DATE F!RSTNAMEDAPPLICANT ! . ATTORNEY DOCKET NUMBER 

10/660,202 09/11/2003 Om Almarsson TPI-350Cl 

Frank C. Eisenschenk, Ph.D. 
Saliwanchik, Lloyd & Saliwanchik 
A Professional Association 
2421 N.W. 41st Street, Suite A-1 
Gainesville, FL 32606 

CONFIRMATION NO. 6536 
FORMALITIES LETTER 

I 111~111111 Ill II~ II~ 1111 u~ 1111111111~1 1111 ~~I l~I mi 1111 II~ 1111 Ill 1111 
*OC000000013290007* 

Date Mailed: 07/21/2004 

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION 

FILED UNDER 37 CFR 1.53(b) 

Filing Date Granted 

Items Reguired To Avoid Abandonment: 

An application number and filing date have been accorded to this application. The item(s) indicated below, 
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all 
required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by 
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a). 

• The oath or declaration is unsigned. 
• To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16( e) of 

$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified 
in this letter. 

SUMMARY OF FEES DUE: 

Total additional fee(s) required for this application is $65 for a Small Entity 

• $65 Late oath or declaration Surcharge. 

Replies should be mailed to: Mail Stop Missing Parts 

Commissioner for Patents 

P.O. Box 1450 

Alexandria VA 22313-1450 
11/04/2004 BABRAHA100000058190065 10660202 

01 FC:205 

A copy of this notice MUST he returned with the reply. 
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Customer Service Center 
Initial Patent Examination Division (703) 308-1202 

PART 2 - COPY TO BE RETURNED WITH RESPONSE 
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DECLARATION (37 CFR §1.63) FOR UTILITY OR 
DESIGN PATENT APPLICATION 

USING AN 
APPLICATION DATA SHEET (37 C.F. 

D Declaration 
Submitted 
with Initial 
Filing 

OR 
[8J Declaration NOV O 3 2C04 

Submitted after I 
Filing (surcharge 
(37 CFR 1.16 (e)) re,'1...,~JI ,.,.,.. 

Attorney Docket Number TPl-350C1 

First Named Inventor Orn Almarsson 

COMPLETE IF KNOWN 

10/660,202 

Se tember 11, 2003 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 
As the below named inventor(s), I/we declare that: 
This declaration is directed to: 

The attached application, or 
Application No. )Q/660 202 , filed on __ __...S""lep,..t ... em..._h..,e..._r ..... ) .... ) .... 2 .... Q .... Q .... 3 __ 

as amended on November 3, 2003 (if applicable); 

I/we believe that I/we am/are the original and first inventor{s) of the subject matter which is claimed and for which a 
patent is sought; 

I/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all infonnation known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) oflnventors 

Inventor One: Om Almarsson Citizen of: IS 
A 

Signature: tJ~ j)tJ ,, -. 

Inventor Two: Magali Bourghol Hickey Citizen of: US 

Signature: IJ'rl,,,, ,_J' /J., },f_J'r /,,., I 

- 0 Inventor Three: Matthew L. Peterson Citizen of: US 
-

Signature· //A~ . fV-v1•v ~~~--
Inventor Four: Michael J. Zaworotko Citizen of: US 

Signature: 

~ Additional inventors are being named on the 1 additional fonn{s) attached hereto. 
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DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorney Docket Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Orn Almarsson 

APPLICATION DATA SHEET (37 C.F.R. § 1.76) COMPLETE IF KNOWN 

Aoolication Number 10/660,202 

□ Declaration ~ Declaration Filina Date September 11, 2003 
Submitted OR Submitted after Initial 
with Initial Filing (surcharge Group Art Unit 
Filing (37 CFR 1.16 (e)) required) 

Examiner Name 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

As the below named inventor(s), I/we declare that: 

This declaration is directed to: 

The attached application, or 
Application No. 10/660,202 , filed on Se12tember 11, 2003 

as amended on November 3, 2003 (if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

I/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) oflnventors 

Inventor Five: Brian Moulton Citizen of: US 

Signature: 

Inventor Six: Nair Rodriguez-Hornedo Citizen of: US 

Signature: 

Inventor Seven: Citizen of: 

Signature: 

S:\Legal\PA TENTS\Patent Applications\TPIP035+ (T039) Co-Xal\TPIP035X 1\DECLARATION4APPLICATION WITHADS.doc\DNB\ssa 
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.J.. 
LARA TION (37 CFR .§1.63) FOR UTILITY OR Attorney Docket Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN 

APPLICATION DA TA SHEET (37 C.F .R. § 1.76) 

cgj Declaration 
Submitted 
with Initial 
Filing 

OR 
0 Declaration 

Submitted after Initial 
Filing (surcharge 
(37 CFR 1.16 (e)) required) 

First Named Inventor Orn Almarsson 

COMPLETE IF KNOWN 

A lication Number 

Filin Date 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 
As the below named inventor(s), Uwe declare that: 
This declaration is directed to: 

The attached application, or 
Application No. 10 /660, 202 , filed on 

as amended on November 3, 2003 
September 11, 2003 

(if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

1/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

Vwe acknowledge the duty to disclose to the United States Patent and Trademark Office all infonnation known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between tbe filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) ofinventors 

Inventor One: 6m Almarsson Citizen of: IS 

Signature: 

Inventor Two: Magali Bourghol Hickey Citizen of: US 

Signature: 

Inventor Three:· Matthew L. Peterson Citizen of: US 

Signature: ., 

Inventor Four: Michael J. Zaworotko Citizen of: ~ c:~~R 
' -\ 

Signature: i\j bl t) h~ ---
~ Additional inventors are being named on the I additional fonn(s) attached hereto. 
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Page 2 of 2 

DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorney Docket Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Cm Almarsson 

APPLICATION DATA SHEET (37 C.F.R. § 1.76) COMPLETE IF KNOWN 

Annlication Number 10/660,202 

[8J Declaration □ Declaration Filina Date Seotember 11, 2003 
Submitted OR Submitted after Initial 
with Initial Filing (surcharge Grouo Art Unit 
FHing (37 CFR 1.16 (e)) required) 

Examine( Name 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

As the below named inventor(s), I/we declare that: 

This declaration is directed to: 

The attached application
0 

or 
ApplicationNo. 1 /660,202 filed on SeEtember 11, 2003 

as amended on November 3. 2003 (if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

l/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCJ 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on infonnation and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § I 001, and may jeopardize the vaJidity of 
the application or any patent issuing thereon. 

Full Name(s) of Inventors 

Inventor Five: Brian Moulton Citizen of:~ C,A-r-J A-0 4 
~ 

Signature: J ~~ 
Inventor Six: Nair Rodriguez-Homedo Citizen of: US 

Signature: 

Inventor Seven: Citizen of: 

Signature: 
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DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorney Docket Number TPl-350C1 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Orn Almarsson 

APPLICATION DATA SHEET (37 C.F .§1'.7'6,~ COMPLETE IF KNOWN 
'() 

U\ Aoolication Number 10/660,202 

[8J □ 
I ~1 o " 1~lllt t September 11, 2003 Declaration Declaration ~, W " . ;Ji Filina Date 

Submitted OR Submitted after · ·a1 ,J 
with Initial Filing (surcharge~ ~ Group Art Unit 
Filing (37 CFR 1.16 (e)) r . D.~~ · 

Fxaminor l\l<>me 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 
As the below named inventor(s), I/we declare that: 
This declaration is directed to: 

The attached application, or 
Application No. l O / 660,202 filed on SeEtember 11, 2003 

as amended on November 3, 2003 (if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

I/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) oflnventors 

Inventor One: Om Almarsson Citizen of: IS 

Signature: 

Inventor Two: Magali Bourghol Hickey Citizen of: US 

Signature: 

Inventor Three: Matthew L. Peterson Citizen of: US 

Signature: 

Inventor Four: Michael J. Zaworotko Citizen of: US 

Signature: 

~ Additional inventors are being named on the 1 additional form(s) attached hereto. 

J: u~ew "pp11ca,10n ronns • ........ u H 1 _,!'--~il I IUN VY 111 IT"'IJ.,,UOCu.,, 11.,J .....,sa 
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Page 2 of 2 

DECLARATION (37 CFR §1.63) FOR UTILITY OR Attorney Docket Number TPl-350C1. 

DESIGN PATENT APPLICATION 
USING AN First Named Inventor Om Almarsson 

APPLICATION DATA SHEET (37 C.F.R. § 1.76) COMPLETE IF KNOWN 

Aoolication Number 10/660, 202 

~ Declaration D Declaration Filina Date September 11, 2003 
Submitted OR Submitted after Initial 
with Initial Filing (surcharge Grouo Art Unit 
Filing (37 CFR 1.16 (e)) required) 

Examiner Name 

This declaration is directed to an application entitled: PHARMACEUTICAL CO-CRYSTAL COMPOSITIONS 

As the below named inventor(s), I/we declare that: 

This declaration is directed to: 

The attached application, or 
Application No. 10L6601202 , filed on Se12tember ll. 2QQ3 

as amended on November 3. 2003 (if applicable); 

I/we believe that I/we am/are the original and first inventor(s) of the subject matter which is claimed and for which a 
patent is sought; 

I/ we have reviewed and understand the contents of the above-identified application, including the claims, as 
amended by any amendment specifically referred to above; 

I/we acknowledge the duty to disclose to the United States Patent and Trademark Office all information known to 
me/us to be material to patentability as defined in 37 CFR 1.56, including for continuation-in-part applications, 
material information which became available between the filing date of the prior application and the national or PCT 
International filing date of the continuation-in-part application. 

All statements made herein of my/own knowledge are true, all statements made herein on information and belief are 
believed to be true, and further that these statements were made with the knowledge that willful false statements and 
the like are punishable by fine or imprisonment, or both, under 18 U.S.C. § 1001, and may jeopardize the validity of 
the application or any patent issuing thereon. 

Full Name(s) oflnventors 

Inventor Five: Brian Moulton Citizen of: US 

Signature: 

Inventor Six: Nair Rodriguez-Homedo Citizen of: US 
\ , 

Signature: .A I ~ ~-t• AJ ~ ,~~ 
I °'N\ '(/vv yv"\. 

~ -
Inventor Seven: Citizen of: 

Signature: 

J:\TPI\350CI \New Application Fonns\DECLARA TION4APPLICATION WITHADS.doc\DNB\ssa 
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Please type a plus sign (+) inside this box __. G 
PTO/SB/81 (02-01) 

Approved for use through 10/31/2002. 0MB 0651-0035 
U.S. Patent and Trademar1< Office; U.S. DEARTMENT OF COMMERCE 

Jc~ Under the Paoerwor1< Reduction Act of 1995 no oersons are reouired to resoond to a collection of information unless it disclavs a valid 0MB control number • ~~ 
'· , --~:, ... uu,1cauon Numoer IU/OOU,LUL "II 

0 ,t \ Filina Date Seotember 11, 2003 
First Named Inventor Orn Almarsson 

~~ ·9 POWER OF ATTORNEY OR Pharmaceutical Co-Crystal 
¢' (; Title Comoositions 

' ~f 
AUTHORIZATION OF AGENT Grouo Art Unit 

&r .t.,., JJefv Examiner Name unknown 
Attorney Docket Number TPl-305C1 

"-

I hereby appoint: 

I I 
Place Customer 

~ 23557 
~ 

Number Bar Code Practitioners at Customer Number 
OR Label here 

□ Practitioner(s) named below: 

Name Registration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

~ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I 

. Number Bar Code ~ 

Label here 
OR 

Firm or 

D Individual Name 

Address 
Address 
City I State I I Zip I 
Country 
Telephone I Fax I 

I am the: 

~ Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Fonn PTOISB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name O.Pf1'"7\lmarssonl'I -~ 

Sii:inature ~J_ /)()_ -

Date as-~~:6 c)be-r- 2.fXY1 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sianature is reauired, see below•. 
1x:1 *Totalof LP forms are submitted. 

.. Burden Hour Statement. This form 1s estimated to take 3 minutes to complete. Time will vary depending upon the needs of the md1v1dual case. Any comments 
on the amount of time you are required to complete this farm should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313. 

~ 

N PC-UN IV-000005420 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 558 of 1101



..(\_"' 
~ 
~ 

PTO/SB/81 (02-01) 
Approved for use through 10/31/2002. 0MB 0651-0035 

U.S. Patent end Trademark Office; U.S. DEARTMENT OF COMMERCE 
Under the Paoerwor1< Reduction Act of 1995 no oersons ere r auired to resnnnn toe collection of information unless ii displavs a valid 0MB control number. 

~ ~ ~ ·9 ~111111cat1on Numoer ✓ -✓ ""I 
Filing Date Seotember 11, 2003 

UJJ 

$ First Named Inventor Orn Almarsson 
~- POWER OF ATTORNEY OR Pharmaceutical Co-Crystal of Title Comoositions e; 

AUTHORIZATION OF AGENT Group Art Unit 
Examiner Name unknown 
Attorney Docket Number TPl-350C1 

"-

I hereby appoint: 

I I 
Place Customer 

~ 23557 
. 

Number Bar Code Practitioners at Customer Number ~ 

OR Label here 

□ Practitioner(s) named below: 

Name Rei:iistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

~ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I 

~ Number Bar Code 
Label here 

OR 
Firm or 

D Individual Name 

Address 
Address 
Citv State I Zic I 
Country 
Teleohone Fax I 

I am the: 

~ ApplicanVlnventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Form PTO/SB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Magali Bourghol Hickey 

Signature /)1/,,.. 1Jr /:<_ //\,,/_ • I 

V ·- (I Date 10/11'04 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sionature is reouired see below•. 
t::l" *Total of u, forms are submitted. 

.. Burden Hour Statement: This form 1s estimated to take 3 minutes to complete. nme will vary depending upon the needs of the 1nd1v1dua1 case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS, SEND TO: Commissioner for Patents, Alexandria, VA 22313. 

~ 
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PTO/SB/81 (02-01) 
Approved for use through 10/31/2002. 0MB 0651-0035 

U.S. Patent and Trademark Office; U.S. DEARTMENT OF COMMERCE 
~lease type a plus sign(+) inside this box -+ G 

Under the Paoerwork Reduction At:I. of 1995 no oersons are r m,ired to resoond to a collection of information unless it disolavs a valid 0MB control number . 

0 "f ~ 
.. ~m,cat1on Numoer 
Filing Date September 11, 2003 

-.:' 

~, First Named Inventor Orn Almarsson 
fi.:. POWER OF ATTORNEY OR Pharmaceutical Co-Crystal 

~V' TIUe Compositions 
("f<. AUTHORIZATION OF AGENT Grouo Art Unit 

~ 

Examiner Name unknown 
Attorney Docket Number TPl-350C1 

\... 

I hereby appoint: 

I I 

Place Customer 

~ 23557 
~ 

Number Bar Code Practitioners at Customer Number -
OR Label here 

□ Practitioner(s) named below: 

Name Reaistration Number 

as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

~ The above-mentioned Customer Number. 
OR 

Place Customer 

□ Practitioners at Customer Number I 
I 

~ Number Bar Code 
Label here 

OR 
Firm or 

D Individual Name 
Address 
Address 
Citv State I Zip I 
Countrv 
Teleohone Fax I 

I am the: 

~ Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Fonn PTO/S8196). 

SIGNATURE of Applicant or Assignee of Record 

Name Matthew L. Peterson 

Signature 
.AAJ~ 

"ffA-_ ~ £(lk;~ 
Date } 8 - Oc/.t>b e..v -zoo<--/ 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sii:1nature is reauired see below•. 
8 "Total of t., fonns are submitted. 

.. Burden Hour Statement: This form 1s estimated to take 3 minutes to complete. Time will vary depending upon the needs of the md1v1dual case. Any comments 
on the amount of time you are required to complete this fonn should be sent to the Chief lnfonnation Officer, U.S. Patent and Trademark Office, washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313. 
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P~ type a plus sign (+) Inside lhls box ___,. @ 

PTOISll/81 (02.:01i 
Approved for USO lnrough 1001/2002, 0MB 0651-0035 

'Tot.~ 
U.S. Patent and Trademlltk Office; U.S. OEARTMENT OF COMMERCE 

- Under Ille PaperNO<l< Reduetian Act of 1995. no ceraons aro nuimd tc rescond tc a collection of ln!onnation UlllMs it dlsn•- a vafid OM8 conltOI number. 

r ,.ouucaoon NUmoer· 111 / "~ , , 
Flllna Date Seotember 11. 2003 
First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Pharmaceutical Co-Crystal 
Title Compositions 

AUTHORIZATION OF AGENT Group Art Unit 
Examiner Name unknown 
Attorney Docket Number TPl-350C1 

\.. 

I hereby appoint 

I I 
Place Customer 

lg] Practitioners at Customer Number 23557 
. 

Number Bar Code -
OR Label here 

D Practitioner(s) named below: 

I 
Name 

I 
Resistration Number 

I 
as my/our attomey(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 

r8J The above-mentioned Customer Number. 
OR 

Place Customer 
D Practitioners at Customer Number I I - Number Bar Code -

Label here 
OR 

Firm or 

D Individual Name 

Address 
Address 
Citv State I Zlo I 
Countrv 
Teleohone Fax I 

I am the: 
fgj Applicant/Inventor. 

D Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(b) is enclosed. (Form PTO/SB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Mic ta~! J. • 'awQl:Qlko ,'JJ, ) (),) 
l ' 

-
Sia nature l ~ 

Date ~ r-Io\.or- '2.CV~ ') 00~~ 
NOTE; Signatures of all the Inventors or assignees of record of the entire Interest or thelr representative(s) are-required. Submit multiple 
forms Ir more than one·sionaturo ls required. see below•. 
l!r 'Total of u, forms are submitted. 

Burden Hour Statement This form is esumated to take 3 minutes to complete. Tune will vary depending upon the needs ol the lndlvldual case. Any comments 
on the amount of time.you are required to complete lhis form should be sent to the Chief Information Officer, U.S. Paten1 and Trademark Office. Washington. DC 
20231. 00 NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313. 

~ 

.J 
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~ase type a plus sign(+) inside this box _.. E) 

~~ . 

PTO/SB/81 (02-01) 
Approved IGr uso through 101.W:Z002. 0MB 0651-0035 

U.S. Patenl arnl Trademar,t O!f'ico; U.S. OEARTMENT OF COMMERCE 
Under !lie Pa""""""' R~n At:>. o1 1995 no oen«U aro nJOJirod to ...,.Dend 11> a collection o1 infannati0n un1ess n d.-"""'s o valid 0MB contn>l ntmlliQr. , Muu,tcauonNUmut:r I ,~~ /I 

FIiing Date Seotember 11 2003 
First Named Inventor om Almarsson 

POWER OF ATTORNEY OR Pharmaceutical Co-Crystal 
Title Comoositions 

AUTHORIZATION OF AGENT Group Art Unit 
Examiner Name unknown 
Attorney Docket Number TPl-350C1 

" 
I hereby appoint: 

I I 
Place Customer 

r8J Practitioners at Customer Number 23557 Number Bar Code 

OR Label here 

D Practitioner(s) named below: 

I 
Name 

I 
Resistration Number 

I 
as my/our attorney(s) or agent(s) to prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 
~ The above-mentioned Customer Number. 
OR 

Place Customer D Practitioners at Customer Number I I . Number Bar Code 
Label here 

OR 
Flrm or 

0 Individual Name 
Address 
Address 
City State I ZIP I 
Country 
Teleohone Fax I 

I am the; 
l8] ApplicanUlnventor. 

D Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73/b) is enclosed. <Fonn PTO/SB/96). 

SIGNATURE of Aoollc:ant OI'. Assignee of Record 

Name Brian Moulton 

Sianature (l{J,~-- -
Date 2-l 0-r...- 1-o 'a..,__, ~~ 

NOTE: Signatures or all the Inventors or assignees of recoo:l of the entire interest or their represemalive(s) ere required. Submit mUIUple 
f01111S ti more than one slonature is reouired. see below'. 
L:1 "T01al of ,_ forms are submitted. 

Burden Hour Statement This form ls esumated to take 3 mmU1es to complete. Tune will vary depending upon tne needs of the md,vltlual case. Any comll1i!nts 
on the amount of time you are requlred to complete this form should be sent to the Chief information Officer. U.S. Patent and Trademark OffJCe, Washington, DC 
20231. 00 NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313, 
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PTO/SB/81 (02-01) 

-

Pl~fe type a plus sign (+) inside this box Approved for use through 10/31/2002. 0MB 0651-0035 

./' 
U.S. Patent and Trademar1< Office; U.S. DEARTMENT OF COMMERCE 

Under the Pa-11< Reduction AD. of 1995 no cersons are ,.,ired to resoond to a c.ollection of information unless" disolavs a valid 0MB control number. 
..-ft.t\.- .. uu1ICat1on NUmoer !\:JI ·nJ./IIL (' 

Filinn Date Seotember 11, 2003 \ 

First Named Inventor Orn Almarsson 

POWER OF ATTORNEY OR Phannaceutical Co-Crystal 
Title Comoositions 

AUTHORIZATION OF AGENT Group Art Unit 
Examiner Name unknown 
Attorney Docket Number TPl-350C1 

" 
I hereby appoint: 

I I 
Place Customer 

[gJ 23557 
. 

Number Bar Code Practitioners at Customer Number 
OR Label here 

□ Practitioner(s) named below: 

Name Reaistration Number 

as my/our attomey(s) or agent(s) to.prosecute the application identified above, and to transact all 
business in the United States Patent and Trademark Office connected therewith. 

Please change the correspondence address for the above-identified application to: 
[gl The above-mentioned Customer Number. 
OR Place Customer 

□ Practitioners at Customer Number 
I I Number Bar Code 

Label here 
OR 

Firm or 

D Individual Name 

Address 
Address 
Citv State I Zip I 
Countrv 
Telephone Fax I 

I am the: 
[gJ Applicant/Inventor. 

□ Assignee of record of the entire interest. See 37 CFR 3.71. 
Statement under 37 CFR 3. 73(bJ is enclosed. (Form PTOISB/96). 

SIGNATURE of Applicant or Assignee of Record 

Name Nair Rodriauez-Hornedo ( 

Sia nature AAoL \\~4MJ -,~~ 
Date \ID tt, l \LI . ~~~ 
NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple 
forms if more than one sianature is reouired see below•. 
Ii::! "Total of 1, forms are submitted. 

.. Burden Hour Statement: This form 1s estimated to take 3 minutes to complete. nme will vary depending upon the needs of the md1v1dual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, Washington, DC 
20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, Alexandria, VA 22313. 
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· S. SUPPLEMENTAL APPLICATION DATA SHEET 

NOV O 3 2C04 u 
Docket No. TPl-350C1 

I 
,J../ 

~'1./,:,.."?: 
Applica~fon Information 

Application number:: 

Filing Date:: 

Application Type:: 

Subject Matter:: 

Suggested Classification:: 

Suggested Group Art Unit:: 

CD-RO Mor CD-R?:: 

Number of CD disks:: 

Number of copies of CDs:: 

Sequence submission?:: 

Computer Readable Form?:: 

Number of Copies of CRF:: 

Title:: 

Attorney Docket Number:: 

Request for Early Publication:: 

Request for Non-Publication:: 

Suggested Drawing Figure:: 

Total Drawing Sheets:: 

Small Entity?:: 

Petition included?:: 

Petition Type:: 

Secrecy Order in Parent Appl.?:: 

10/660,202 

09/11/2003 

Regular 

Utility 

None 

None 

None 

None 

None 

None 

No 

None 

Pharmaceutical Co-Crystal Compositions 

TPl-350C1 

No 

No 

None 

66 

Yes 

No 

N/A 

No 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Information 

Applicant Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor One Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Two Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Two Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

Iceland 

Unknown 

Orn 

Almarsson 

Shrewsbury 

MA 

us 
22 Farmington Drive 

Shrewsbury 

MA 

us 
01545 

Inventor 

us 
Unknown 

Magali 

Bourghol Hickey 

Medford 

MA 

us 
342 Malden Street 

Medford 

MA 

us 
02155 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Information 

Applicant Three Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Three Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Four Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Four Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

us 

Unknown 

Matthew L. 

Peterson 

Framingham 

MA 

us 

€i0 Linc:la Avenue 25 Downey Street 

Framingham Hopkinton 

MA 

us 

0-1--70-1- 017 48 

Inventor 

YS Canada 

Unknown 

Michael J. 

Zaworotko 

Tampa 

FL 

us 

4202 E. Fowler Ave. 

Tampa 

FL 

us 

33620 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Applicant Information 

Applicant Five Authority Type::. 

Primary Citizenship Country:: 

Status:: 

Inventor Five Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Applicant Six Authority Type:: 

Primary Citizenship Country:: 

Status:: 

Inventor Six Given Name:: 

Family Name:: 

City of Residence:: 

State or Province of Residence:: 

Country of Residence:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of mailing address:: 

Country of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Inventor 

YSCanada 

Unknown 

Brian 

Moulton 

Temple Ten=ase Providence 

Fb_fil 

us 
134 aa Century Cove Or. #325 324 Brook Street, Box H 

Temple Terrase Providence 

R:_fil 

us 
~02912 

Inventor 

us 
Unknown 

Nair 

Rodriguez-Hornedo 

Ann Arbor 

Ml 

us 
1690 Northbrook Dr. 

Ann Arbor 

Ml 

us 
48103 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Representative Information 

Representative Customer Number:: 000023557 

Representative Designation:: 

Primary 

Registration Number:: 

45,332 

Representative Name:: 

Frank C. Eisenschenk, Ph.D. 

Correspondence Information 

Name Line One:: 

Name Line Two:: 

Street of Mailing Address:: 

City of Mailing Address:: 

State or Province of Mailing Address:: 

Postal or Zip Code of Mailing Address:: 

Telephone Number One:: 

Telephone Number Two:: 

Fax Number:: 

Electronic Mail Address:: 

Frank C. Eisenschenk, Ph.D. 

Saliwanchik, Lloyd & Saliwanchik, A Professional 

Association 

2421 t>VJV. 41 st StFeet, Suite A 1 P.O. Box 142950 

Gainesville 

FL 

~ 32614-2950 

(352) 375-8100 

(352) 372-5800 

fce@slspatents.com 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

Domestic Priority Information 

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:: Continuity Type:: Parent Application:: Parent Filing Date:: 

This application is a Continuation-In-Part of PCT /US03/27772 September 4, 2003 

which is a Continuation-In-Part of 10/378,956 March 3, 2003 

which claims the benefit of 60/360,768 March 1, 2002 

Said PCT /US03/27772 September 4, 2003 

Also claims the benefit of 60/451,213 February 28, 2003 

And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 l This application is also a Continuation-In-Part of 10/637,829 August8,2003 
I 

which is a Divisional of 10/295,995 November 18, 2002 

which is a Continuation of 10/232,589 September 3, 2002 

which claims benefit of 60/406,974 August 30, 2002 

And 60/380,288 May 15, 2002 

And 60/356,764 February 15, 2002 

This application is also a Continuation-In-Part of 10/449,307 May 30, 2003 

which claims the benefit of 60/463,962 April 18, 2003 

And 60/444,315 January 31, 2003 

And 60/439,282 January 10, 2003 

And 60/384, 152 May 31, 2002 

This application is also a Continuation-In-Part of 10/601,092 June 20, 2003 

This application also 60/451,213 February 28, 2003 
claims the benefit of 
And 60/463,962 April 18, 2003 

And 60/487,064 July 11, 2003 

Foreign Priority Information 

Country:: Application Number:: Filing Date:: Priority Claimed:: 
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SUPPLEMENTAL APPLICATION DATA SHEET Docket No. TPl-350C1 

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:: 

TransForm Pharmaceuticals, Inc. 

29 Hartwell Avenue 

Lexington 

Massachusetts 

us 
02421 

University of South Florida 

4202 East Fowler Avenue, FAQ 126 

Tampa 

FL 

us 
33620-7900 

The Regents of the University of Michigan 

Wolverine Tower, Room 2071, 3003 S. State Street 

Ann Arbor 

Ml 

us 
48109-1280 

717 Supplemental 10660202 09/11/03 11/01/04 

N PC-UN IV-000005432 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 570 of 1101



I hereby certify that this correspondence is bein 
deposited with the United States Postal Service a 
first class mail in an envelope addressed to: 

\\\\'4 \\ l 1.~Wt . • ~. PETITION AND FEE FOR EXTENSION 
§ OF TIME UNDER 37 CPR §l.136(a) 

Examining Group 1653 
Commissioner for Patents, P.O. Box 1450 
Alexandria, VA 22313 on ~\:io,,--a Patent Application 

Docket No. TPI-350Cl 

M~ Serial No. 10/660,202 

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

Art Unit 

Applicants 

Serial No. 

Filed 

Conf. No. 

For 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

1653 

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

10/660,202 

September 11, 2003 

6536 

Pharmaceutical Co-Crystal Compositions 

Mail Stop Missing Parts 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 223 13 

PETITION AND FEE FOR EXTENSION OF TIME UNDER 3 7 CFR § l.136(a) 
Sir: 

Applicants request that the period for response to the Notice to File Missing Parts of 
Nonprovisional Application be extended two months through and including November 22, 2004. A 
Transmittal Letter accompanies this Petition. Please charge the fee of$215.00 to Deposit Account 
No. 19-0065. 

Any additional fees as required by 37 CFR §§1.16 or 1.17 should be charged to Deposit 
Account No. 19-0065. Two additional copies of this Petition are enclosed. 

Respectfully submitted, 

~~~ 
11/04/2004 BABRAHA100000059190065 10660202 Frank C. Eisenschenk, Ph.D. 

Patent Attorney 01 FC:2252 215.00 DA 

FCE/sl 
Attachment: Transmittal Letter 

J :\ TPl\350C I \PTO\Pet&Fee. l mth.dec-poa.doc/DNB/sl 

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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· . $, . ~rtify that this correspondence is being 
deposited with the United States Postal Service as 
first class mail in an envelope addressed to: 

SUPPLEMENTAL INFORMATION 
DISCLOSURE STATEMENT 
Patent Application 

Commissioner for Patents, P.O. Box 1450 

. Alexandria, VA~~ 

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

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

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

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

Serial No. 

Filed 

For 

10/660,202 

September 11, 2003 

Pharmaceutical Co-Crystal Compositions 

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

Sir: 

SUPPLEMENT AL INFORMATION DISCLOSURE STATEMENT 
UNDER 37 CFR §§1.97 AND 1.98 

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 3 5 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 

J :\ TPl\350C 1\PTO\J DS-supp.doo'DNB/sl 
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2 Docket No. TPI-350Cl 
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 refere~ces made of record in the applications referred to above, and 

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

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. 

FCE/sl 
Attachment: Form PTO/SB/08 

J:\TPl\350C l\PTO\JDS-supp.doo'DNB/sl 

Respectfully submitted, 

~lC~~~L 
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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PTO/SB/OBA (08-03) 
Approved for use through 07/31/2006. 0MB 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 infonnation unless it contains a valid 0MB 
control number 

r 
Substitute for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

\... Sheet 

Examiner 
Initials· 

( Examiner 
Signature 

(use as many sheets as necessary) 

I 1 I of I 

Cite Document Numb 

No. 1 Number - Kind Code' {if 
knownl 

U1 US-2,711,411 

U2 US-4,198,5O7 

U3 US-4,368, 197 

U4 US-4,994,6O4 

U5 US-5,177,262 

us US-5,332,834 

U7 US-5,338,644 

UB US-5,38O,867 

U9 US-5,412,094 

U1O US-5,523,O9O 

U11 US-5,614,342 

U12 US-5,998,413 

U13 US-6,OO1,996 

U14 US-6,268,385 

U15 US-6,57O,O36 

U16 US-2OO3/O162226 

U17 US-2OO3/O166581 

U18 US-2OO3/O224OO6 

U19 US-2OO4/OO19211 

U2O U S-2OO4/O1O6O52 

Complete if Known 

Application Number 10/660,202 
Filing Date September 11, 2003 
First Named Inventor Orn Almarsson 
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-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address --
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
• 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)[81 Responsive to communication(s) filed on 11 September 2003. 

2a)0 This action is FINAL. 2b)[8] This action is non-final. 

3)0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parle Quayle, 1935 C.D. 11, 453 O.G. 213. 

Disposition of Claims 

4)[81 Claim(s) 1-37 is/are pending in the application. 

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

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

6)0 Claim(s) __ is/are rejected. 

7)0 Claim(s) __ is/are objected to. 

8)[81 Claim(s) 1-37 are subject to restriction and/or election requirement. 

Application Papers 

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

10)0 The drawing(s) filed on __ is/are: a)O accepted or b)O objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be hel_d 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 )0 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)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

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

1.0 Certified copies of the priority documents have been received. 

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

3.0 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 
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U.S. Patent and Trademark Office 

4) 0 Interview Summary (PTO-413) 
Paper No(s)/Mail Date. __ . 

5) 0 Notice of Informal Patent Application 
6) 0 Other: __ . 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20061127 
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Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-2, 9-11 and 37, drawn to a pharmaceutical co-crystal 

composition comprising an API (active pharmaceutical ingredient) and a 

co-crystal former, wherein the API and co-crystal former and hydrogen­

bonded to each other, classified in class 424, subclass 489, for example. 

II. Claims 3-4, drawn to a pharmaceutical co-crystal composition comprising 

an API, co-crystal former and a third molecule, wherein the API and co­

crystal former are both hydrogen bonded to the third molecule, classified 

in class 424, subclass 489, for example. 

Ill. Claims 5-6, drawn to a pharmaceutical co-crystal composition comprising 

first and second APls wherein the APls are hydrogen bonded to a 

molecule, classified in class 424, subclass 489, for example. 

IV. Claims 7-8, drawn to a pharmaceutical co-crystal composition comprising 

first and second co-c·rystal formers, wherein the co-crystal former are both 

hydrogen bonded to a molecule, classified in class 424, subclass 489, for 

example. 

V. Claims 12-13 and 20-36, drawn to a process for preparing a 

pharmaceutical co-crystal composition comprising an API and a co-crystal 

former, as well as processes for modulating the solubility, dose response, 

dissolution, bioavailability, increasing the stability and decreasing the 

hygrosopicity of the API for use in a pharmaceutical composition, or 
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incorporating a difficult to salt API, among other methods, comprising 

providing the API and co-crystal former, providing crystallization conditions 

such that the API and co-crystal former are hydrogen bonded to one 

another and isolating the crystals formed thereby, classified in class 424, 

subclass 489, for example. 

VI. Claims 14-15, drawn to a process for preparing a pharmaceutical co­

crystal composition comprising an API, a co-crystal former and a third 

molecule, by providing the API and co-crystal former, providing 

crystallization conditions such that the API and co-crystal former are 

hydrogen bonded to the third molecule, and isolating the crystals formed 

thereby, classified in class 424, subclass 489, for example. 

VI I. Claims 16-17, drawn to a process for preparing a pharmaceutical co­

crystal composition comprising first and second APls, by providing the first 

and second APls, providing crystallization conditions such that the APls 

are hydrogen bonded to a molecule, and isolating the crystals formed 

thereby, classified in class 424, subclass 489, for example. 

VIII. Claims 18-19, drawn to a process for preparing a pharmaceutical co­

crystal composition comprising first and second co-crystal formers, by 

providing the first and second co-crystal formers, providing crystallization 

conditions such that the co-crystal formers are bonded to a molecule, and 

isolating the crystals formed thereby, classified in class 424, subclass 489, 

for example. 
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The inventions are distinct, each from the other because of the following reasons: 

Inventions I-IV are related to inventions V-VIII as product and process of making . 

. The inventions are distinct if either or both of the following can be shown: (1) that the 

process as claimed can be used to make another and materially different pr~duct or (2) 

that the product as claimed can be made by another and materially different process 

(MPEP § 806.05(f)). In the instant case, the products as claimed can be made by other 

materially different process, such as for example by introducing different heating and/or 

dissolution steps and/or by providing different crystallization solvents. 

Because these inventions are distinct for the reasons given above and the 

search required for Groups I-IV is not required for Groups V-VIII, restriction for 

examinati9n purposes as indicated is proper. It is noted that while the searches of 

Groups I-IV and V-VIII may be overlapping, there is no reason to believe that the 

searches would be co-extensive. In searching Groups V-VIII, the Examiner will be 

focusing on the patentability of the processes themselves, and not the compositions of 

Groups I-IV. Conversely, in searching Groups I-IV, the Examiner will be focusing on the 

patentability of the compositions and not the processes themselves. Accordingly, a 

search for all groups would pose an undue burden on the Office. 
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Inventions I-IV are directed to related products. The related inventions are 

distinct if the (1) the inventions as claimed are either not capable of use together or can 

have a materially different design, mode of operation, function, or effect; (2) the 

inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 

claimed are not obvious variants. See MPEP § 806.050). In the instant case, the 

inventions as claimed have a materially different design and mode of operation, 

because each invention recites a different combination of components (APls, co-crystal 

formers, third molecules, etc) that are uniquely hydrogen bonded to each other. For 

example, the composition of Group I requires an API and a co-crystal former that are 

hydrogen-bonded to one another, whereas the composition of Group II requires an API, 

co-crystal former and third molecule where the API and co-crystal former are hydrogen 

bonded to the third molecule. Thus, the inventions have different designs with regards 

to the compositional makeup and hydrogen bonding structure, and thus also have a 

different mode of operation. Furthermore, the inventions as claimed do not encompass 

. overlapping subject matter and there is nothing of record to show them to be obvious 

variants. 

Because these inventions are independent or distinct for the reasons given 

above and there would be a serious burden on the examiner if restriction is not required 

because the inventions require a different field of search (see MPEP § 808.02), 

restriction for examination purposes as indicated is proper. In particular, it is noted that 

while the searches may overlap, the searches would not necessarily be co-extensive. 
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For example, in searching the subject matter of Group I, the Examiner will be focusing 

on the patentability of co-crystals having an API and a co-crystal former that are 

hydrogen bonded to one another, and not co-crystals having an API and co-crystal 

former that are hydrogen-bonded to a third molecule, as in Group II. Conversely, in 

searching Group 11, the Examiner will be focusing on the patentability of co-crystals 

having an API and co-crystal former that are hydrogen bonded to a third molecule, and 

not on co-crystals having the API and co-crystal former hydrogen bonded to one 

another, as in Group I. Accordingly, a search for all groups would pose an undue 

burden on the Office. 

Inventions V-VIII are directed to related processes. The related inventions are 

distinct if the (1) the inventions as claimed are either not capable of use together or can 
0 . 

have a materially different design, mode of operation, function, or effect; (2) the 

inventions do not overlap in scope, i.e., are mutually exclusive; and (3) the inventions as 

claimed are not obvious variants. See MPEP § 806.050). In the instant case, the 

inventions as claimed have a materially different design and mode of operation, 

because each invention recites a different combination of components (APls, co-crystal 

formers, third molecules, etc) that are uniquely hydrogen bonded to each other. For 

example, the process of Group V requires an API and a co-crystal former that are 

hydrogen-bon·ded to one another, whereas the process of Group VIII requires an API, 

co-crystal former and third molecule where the API and co-crystal former are hydrogen 

bonded to the third molecule. Thus, the inventions have different designs with regards 
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to the compositional makeup and hydrogen bonding structure, and thus also have a 

different mode of operation. Furthermore, the inventions as claimed do not encompass 

overlapping subject matter and there is nothing of record to show them to be obvious 

variants. 

Because these inventions are independent or distinct for the reasons given 

above and there would be a serious burden on the examiner if restriction is not required 

because the inventions require a different field of search (see MPEP § 808.02), 

restriction for examination purposes as indicated is proper. In particular, it is noted that 

while the searches may overlap, the searches would not necessarily be co-extensive. 

For ~xample, in searching the subject matter of Group V, the Examiner will be focusing 

on the patentability of methods of forming co-crystals having an API and a co-crystal 

former that are hydrogen bonded to one another, and not co-crystals having an API and 

co-crystal former that are hydrogen-bonded to a third molecule, as in Group VI. 

Conversely, in searching Group VI, the Examiner will be focusing on the patentability of 

methods of forming co-crystals having an API and co-crystal former that are hydrogen 

bonded to a third molecule, and not on co-crystals having the API and co-crystal former 

hydrogen bonded to one another, as in Group V. Accordingly, a search for all groups 

would pose an undue burden on the Office. 

Inventions I and VI-VIII, Inventions II, V and VII-VIII, Inventions II, V-VI and VIII 

and Inventions Ill and V-VII are directed to an unrelated product and process. Product 
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and process inventions are unrelated if it can be shown that the product cannot be used 

in, or made by, the process. See MPEP § 802.01 and§ 806.06. In the instant case the 

products as recited in each of Groups I-IV requires a specific compositional makeup and 

hydrogen bonding structure such that the products cannot be made by processes that 

involve components and/or hydrogen bonding configurations other than those specified. 

For example, the product of Group I requires an API and a co-crystal former that are 

hydrogen-bonded to one another, and as such cannot be made by the method of Group 

VI that involves forming a co-crystal of an API, co-crystal former and third molecule 

where the API and co-crystal former are hydrogen bonded to the third molecule. 

Because these inventions are independent or distinct for the reasons given 

above and there would be a serious burden on the examiner if restriction is not required 

because the inventions require a different field of search (see MPEP § 808.02), 

restriction for examination purposes as indicated is proper. In particular, it is noted that 

while the searches may overlap; the searches would not necessarily be co-extensive. 

For example, in searching the subject matter of Group I, the Examiner will be focusing 

on the patentability of co-crystals having an API and a co-crystal former that are 

hydrogen bonded to one another, and not methods of forming co-crystals having an API 

and co-crystal former that are hydrogen-bonded to a third molecule, as in Group VI. 

Conversely, in searching Group VI, the Examiner will be focusing on the patentability of 

methods of forming co-crystals having an API and co-crystal former that are hydrogen 

bonded to a third molecule, and not on co-crystals having the API and co-crytal former 
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hydrogen bonded to one another, as in Group I. Accordingly, a search for all groups 

would pose an undue burden on the Office. 

The examiner has required restriction between product and process claims. 

Where applicant elects claims directed to the product, and the product claims are 

subsequently found allowable, withdrawn process claims that depend from or otherwise 

require all the limitations of the allowable product claim will be considered for rejoinder. 

All claims directed to a nonelected process invention must require all the limitations of 

an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product· 

claims and the rejoined process claims will be withdrawn, and the rejoined process 

claims will be fully examined for patentability in accordance with 37 CFR 1.104. Thus, to 

be allowable, the rejoined claims must meet all criteria for patentability including the 

requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 

are found allowable, an otherwise proper restriction requirement between product 

claims and process claims may be maintained. Withdrawn process claims that are not 

commensurate in scope with an allowable product claim will not be rejoined. See MPEP 

§ 821.04(b). Additionally, in order to retain the right to rejoinder in accordance with the 

above policy, applicant is advised that the process claims should be amended during 

prosecution to require the limitations of the product claims. Failure to do so may result 

in a loss of the right to rejoinder. Further, note that the prohibition against double 
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patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 

is withdrawn by the examiner before the patent issue~. See MPEP § 804.01. 

Due to the complicated nature of the restriction, the restriction requirement is 

being made via written correspondence in lieu of a telephone interview. 

Applicant is advised that the reply to this requirement to be complete must 

include (i) an election of a species or invention to be examined even though the 

requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 

encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 

reserve a right to petition, the election must be made with traverse. If the reply does not 

distinctly and specifically point out supposed errors in the restriction requirement, the 

election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 

patentably distinct, applicant should submit evidence or identify such evidence now of 

record showing the inventions or species to be obvious variants or clearly admit on the 

record that this is the case. In either instance, if the examiner finds one of the inventions 

unpatentable over the prior art, the evidence or admission may be used in a rejection 

under 35 U.S.C.103(a) of the other invention. 
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Applicant is reminded that upon the cancellation of claims to a non-elected 

invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 

or more of the currently named inventors is no longer an inventor of at least one claim 

remaining in the application. Any amendment of inventorship must be accompanied by 

a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(i). 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Abigail M. Cotton whose telephone number is (571) 272-

8779. The examiner can normally be reached on 9:30-6:00, M-F. 

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

supervisor, Sreenivasan 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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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. 

AMC 

SREENIPADMANABHAN 
SUPERVISORY PATENT EXAMINER 
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37 + 87 137 
38 88 138 
39 89 139 
40 90 140 
41 91 141 
42 92 142 
43 93 143 
44 94 144 
45 95 145 
46 96 146 
47 97 147 
48 98 148 
49 99 149 
50 100 150 
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=> d his 

(FILE 'HOME' ENTERED AT 13:37:54 ON 20 MAR 2007) 

FILE 'REGISTRY' ENTERED AT 13:38:03 ON 20 MAR 2007 
E "CARBAMAZEPINE"/CN 25 

Ll 1 S E3 
L2 1 S 11 EXA SAM 

FILE 'REGISTRY' ENTERED AT 13:39:08 ON 20 MAR 2007 
13 STR 298-46-4 
L4 75 S 13 FAM FU1 

FILE 'CAPLUS' ENTERED AT 13:39:29 ON 20 MAR 2007 
15 5559 S 14 
16 270 S 15 AND (CRYSTAL? OR POLYMORPH?) 
17 22 S 16 AND AD<20020215 AND PATENT/OT 
18 109 S 16 AND PY<2002 AND NONPATENT/DT 
19 131 S 17 OR 18 
110 105 S 19 AND (CRYSTAL? OR POLYMORPH?)/AB 
111 3 S 110 AND (SACCARIN? OR NICOTINAMIDE OR TRIMES? OR PHTHALALDEHY 
112 85 S LlO AND (CARBAMAZEPINE)/AB 
113 0 S L9 AND (CO-CRYSTAL? OR CO(A)CRYSTAL? OR AUXILIAR?) 
114 3492 S (CO-CRYSTAL? OR CO(A}CRYSTAL?} 
Ll5 0 S L9 AND 114 

FILE 'CAPLUS' ENTERED AT 13:47:34 ON 20 MAR 2007 

FILE 'CAPLUS' ENTERED AT 13:47:44 ON 20 MAR 2007 

FILE 'REGISTRY' ENTERED AT 13:48:29 ON 20 MAR 2007 
E "IT~CONAZOLE"/CN 25 

Ll6 1 S E3 
Ll7 1 S Ll6 EXA SAM 

FILE 'REGISTRY' ENTERED AT 13:49:13 ON 20 MAR 2007 
Ll8 STR 84625-61-6 
119 83 S Ll8 FAM FUL 

FILE 'CAPLUS' ENTERED AT 13:49:42 ON 20 MAR 2007 
L20 2483 S 119 
L21 5 S 120 AND Ll4 
122 6680 S (CO-CRYSTAL? OR CO(A)CRYSTAL? OR COCRYSTA1?) 
123 6 S 119 AND 122 
124 0 S L23 AND AD<20020215 AND PATENT/OT 
125 0 S 123 AND PY<2002 AND NONPATENT/DT 
126 333 S 122 AND AD<20020215 AND PATENT/OT 
127 4042 S 122 AND PY<2002 AND NONPATENT/DT 
128 4375 S 126 OR 127 
129 0 S 15 AND 128 
130 0 S 14 AND 128 

FILE 'REGISTRY' ENTERED AT 13:53:37 ON 20 MAR 2007 
E "MODAFINIL" /CN 25 

131 1 S E3 
132 1 S 131 EXA SAM 

FILE 'REGISTRY' ENTERED AT 13:54:26 ON 20 MAR 2007 
L33 STR 68693-11-8 
L34 63 S L33 FAM FUL 

FILE 'CAPLUS' ENTERED AT 13:54:47 ON 20 MAR 2007 
135 415 S L34 
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L36 
L37 
L38 
L39 
L40 
L41 

L42 
L43 
L44 
L45 
L46 
L47 
L48 
L49 
L50 
L51 
L52 
L53 

FILE 

FILE 

FILE 

0 s L35 AND L28 
0 s L34 AND L28 

13 s L35 AND (BENZAMIDE OR GLYCOLIC OR FUMARIC OR MALEIC OR MANDEL 
1 s L38 AND AD<20020215 AND PATENT/OT 
1 s L38 AND PY<2002 AND NONPATENT/DT 
2 s L39 OR L40 

'CAPLUS' ENTERED AT 14:04:59 ON 20 MAR 2007 
12723 S SYNTHON 

596 S L42 AND AD<20020215 AND PATENT/OT 
9308 S L42 AND PY<2002 AND NONPATENT/DT 
9904 S L43 OR L44 

2 S L45 AND (CARBAMAZEPINE OR CELCOXIB OR ITACONAZOLE OR MODAFINI 
91 S ((ALMARSSON, O?) OR (ALMARSSON O?))/AU 
52 S L47 AND NONPATENT/DT 
23 S L48 AND (CRYSTAL? OR SYNTHON) 

6 S L49 AND PY<2002 
31 S L47 AND ((PETERSON, M?) OR (PETERSON M?) )/AU 

0 S L50 AND ((ZAWOROTKO, M?) OR (ZAWOROTKO M?) )/AU 
8 S L47 AND ( (ZAWOROTKO, M?) OR (ZAWOROTKO M?)) /AU 

'STNGUIDE' ENTERED AT 14:11:56 ON 20 MAR 2007 

'CAPLUS' ENTERED AT 14:14:57 ON 20 MAR 2007 

FILE 'STNGUIDE' ENTERED AT 14:14:57 ON 20 MAR 2007 

FILE 'REGISTRY' ENTERED AT 14:15:58 ON 20 MAR 2007 
L54 1·s 129530-31-0 
L55 1 S 500225-89-8 

FILE 'CAPLUS' ENTERED AT 14:17:02 ON 20 MAR 2007 
S 129530-31-0/REG# OR 500225-89-8/REG# OR 572916-55-3/REG# OR 

FILE 'REGISTRY' ENTERED AT 14:18:10 ON 20 MAR 2007 
L56 1 S 595564-74-2/RN 

FILE 'CAPLUS' ENTERED AT 14:18:10 ON 20 MAR 2007 
L57 4 S L56 

FILE 'REGISTRY' ENTERED AT 14:18:11 ON 20 MAR 2007 
L58 1 S 595564-73-1/RN 

FILE 'CAPLUS' ENTERED AT, 14:18:11 ON 20 MAR 2007 
L59 4 S L58 

FILE 'REGISTRY' ENTERED AT 14:18:12 ON 20 MAR 2007 
L60 1 S 595564-72-0/RN 

FILE 'CAPLUS' ENTERED AT 14:18:12 ON 20 MAR 2007 
L61 2 S L60 

FILE 'REGISTRY' ENTERED AT 14:18:13 ON 20 MAR 2007 
L62 1 S 572916-60-0/RN 

FILE 'CAPLUS' ENTERED AT 14:18:13 ON 20 MAR 2007 
L63 5 S L62 

FILE 'REGISTRY' ENTERED AT 14:18:14 ON 20 MAR 2007 
L64 1 S 572916-56-4/RN 

FILE 'CAPLUS' ENTERED AT 14:18:15 ON 20 MAR 2007 
L65 5 S L64 
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FILE 'REGISTRY' ENTERED AT 14:18:15 ON 20 MAR 2007 
L66 1 S 572916-55-3/RN 

FILE 'CAPLUS' ENTERED AT 14:18:16 ON 20 MAR 2007 
L67 5 S L66 

L68 

L69. 

L70 

L71 
L72 
L73 
174 

FILE 

FILE 

FILE 

FILE 

'REGISTRY' ENTERED AT 14:18:16 ON 20 MAR 2007 
1 S 500225-89-8/RN 

'CAPLUS' ENTERED AT 14:18:17 ON 20 MAR 2007 
3 S L68 

'REGISTRY' ENTERED AT 14:18:17 ON 20 MAR 2007 
1 S 129530-31-0/RN 

'CAPLUS' ENTERED AT 14:18:18 ON 20 MAR 2007 
2 S L70 
7 S L71 OR 169 OR L67 OR L65 OR L63 OR L61 OR L59 OR 157 
0 S L72 AND AD<20020215 AND PATENT/OT 
1 S L72 AND PY<2002 AND NONPATENT/DT 

FILE 'STNGUIDE' ENTERED AT 14:19:36 ON 20 MAR 2007 

FILE 'REGISTRY' ENTERED AT 14:20:20 ON 20 MAR 2007 
L75 1 S 129530-31-0 

FILE 'REGISTRY' ENTERED AT 14:20:59 ON 20 MAR 2007 
176 1 S 58-93-5/RN 

SET NOTICE 1 DISPLAY 
SET NOTICE LOGIN DISPLAY 

L77 1 S 58-93-5 

FILE 'CAPLUS' ENTERED AT 14:22:18 ON 20 MAR 2007 
S 595564-75-3/REG# OR 595564-76-4/REG# OR 595564-77-5/REG# OR 

FILE 'REGISTRY' ENTERED AT 14:24:58 ON 20 MAR 2007 
L78 1 S 756835-49-1/RN 

FILE 'CAPLUS' ENTERED AT 14:24:58 ON 20 MAR 2007 
L79 4 S 178 

FILE 'REGISTRY' ENTERED AT 14:24:59 ON 20 MAR 2007 
180 1 S 756835-47-9/RN 

FILE 'CAPLUS' ENTERED AT 14:24:59 ON 20 MAR 2007 
181 2 S 180 

FILE 'REGISTRY' ENTERED AT 14:25:00 ON 20 MAR 2007 
L82 1 S 595564-80-0/RN 

FILE 'CAPLUS' ENTERED AT 14:25:00 ON 20 MAR 2007 
L83 4 S L82 

FILE 'REGISTRY' ENTERED AT 14:25:01 ON 20 MAR 2007 
L84 1 S 595564-79-7/RN 

FILE 'CAPLUS' ENTERED AT 14:25:02 ON 20 MAR 2007 
L85 4 S L84 

FILE 'REGISTRY' ENTERED AT 14:25:02 ON 20 MAR 2007 
L86 1 S 595564-78-6/RN 

FILE 'CAPLUS' ENTERED AT 14:25:03 ON 20 MAR 2007 
L87 3 S L86 
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FILE 'REGISTRY' ENTERED AT 14:25:03 ON 20 MAR 2007 
L88 1 S 595564-77-5/RN 

FILE 'CAPLUS' ENTERED AT 14:25:04 ON 20 MAR 2007 
L89 4 S L88 

FILE 'REGISTRY' ENTERED AT 14:25:04 ON 20 MAR 2007 
L90 1 S 595564-76-4/RN 

FILE 'CAPLUS' ENTERED AT 14:25:05 ON 20 MAR 2007 
L91 4 S L90 

FILE 'REGISTRY' ENTERED AT 14:25:05 ON 20 MAR 2007 
L92 1 S 595564-75-3/RN 

FILE 'CAPLUS' ENTERED AT 14:25:06 ON 20 MAR 2007 
L93 4 S L92 
L94 5 S L93 OR L91 OR L89 OR L87 OR L85 OR L83 OR L81 OR L79 
L95 0 S L94 AND AD<20020215 AND PATENT/OT 
L96 0 S L94 AND PY<2002 AND NONPATENT/DT 

FILE 'CAPLUS' ENTERED AT 14:25:47 ON 20 MAR 2007 
S 756835-51-5/REG# OR 756835-53-7/REG# OR 756835-56-0/REG# OR 

FILE 'REGISTRY' ENTERED AT 14:27:21 ON 20 MAR 2007 
L97 1 S 756835-98-0/RN 

FILE 'CAPLUS' ENTERED AT 14:27:21 ON 20 MAR 2007 
L98 3 S L97 

FILE 'REGISTRY' ENTERED AT 14:27:22 ON 20 MAR 2007 
L99 1 S 756835-79-7/RN 

FILE 'CAPLUS' ENTERED AT 14:27:23 ON 20 MAR 2007 
LlOO 4 S L99 

FILE 'REGISTRY' ENTERED AT 14:27:23 ON 20 MAR 2007 
LlOl 1 S 756835-66-2/RN. 

FILE 'CAPLUS' ENTERED AT 14:27:24 ON 20 MAR 2007 
L102 3 S Ll0.1 

FILE 'REGISTRY' ENTERED AT 14:27:24 ON 20 MAR 2007 
L103 1 S 756835-63-9/RN 

FILE 'CAPLUS' ENTERED AT 14:27:25 ON 20 MAR 2007 
L104 2 S L103 

FILE 'REGISTRY' ENTERED AT 14:27:25 ON 20 MAR 2007 
L105 1 S 756835-59-3/RN 

FILE 'CAPLUS' ENTERED AT 14:27:26 ON 20 MAR 2007 
L106 3 S L105 

FILE 'REGISTRY' ENTERED AT 14:27:26 ON 20 MAR 2007 
L107 1 S 756835-56-0/RN 

FILE 'CAPLUS' ENTERED AT 14:27:27 ON 20 MAR 2007 
L108 3 S L107 

FILE 'REGISTRY' ENTERED AT 14:27:27 ON 20 MAR 2007 
L109 1 S 756835-53-7/RN 
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FILE 'CAPLUS' ENTERED AT 14:27:28 ON 20 MAR 2007 
LllO 3 S L109 

FILE 'REGISTRY' ENTERED AT 14:27:29 ON 20 MAR 2007 
Llll 1 S 756835-51-5/RN 

FILE 'CAPLUS' ENTERED AT 14:27:29 
3 S Llll 

ON 20 MAR 2007 
L112 
L113 
L114 
L115 

4 S ~112 OR LllO OR Ll08 
0 S Lll3 AND AD<20020215 
0 S L113 AND PY<2002 AND 

OR L106 OR L104 OR L102 OR LlOO OR L98 
AND PATENT/OT 
NONPATENT/DT 

S 756836-16-5/REG# OR 756853-47-1/REG# OR 922167-00-8/REG# OR 

FILE 'REGISTRY' ENTERED AT 14:29:39 ON 20 MAR 2007 
L116 1 S 922499-54-5/RN 

FILE 'CAPLUS' ENTERED AT 14:29:40 ON 20 MAR 2007 
L117 1 S Ll16 

FILE 'REGISTRY' ENTERED AT 14:29:40 ON 20 MAR 2007 
L118 1 S 922167-07-5/RN 

FILE 'CAPLUS' ENTERED AT 14:29:41 ON 20 MAR 2007 
1119 1 S 1118 

FILE 'REGISTRY' ENTERED AT 14:29:42 ON 20 MAR 2007 
1120 1 S 922167-06-4/RN 

FILE 'CAPLUS' ENTERED AT 14:29;42 ON 20 MAR 2007 
1121. 1 S 1120 

FILE 'REGISTRY' ENTERED AT 14:29:43 ON 20 MAR 2007 
1122 1 S 922167-05-3/RN 

FILE 'CAPLUS' ENTERED AT 14:29:43 ON 20 MAR 2007 
1123 1 S 1122 

FILE 'REGISTRY' ENTERED AT 14:29:44 ON 20 MAR 2007 
1124 1 S 922167-04-2/RN 

FILE 'CAPLUS' ENTERED AT 14:29:44 ON 20 MAR 2007 
1125 1 S Ll24 

FILE 'REGISTRY' ENTERED AT 14:29:45 ON 20 MAR 2007 
L126 1 S 922167-03-1/RN 

FILE 'CAPLUS' ENTERED AT 14:29:45 ON 20 MAR 2007 
1127 1 S 1126 

FILE 'REGISTRY' ENTERED AT 14:29:46 ON 20 MAR 2007 
Ll28 1 S 922167-02-0/RN 

FILE 'CAPLUS' ENTERED AT 14:29:47 ON 20 MAR 2007 
L129 1 S Ll28 

FILE 'REGISTRY' ENTERED AT 14:29:47 ON 20 MAR 2007 
L130 1 S 922167~01-9/RN 

FILE 'CAPLUS' ENTERED AT 14:29:48 ON 20 MAR 2007 
1131 1 S L130 

FILE 'REGISTRY' ENTERED AT 14:29:4$ ON 20 MAR 2007 
L132 1 S 922167-00-8/RN 

N PC-UN IV-000005498 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 636 of 1101



1133 

1134 

1135 

1136 

1137 
1138 
1139 
1140 

1141 
1142 
1143 
1144 
1145 

1146 
1147 
1148 
1149 

1150 

=> 

FILE 

FILE 

FILE 

FILE 

FILE 

FILE 

'CAPLUS' ENTERED AT 14:29:49 ON 20 MAR 2007 
1 S 1132 

'REGISTRY' ENTERED AT 14:29:49 ON 20 MAR 2007 
1 S 756853-47-1/RN 

'CAPLUS' ENTERED AT 14:29:50 ON 20 MAR 2007 
2 S 1134 

'REGISTRY' ENTERED AT 14:29:50 ON 20 MAR 2007 
1 S 756836-16-5/RN 

'CAPLUS' ENTERED AT 14:29:51 ON 20 MAR 2007 
2 S 1136 
3 S 1137 OR 1135 OR 1133 OR 1131 OR 1129 OR 1127 OR 1125 OR 1123 
0 S 1138 AND AD<20020215 AND PATENT/OT 
0 S 1138 AND PY<2002 AND NONPATENT/DT 

'CAPLUS, MEDLINE, EMBASE' ENTERED AT 14:30:36 ON 20 MAR 2007 
5247 S ((ALMARSSON, O?) OR (ALMARSSON O?) OR (HICKEY, M?) OR (HICKEY 

592 S 1141 AND (CRYSTAL? OR COCRYSTAL?) 
79 S 1142 AND (CO-CRYSTAL? OR COCRYSTAL? OR CO(A)CRYSTAL?) 
61 DUP REM 1143 (18 DUPLICATES REMOVED) 
45 S 1144 AND NONPATENT/DT 

FILE 'STNGUIDE' ENTERED AT 14:36:28 ON 20 MAR 2007 

FILE 

FII,,E 

FILE 

'CAPLUS, MEDLINE, EMBASE' ENTERED AT 14:56:07 ON 20 MAR 2007 
329 S (COCRYSTAL? OR CO-CRYSTAL? OR CO(A)CRYSTAL?) AND REVIEW/OT 
167 S 1146 AND PY<2002 

23 S 1147 ANO (DRUG OR PHARMACEUTICAL? OR MEDICINE OR MEDICAMENT 0 
94 S 1147 ANO (CRYSTALL?) 

'STNGUIDE' ENTERED AT 15:04:54 ON 20 MAR 2007 

'CAPLUS' ENTERED AT 15:06:25 ON 20 MAR 2007 
70 S 1149 AND (CRYSTAL? OR COCRYSTAL? OR CO-CRYSTAL?)/AB 
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. • · a his 

(FILE 'HOME' ENTERED AT 13:22:11 ON 20 MAR 2007) 

FILE 'REGISTRY' ENTERED AT 13:22:25 ON 20 MAR 2007 
E "ITRACONAZOLE"/CN 25 

Ll 1 S E3 
L2 1 S Ll EXA SAM 

FILE 'REGISTRY' ENTERED AT 13:23:07 ON 20 MAR 2007 
L3 STR 84625-61-6 
L4 83 S L3 FAM FUL 

FILE 'CAPLUS' ENTERED AT 13:23:28 ON 20 MAR 2007 
LS 2483 S L4 
16 8 s LS AND (SUCCINIC OR FUMARIC OR TARTARIC 
17 2 s 16 AND AD<20020215 AND PATENT/OT 
LB 0 s 16 AND PY<2002 AND NONPATENT/DT 
19 66 s LS AND CRYSTAL? 
110 16 s 19 AND AD<20020215 AND PATENT/OT 
111 10 s 19 AND PY<2002 AND NONPATENT/DT 
112 26 s 110 OR 111 
113 53 s LS AND POLYMORPH? 
114 5 s 113 AND AD<20020215 AND PATENT/OT 
115 10 s Ll2 AND PY<2002 AND NONPATENT/DT 
116 15 s Ll4 OR 115 

OR MALIC) AND (CRYSTA 
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L74 ANSWER 1 OF 1 
ACCESSION NUMBER: 
DOCUMENT NUMBER: 
TITLE: 

AUTHOR(S): 

CORPORATE SOURCE: 
SOURCE: 

CAPLUS COPYRIGHT 2007 ACS on STN 
1990:542666 CAPLUS 
113: 142666 
Crystal and molecular structure of a complex of 
18-crown-6 with 6-chloro-7-sulfamido-3,4-dihydro-1,2,4-
benzothiadiazine-l,1-dioxide (hypothiazide) of 1:1 
composition 
Dvorkin; A. A.; Simonov, Yu. A.; Lipkowski, Janusz; 
Fonar, M. S.; Malinovskii, T. I.; Ganin, E. V.; 
Kotlyar, S. A. 
Inst. Prikl. Fiz., Kishinev, USSR 
Kristallografiya (1990), 35 (3), 682-6 
CODEN: KRISAJ; ISSN: 0023-4761 

DOCUMENT TYPE: Journal 
LANGUAGE: Russian 
AB The title compound is monoclinic, space group P21/a, with a 1 .. 533(11), b 

10.172(6), c 15.023(7) A, and y 60.79(3) 0
; de= 1.422(8) 

for Z = 4. The atomic coordinates are given. The structure was solved by 
direct methods and refined by least-squares to R = 0.053. The bond 
lengths and angles are given. The H-bonding is described. 

SO Kristallografiya (1990), 35(3), 682-6 
CODEN: KRISAJ; ISSN: 0023-4761 

DT Journal 
IT 129530-31-0 

RL: PRP (Properties) 
(crystal structure of) 
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L75 ANSWER 1 OF 1 REGISTRY COPYRIGHT 2007 ACS on STN 
RN 129530-31-0 REGISTRY 
ED Entered STN: 28 Sep 1990 
CN 2H-l,2,4-Benzothiadiazine-7-sulfonarnide, 6-chloro-3,4-dihydro-, 

1,1-dioxide, cornpd. with 1,4,7,10,13,16-hexaoxacyclooctadecane (1:1) (9CI) 
(CA INDEX NAME) 

OTHER CA INDEX NAMES: 
CN 1,4,7,10,13,16-Hexaoxacyclooctadecane, cornpd. with 6-chloro-3,4-dihydro-2H-

l,2,4-benzothiadiazine-7-sulfonarnide 1,1-dioxide (1:1) (9CI) 
MF Cl2 H24 06 C7 HS Cl N3 04 S2 
SR CA 
LC STN Files: CA, CAPLUS, USPATFULL 

CM 1 

CRN 17455-13-9 
CMF Cl2 H24 06 

fo~o~f 
o~ ~o'-/ 

0 

CM 2 

CRN 58-93-5 
CMF C7 HS Cl N3 04 S2 

2 REFERENCES IN FILE CA (1907 TO DATE) 
2 REFERENCES IN FILE CAPLUS (1907 TO DATE) 
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L77 ANSWER 1 OF 1 REGISTRY COPYRIGHT 2007 ACS on STN 
RN 58-93-5 REGISTRY 
ED Entered STN: 16 Nov 1984 
CN 2H-l,2,4-Benzothiadiazine-7-sulfonamide, 6-chloro-3,4-dihydro-, 

1,1-dioxide (CA INDEX NAME) 
OTHER NAMES: 
CN 3,4-Dihydrochlorothiazide 
CN 6-Chloro-3,4-dihydro-2H-l,2,4-benzothiadiazine-7-sulfonamide 1,1-dioxide 
CN 6-Chloro-3,4-dihydro-7-sulfamoyl-2H-l,2,4-benzothiadiazine 1,1-dioxide 
CN 6-Chloro-7-sulfamoyl-3,4-dihydro-2H-l,2,4-benzothiadiazine 1,1-dioxide 
CN 6-Chloro-7-sulfamoyl-3,4-dihydrobenzo-1,2,4-thiadiazine-l,l-dioxide 
CN Acuretic 
CN Apo-Hydro 
CN Apresazide 
CN Aquarius 
CN Aquazide H 
CN Caplaril 
CN Carozide 
CN Chlorosulthiadil 
CN Chlorsulthiadil 
CN Clothia 
CN Dichlothiazide 
CN Dichlotiazid 
CN Dichlotride 
CN Dichlozid 
CN Diclotride 
CN Didralin 
CN Dihydrochlorothiazide 
CN Dihydrochlorothiazidum 
CN Dihydrochlorurit 
CN Dihydrochlorurite 
CN Disalunil 
CN Disothiazide 
CN Diuret-P 
CN Diurex 
CN Diurizid 
CN Drenol 
CN Esidrex 
CN Esidrix 
CN HCT 
CN HCTZ 
CN HCZ 
CN HH 25/25 
CN HH 50/50 
CN Hidrenox 
CN Hidril 
CN Hidrochlortiazid 
CN Hidrosaluretil 
CN Hidrotiazida 
CN Hydrex 
CN Hydrex-semi 
CN Hydril 
CN Hydro Par 
CN Hydro-Aquil 
CN Hydro-Diuril 
CN Hydro-T 
ADDITIONAL NAMES NOT AVAILABLE IN THIS FORMAT - Use FCN, FIDE, or ALL for 

DISPLAY 
DR 8049-49-8, 125727-50-6 
MF C7 H8 Cl N3 04 S2 
CI COM 
LC STN Files: ADISINSIGHT, ADISNEWS, AGRICOLA, ANABSTR, BEILSTEIN*, BIOSIS, 

BIOTECHNO, CA, CABA, CAOLD, CAPLUS, CASREACT, CBNB, CHEMCATS, CHEMLIST, 
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CIN, CSCHEM, CSNB, DDFU, DRUGU, EMBASE, HSDB*, IFICDB, IFIPAT, IFIUDB, 
IMSCOSEARCH, IMSDRUGNEWS, IMSPATENTS, IMSRESEARCH, IPA, MEDLINE, MRCK*, 
MSDS-OHS, PATD.PASPC, PHAR, PROMT, PS, RTECS*, SCISEARCH, SPECINFO, 
TOXCENTER, TULSA, USAN, USPAT2, USPATFULL, VETU 

(*File contains numerically searchable property data) 
Other Sources: DSL**, EINECS**, TSCA**, WHO 

(**Enter CHEMLIST File for up-to-date regulatory information) 

**PROPERTY DATA AVAILABLE IN THE 'PROP' FORMAT** 

3771 REFERENCES IN FILE CA (1907 TO DATE) 
26 REFERENCES TO NON-SPECIFIC DERIVATIVES IN FILE CA 

3786 REFERENCES IN FILE CAPLUS (1907 TO DATE) 
182 REFERENCES IN FILE CAOLD (PRIOR TO 1967) 
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Application No. 

10/660,202 

Applicant(s) 

ALMARSSON ET AL. 

Office Action Summary Examiner 

Abigail M. Cotton 

Art Unit 

1617 

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

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE J 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 )[gl Responsive to communication(s) filed on 08 January 2007. 

2a)0 This action is FINAL. 2b)[gj This action is non-final. . 

3)0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213. 

Disposition of Claims 

4)[gl Claim(s) 1-37 is/are pending in the application. 

4a) Of the above claim(s) 3-8 and 12-36 is/are withdrawn from consideration. 

5)0 Claim(s) __ ·_is/are allowed. 

6)[gj Claim(s) 1,2 and 9-11 is/are rejected. 

7)0 Claim(s) __ is/are objected to. 

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

Application Papers 

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

10)0 The drawing(s) filed on is/are: a)O accepted or b}O 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 )0 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)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

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

1.0 Certified copies of the priority documents have been received. 

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

3.0 Copies of the certified' copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 

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

Attachment(s) 

1) [gj Notice of References Cited (PTO-892) 

2) 0 Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [gj Information Disclosure Statement(s) (PTO/SB/08) 
Paper No(s)/Mail Date See Continuation Sheet. 

4) 0 Interview Summary (PTO-413) 
Paper No(s)/Mail Date. __ . 

5) 0 Notice of Informal Patent Application 
6) 0 Other: __ . 

U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20070327 
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Application/Control Number: 10/660,202 

Art Unit: 1617 

DETAILED ACTION 

Page 2 

Claims 1-37 are pending in the application, with claims 3-8 and 12-36 having 

been withdrawn as drawn to a non-elected invention. Accordingly, claims 1-2, 9-11 and 

37 are being examined on the merits herein. 

Election/Restrictions 

Applicant's election of the claims of Group I, namely claims 1-2, 9-11 and 37 in 

the reply filed on January 8, 2007 is acknowledged. Because applicant did not distinctly 

and specifically point out the supposed errors in the restriction requirement, the election 

has been treated as an election without traverse (MPEP § 818.03(a)). Accordingly, 

claims 3-8 and 12-36 are being withdrawn from examination as being drawn to non­

elected inventions 

Priority 

Applicants' claim of priority as a CIP of PCT/US03/27772 filed September 4, 

2003, which is a CIP of 10/378,956, filed March 3, 2003, and claim of priority as a CIP 

of application serial nos. 10/367,829, 10/449,307 and 10/601,092, as well as the priority 

claims to the provisional and non-provisional applications to which these application 

claim priority, is acknowledged. 
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Application/Control Number: 10/660,202 

Art Unit: 1617 

Page 3 

However, Applicants have not complied with one or more conditions for receiving 

the benefit of an earlier filing date under 35 U.S.C. 120 or 119(e) as follows: 

The later-filed application must be an application for a patent for an invention that 

is also disclosed in the prior application (the parent or original nonprovisional application 

or provisional application). The disclosure of the invention in the parent application and 

in the later-filed application must be sufficient to comply with the requirements of the 

first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. Performance 

Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed applications, including application nos. 

10/378,956, 10/367,829, 10/449,307 and 10/601,092, as well as the provisional and 

non-provisional applications to which they claim priority, fail to provide adequate support 

or enablement in the manner provided by the first paragraph of 35 U.S.C. 112 for one or 

more claims of this application. In particular, these prior applications do not provide 

adequate support for all pharmaceutical co-crystal compositions in general having an 

API that is a liquid or a solid at room temperature, and a co-crystal former that is solid at 

room temperature, where the API and co-crystal former are hydrogen bonded to each 

other, as recited in claim 1. The prior applications also do not teach all of the specific 

co-crystal formers as recited in claim 2, all of the specific co-crystal API and co-crystal 

former combinations as in claim 11, and also do not teach all of the exceptions as listed 
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Application/Control Number: 10/660,202 

Art Unit: 1617 

in claim 37. Instead, U.S. Patent Application Serial No. 10/378,956, for example, 

discloses that co-crystals can comprise specific co-crystal combinations such as 

carbamazepine and nicotinamide, but does not disclose the general co-crystal 

Page 4 

formulations as recited in claims 1-2, 9-10, and 37, and also does not disclose certain 

specific co-crystal combinations as recited in _claim 11, such as modafinil and mandelic 

acid. Accordingly, the instant claims do not receive benefit of the filing dates of these 

prior applications or the provisional and non-provisional application to which they claim 

priority. 

The claims are fully supported under 35 U.S.C. 112, first paragraph, by the PCT 

application No. PCT/US03/27772, filed September 4, 2003, and thus receive benefit of 

the filing date of the PCT application. Accordingly, the instant claims are granted the 

effective filing date of September 4, 2003. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

Page 5 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Written Description Rejection 

Claims 1-2, 9-10 and 37 are rejected under 35 U.S.C. 112, first paragraph, as 

failing to comply with the written description requirement. The claims contains subject 

matter which was not described in the specification in such a way as to reasonably 

convey to one skilled in the relevant art that the inventors, at the time the application 

· was filed, had possession of the claimed invention. 

In particular, Applicants have only shown the formation of the particular co:­

crystals recited in claim 11, such as for example crystals of cabamazepine and 

saccharin, but do not exemplify or otherwise show 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 divers different co-crystal formers in claim 2 or APls as in claim 9. 

Applicants have not described or shown how the numerous and diverse different co­

crystals as claimed could be obtained. 
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Page 6 

The specification only describes the preparation of the particular co-crystals 

recited in claim 11 (see pages 7-10, in particular.) Accordingly, the specification ~oes 

not describe the claimed subject matter in a manner sufficient to convey to one of 

ordinary skill in art that the inventors were in possession of the entire invention, 

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

are hydrogen bonded and are solid or liquid, as recited in the claims. 

Enablement Rejection 

Claims 1-2, 9-10 and 37 are rejected under 35 U.S.C. 112, first paragraph, for 

lacking enablement for the full scope of the claims. The specification is enabling for the 

preparation and use of the particular pharmaceutical co-crystals as recited in claim 11, 

such as co-crystals of carbamazepine and saccharin, or celecoxib and nicotinamide. 

However, the specification is not enabling for the preparation of El! co-crystals having · 

any API that is solid, and any co-crystal former that solid and liquid, where the 

components are hydrogen bonded to one another, as recited in claim 1, or El! co­

crystals having the numerous and diverse APls and co-crystal formers as in claims 2, 9-

10 and 37. 

The instant specification fails to provide information that would allow the skilled 

artisan to fully make and use the instant invention without undue experimentation. 

Attention is directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the 
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court set fourth the eight factors to consider when assessing if a disclosure would have 

required undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApls 

1986) at 547 the court recited eight factors: 

(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those 

in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the claims; 

(6) the amount of direction or guidance presented; (7) the presence or absence of 

working examples; and (8) the quantity of experimentation necessary. 

1. The nature of the invention: The instant invention pertains a co-crystal 

composition containing a solid API and a solid or liquid co-crystal former, where the API 

and co-crystal former are hydrogen bonded to one another. 

2. The state of the prior art: The skilled artisan would view the formation of 

different crystalline forms as being unpredictable due to the numerous different 

crystallization factors needing to be controlled to provide different crystal states, as well 

as the unpredictability in predicting the different types of crystals that may exist. For 

example, as disclosed by Angelo Gavezzotti ("Are Crystal Structures Predictable?" by 

Gavezzotti, Acc. Chem. Res, 1994, Vol. 27, pages 309-314), the formation and 

structure of crystals is unpredictable at best (see first full paragraph, in particular.) 

Gavezzotti teaches that it can be unpredictable whether compounds will crystallize at 

all, crystal growth from solution is known to be problematic, and in general "a crystal is 
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more readily destroyed than built" (see first full paragraph of right hand column on page 

309.) Thus, Gavezzotti teaches that the production of crystals is unpredictable at best, 

with the particular process parameters suitable for crystallizing a compound typically not 

being known in advance, and thus desired crystals can generally only be arrived at via 

experimentation and dealing with "tough problems in the control of solidification, crystal 

growth, and crystal morphology, mainly due to perverse kinetic control of nucleation 

(see first full paragraph of right hand column on page 309.) 

3. The relative skill of those in the art: the relative skill of those in the art is 

typically very high, i.e. experienced scientists having advanced degrees in the chemical 

and biochemical fields. 

4. The predictability of the art: As discussed above, the production of crystal 

forms is highly unpredictable, with crystal growth from solution being problematic. (see 

see page 309 of Gavezzotti, in particular.) 

5. The breadth of the claims: the unpredictable nature of the invention is 

exacerbated by the breadth of the claims. The claims require co-crystal composition 

that has any API that is solid, in general, with any crystal co-former that is solid or liquid, 

in general, where the components are hydrogen bonded, as in clairp 1. Thus, the 

claims as instantly presented encompass fill co-crystals having any solid API and any 
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solid or liquid co-crystal former, where the component are hydrogen bonded to one 

another. 

6. The amount of direction or guidance presented: the specification does not 

provide any direction or guidance as to how to go about manufacturing and/or finding all 

of the different crystal forms that contain an API and a co-crystal former and that are 

hydrogen bonded to one another, and that thus fall within the scope of the claim. The 

specification generally teaches that hydrogen bonding is a dominant interaction in the 

formation of a co-crystal (see page 10 of specification, in particular), but does not teach 

how one of ordinary skill in the art would go about finding the proper crystallization 

process parameters, such as the proper crystallization solvent, temperature, etc, to 

allow for the formation of all of the co-crystals encompassed by the claims, without 

requiring undue experimentation. 

7. The presence or absence of working examples: The specification does 

not provide working examples that are sufficient to show one of ordinary skill in the art . 

how to arrive at all of the co-crystal forms. Instead, the specification merely provides 

examples showing the fabrication of the particular co-crystals recited in claim 11, 

including carbamazepine and saccharin, and topiramate and 18-crown-6 co-crystals 

(see Examples 1-37,.in particular.) Thus, while the specification provides guidance for 

forming the particular co-crystals specifically disclosed in the specification and recited in 

claim 11 , the specification does not provide adequate guidance as to how one of 
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ordinary skill in the art could prepare all other crystals containing any API and co-crystal 

former. 

8. The quantity of experimentation necessary: As the specification does not 

provide adequate guidance to allow one of ordinary skill in the art to readily determine 

the manufacturing conditions required to achieve crystallization of all of APl/co-crystal 

formers, nor to determine which combinations of API and co-crystal former would even 

be capable of being recovered in crystal form, it is considered that one of ordinary skill 

in the art would have to engage in undue experimentation in order to be able to fully 

make and use the invention to the full extent of the claims. 

In particular, as the parameters crucial to forming all of the APl/co-crystal former 

crystals are not known, one of ordinary skill in the art would have to perform an 

exhaustive search to find all of those APls and co-crystal formers, as well as all 

crystallization parameters, that are necessary to provide the crystal forms. To make all 

of the possible crystals, one of ordinary skill in the art would have to first have to select 

a particular API and co-crystal former combination, and then discover the means of 

achieving the crystalline form of the combination by performing numerous and 

exhaustive crystal manufacturing processes and making incremental changes in each 

manufacturing parameter, such as solvent and temperature parameters, to try and 

obtain the compounds in co-crystal form. If the components failed to crystallize, the 

crystal manufacturing process would have to be repeated, again with increm~ntal 
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changes in parameters, to attempt to achieve a new crystal form. If a crystal were 

achieved, the crystal would have to be analyzed by X-ray diffraction or other method to 

determine whether hydrogen bonding existed in the crystal. The above procedure 

would have to be repeated numerous different times with a variety of different process 

parameters, as well as with different AP ls and co-crystal formers, in order for one of 

ordinary skill in the art to discover all those co-crystal forms that fall within the scope of 

the claim, and thus to be able to fully make and use the invention commensurate with 

the full scope of the claim. Therefore, the skilled artisan would have to exercise undue 

experimentation to practice the instant invention. 

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. 

As a result, one of ordinary skill in the art would be required to perform an exhaustive 

search for the embodiments of the co-crystal compositions that are suitable for the 

practice of the invention. 

Genentech, 108 F.3d at 1366, states that "a patent is not a hunting license. It is 

not a reward for a search, but compensation for its successful conclusion" and "[p]atent 

protection is granted in return for an enabling disclosure of an invention, not for vague 

intimations of general ideas that may or may not be workable." 
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Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 

above, to practice the claimed invention herein, a person of ordinary skill in the art 

would have to engage in undue experimentation to make and use all of the co-crystal 

compositions encompassed by the instant claims, with no assurance of success. 

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 -

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

Claims 1-2, 9-11 and 37 are rejected under 35 U.S.C. 102(b) as being 

anticipated by the article entitled "The Formation of Paracetamol (acetaminophen) 

Adducts with Hydrogen-Bond Acceptors" by Oswald et al, 2002, Acta Crystallographica 

Section B, Vol. B58, pages 1057-1066. 

Oswald et al. teaches preparing crystal forms of paracetamol (i.e. 

acetaminophen), including adducts with 4,4'-bipyridine (see abstract, in particular.) 

Oswald et al. teaches that the compounds in the adduct are hydrogen bonded (see 

Section 3.3, in particular.) Accordingly, Oswald et al. teaches one of the specific co-
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crystals as recited in claim 11, and which also meet the co-crystal and APl/co-crystal 

former combination limitations as recited in claims 1-2, 9 and 37. 

Regarding claim 10, Oswald et al. teaches that the compounds can be used for 

the formation of tablets (see first full paragraph of Introduction on page 1057, in 

particular), and thus anticipates providing the compounds with a pharmaceutically 

acceptable carrier, excipient or diluent, as recited in the claim. 

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 1-2, 9-10, 11 and 37 are rejected under 35 U.S.C. 102(a) as being 

anticipated by the article entitled "Crystal Engineering of Novel Co-Crystals of a Triazole 

.Drug with 1,4-Dicarboxylic Acids" by Remenar et al, JACS, Vol. 125, pages 8456-8457, 

published on the web on June 21, 2003. 

Remenar et al. teaches non co-crystals of itraconazole with 1,4-dicarboxylic 

acids including fumaric acid, succinic acid, and malic acid (see Table 1, in particular), 

and teaches that the co-crystals are hydrogen bonded (see paragraph bridging right and 

left hand columns on page 8456, in particular.) Accordingly, Remenar et al. teaches the 

NPC-UNIV-000005519 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 657 of 1101



Application/Control Number: 10/660,202 

Art Unit: 1617 

Page 14 

specific co-crystals as recited in claim 11, and which also meet the co-crystal and 

APl/co-crystal former combination limitations as recited in claims 1-2, 9 and 37. 

Regarding claim 10, Remenar et al. teaches that the compounds are 

pharmaceutical solids for pharmaceutical uses (see first full paragraph of page 8456, in 

particular), and thus anticipates providing the compounds with a pharmaceutically 

acceptable carrier, excipient or diluent, as recited in the claim. 

Claims 1-2, 9-10, 11 and 37 are rejected under 35 U.S.C. 102(a) as being 

anticipated by the article entitled "Crystal Engineering of the Composition of 

Pharmaceutical Phases: Multiple-Component Crystalline Solids Involving 

Carbamazepine" by Fleischman et al, Crystal Growth and Design, Vol. 3, No. 6, pages 

909-919, published on the web on June 17, 2003. 

Fleischman et al. teaches forming co-crystals of carbamazepine (CBZ) with 

benzoquinone, saccharin, nicotinamide, trimesic acid, 5-nitroisophthalic acid and 

adamantine-·1,3,4,5-tetracarboxylic acid (see abstract, in particular.) Fleischmann et al. 

teaches that the resulting crystals contain hydrogen .bonds (see Table 2, in particular.) 

Accordingly, Fleischman et al. teaches the specific co-crystals as recited in claim 11, 

and which also meet the co-crystal and APl/co-crystal former combination limitations as 

recited in claims 1-2, 9 and 37. 
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Regarding claim 10, Fleischman et al. teaches that the compounds contain CBZ 

as an active pharmaceutical ingredient (API), which has analgesic and anticonvulsant 

properties (see abstract and Introduction, in particular), and thus anticipates providing 

the compounds with a pharmaceutically acceptable carrier, excipient or diluent, as 

recited in the claim. 

Claims 1-2, 9, 11 and 37 are rejected under 35 U.S.C. 102(a) as being 

anticipated by the article entitled "Crystal and Molecular Structure of a Complex of 18-

Crown-6 with 6-chloro 7-sulfamido-3,4-dihydro-1,2,4-benzothiadiazine" by Dvorkin et al, 

Kristallografiya, 1990, Vol. 35, No. 3, pages 682-686 (English abstract.) 

Dvorkin et al. teaches the preparation of a co-crystal of 18-crown-6 with 6-chloro 

7-sulfamido-3,4-dihydro-1,2,4-benzothiadiazine (hydrochlorothiazide), and teaches that 

the hydrogen bonding of the crystal is described (see abstract, in particular.) 

Accordingly, Dvorkin et al. teaches the specific co-crystals as recited in claim 11, and 

which also meet the co-crystal and APl/co-crystal former combination limitations as 

recited in claims 1-2, 9 and 37. 

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 -

(e) the invention was described in (1} an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 1-2, 9-10 and 37 are rejected under 35 U.S.C. 102(e) as being 

anticipated by U.S. Patent No. 6,559,293 to Almarsson et al, issued May 6, 2003. 

Almarsson et al. teaches novel salts of topiramate and co-crystals thereof 

(abstract, in particular.) Almarsson et al. teaches that the co-crystals can be hydrogen 

bonded, and provides the specific co-crystal example of topiramate and caffeine (see 

paragraph bridging columns 14-15, in particular.) Thus, Almarrson et al. teaches a co­

crystal composition comprising a solid API (topiramate) and a solid co-crystal former 

(caffeine), which are hydrogen bonded to one another, as in claim 1, and that has the 

functional groups as recited in claim 2. 

Regarding claims 9 and 37, Almarsson et al. teaches the topiramate and caffeine 

co-crystal, and thus teaches the composition wherein the API is topiramate, as in claim 

9, and teaches a crystal that is not one of those excluded by claim 37. 

Regarding claim 10, Almarsson et al. teaches that the compounds are intended 

as pharmaceutically acceptable materials for the treatment of conditions such as 

tremors and seizures (see abstract, in particular), and thus anticipates providing the 
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compounds with _a pharmaceutically acceptable carrier, excipient or diluent, as recited in 

the claim. 

Claims 1-2, 9-10, 11 and 37 are rejected under 35 U.S.C. 102(e) as being 

anticipated by WO 03/074474 to Zaworotko et al, published September 12, 2003. 

Zaworotko et al: teaches forming co-crystals of various pharmaceutical 

compounds, including acetaminophen/4,4'-bipyridine, phenytoin/pyridine, aspirin/4,4'­

bipyridine, ibuprofen/4,4'-bipyridine, flurbiprofen/4,4'-bipyridine, among many others 

(see abstract and pages 7-9, in particular.) Zaworotko et al. teaches that the crystals 

contain hydrogen bonds (see pages 7-9, in particular.) Accordingly, Zaworotko et al. 

teaches the specific co-crystals as recited in claim 11, and which also meet the co­

crystal and APl/co-crystal former combination limitations as recited in claims 1-2, 9 and 

37. 

Regarding claim 10, Zaworotko et al. teaches that the compounds are for 

pharmaceutical entities and contain at least one active pharmaceutical ingredient (see 

abstract and Introduction, in particular), and thus anticipates providing the compounds 

with a pharmaceutically acceptable carrier, excipient or diluent, as recited in the claim. 
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Claims 1-2 and 10 are rejected under 35 U.S.C. 102(e) as being anticipated by 

U.S. Patent Application Publication No. 2004/0176335 to Scott L. Childs, published 

September 9, 2004. 

Childs teaches novel cocrystals and methods of cocrystallization using the salt of 

an active agent (see abstract, in particular.) Childs teaches that the cocrystals are 

formed by providing strong hydrogen bond donor molecules to the crystal system (see 

paragraph 0006, in particular), and thus teaches forming a cocrystal of an API with a co­

crystal former that is hydrogen bonded, as recited in claim 1. Childs provides the 

specific example of a co-crystal comprising fluoxetine HCI and succinic acid (see 

Examples 2 and 5, in particular), and thus teaches a crystal having a solid API and a 

solid or liquid co-crystal former (note that instant claim 11 recites succinic acid as a 

suitable co-crystal former for itraconazole), and thus meets the limitations of claim 1 and 

the co-crystal former functional group limitation of claim 2. 

Regarding claim 10, Childs teaches that the composition is intended to include 

and active pharmaceutical ingredient (see abstract, in particular), and thus anticipates 

providing the compounds with a pharmaceutically acceptable carrier, excipient or 

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

A timely filed terminal disclaimer in compliance with 37 CFR 1.321 (c) or 1.321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-2, 9-11 and 37 are rejected on the ground of nonstatutory obviousness­

type double patenting as being unpatentable over claims 1-10 of U.S. Patent 

No.7,078,526 to Remenar et al. Although the conflicting claims are not identical, they 

are not patentably distinct from each other because the instant claims are to co-crystals 

of APls and co-crystal formers, including the specific crystals listed in claim 11, such as 

itraconazole and tartaric acid, whereas the patented claims are to only the specific co­

crystal that contains itraconazole and tartaric acid .. Accordingly, the instant claims are 

obvious over the specific patented co-crystal, and thus are not patentably distinct over 

the 7,078,526 patent. 
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Claims 1-2 and 10 are provisionally rejected on the ground of non statutory 

obviousness-type double patenting as being unpatentable over claims 86-93 of 

copending Application No. 10/546,963, as published in U.S. Patent Application 

Publication No. 2007/0059356 to Almarsson et al. Although the conflicting claims are 

not identical, they are not patentably distinct from each other because the instant claims 

are to co-crystals having any API and any co-crystal former that are hydrogen bonded, 

whereas the published claims are to co-crystal compositions having APls and co-crystal 

formers with functional groups that allow for hydrogen bonding. Accordingly, the 

broader class of co-crystals as claimed is obvious over the co-crystals having the 

specific functional groups as in the published application, and the instant claims are not 

patentably distinct from those in the 2007/0059356 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Claims 1-2, 9-11 and 37 are provisionally rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claims 1-49 and 72-87 

of copending Application No. 10/570,405, as published in U.S. Patent Application 

Publication No. 2007 /0021510 to Hickey et al. Although the conflicting claims are not 

identical, they are not patentably distinct from each other because the instant claims are 

to co-crystals having any API and any co-crystal former that are hydrogen bonded, 

including modafinil and malonic acid, whereas the published claims are to co-crystal 
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compositions having modafinil as the APls and co-crystal formers that hydrogen bond to 

one another, such as malonic acid. Accordingly, the broader class of co-crystals as 

claimed is obvious over the specific modafinil co-crystals as in the published application, 

and the instant claims are not patentably distinct from those in the 2007/0021510 

publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Claims 1-2, 9-11 and 37 are provisionally rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claims 66-72 of 

copending Application No. 10/551,014, as published in U.S. Patent Application 

Publication No. 2006/0223794 to Bourghol Hickey et al. Although the conflicting claims 

are not identical, they are not patentably distinct from each other because the instant 

claims are to co-crystals having any API and any co-crystal former that are hydrogen 

bonded, including olanzapine and nicotinamide, whereas the published claims are to the 

specific co-crystal compositions having olanzapine and nicotinamide as the co-crystal 

components. Accordingly, the broader class of co-crystals as claimed is obvious over 

the specific olanzapine co-crystals as in the published application, and the instant 

claims are not pateritably distinct from those in the 2006/00223794 publication. 
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This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Claims 1-2, 9-11 and 37 are provisionally rejected on.the ground of nonstatutory 

obviousness:type double patenting as being unpatentable over claims 2-7, 16 and 18 of 

copending Application No. 10/926,842, as published in U.S. Patent Application 

Publication No. 2005/0070551 to Remenar et al. Although the conflicting claims are not 

identical, they are not patentably distinct from each other because the instant claims are 

to co-crystals having any API and any co-crystal former that are hydrogen bonded, 

including itraconazole and various acids such as succinic acid, fumaric acid and tartaric 

acid, whereas the published claims are to the specific co-crystal compositions having 

itraconazole and acids such as malonic acid, fumaric acid, tartaric acid, etc, as well as 

other co-crystal forms. Accordingly, the scope of the instan! claims overlaps with that of 

the published application, and accordingly, the instant claims are not patentably distinct 

from those in the 2005/0070551 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Abigail M. Cotton whose telephone number is (571) 272-

8779. The examiner can normally be reached on 9:30-6:00, M-F. 

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

supervisor, Sreenivasan 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. 

AMC 
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Examiner 
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Examiner 
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Cile 
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Cite 
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I nf 12 Attorney Docket Number TPl-350C1 ~ 

U.S. PATENT DOCUMENTS 
Document Number Publication Date Name of Patentee or 
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Number-Kind Code2 <1--i 

us. 

us. 

us. 

US-

US-

us. 

us. 

US-

us. 

us. 

us. 

us. 

us. 

us-
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us. 

us-
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Foreign Patent Document Publication Name of Patentee or 

Date Applicanl of Cited Document 
MM-DD-YYYY 
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WO 03/074474 A2 09-12-2003 

WO 03/033462 A2 04-24-2003 

WO 01/51919 A2 07-19-2001 
WO 01/42222 A1 06-14-2001 

/Abigail Cotton/ (03/20/2007) 

Zaworotko et al 

Matzger et al. 

Levinson et al. 
Ferro et al. 
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-

This collection of information is required by 37 CFR 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO 
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Application Number 10/660,202 
Filing Date Se tember 11, 2003 
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Examiner Name 

Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Examiner Cite 
Document Number 
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Examiner 
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[ Examiner 
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US-

US-

US-

US-

us-
US-

us-
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FOREIGN PATENT DOCUMENTS 
Foreign Patent Document 

Publication Dale 
MM-DD-YYYY 
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WO 02/056878 A2 07-25-2002 

WO 01/41536 A2 06-14-2001 

EP 1167355 A1 01-02-2002 

/Abigail Cotton/ (03/20/2007) 

Name of Patentee or 
Applicant of Cited Document 

Pharmacia Coro. 
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Fako llaciari A.S. 
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Where Relevant Passages 
or Relevant Figures Appear 
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All --
All -

03/20/2007 
'EXAMINER: Initial if reference considered, whether or not citation is in confonmance with MPEP 609. Draw tine through citation if not in conformance and not 
considered. Include copy of this fonn with next communication to applicant. ' Applicant's unique citation designation number (optional). 2 See Kind Codes of 
USPTO Patent Documents al wwwuspto.gov or MPEP901.04. 3 Enter Office that Issued the document, by the two-letter code (WIPO Standard T.3). • For 
Japanese patent documents. the indication of the year of the reign of the Emperor must precede the serial number of the patent document. s Kind of document by 
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This collection of infonnation 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 govemed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
ineluding gathering. preparing, and submilting 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 fo,m and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent 
and Trademarl< Office, P.O. Box 1450. Alexandria, VA 22313-1450. 00 NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: 
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313•1450. 
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Examiner Name 

'- Sheet I 1 I of I 1 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Examiner Cite 
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U2 US• 

U3 US• 

U4 US· 

U5 US• 

U6 US• 

U7 US• 

UB us. 
U9 US• 

FOREIGN PATENT DOCUMENTS 
Foreii:in Palen1 Document Pages. Colu1ms. Lines. Publication Date Name or Patenteo or Examiner Cite MM-OD,YVYY Applicant of Cited Document Where Relevanl Passages 
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Countrv COde • • Number• • Kind Code• nr knownl 

or Relevant FlgulllS Appear ,.. -
I/"\\JI F1 WO01/42221 A1 06-14-2001 Phannacia Coro. All -

Examiner 
Si nature 

F2 
F3 
F4 

F5 
F6 
F7 

Date 
Considered 03/20/2007 

" 
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'EXAMINER: Initial ii 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 cl this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 Seo Kind Codes of ' 
USPTO Patent Documents et www.uspto gov or MPEP901.04. • Enter Office that issued the document, by the two-letter coda (WIPO Standard T.3). • For 
Japanese patent dOQJments, the indication of the year of the reign of Iha Emperor must precede Iha 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 lo complete. 
induding gathering, preparing, and submitting the completed application form to the USPTO. nme will vary depending upon the individual case. Any comments 
on the amount or 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 COMPLETEO FORMS TO THIS ADDRESS. SEND TO: 
Commissioner tor Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 
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\.. Sheet 
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/AC/ 

\ I 

Examiner 
Si nature 
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I 1 I of I 

Cite Document Number 

No.' Number - Kind Code' (it 
known) 

U1 US-2,711,411 

U2 US-4,198,507 

U3 US-4,368, 197 

U4 US-4,994,604 

U5 US-5, 177,262 

U6 US-5 332,834 

U7 US-5,338,644 

us US-5,380,867 

U9 US-5,412,094 

U10 US-5,523 090 

U11 US-5 614,342 

U12 US-5,998,413 

U13 US-6,001,996 

U14 US-6,268,385 

U15 US-6,570,036 

U16 US-2003/0162226 

U17 US-2003/0166581 

U18 US-2003/0224006 

U19 US-2004/0019211 

U20 US-2004/0106052 

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

36 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Publication Date 
MM-OD-YYYY 

06-21-1955 

04-15-1980 

01-11-1983 

02-19-1991 

01-15-1993 

07-26-1994 

08-16-1994 

01-10-1995 

05-02-1995 

06-04-1996 

03-25-1997 

12-07-1999 

12-14-1999 

07-31-2001 

05-27-2003 

08-28-2003 

09-04-2003 

12-04-2003 

01-29-2004 

06-03-2004 

Name ot Patentee or Applicant 
of Cited Document 

Holbert, et al. 

Barry, et al. 

Shefter, et al. 

Tun!'.l, et al. 

Taylor, et al. 

Bhattacharva, et al. 

Taylor, et al. 

Bhattacharya, et al. 

Amos, eta/. 

Znaiden, et al. 

Molaire, et al. 

Heeres, et al. 

Amos, et al. 

Whittle, et al. 

Reuter 

Cima, eta/. 

Almarsson, et al. 

Zaworotko, et al. 

Remenar, et al. 

Molaire 

Date 
Considered 

Pages, Columns, Lines, I/I/here 
Relevant Passages or Relevant 

Figures Appear 

All 

All 

All 

All 

All 

All. 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

03/20/2007 
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'EXAMINER: Initial i! 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 deSi9nation number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www.usplo gov or MPEP901,04. , Enter Office that issued the docull)ent, by the two-letter code (V','IPO 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.ls to place a check mark here if English language 
Translation Is attached. 
This collection ot information is reQuired by 37 CFR 1.97 and 1.98. The Information is required to obtain or retain a benefit by the public whieh is to file (and by the 
USPTO to process) an application. Confidentiality is govemed 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 Durden, 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: 
Commlsslonerfor Patents, P.O. Sox 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form. call 1-B0O-PT0-91/19 (1-800-786-9199) and select option 2. 
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Application Number 10/660,202 
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(use es many sheets as necessary) Art Unit 1617 

Examiner Name Leonard Williams 

\.. Sheet I 2 I of I 36 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Examiner 
lnilials' 

/AC/. 

\. I 

Examiner 
Si nature 

Cite 
No. 1 

U21 

U22 

U23 

U24 

U25 

U26 

U27 

U28 

U29 

U30 

U31 

U32 

U33 

U34 

U35 

U36 

U37 

U38 

U39 

U40 

U41 

Document Number Publication Date 
Number - Kind Code" (if MM-DD-YYYY 

known) 

US-2004/0106053 06-03-2004 

US-2004/0106055 06-03-2004 

US-2004/0171062 09-02-2004 

US-2004/0176335 09-09-2004 

US-2005/0070551 03-31-1995 

US-2005/0181041 08-18-2005 

US-2005/0169982 08-04-2005 

US-2005/0252649 11-17-2005 

US-2005/0256127 11-17-2005 

US-6,559,293 05-06-2003 

US-6,699,840 03-02-2004 

US-2004-0053853 03-18-2004 

US-2005/0070551 A1 03-31-2005 

US-2003/00224006 12-04-2003 

US-3,536,809 04-09-1991 

US-3 598,123 08-10-1971 

US-3,845 770 11-05-1974 

US-3 916,899 11-04-1975 

US-4,008,719 02-22-1977 

US-4,267, 179 05-12-1981 

US-4,764,604 08-16-1988 

/Abigail Cotton/ (03/20/2007) 

Name of Patentee or Applicant 
of Cited Document 

Molaire, et al. 

Molaire, et al. 

Hirth, et Bl. 

Childs 

Remenar, et al. 

Goldman 

Almarsson, et al. 

Chiu, et al. 

Ku, et al. 

Almarsson, et Bl. 

Almarsson, et al. 

Almarsson, et al. 

Remenar, et al. 

Zaworotko et al. 

Schaller et al. 

Zaffaroni 

Theeuwes et al. 

Theeuwes et al. 

Theeuwes et Bl. 

Heeres et al. 

Muller 

Date 
Considered 

Pages. Columns. Lines, V\lhere 
Relevant Passages or Relevant 

Figures Appear 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

"' 
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'EXAMINER: Initial if reference considered. whether or not citation is in confomiance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designatlon number (optional). 2 See Kind Codes of 
USPTO Patent Documents at www.usptogov or MPEP901.04. 'Enter Olfoce that issued the document, by the two-letter code (WlPO 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 lnfomialion 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 lo process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to lake 2 hours to complete. 
including gathering, preparing, and submitting the completed application fem, to the USPTO. lime will vary depending upon the individual case. Any comments 
on the amount of lime you require to complete this form and/or suggestions tor 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, ca/11-800-PT0-9199 (1-800-786-9199} and select option 2. 
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r Substitute for form 1449NPTO 
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Application Number 10/660,202 
INFORMATION DISCLOSURE 

FIiing Date September 11, 2003 
STATEMENT BY APPLICANT 

First Named Inventor Orn Almarsson 
(use as many sheets as necessa,y) Art Unit 1617 

Examiner Name Leonard Williams 

\.. Sheet I 3 I of I 36 Attorney Docket Number TPl-350C1 

U.S. PATENT DOCUMENTS 

Examiner 
Initials• 

/AC,/ 

\. / 

Examiner 
Si nature 

Cite 
No.' 

U42 

U43 

U44 

U45. 

U46 

U47 

U48 

U49 

USO 

U51 

U52 

U53 

U54 

U55 

U56 

U57 

USS 

U59 

U60 

U61 

Document Number 
Publication Date 

Number • Kind Code' (if MM-OD-YYYY 
known) 

US-4,916,134 04-10-1990 

US-5,006,513 04-09-1991 

US-5,059,595 10-22-1991 

US-5,073,543 12-17-1991 

US-5, 120,548 06-09-1992 

US-5,354,556 10-11-1994 

US-5,414,997 05-16-1995 

US-5,474,997 12-12-1995 

US-5 591,767 01-07-1997 

US-5,633,015 05-27-1997 

US-5,639,476 06-17-1997 

US-5 661,151 08-26-1997 

US-5,674,533 10-07-1997 

US-5,707,975 01-13-1998 

US-5, 733,566 03-31-1998 

US-2003/0096014 05-22-2003 

US-4,513 006 04-23-1995 

US-6,191,117 02-20-2001 

US-6,201,010 03-13-2001 

US-5,753,693 05-19-1998 

/Abigail Cotton/ (03/20/2007) 

Name of Patentee or Applicant 
of Cited Document 

Heeres et al. 

Hector et al. 

Le Grazie 

Marshall et al. 

McClelland et al. 

Sparks et al. 

Tailer 

Grav et al. 

Mohr et al. 

Gilis et al. 

Osh!ack et al. 

Saksena et al. 

Santus et al. 
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1 ( currently amended). 

and a co-crystal former, wherein~ 

2 

In the Claims 

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

A pharmaceutical co-crystal composition, comprising: an API 

fil __ the API is a liquid or a solid at room temperature and the co-crystal former is a solid at room 

temperature~, and 1.vherein 

-=--b),____the API and co-crystal former are hydrogen bonded to each other; and 

c) specifically excluding a co-crystal selected from the group consisting of: nabumetone:2.3-

naphthalencdioL Jluoxetine HCl:bcnzoic acid, fluoxetine HCl:succinic acid. 

acetaminophen:piperazine, acetaminophen:theophylline, theophylline:salicylic acid, theophylline:p­

hydroxybenzoic acid, theophylline:sorbic acid, theophylline: 1-hydroxy-2-naphthoic acid, 

theophvlline:glycolic acid, theophylline:2,5-dihydroxybenzoic acid, theophylline:chloroacetic acid, 

bis(diphenylhydantoin):9-ethyladenine acetylacetone solvate, bis(diphenvlhydantoin):9-ethyladeninc 

2, 4-pentanedione sol vate, 5, 5-diphenv lbarbi turic acid: 9-ethyladenine, bis( dipheny lh ydantoin): 9-

ethyladen i ne, 4-aminobcnzoic acid:4-arninobenzonitrile. sulfadimidine:salicylic acid. 8-

hydroxyguinolinium 4-nitrobenzoate:4-nitrobenzoic acid. sulfaproxyline:caffeine, rctro-inverso­

isopropyl (2R.3S)-4-cvclohexyl-2-hydroxy-3-(N-((2R)-2-morpholinocarbonylmethyl-3-( 1-

naphthyl)propionyl)-L-histidylamino)butyrate:cinnamic acid monohydrate, benzoic 

acid:isonicotinamide, 3-(2-N' ,N' -( dimethylhydrazino)-4-thiazolylmethylthio )-N' · -

sulfamoylpropionarnidine:maleic acid, diglycine hydrochloride {C2H5NO2:C2H6NO2 +en. 
octadccanoic acid:3-pyridinecarboxamidc. cis-N-(3-methyl-1-(2-( l .2,3A-tctrahvdro )naphthyl)­

piperidin-4-yl)-N-phenylpropanamide hydrochloridc:oxalic acid, trans-N-(3-methvl-1-(2-( 1,2,3.4-

tetrahydro)naphthyl)-piperidin-4-ylium)-N-phenylpropanamide oxalate:oxalic acid dihydrate, bis(l­

(3-(( 4-(2-isopropoxyphenyl)-l-piperazinyl)methyl)benzoyl)piperidine) succinate:succinic acid, bis(p­

cyanophcnyl)imidazolvlmethane:succinic acid, cis-1-(( 4-(1-

imidazolylmethyl)cyclohexyl)methyl)imidazole:succinic acid, (+)-2-(5,6-dimethoxy-1,2.3,4-

tetrahydro-1-naphthyl)imidazoline:( + )-dibenzoyl-O-tartaric acid. raclopride:tartaric acid, 2,6-

diamino-9-cthvlpurine:5,5-diethylbarbituric acid, 5,5-diethylbarbituric acid:bis(2-aminopyridine) . 
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3 Docket No. TPI-350Cl 
Serial No. 10/660,202 

5.5-diethylbarbituric acid:acetarnide. 5.5-diethylbarbituric acid:Kk 5.5-diethylbarbituric acid:urea. 

bis(barbital):hexamethvlphosphoramide, 5,5-diethylbarbituric acid:imidazole, barbital: 1-

methylimidazole, 5.5-diethylbarbituric acid:N-methyl-2-pyridone, 2.4-diamino-5-(3.4.5-

trirnethoxybcnzyl)-pyrimidine:5,5-diethylbarbituric acid. bis(barbital):caffoine. bis(barbita]): 1-

methylimidazole. bis(beta-cyclodextrin ): bis(barbital) hydrate. tetrakis(beta-

cyclodcxtrin):tetrakis(barbital). 9-ethyladenine:5.5-diethylbarbituric acid, barbital :N'-(p­

cyanophenv l )-N-(p-iodopheny I )me }amine. barbital :2-amino-4-(m-bromophenv !amino )-6-chloro-

1,3 ,5-triazine, 5,5-diethylbarbituric acid:N ,N' -diphenylmelamine, 5,5-diethylbarbituric acid:N ,N' -

bis(p-chlorophenyl)rnelamine. N .N'-bis( p-bromophenyl)melamine: 5 .5-diethylbarbituric acid. 5 ,5-

di ethyl barbituric acid:N,N' -bis(p-iodophenyl)melamine, 5,5-diethylbarbituric acid:N.N' -bis(p­

tolyl)melamine. 5 ,5-diethylbarbituric acid:N ,N' -bis(m-tolyl)melamine, 5,5-diethylbarbituric 

acid:N.N'-bis(m-chlorophenyl)melamine. N,N'-Bis(m-rnethylphenyl)melamine:barbital, N,N'­

bis(m-chlorophenyl)melamine:barbital tetrahydrofuran solvate, 5,5-diethylbarbituric acid:N,N' -bis(t­

butyl)mclamine. 5,5-diethylbarbituric acid:N.N' -di(t-butyl)melamine, 6.6' -diguinolyl ether:5,5-

diethylbarbituric acid, 5-t-butyl-2,4,6-triaminopyrimidine:diethylbarbituric acid, N .N'-bis( 4-

carboxymethylphenyl)melamine: barbital ethanol solvate, N,N'-bis(4-t-

QlliYillhenyl)melamine:barbital. tris( 5, 17-N,N' -bis( 4-amino-6-(butylamino )-1,3 ,5-triazin-2-

yl)diamino-11,23-dinitro-25,26,27,28-tetrapropoxycalix(4 )arene):hexakis(diethylbarbituric acid) 

toluene solvate, N ,N' -bis(m-fluorophenyl)melamine: barbital, N.N' -bis(m-

bromophenyl)melamine: barbital acetone solvate, N,N' -bis(m-iodophenyl)melamine:barbital 

acetonitrile solvate, N,N'-bis(m-tritluoromethylphenyl)melamine:barbital acetonitrile solvate, 

aminopyrine: barbital, N,N '-bis( 4-fluorophenyl)melamine: barbital, N.N'-bis( 4-

2.4-cliamino-5-(3,4,5-trifluoromethylphenyl)melamine: barbital, 

trimethoxybenzyl)pyrimidine: barbital, hydroxybutyrate:hydroxvvalerate, 2-

aminopyrimidine:succinic acid, 1,3-bis(((6-methylpyrid-2-yl)amino)carbonyl)benzene:glutari.c acid, 

5-t-butyl-2,4,6-triaminopyrimidine:diethylbarbituric acid. bis(dithiobiuret-S,S')nickel(ll):diuraciL 

platinum 3 ,3 '-dihvdroxymethyl-2,2' -bipyricline dichloride:AgF3CSO,, 4,4' -bipyridyl:isophthalic 

acid. 4,4' -bipyridyl: 1,4-naphthalenedicarboxvlic acid. 4,4' -bipyridyl: 1.3,5-cyclohexane-tricarboxylic 

acid, 4,4'-bipyridyl:tricaballylic acid, urotropin:azelaic acid, insulin:C8-HI (octanoyl-Ne-LysB29-
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4 Docket No. TPI-350Cl 
Serial No. 10/660,202 

human insulin), isonicotinamide:cinnamic acid, isonicotinamide:3-hydroxybenzoic acid, 

isonicotinarnide:3-N,N-dimcthylaminobenzoic acid, isonicotinamide:3,5-bis(trifluoromethyl)­

benzoic acid. isonicotinamide:d,1-mandelic acid, isonicotinamide:chloroacetic acid, 

isonicotinamide:fumaric acid monoethyl ester. isonicotinamide: 12-bromododecanoic acid, 

isonicotinamide:fumaric acid, isonicotinamide:succinic acid, isonicotinamide:4-ketopimelic acid, 

isonicotinamide:thiodiglycolic acid, 1,3 ,5-cyclohexane-tricarboxylic acid:hexamethy ltetramine. 

1.3,5-cyclohexane-tricarboxylic acid:4,7-phenanthroline, 4.7-phenantlu·oline:oxalic acid. 4,7-

phenanthroline:terephthalic acid, 4, 7-phenanthroline: 1,3 ,5-cyclohexane-tricarboxvlic acid, 4, 7-

phenanthroline: l A-naphthalenedicarboxvlic acid, pyrazine:methanoic acid, pyrazine:ethanoic acid, 

pyrazine:propanoic acid. pyrazinc:butanoic acid, pyrazinc:pcntanoic acid, pyrazine:hcxanoic acid, 

pyrazine:heptanoic acid, pyrazine:octanoic acid, pyrazine:nonanoic acid. pyrazine:decanoic acid, 

diammine-( deoxy-quanyl-quanyl-N 7 ,N7)-platinum:tris( gl vcine) hydrate, 2-aminopyrimidine:p-

phenylenediacetic acid, bis(2-arninopvrimidin- I -iurn)fw11arate:furnaric acid, 2-

aminopyrimidine:indole-3-acetic acid. 2-aminopyrimidine:N-methylpyrrole-2-carboxylic acid, 2-

aminopyrimidine:thiophen-2-carboxylic acid, 2-aminopyrirnidine:( + )-camphoric acid. 2,4,6-

Trinitrobenzoic acid: 2-aminopyrimidine, 2-aminopyrimidine:4-aminobenzoic acid, 2-

aminopyrimidinc: bis(phenoxyacetic acid), 2-aminopyrimidine:(2.4-dichlorophenoxy)acetic acid. 2-

aminopyrimidine:(3.4-dichlorophenoxy)acetic acid, 2-aminopyTimidine:indole-2-carboxylic acid.?-

amino pyrimidine :terephthal ic acid, 2-aminopyrimidine:bis(2-nitrobenzoic acid), 2-

amino pyrimidine: bis(2-aminobenzoic acid), 2-aminopyrimidine:3-aminobenzoic acid, 2-hexeneoic 

acid:isonicotinarnide, 4-nitrohenzoic acid: isonicotinamide, 3,5-dinitrobenzoic 

acid:isonicotinamidc:4-methylbenzoic acid, 2-amino-5-nitropyrimidine:2-amino-3-nitropyridine, 3,5-

dinitrobenzoic acid:4-chlorobenzamide, 3-dimethylarninobenzoic acid:4-chlorobenzamide, fumaric 

acid:4-chlorobenzamide, oxine:4-nitrobenzoic acid, oxine:3,5-dinitrobenzoic acid, oxine:3.5-

dinitrosalicylic acid, 3-[2-(N' .N' -dimethylhydrazino)-4-thiazolvlmethylthio]-N2
-

sulfamoylpropionamidine:maleic acid. 5-fluorouracil:9-ethylhypoxanthine. 5-fluorouracil:cytosine 

dihvdrate, 5-fluorouracil:theophylline monohydrate. stearic acid:nicotinamide. cis-1-{[ 4-(] -

imidazolylmethyl)cyclohexyl]methyl }imidazole:succinic acid, CGS l 8320B:succinic acid, 

sulfaproxvline:caffeine, 4-aminobenzoic acid:4-aminobenzonitrile, 3 .5-dinitrobenzo i c 
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5 Docket No. TPI-350Cl 
Serial No. 10/660,202 

acid:isonicotinamide:3-methylbenzoic acid, 3,5-dinitrobenzoic acid:isonicotinarnide:4-

(dimethylamino )benzoic acid, 3 .5-dinitrobenzoic acid:isonicotinamide:4-hydroxy-3-

rnethoxycinnamic acid, isonicotinamide:oxalic acid. isonicotinamide:malonic acid, 

isonicotinamide:succinic acid, isonicotinamide:glutaric acid. isonicotinamicle:adipic acid. benzoic 

acid:isonicotinamide, mazape1iine:succinate, betaine:dichloronitrophenoL 

betai nepyridine: dichloronitrophenol, betainepyri dine:pentach lorophenoL 4-{ 2-f 1-(2-hydroxyethyl)-4-

pyridylidene ]-ethyli dene }-cyclo-hexa-2.5-dien-1-one:methyl 2,4-dihydroxybenzoate, 4-{ 2-[1-(2-

hydroxyethyl)-4-pvridy lidene ]-ethylidene }-cyclo-hexa-2,5-dien-1-one :2, 4-dihydroxypropiophenone, 

4-{2-f 1-(2-hydroxyethyl)-4-pyridylidene]-ethylidene }-cyclo-hexa-2,5-dien-1-one:2,4-

dihydroxyacetophenone. squaric acid:4.4' -dipyridylacctylene. squaric acid: 1,2-bis( 4-

pyridyl)ethylene, chloranilic acid: 1 ,4-bis[( 4-pyridyl)ethynyl]benzene, 4.4' -bipyridine:phthalic acid, 

4.4'-dipyridylacetylene:phthalic acid. bis(pentamethylcyclopentadienyl)iron:bromanilic acid, 

bis(pentamcthylcyclopentadienyl)iron:chloranilic acid, 

bis(pentamethylcvclopentadienyl}iron:cyananilic acid, pyrazinotetrathiafulvalcne:chloranilic acid, 

phenol:pentafiuorophenol, co-crystals of itraconazole, and co-crvstals of topiramate or 

hvdrochlorothiazide. 

2 ( original). The pharmaceutical co-crystal composition according to claim 1, wherein: 

(a) the co-crystal former is selected from a co-crystal former of Table I or Table II; 

(b) the API is selected from an API of Table IV; 

(c) the API is selected from an API of Table IV and the co-crystal former is selected 

from a co-crystal former of Table I or Table II; 

( d) the API is a liquid at room temperature; 

( e) the API is a solid at room temperature; 

(f) the API has at least one functional group selected from the group consisting of 

ether, thioether, alcohol, thiol, aldehyde, ketone, thioketone, nitrate ester, 

phosphate ester, thiophosphate ester, ester, thioester, sulfate ester, carboxylic acid, 

phosphonic acid, phosphinic acid, sulfonic acid, amide, primary amine, secondary 

amine, ammonia, tertiary amine, sp2 amine, thiocyanate, cyanamide, oxime, 
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6 Docket No. TPI-350C1 
Serial No. 10/660,202 

nitrile, diazo, organohalide, nitro, s-heterocyclic ring, thiophene, n-heterocyclic 

ring, pyrrole, o-heterocyclic ring, furan, epoxide, peroxide, hydroxamic acid, 

imidazole, and pyridine; 

(g) the co-crystal former has at least one functional group selected from the group 

consisting of ether, thioether, alcohol, thiol, aldehyde, ketone, thioketone, nitrate 

ester, phosphate ester, thiophosphate ester, ester, thiocster, sulfate ester, 

carboxylic acid, phosphonic acid, phosphinic acid, sulfonic acid, amide, primary 

amine, secondary amine, ammonia, tertiary amine, sp2 amine, thiocyanate, 

cyanamide, oxime, nitrile diazo, organohalide, nitro, s-heterocyclic ring, 

thiophene, n-heterocyclic ring, pyrrole, o-heterocyclic ring, furan, epoxidc, 

peroxide, hydroxamic acid, imidazole, and pyridine; 

(h) the difference in pKa between the API and the co-crystal former does not exceed 

?· -, 

(i) the solubility of the co-crystal is increased as compared to the API; 

(j) the dose response of the co-crystal is increased as compared to the API; 

(k) the dissolution of the co-crystal is increased as compared to the API; 

(1) the bioavailability of the co-crystal is increased as compared to the APT; 

(m) the stability of the co-crystal is increased as compared to the API; 

(n) a difficult to salt or unsaltable APT is incorporated into the co-crystal; 

( o) the hygroscopicity of the co-crystal is decreased as compared to the API; 

(p) an amorphous API is crystallized as a component of the co-crystal; 

(q) the form diversity of the co-crystal is decreased as compared to the APT; or 

(r) the morphology of the co-crystal is modulated as compared to the API. 

3-8 (canceled). 

9 ( currently amended). The pharmaceutical co-crystal composition according to claim 

1, wherein the API is selected from celecoxib, carbamazepine, itraconazole;-olanzapine, topiramate, 
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7 Docket No. TPI-350Cl 
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modafinil, 5-fluorouracil, hydrochlorothiazide, acetaminophen, aspirin, flurbiprofen, phenytoin, or 

ibuprofen. 

10 ( original). The pharmaceutical co-crystal composition according to claim 1, further 

comprising a pharmaceutically acceptable diluent, excipient, or carrier. 

11 ( currently amended). 

selected from: 

A co-crystal comprising an API and a co-crystal former 

(a) carbamazepine and saccharin; 

(b) carbamazepine and nicotinamide; 

( c) carbamazepine and trimesic acid; 

( d) celecoxib and nicotinamide; 

(e) olanzapine and nicotinarnide; 

(f) celecoxib and 18-crown-6; 

(g)itracona:z:ole and suceinic acid; 

(h)itraoonazole an4fumarie acid; 

(i)itraconazole and tartaric acid; 

G)itraoonazole and malic acid; 

-'-'fhl~<g-) __ itraeonazoleHCl and tartaric acid; 

""'ffi"""'(""'hc.,_) __ modafinil and malonic acid; 

-'-'fm:t= . .,_,(-"-'i)'--_modafinil and benzamide; 

ft:B""'.;:.,..,,.l(i..,_) __ modafinil and mandelic acid; 

.,_..,f&t"-'-'-"(k=) __ modafinil and glycolic acid; 

.... ffB~(l~) __ modafinil and fumaric acid; 

ffi:)(m) modafinil and maleic acid; 

(r)topiramate and 18 crown 6; 

-'-'ffil'-'-("""n=) __ 5-fluorouracil and urea; 

(t)hydrocblorothiazide ar,d nicotinie c:cid; 

~'drochlorothiazide and 18 crown 6; 
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8 

(v)hydrochlorothluzide and piperazine; 

fwt(o) acetaminophen and 4,4'-bipyridine; 

aj(p) phenytoin and pyridonc; 

..... M'-'-.-'-'(q._,) __ aspirin and 4,4'-bipyridine; 

@~-'-"fr.,_) __ ibuprofen and 4,4' -bi pyridine; 

faaj(s) flurbiprofen and 4,4 '-bi pyridine; 

(:hl:tl(t) flurbiprofen and trans-l ,2-bis(4-pyridyl) ethylene; 

fw)(u) carbamazepine and p-phthalaldehyde; 

fde-:}(v) carbamazepine and 2,6-pyridinecarboxylic acid; 

fee)(w) carbamazepine and 5-nitroisophthalic acid; 

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

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

fgfil(y) carbamazepine and benzoquinone. 

12-37 (canceled). 

38 (new). The pharmaceutical co-crystal composition according to claim 1, wherein: 

(a) the API comprises an amide, an amine or a carboxylic acid group as hydrogen bonded 

moiety and the co-crystal former comprises aldehyde, amide, carboxylic acid, ketone or pyridine 

group as hydrogen bonded moiety, or 

(b) the API comprises an aldehyde, aromatic nitrogen, ether or sulfony 1 group as hydrogen 

bonded moiety and the co-crystal former comprises amide, carboxylic acid or pyridine as hydrogen 

bonded moiety, or 

( c) the API comprises an alcohol, organochloride group as hydrogen bonded moiety and the 

co-crystal former comprises amide, carboxylic acid or pyridine as hydrogen bonded moiety, or 

( d) one of said API and said co-crystal former comprises an alcohol, aldehyde, amide, 

secondary amine, carboxylic acid, ether, ester, ketone, nitrile, organochloride pyridine, sulfonyl or 

sulfonamide group as hydrogen bonded moiety and the other of said API and co-crystal former 

comprises aldehyde, amide, carboxylic acid, ketone or pyridine as hydrogen-bonded moiety. 
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The pharmaceutical co-crystal composition according to claim 38, wherein the 

API comprises an amide, an amine or a carboxy lie acid group as hydrogen bonded moiety and the co­

crystal former comprises aldehyde, amide, carboxylic acid, ketone or pyridine group as hydrogen 

bonded moiety. 

40 (new). The pharmaceutical co-crystal composition according to claim 38, wherein the 

API comprises an aldehyde, aromatic nitrogen, ether or sulfonyl group as hydrogen bonded moiety 

and the co-crystal former comprises amide, carboxylic acid or pyridine as hydrogen bonded moiety. 

41 (new). The pham1aceutical co-crystal composition according to claim 38, wherein the 

API comprises an alcohol, organochloride group as hydrogen bonded moiety and the co-crystal 

former comprises amide, carboxylic acid or pyridine as hydrogen bonded moiety. 

42 (new). The pharmaceutical co-crystal composition according to claim 38, wherein 

one of said API and said co-crystal former comprises an alcohol, aldehyde, amide, secondary amine, 

carboxylic acid, ether, ester, ketone, nitrite, organochloride pyridine, sulfonyl or sulfonamide group 

as hydrogen bonded moiety and the other of said API and co-crystal former comprises aldehyde, 

amide, carboxylic acid, ketone or pyridine as hydrogen-bonded moiety. 
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Claims 1-3 7 are pending in the subject application. By this Amendment, Applicants have 

canceled claims 3-8 and 12-37, amended claims 1, 9, and 11, and added new claims 38-42. Support 

for the amendments and new claims can be found throughout the subject specification and in the 

claims as originally filed (see, for example, previously pending claim 37, page 12, line 24 through 

page 13, line 9 and page 28, lines 24-25). Entry and consideration of the amendments presented 

herein is respectfully requested. Accordingly, claims 1, 2, 9-11 and 38-42 are currently before the 

Examiner. Favorable consideration of the pending claims is respectfully requested. 

Claims 1, 2, 9, 10 and 37 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 1 1, but do not 

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

liquid or solid and where the components arc hydrogen bonded to one another or co-c1ystals 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. Applicants traverse. 

It is incumbent upon the Patent Office to clearly establish that the as-filed specification fails 

to provide an adequate written description for the claimed invention. As set fo1ih at§ 2163(III): 

A description as filed is presumed to be adequate, unless or until sufficient 
evidence or reasoning to the contrary has been presented by the examiner to rebut the 
presumption. See, e.g., In re Marzocchi, 439 F.2d 220,224, 169 U.S.P.Q. 367, 370 
(C.C.P.A. 1971). The examiner, therefore, must have a reasonable basis to challenge 
the adequacy of the written description. The examiner has the initial burden of 
presenting by a preponderance of evidence why a person skilled in the art would not 
recognize in an applicant's disclosure a description of the invention defined by the 
claims. Wertheim, 541 F.2d at 263, 191 U.S.P.Q. at 97. In rejecting a claim, the 
examiner must set forth express findings of fact regarding the above analysis which 
support the lack of written description conclusion. These findings should: 
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(A) Identify the claim limitation at issue; and 
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(B) Establish a prima facie case by providing reasons why a person 
skilled in the art at the time the application was filed would not have 
recognized that the inventor was in possession of the invention as 
claimed in view of the disclosure of the application as filed. A general 
allegation of "unpredictability in the art" is not a sufficient reason to 
support a rejection for lack of adequate written description. 

In the case of the instant application, Applicants respectfully submit that aprimafacie case providing 

reasons why one skilled in the art would not have recognized that the inventor was in possession of 

the claimed invention has not been established. Rather, the Office Action makes a general allegation 

that the as-filed specification fails to provide adequate written description of the claimed invention 

because the examples do not exemplify or otherwise show the formation of all co-crystals. 

Applicants also respectfully submit that compliance with the written description requirement 

does not turn on the number of examples provided in the as-filed specification. Specifically, the 

Federal Circuit held that "and in accordance with our prior case law, that (1) examples are not 

necessary to support the adequacy of a ,vritten description (2) the written description standard may be 

met ( as it is here) even where actual reduction to practice of an invention is absent; and (3) there is 

no per se rule that an adequate written description of an invention that involves a biological 

macromolecule must contain a recitation of known structure" (see Falko-Gunter Falkner v. Inglis, 

448 F.3d 1357, 1366, 79 U.S.P.Q.2d 1001 (Fed. Cir. 2006). Accordingly, Applicants respectfully 

request that the rejection be withdrawn as it fails to establish a prima facie case that the written 

description provided by the as-filed specification is insufficient. 

Claims 1, 2, 9, 10 and 37 are rejected under 35 U.S.C. §112, first paragraph, as nonenablcd 

by the subject specification. The Office Action argues that the undue experimentation would be 

required to practice the claimed invention because the formation of different crystalline forms of 

APis is unpredictable due to the numerous factors that must be controlled in order to provide 

different crystal states as well as the unpredictability in predicting the different types of crystals that 

may exist. The Office Action also argues that the specification fails to teach adequate process 

parameters for making the claimed co-crystals and that the as-filed specification fails to provide 

adequate guidance in this regard as well. Finally, the Office Action argues that undue 
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experimentation would be required in order for one skilled in the art to fully make and use the 

claimed invention. Applicants traverse. 

Applicants respectfully submit that the as-filed specification clearly enables the claimed 

invention. For example, the as-filed specification sets forth those substances that are co-crystal 

formers as well as APJs (see Tables I-IV). These tables also set forth various functional groups 

found on the disclosed APis and co-crystal formers as well as those moieties that interact with the 

disclosed functional groups (see also page 12, line 24 through page 32, line 20. Thus, the as-filed 

specification clearly provides teachings to those skilled in the art as to the starting materials suitable 

for use in the claimed invention. 

The as-filed specification also sets forth at least one high throughput method for the 

preparation of co-crystals (see pages 43-44, referring to the CRYSTALMAX platform). The use of 

the CRYSTALMAX platform is described in U.S. Patent Application Publication 2002/0177167 Al 

and 2002/0048610 A 1. Additional high throughput methods for the formation of crystalline 

structures were also known around the time of the filing date of the instant invention ( see, for 

example, WO 2002/52919 which discloses another high throughput method for the identification of 

crystalline forms of APis). 

Turning to the allegation that undue experimentation would be required to practice the 

claimed invention, Applicants respectfully submit that this is not the case. As noted above, the as­

filed specification clearly sets forth APis and co-crystal formers that can be used in the practice of 

the claimed invention. Additionally, the as-filed specification discloses at least one high throughput 

method for the identification of crystalline structures recited within the claims and additional high 

throughput methodologies for identifying new c1ystalline forms of APis were known in the art at, or 

around the time the instant application was filed. As the Patent Office is aware, "The test [for 

enablement] is not merely quantitative, since a considerable amount of experimentation is 

permissible, if it is merely routine, or if the specification in question provides a reasonable amount of 

guidance with respect to the direction in which the experimentation should proceed to enable the 

determination of how to practice a desired embodiment of the invention claimed". Ex parte Jackson, 

217 U.S.P.Q. 804, 807 (1982); see also Ex parte Erlich 3 U.S.P.Q.2d 1011 (B.P.A.I. 1982) 

( observing that although a method might be "tedious and laborious," such experimentation is 
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nevertheless "routine" defining "routine" experiments as those which use known methods in 

combination with the variables taught in the patent to achieve the expected, specific, patented result). 

As is clear from the foregoing discussion, the known methods exist for high throughput development 

of novel crystalline forms of known AP Is. These methods allow one to vary a number of parameters 

simultaneously in order to identify new crystalline forms of known compounds. Thus, while some 

experimentation might be required to identify new API/co-crystal compounds and this 

experimentation may be "tedious and laborious", it would not be tmdue in view of the state of the art, 

the knowledge in the art and the teachings of the as-filed specification. Accordingly reconsideration 

and withdrawal of the rejection is respectfully requested. 

Claims 1, 2, 9-11 and 37 are rejected under 35 U.S.C. § 102(b) as anticipated by Oswald et 

al. The Office Action argues that the Oswald et al. publication anticipates the claimed invention as 

the reference teaches co-crystal forms of acetaminophen that include adducts with 4,4' -bi pyridine. 

Applicants respectfully submit that the cited publication is not prior art to the claimed invention. 

The claimed acetaminophen co-crystals were disclosed in Provisional Patent Application No. 

60/360, 786, filed March I, 2002 (see Example 1) and to which priority is claimed by this application. 

Accordingly, reconsideration and withdrawal of the rejection is respectfully requested. 

Claims 1, 2, 9-11 and 37 are rejected under 35 U.S.C. § 102(a) as anticipated by Remenar et 

al. The Office Action argues that the Remenar et al. publication anticipates the claimed invention as 

the reference teaches co-crystal forms ofitraconazole with 1,4-dicarboxylic acids (such as fumaric 

acid, succinic acid, and malic acid). Applicants respectfully submit that the cited publication is not 

prior art to the claimed invention. The claimed itraconazole co-crystals were disclosed in U.S. Patent 

Application 10/449,307, filed May 30, 2003 (see paragraphs 81 and 471) and to which priority is 

claimed by this application. Accordingly, reconsideration and withdrawal of the rejection is 

respectfully requested. 

Claims l, 2, 9-11 and 37 are rejected under 35 U.S.C. § 102(a) as anticipated by Fleischman 

et al. The Office Action argues that the Fleischman et al. publication anticipates the claimed 

invention as the reference teaches co-crystal forms of carbarnazepine with benzoquinone, saccharin, 

nicotinomide, trimesic acid, 5-nitroisophthalic acid and adarnantine-1,3,4,5-tetracarboxylic acid. 

Applicants respectfully submit that the cited publication is not prior art to the claimed invention. 
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The claimed carbamazepine co-crystals were disclosed in U.S. Patent Application 10/3 78,956, filed 

March 3, 2003 (see paragraph 39) and to which priority is claimed by this application. Accordingly, 

reconsideration and withdrawal of the rejection is respectfully requested. 

Claims 1, 2, 9-11 and 37 are rejected under 35 U.S.C. § 102(a) as anticipated by Dvorkin et 

al. Claims 1-2, 9-10, and 37 are rejected under 35 U.S.C. § 102(e) as anticipated by Almarsson et al. 

(U.S. Patent No. 6,559,293). Claims 1, 2, and 10 are rejected under 35 U.S.C. § 102(e) as 

anticipated by Childs (U.S. Patent Application Publication No.2004/0176335, published September 

9, 2004). The Office Action argues that the Dvorkin et al. reference anticipates the claimed 

invention as it teaches co-crystals of hydrochlorothiazide and that the Almarsson et al. patent 

anticipates the claimed invention on the basis it teaches co-crystals oftopiramate and caffeine. The 

Office Action argues that the Childs publication anticipates the claimed invention on the basis that it 

teaches co-crystals of fluoxetine HCl and succinic acid. Applicants respectfully submit that these 

rejections are moot in view of the amendments made to the claims cancelling the recited topiramatc, 

hydrochlorothiazide, and fluoxetine co-crystals. Support for the exclusionary language presented in 

claim 1 can be found in previously pending claim 34 (now incorporated into independent claim 1) 

and the as-filed specification ( at page 28, lines 24-25 ) where it is indicated that that any API listed in 

Table IV can be excluded from the invention (e.g., hydrochlorothiazide). Accordingly, 

reconsideration and withdrawal of each rejection is respectfully requested. 

Claims 1, 2, 9-11 and 37 are rejected under 35 U.S.C. § 102(c) as anticipated by Zaworotko 

et al. (WO 03/074474). The Office Action argues that the Zaworotko et al. publication anticipates 

the claimed invention as the reference teaches various co-crystals encompassed by the rejected 

claims. Applicants respectfully submit that the cited publication is not prior art to the claimed 

invention. The claimed co-crystals were disclosed in Provisional Patent Application No. 60/360, 786, 

filed March 1, 2002 (see, for example, pages 5-6 and Examples 1-5 at pages 11-15) and to which the 

benefit of priority is claimed by this application. The earliest claimed filing date of the cited 

reference is also March 1, 2002 via the same priority document. Accordingly, reconsideration and 

withdrawal of the rejection under 35 U.S.C. §102(e) is respectfully requested. 

Claims 1, 2, 9-11, and 3 7 are rejected for "obviousness type" double patenting over claims 1-

10 of U.S. Patent No. 7,078,526 (Remenar et al.). Claims 1, 2, and 10 are provisionally rejected on 
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the ground of nonstatutory "obviousness-type" double patenting over claims 86-93 of copending 

Application No. 10/546,963. Claims 1, 2, 9-11, and 37 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 (U.S. Patent Application Publication No. 2007 /0021510 to Hickey et 

al.), over claims 66-72 of copending Application No. 10/551,014 (U.S. Patent Application 

Publication No. 2006/0223794 to Bourghol Hickey et al.), and over claims 2-7, 16, and 18 of 

copending Application No. 10/926,842 (U.S. Patent Application Publication No. 2005/0070551 to 

Remenar et al.). Applicants respectfully request that these rejections be held in abeyance until such 

time that allowable subject matter is indicated. 

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 and amendments to the claims, Applicants believe that the 

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

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

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

GPL/sl 
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S17 5 S15 near S16 US-PGPUB; OR ON 2007/12/06 15:16 
USPAT; 
EPO; JPO; 
DERWENT 

S18 21665 benzamide US-PGPUB; OR ON 2007/12/06 15:16 
USPAT; 
EPO; JPO; 
DERWENT 

S19 2 S15 near S18 US-PGPUB; OR ON 2007/12/06 15:18 
USPAT; 
EPO; JPO; 
DERWENT 

S20 13295 mandelic adj acid US-PGPUB; OR ON 2007/12/06 15:18 
USPAT; 
EPO; JPO; 
DERWENT 

S21 2 S15 near S20 US-PGPUB; OR ON 2007/12/06 15:18 
USPAT; 
EPO; JPO; 
DERWENT 

S22 37991 glycolic adj acid US-PGPUB; OR ON 2007/12/06 15:18 
USPAT; 
EPO; JPO; 
DERWENT 

S23 5 515 near 522 U5-PGPUB; OR ON 2007/12/06 15:18 
USPAT; 
EPO; JPO; 
DERWENT 
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524 78352 fumaric adj acid U5-PGPUB; OR ON 2007/12/06 15:18 
U5PAT; 
EPO; JPO; 
DERWENT 

525 4 515 near 524 U5-PGPUB; OR ON 2007/12/06 15:21 
U5PAT; 
EPO; JPO; 
DERWENT 

526 124581 maleic adj acid U5-PGPUB; OR ON 2007/12/06 15:21 
U5PAT; 
EPO; JPO; 
DERWENT 

527 5 515 near 526 U5-PGPUB; OR ON 2007/12/06 15:21 
U5PAT; 
EPO; JPO; 
DERWENT 

528 20463 5-fluorouracil U5-PGPUB; OR ON 2007/12/06 15:21 
U5PAT; 
EPO; JPO; 
DERWENT 

529 238179 urea U5-PGPUB; OR ON 2007/12/06 15:21 
U5PAT; 
EPO; JPO; 
DERWENT 

530 7 528 near 529 U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO; JPO; 
DERWENT 

531 10642 acetaminophen U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO; JPO; 
DERWENT 

532 432 4,4'-bipyridine U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO; JPO; 
DERWENT 

533 4 531 near 532 U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO;JPO; 
DERWENT 

534 4902 phenytoin U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO;JPO; 
DERWENT 

535 9754 pyridone U5-PGPUB; OR ON 2007/12/06 15:22 
U5PAT; 
EPO; JPO; 
DERWENT 
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S36 6 S34 near S35 US-PGPUB; OR ON 2007/12/06 15:23 
U5PAT; 
EPO; JPO; 
DERWENT 

S37 26817 aspirin US-PGPUB; OR ON 2007/12/06 15:23 
U5PAT; 
EPO; JPO; 
DERWENT 

S38 6 532 near S37 U5-PGPUB; OR ON 2007/12/06 15:25 
U5PAT; 
EPO; JPO; 
DERWENT 

S39 19289 ibuprofen U5-PGPUB; OR ON 2007/12/06 15:25 
U5PAT; 
EPO; JPO; 
DERWENT 

S40 6 539 near S32 U5-PGPUB; OR ON 2007/12/06 15:26 
U5PAT; 
EPO; JPO; 
DERWENT 

S41 6827 flurbiprofen U5-PGPUB; OR ON 2007/12/06 15:26 
U5PAT; 
EPO; JPO; 
DERWENT 

542 6 S32 and S41 U5-PGPUB; OR ON 2007/12/06 15:26 
U5PAT; 
EPO; JPO; 
DERWENT 
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WHICHEVER IS LONGf;R, 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 
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Disposition of Claims 

4)[8J Claim(s) 1,2.9-11 and 38-42 is/are pending in the application. 

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

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

6)[8J Claim(s) 1,2.9-11 and 38-42 is/are rejected. 

7)0 Claim(s) __ is/are objected to. 

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

Application Papers 

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

I 

10)0 The drawing(s) filed on __ is/are: a)O accepted or b)O 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)0 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)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

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

1.0 Certified copies of the priority documents have been received. 

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

3.0 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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U.S. Patent and Trademar1< Office 
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DETAILED ACTION 

Applicant's response filed on 10/1/2007 is hereby acknowledged. Currently, 

claims 1-2, 9-11 and 38-42 are pending, with claims 3-8 and 12-37 being cancelled. 

Response to Arguments 

Applicants argue over the 35 USC 112, first paragraph rejection (Written 

Description) that a prima facie case providing reasons why one skilled in the art would 

not have recognized that the inventor was in possession of the claimed invention has 

not been established and that the rejection fails to establish a prima facie case that the 

written description provided is insufficient. 

In response to the above arguments, it is noted that claim 1 broadly reads on any 

solid API and any co-crystal former that is liquid or solid, and where the components are 

hydrogen bonded to one another, or the co-crystals with any of the numerous diverse 

and different co-crystal formers in claim 2 or APls as in claim 9. There is no description 

to convey to one of skill in the art that the inventors were in possession of the numerous 

and diverse co-crystals as claimed, including any API and any co-crystal former that are 

hydrogen bonded and are solid or liquid. Therefore, the rejection is maintained. 

Applicants argue over the 35 USC 112, first paragraph rejection (Enablement) 

that the specification sets forth substances that are co-crystal formers as well as APls 

and clearly provides teaching of the starting materials suitable for use in the claimed 

invention. Applicants further argue that the specification sets forth at least one high 

throughput method for the preparation of co-crystals. Applicants conclude by stating 
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that there are known methods for high throughput development of novel crystalline 

forms of known APls. 

In response to· the above arguments, it is noted that the specification is enabled 

for the preparation and use of the particular pharmaceutical co-crystals as recited in 

claim 11; however, the specification is not enabled for the preparation of all co-crystals 

having any API that is solid, as broadly recited in claim 1. As discussed in the rejection, 

the state of the art regarding the formation of different crystalline forms is unpredictable 

due to the numerous different crystallization factors needed to be controlled to provide 

different crystal states. Further, the formation of crystals is usually arrived at via 

experimentation. The scope of claim 1 is very broad and reads on any API that is solid 

with any crystal co-former that is solid or liquid and where the components are hydrogen 

bonded. As explained previously, the specification does not provide any direction or 

guidance as to how to go about manufacturing all of the different crystal forms that 

contain an API and a co-crystal former that are hydrogen bonded to one another. 

Accordingly, the rejection is being maintained. 

Applicant's amendments and arguments have necessitated the withdrawal of the 

35 USC 102 rejections over Oswald et al., Remenar et al., Fleishman et al., Zaworotko 

et al., Dvorkin et al., Almarsson et al., and Childs et al. In particular, Applicants point 

out the priority documents that were filed before the publication dates of Oswald et al, 

Remenar et al., Fleishman et al. and Zaworotko et al. and Applicants have deleted 

subject matter that was contained in Dvorkin et al., Almarsson et al.. and Childs et al. 
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Regarding the Double Patenting rejections, it is noted that Applicants 

amendments have necessitated the removal of the obviousness-type double patenting 

rejection over Remenar et al. (US Patent 7,078,526); however, the obviousness-type 

double patenting rejections over Applications 10/546,963, 10/570,405, 10/551,014, and 

10/926,842 remain obvious over the pending claims and are given below. 

Due to Applicants amendments to the claims, the following modified rejections 

are given below. 

Claim Rejections - 35 USC§ 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
· making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 

art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. · 

Written Description Rejection 

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 claims contains subject 

matter which was not described in the specification in such a way as to reasonably 

convey to one skilled in the relevant art that the inventors, at the time the application 

was filed, had possession of the claimed invention. 
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In particular, Applicants have only shown the formation of the particular co­

crystals recited in claim 11, such as for example crystals of cabamazepine and 

saccharin, but do not exemplify or otherwise show 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 divers different co-crystal formers in claim 2 or APls as in claim 9. 

Applicants have not described or shown how the numerous and diverse different co­

crystals as claimed could be obtained. 

'· 

The specification only describes the preparation of the particular co-crystals 

recited in claim 11 (see pages 7-10, in particular.) Accordingly, the specification does 

not describe the claimed subject matter in a manner sufficient to convey· to one of 

ordinary skill in art that the inventors were in possession of the entire invention, 

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

are hydrogen bonded and are solid or liquid, as recited in the claims. 

Enablement Rejection 

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

lacking enablement for the full scope of the claims. The specification is enabling for the 

preparation and use of the particular pharmaceutical co-crystals as recited in claim 11, 

such as co-crystals of carbamazepine and saccharin, or celecoxib and nicotinamide. 
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However, the specification is not enabling for the preparation of fil! co-crystals having. 

any API that is solid, and any co-crystal former that solid and liquid, where the 

components are hydrogen bonded to one another, as recited in claim 1, or all co­

crystals having the numerous and diverse APls and co-crystal formers as in claims 2, 9-

10 and 38-42. 

The instant specification fails to provide information that would allow the skilled 

artisan to fully make and use the instant invention without undue experimentation. 

Attention is directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the 

court set fourth the e_ight factors to consider when assessing if a disclosure would have 

required undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApls 

1986) at 547 the court recited eight factors: 

(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those 

in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the claims; 

(6) the amount of direction or guidance presented; (7) the presence or absence of 

working examples; and (8) the quantity of experimentation necessa.ry. 

1. The nature of the invention: The instant invention pertains a co-crystal 

composition containing a solid API and a solid or liquid co-crystal former, where the API 

and co-crystal former are hydrogen bonded to one another. 
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2. The state of the prior art: The skilled artisan would view the formation of 

different crystalline forms as being unpredictable due to the numerous different 

crystallization factors needing to be controlled to provide different crystal states, as well 

as the unpredictability in predicting the different types of crystals that may exist. For 

example, as disclosed by Angelo Gavezzotti ("Are Crystal Structures Predictable?" by 

Gavezzotti, Acc. Chem. Res, 1994, Vol. 27, pages 309-314), the formation and 

structure of crystals are unpredictable at best (see first full paragraph, in particular.) 

Gavezzotti teaches that it can be unpredictable whether compounds will crystallize at 

all, crystal growth from solution is known to be problematic, and in general "a crystal is 

more readily destroyed than built" (see first full paragraph of right hand column on page 

309.) Thus, Gavezzotti teaches that the production of crystals is unpredictable at best, 

with the particular process parameters suitable for crystallizing a compound typically not 

being known in advance, and thus desired crystals can generally only be arrived at via 

experimentation and dealing with "tough problems in the control of solidification, crystal 

growth, and crystal morphology, mainly due to perverse kinetic control of nucleation 

(see first full paragraph of right hand column on page 309.) 

3. The relative skill of those in the art: the relative skill of those in the art is 

typically very high, i.e. experienced scientists having advanced degrees in th_e chemical 

and biochemical fields. 
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4. The predictability of the art: As discussed above, the production of crystal 

forms is highly unpredictable, with crystal growth from solution being problematic. (see 

page 309 of Gavezzotti, in particular.) 

5. The breadth of the claims: the unpredictable nature of the invention is 

exacerbated by the breadth of the claims. The claims require co-crystal composition 

that has any API that is solid, in general, with any crystal co-former that is solid or liquid, 

in general, where the components are hydrogen bonded, as in claim 1. Thus, the 

claims as instantly presented encompass all co-crystals having any solid API and any 

solid or liquid co-crystal former, where the components are hydrogen bonded to one 

another. 

6. The amount of direction or guidance presented: the specification does not 

provide any direction or guidance as to how to go about manufacturing and/or finding all 

of the different crystal forms that contain an API and a co-crystal former and that are 

hydrogen bonded to one another, and that thus fall within the scope of the claim. The 

specification generally teaches that hydrogen bonding is a dominant interaction in the 

formation of a co-crystal (see page 1 0 of specification, in particular), but does not teach 

how one of ordinary skill in the art would go about finding the proper crystallization 

process parameters, such as the proper crystallization solvent, temperature, etc, to 
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allow for the formation of all of the co-crystals encompassed by the claims, without 

requiring undue experimentation. 

7. The presence or absence of working examples: The specification does 

not provide working examples that are sufficient to show one of ordinary skill in the art 

how to arrive at all of the co-crystal forms. Instead, the specification merely provides 

examples showing the fabrication of the particular co-crystals recited in claim 11, 

including carbamazepine and saccharin, and topiramate and 18-crown-6 co-crystals 

(see Examples 1-_37, in particular.) Thus, while the specification provides guidance for 

forming the particular co-crystals specifically disclosed in the specification and recited in 

claim 11, the specification does not provide adequate guidance as to how one of 

ordinary skill in the art could prepare all other crystals containing any API and co-crystal 

former. 

8. The quantity of experimentation necessary: As the specification does not 

provide adequate guidance to allow one of ordinary skill in the art to readily determine 

the manufacturing conditions required to achieve crystallization of all of APl/co-crystal 

formers, nor to determine which combinations of API and co-crystal former would even 

be capable of being recovered in crystal form, it is considered that one of ordinary skill 

in the art would have to engage in undue experimentation in order to be able to fully 

make and use the invention to the full extent of the claims. 
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In particular, as the parameters crucial to forming all of the AP I/co-crystal former 

crystals are not known, one of ordinary skill in the art would have to perform an 

exhaustive search to find all of those APls and co:-crystal formers, as well as all 

crystallization parameters, that are necessary to provide the crystal forms. To make all 

of the possible crystals, one of ordinary skill in the art would have to first have to select 

a particular API and co-crystal former combination, and then discover the means of 

achieving the crystalline form of the combination by performing numerous and 

exhaustive crystal manufacturing processes and making incremental changes in each 

manufacturing parameter, such as solvent and temperature parameters, to try and 

obtain the compounds in co-crystal form. If the components failed to crystallize, the 

crystal manufacturing process would have to be repeated, again with incremental 

changes in parameters, to attempt to achieve a new crystal form. If a crystal were 

achieved, the crystal would have to be analyzed by X-ray diffraction or other method to 

determine whether hydrogen bonding existed in the crystal. The above procedure 

would have to be repeated numerous different times with a variety of different process 

parameters, as well as with different AP ls and co-crystal formers, in order for one of 

ordinary skill in the art to discover all those co-crystal forms that fall within the scope of 

the claim, and thus to be able to fully make and use the invention commensurate with 

the full scope of the claim. Therefore, the skilled artisan would have to exercise undue 

experimentation to practice the instant invention. 
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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. 

As a result, one of ordinary skill in the art would be required to perform an exhaustive 

search for the embodiments of the co-crystal compositions that are suitable for the 

practice of the invention. 

Genentech, 108 F.3d at 1366, states that "a patent is not a hunting license. It is 

not a reward for a search, but compensation for its successful conclusion" and "[p]atent 

protection is granted in return for an enabling disclosure of an invention, not for vague 

intimations of general ideas that may or may not be workable." 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 

above, to practice the claimed invention herein, a person of ordinary skill in the art 

would have to engage in undue experimentation to make and use all of the co-crystal 

compositions encompassed by the instant claims, with no assurance of success. 

Double Patenting 

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

A timely filed terminal disclaimer in compliance with 37 CFR 1.321 (c) or 1.321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

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

obviousness-type double patenting as being unpatentable over claims 1-10 of U.S. 

Patent No.7,078,526 to Remenar et al. Although the conflicting claims are not identical, 

they are not patentably distinct from each other because the instant claims are to co­

crystals of APls and co-crystal formers, including the specific crystals listed in claim 11, 

such as itraconazole and tartaric acid, whereas the patented claims are to only the 

specific co-crystal that contains itraconazole and tartaric acid. Accordingly, the instant 

claims are obvious over the specific patented co-crystal, and thus are not patentably 

distinct over the 7,078,526 patent. 

Claims 1-2 and 10 are provisionally rejected on the ground of nonstatutory 

obviousness-type double patenting as being unpatentable over claims 86-93 of 

copending Application No. 10/546,963, as published in U.S. Patent Application 
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Publication No. 2007 /0059356 to Almarsson et al. Although the conflicting claims are 

not identical, they are not patentably distinct from each other because the instant claims 

are to co-crystals having any API and any co-crystal former that are hydrogen bonded, 

whereas the published claims are to co-crystal compositions having APls and co-crystal 

formers with functional groups that allow for hydrogen bonding. Accordingly, the 

· broader class of co-crystals as claimed is obvious over the co-crystals having the 

specific functional groups as in the published application, and the instant claims are not 

patentably distinct from those in the 2007/0059356 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

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

nonstatutory obviousness-type double patenting as being unpatentable over claims 1-49 

and 72-87 of copending Application No. 10/570,405, as published in U.S. Patent 

Application Publication No. 2007/0021510 to Hickey et al. Although the conflicting 

claims are not identical, they are not patentably distinct from each other because the 

instant claims are to co-crystals· having any API and any co-crystal former that are 

hydrogen bonded, including modafinil and malonic acid, whereas the published claims 

are to co-crystal compositions having modafinil as the APls and co·-crystal formers that 

hydrogen bond to one another, such as malonic acid. Accordingly, the broader class of 

co-crystals as claimed is obvious over the specific modafinil co-crystals as in the 
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published application, and the instant claims are not patentably distinct from those in the 

2007/0021510 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

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

nonstatutory obviousness-type double patenting as being unpatentable over claims 66-

72 of copending Application No. 10/551,014, as published in U.S. Patent Application 

Publication No. 2006/0223794 to Bourghol Hickey et al. Although the conflicting claims 

are not identical, they are not patentably distinct from each other because the instant 

claims are to co-crystals having any API and any co-crystal former that are hydrogen 

bonded, including olanzapine and nicotinamide, whereas the published claims are to the 

specific co-crystal compositions having olanzapine and nicotinamide as the co-crystal 

components. Accordingly, the broader class of co-crystals as claimed is obvious over 

the specific olanzapine co-crystals as in the published application, and the instant 

claims are not patentably distinct from those in the 2006/00223794 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 
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Claims 1-2, 9-11 and 38-42 are provisionally rejected on the ground of 

nonstatutory obviousness-type double patenting as being unpatentable over claims 2-7, 

16 and 18 of copending Application No. 10/926,842, as published in U.S. Patent 

Application Publication No. 2005/0070551 to Remenar et al. Although the conflicting 

claims are not identical, they are not patentably distinct from each other because the 

instant claims are to co-crystals having any API and any co-crystal former that are 

hydrogen bonded, including itraconazole and various acids such as succinic acid, 

fumaric acid and tartaric acid, whereas the published claims are to the specific co­

crystal compositions having itraconazole and acids such as malonic acid, fumaric acid, 

tartaric acid, etc, as well as other co-crystal forms. Accordingly, the scope of the instant 

claims overlaps with that of the published application, and accordingly, the instant 

claims are not patentably distinct from those in the 2005/0070551 publication. 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Conclusion 

Claims 1-2, 9-11 and 38-42 are free of the art. The Examiner suggests to the 

Applicant to consider: 

1. deleting part c) from claim 1, adding the limitation to claim 9 into part c), 

2. delete claim 2, 
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The Examiner feels that the above changes will put the application in better 

condition for allowance. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 

this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 

CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action. In the event a first reply is filed within 

TWO MONTHS of the mailing date of this final action and the advisory action is not 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 

shortened statutory period will expire on the date the advisory action is mailed, and any 

extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 

the advisory action. In no event, however, will the statutory period for reply expire later 

than SIX MONTHS from the date of this final action. 

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. 
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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. 

Renee Claytor 
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The remarks that follow are submitted for the Examiner's consideration in the above­

referenced patent application in response to the Office Action dated December 10, 2007. 

J:\TPJ\350CJ\Amend-Resp\Amd-final.dodDNB/sl 

N PC-UN IV-000005692 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 766 of 1101



2 

Remarks 

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

Claims 1, 2, 9-11 and 38-42 are pending in the subject application and currently before the 

Examiner. Favorable consideration of the pending claims is respectfully requested. 

As an initial matter, Applicants gratefully acknowledge the Examiner's withdrawal of the 

previous rejection under 35 U.S.C. § 102 and the obviousness-type double patenting rejection over 

Remenar et al. Although the obviousness-type double patenting rejection over Remenar et al. (U.S. 

Patent No. 7,078,526) is withdrawn on page 4 of the Office Action, the rejection remains on page 12. 

The Examiner indicated during a telephonic interview on December 27, 2007 that the rejection was 

an error and that no response was required. Applicants also acknowledge the Examiner's indication 

that claims 1, 2, 9-11, and 3 8-4 2 are free of the prior art. 

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

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

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

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

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

of the numerous and diverse different co-crystal formers recited in claim 2 or the AP Is 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. Applicants traverse. 

It is incumbent upon the Patent Office to clearly establish that the as-filed specification fails 

to provide an adequate written description for the claimed invention; the written description of the 

as-filed specification is presumed to be adequate, unless or until sufficient evidence or reasoning to 

the contrary has been presented by the examiner to rebut the presumption. See, e.g., In re Marzocchi, 

439 F.2d 220,224, 169 U.S.P.Q. 367, 370 (C.C.P.A. 1971). In the case of the instant application, 

Applicants respectfully submit that a primafacie case providing reasons why one skilled in the art 

would not have recognized that the inventors were in possession of the claimed invention has not 

been established. Rather, the Office Action makes a general allegation that the as-filed specification 
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fails to provide adequate written description of the claimed invention because the examples do not 

exemplify or otherwise show the formation of all co-crystals. Applicants also respectfully submit 

that compliance with the written description requirement does not tum on the number of examples 

provided in the as-filed specification. Specifically, the Federal Circuit held that examples are not 

necessary to support the adequacy of a written description and that the written description standard 

may be met even where actual reduction to practice of an invention is absent. See Falko-Gunter 

Falkner v. Inglis, 448 F.3d 1357, 1366, 79 U.S.P.Q.2d 1001 (Fed. Cir. 2006). Accordingly, 

Applicants respectfully request that the rejection be withdrawn as the grounds articulated for 

maintaining the rejection are inconsistent with governing law and because the Office Action fails to 

establish a prima facie case that the written description provided by the as-filed specification is 

insufficient. 

Claims 1, 2, 9, 10 and 38-42 are 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 solid 

and liquid, where components are hydrogen bonded to one another, or all co-crystals having the 

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. 

The Office Action states that the application is enabling for the preparation and use of the 

particular pharmaceutical co-crystals as recited in claim 11, but is not enabling of all co-crystals 

having any API that is solid, and any co-crystal former that is solid or liquid, where the components 

are hydrogen bonded to one another, or all co-crystals having the numerous and diverse APis and co­

crystal formers. The Office Action states that the instant specification fails to provide information 

that would allow the skilled artisan to fully make and use the instant invention without undue 

experimentation and cites the eight factors identified in Ex parte Forman, 230 U.S.P.Q. 546 (Bd. Pat. 

App. Int. 1986) at 547. 

Of the eight factors, the Office Action identifies that the nature of the invention pertains to a 

J :\TPI\3 SOC lv\mend-Resp\Amd-final .doo'DNB/sl 

N PC-UN IV-000005694 

NOVARTIS EXHIBIT 1523 
Novartis v. Regents, IPR2023-01347 

Page 768 of 1101



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

co-crystal composition containing a solid API and a solid or liquid co-crystal former, where the API 

and co-crystal former are hydrogen bonded to one another. The Office Action identifies that the 

relative skill of those in the art to be very high, typically having advanced degrees. The Office 

Action also states the breadth of the claims to be so broad so as to exacerbate the lack of 

predictability (relating to the use of any API and any solid or liquid co-crystal former) and that the 

specification does not provide any direction or guidance that is sufficient for one of ordinary skill in 

the art. Although the Office Action states that the specification provides working examples showing 

the fabrication of the 32 particular co-crystals recited in original claim 11, it concludes that such 

examples are not adequate guidance as to how one of ordinary skill in the art could prepare all other 

crystals containing any API and co-crystal former. Ultimately, the Office Action states that the 

quantity of experimentation required is considered undue and that one of ordinary skill could not 

determine the manufacturing conditions required to achieve crystallization or what combinations of 

API s and co-crystal formers would even be capable of being recovered in crystal form. In support of 

its position regarding the unpredictability, the Office Action characterizes the state of the art as being 

unpredictable due to numerous different crystallization factors needed to be controlled and the 

unpredictability to predicting the different types of crystals that may exist. Support for this position, 

it is argued, is supplied by Gavezzotti "Are Crystal Structures Predictable?" (Acc. Chem. Res. 1994, 

vol. 27, pages 309-14). The Office Action alleges that Gavezzotti indicates that the formation and 

structure of crystals are unpredictable at best. Applicants respectfully traverse the rejection. 

Gavezzotti is a reference published about eight (8) years prior to the priority date for the 

instant application and has little relevance to the claimed invention. Applicants note that this 

reference is directed to mono-crystals of compounds rather than co-crystals of the compounds. 

Additionally, it is respectfully submitted that the cited reference does not accurately reflect the state 

of the art at the time of the invention was made (e.g., compositions comprising co-crystals of APis 

co-crystal formers). Further, the cited reference does not address the considerations and teachings 

provided in the specification for identifying appropriate APis and co-crystal formers to be used in 

making the claimed compositions. In this regard, Applicants note that crystal engineering is an art 

recognized field related to the rational design of pharmaceutical co-crystals. For example, 

Almarsson et al. (Ref. Rl 14 in the Information Disclosure Statement filed September 21, 2006) 
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indicates that " ... it has become clear that a wide array of multiple component pharmaceutical 

phases, so called pharmaceutical co-crystals, can be rationally designed using crystal engineering ... " 

(see page 1889, column 1, paragraph 1). Thus, it is respectfully submitted that Gavezzotti fails to 

support the position that making pharmaceutical co-crystals is an unpredictable area. 

As the Patent Office is aware, enablement is a legal determination of whether a patent enables 

one skilled in the art to make and use the claimed invention (Raytheon Co. v. Roper Corp., 724 F .2d 

951,960,220 U.S.P.Q. 592,599 (Fed. Cir. 1983)) and is not precluded even if some experimentation 

is necessary. Atlas Powder Co. v. E.l Du Pont De Nemours & Co., 750 F.2d 1569, 1576, 224 

U.S.P.Q. 409,413 (Fed. Cir. 1984); WL. Gore and Associates v. Garlock, Inc., 721 F.2d 1540, 1556, 

220 U.S.P.Q. 303,315 (Fed. Cir. 1983). Additionally, the Patent and Trademark Office Board of 

Patent Appeals and Interferences has stated: "The test [for enablement] is not merely quantitative, 

since a considerable amount of experimentation is permissible, if it is merely routine, or if the 

specification in question provides a reasonable amount of guidance with respect to the direction in 

which the experimentation should proceed to enable the determination of how to practice a desired 

embodiment of the invention claimed". Ex parte Jackson, 217 U.S.P.Q. 804, 807 (1982); see also 

Ex parte Erlich 3 U.S.P.Q.2d 1011 (B.P.A.I. 1982) (observing that although a method might be 

"tedious and laborious," such experimentation is nevertheless "routine" defining "routine" 

experiments as those which use known methods in combination with the variables taught in the 

patent to achieve the expected, specific, patented result). 

In this case and as noted in the Office Action, the claimed co-crystal compositions are made 

up of solid APis and solid or liquid co-crystal formers that are hydrogen bonded. Non-limiting 

examples of APis are provided in the as-filed specification in Table 4 and non-limiting examples of 

co-crystal formers and their functionalities are disclosed in Tables 1 and 2. The as-filed specification 

also teaches how one skilled in the art is to form the claimed co-crystal compositions (e.g., melt re­

crystallization, grinding, milling, standing, solution evaporation, thermally driven crystallization 

from solution, vapor diffusion, anti-solvents, high throughput crystallization protocols, etc., see, for 

example, page 14, lines 8-19 and page 43 of the as-filed specification). Thus, Applicants respectfully 

submit that the as-filed specification provides adequate teaching to one skilled in the art as to how to 

make the claimed compositions. Furthermore, while it is possible that a considerable amount of 
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experimentation may be required, Applicants respectfully submit that this experimentation is 

permissible as it is merely routine and the specification provides a reasonable amount of guidance 

with respect to the direction in which the experimentation should proceed and enables those skilled 

in the art to practice the invention as claimed. Accordingly, reconsideration and withdrawal of the 

rejection 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. 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, over claims 66-72 

of copending Application No. 10/551,014, and over claims 2-7, 16, and 18 of copendingApplication 

No. 10/926,842. Applicants respectfully request that these rejections be held in abeyance until such 

time that allowable subject matter is indicated. 
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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, Applicants believe that the currently pending claims are in 

condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees under 3 7 CFR § § 1.16 or 1.1 7 as 

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

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

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

subject application to completion. 

FCE/sl 

J:ITPI\350CIIAmend-Resp\Amd-final.dodDNB/sl 
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Advisory Action 
Before the Filing of an Appeal Brief 

Application No. 

10/660,202 

Examiner 

Renee Claytor 

Applicant(s) 

ALMARSSON ET AL. 

Art Unit 

1617 

--The MAILING DA TE of this communication appears on the cover sheet with the correspondence address -­

THE REPLY FILED 10 March 2008 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 

1. ~ The reply was filed after a final rejection, but prior to or on the same day as filing a Notice of Appeal. To avoid abandonment of this 
application, applicant must timely file one of the following replies: (1) an amendment, affidavit, or other evidence, which places the 
application in condition for allowance; (2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41.31; or (3) a Request 
for Continued Examination (RCE) in compliance with 37 CFR 1.114. The reply must be filed within one of the following time 
periods: 

a) [gl The period for reply expires Q_months from the mailing date of the final rejection. 
b) D The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 

no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 
Examiner Note: If box 1 is checked, check either box (a) or (b). ONLY CHECK BOX (b) WHEN THE FIRST REPLY WAS FILED WITHIN TWO 
MONTHS OF THE FINAL REJECTION. See MPEP 706.07(f). 

Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate extension fee 
have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension fee 
under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as 
set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if timely filed, 
may reduce any earned patent term adjustment. See 37 CFR 1.704(b). 
NOTICE OF APPEAL 
2. D The Notice of Appeal was filed on __ . A brief in compliance with 37 CFR 41.37 must be filed within two months of the date of 

filing the Notice of Appeal (37 CFR 41.37(a)), or any extension thereof (37 CFR 41.37(e)), to avoid dismissal of the appeal. Since a 
Notice of Appeal has been filed, any reply must be filed within the time period set forth in 37 CFR 41.37(a). 

AMENDMENTS 
3. D The proposed amendment(s) filed after a final rejection, but prior to the date of filing a brief, will not be entered because 

(a) D They raise new issues that would require further consideration and/or search (see NOTE below); 
(b)D They raise the issue of new matter (see NOTE below); 
( c) D They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for 

appeal; and/or 
(d) D They present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: __ . (See 37 CFR 1.116 and 41.33(a)). 

4. D The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324). 

5. D Applicant's reply has overcome the following rejection(s): __ . 

6. D Newly proposed or amended claim(s) __ would be allowable if submitted in a separate, timely filed amendment canceling the 
non-allowable claim(s). 

7. D For purposes of appeal, the proposed amendment(s): a) D will not be entered, orb) D will be entered and an explanation of 
how the new or amended claims would be rejected is provided below or appended. 
The status of the claim(s) is (or will be) as follows: 
Claim(s) allowed: __ . 
Claim(s) objected to: __ . 
Claim(s) rejected: __ . 
Claim(s) withdrawn from consideration: __ . 

AFFIDAVIT OR OTHER EVIDENCE 

8. D The affidavit or other evidence filed after a final action, but before or on the date of filing a Notice of Appeal will not be entered 
because applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and 
was not earlier presented. See 37 CFR 1.116(e). 

9. D The affidavit or other evidence filed after the date of filing a Notice of Appeal, but prior to the date of filing a brief, will not be 
entered because the affidavit or other evidence failed to overcome §1! rejections under appeal and/or appellant fails to provide a 
showing a good and sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41.33(d)(1 ). 

10. D The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached. 
REQUEST FOR RECONSIDERATION/OTHER 

11. ~ The request for reconsideration has been considered but does NOT place the application in condition for allowance because: 
see Continuation sheet. 

12. D Note the attached Information Disclosure Statement(s). (PTO/SB/08) Paper No(s). __ 

13. D Other: __ . 

/SREENI PADMANABHAN/ 
Supervisory Patent Examiner, Art Unit 1617 

U.S. Patent and Trademark Office 
PTOL-303 (Rev. 08-06) Advisory Action Before the Filing of an Appeal Brief Part of Paper No. 20080317 
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Continuation Sheet (PTO-303) Application No. 

Applicants arguments have been fully considered. In particular, Applicants argue that compliance with the written description requirement 
does not turn on the number of examples provided in the as-filed specification. It is noted that claim 1 broadly reads on any solid API and 
any co-crystal former that is liquid or solid and where the components are hydrogen bonded to one another or the co-crystals with any of 
the numerous diverse and different co-crystal formers in claim 2 or APls as in claim 9. There is no description to convey to one of skill in 
the art that the inventors were in possession of the numerous and diverse co-crystals as claimed, including any API and any co-crystal 
former that are hydrogen bonded and are solid or liquid. Therefore, the rejeciton is maintained. 
Applicants arguments over the enablement rejection have been fully considered and are not found persuasive. In particular, Applicants 
argue that the specification provides adequate teaching to one skilled in the art as to how to make the claimed compositions. Applicants 
argue that a considerable amount of experimentation may be required, but submit that this experimentation is permissible as it is routine 
and the specification provides a reasonable amount of guidance with respect to the direction in which the experimentation should proceed 
and enables those skilled in the art to practice the invention as claimed. In particular, Applicants argue that the Gavezzotti reference was 
published 8 years prior to the priority date for the present application and has little relevance. In response to the above arguments, it is 
noted that the specification is enabled for the preparation and use of the particular pharmaceutical co-crystals as recited in claim 11; 
however, the specification is not enabled for the preparation of all co-crystals having any API that is solid, as broadly recited in claim 1. As 
discussed in the rejection, the state of the art regarding the formation of different crystalline forms is unpredictable due to the numerous 
different crystallization factors needed to be controlled to provide different crystal states. Regarding the Gavezzotti reference, it is noted 
that without proof that the article has no relevance, the content of the article is considered to be substantial to make the argument that the 
formation and structure of crystals is unpredictable. 
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~k t~,~C-~ 
Frank C. Eisenschenk, Ph.D., Pa~ent Attorney 

Patent Application 
Docket No. TPI-350Cl 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Deirdre Renee Claytor 
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Art Unit 

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

Serial No. 
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Conf. No. 

For 

10/660,202 

September 11, 2003 

6536 

Pharmaceutical Co-Crystal Compositions 

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

SUPPLEMENTAL AMENDMENT UNDER 37 C.F.R. § 1.116 

Sir: 

Applicants request that the period for response be extended three months through and 

including June 10, 2008, the fees for which have been paid at the time this Supplemental 

Amendment was filed. 

In response to the Advisory Action dated March 25, 2008, please amend the above-identified 

patent application as follows: 
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1 ( currently amended). 

and a co-crystal former, wherein: 

2 

In the Claims 

Docket No. TPI-350C1 
Serial No. 10/660,202 

A pharmaceutical co-crystal composition, comprising: an API 

a) the API is selected from celecoxib, carbamazepine, 5-fluorouracil, acetaminophen, aspirin. 

flurbiprofen, phenytoin or ibuprofcna liquid or a solid at room temperature and the co crystal fonner 

is a solid at room ~emperature; 

b) the API and co-crystal former are hydrogen bonded to each other; and 

c) specifically excluding a co-crystal selected from the group consisting of: 5-fluorouracil:9-

ethylhypoxanthinc, 5-fluorouracil:cytosine dihydrate. 5-fluorouracil:theophylline monohvdrate, 

acetaminophen:piperazine and acetaminophen:theophyllinenabumetone:2,3 naphthalenediol, 

flumwtine HCl:benzoic acid, fluoxetine HCl:succinic acid, aeetaminophen:piperazine, 

acetaminophen:theophylline, theophylline:salicylic acid, theophyUine:p hydroxybenzoic Gcid, 

theophylline:sorbic acid, theophylline: 1 hydroxy 2 naphthoic acid, theophylline:glycolic acid, 

•l1c~-~1,y11 irc·? 5 dik 1drnr 1benzoic ~~i,.J +h,~~~hy1F~~•~ht~~~n~~+:~ nn:,-1 i..:dr ,1:,~h~m,ltmrlnntoi·~\•() l.1_ up11 rt t • , J i.} uv er, c vop 1 111v.c-11101uuvvnv croru, OIJ\cnp11c11; 111y au IIJ-'Y-

ethyladenine ace~·ylacetone solvate, bis(diphenylhydantoin):9 ethyladenine 2,4 pentanedione solvate, 

5,5 diphenylbarbtturie-acid+9-ethyla<lenine,B-i-sfaiphenylhydantoin):9 ethyladenine, 4 aminobenzoic 

acicH aminobenzomtrile, sulfadimicline:salicylic acid, 8 hydroxyquinolinium 4 nitrobenzoate:4 

nitrobenzoic acid, sulfaprmcyline:caffeine, retro inverse isopropyl (2R,38) 4 cyclohe~cyl 2 hydrmi.y 

3 (N ((2R0 2 morpholinocarbonylrnethyl 3 (1 naphthyl)propionyl) L 

histidylamino)butyrate:ciRA:atnic acid monohydrate, henzoic acid:isonicotinamide, 3 (2 N' ,N' 

(dimethylhydrazino) 4 thiazolylrnethylthio) N" sulfamoylpropionamidine:maleic acid, diglye-i-H-e 

hydrochloride (C~H3NG2-:G2H6NG;/Gr), octadecanoic acid:3 pyridinecarbo~mide, cis N (3 methyl 

-1 (2 (1,2,3,4 tetrahyclro)1taphthyl) piperidin 4 yl) N phenylpropanamide hydrochleride-~ru..,"-id-; 

trans N (3 methyl 1 (2 (1,2,3,4 tetrahydro)naphthyl) piperidin 4-yl-ium) N phenylpropanamide 

oxalate: oxalic acid dihydrate, bis(l (3 ((4 (2 isopropoxyphenyl) l 

piperazinyl)methyl)ben:toyl)piperidine) 

cyanophenyl)imidazoly lmethane: succinic 

succinate: succinic 

acid, 

acid, bis(p 

cis 1 ((4 (1 

imidazolylmethyl)cyclohexyJ)methyl)imidazole-:-succinic acid, (') 2 (5,6 dimethoxy 1,2,3,4 
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3 Docket No. TPI-350Cl 
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tetrahydro 1 naphthyl)imidazo-1:i!te+(+) dibenzoyl D tartaric acid, raclopride:tartaFi£- acid, 2,6 

diamino 9 ethylp,:1rine:5,5 diethylbarbittu-ic acid, 5,5 dk,,thylbarbituric acid:bis(2 aminopyridine), 

5,5 diethylbarbitaric acid:acetamicle, 5,5 diethylbarbituric acid:KI~, 5,5 cliethylbarbi:uric acid:Ufea, 

bit,(barbi:al):hexamethylphosphorarnide, 5,5 diethylbarbituric acid:irnidazole, barbital: I 

rnethylimidazole, 5,5 diethylbarbituric acid:N methyl 2 pyridone, 2,4 diamine-5--(-3,~-

trimethoxybenzyl) pyrimidine: 5 ,5 diethylbarbituric acid, bis(barbital) :caffeine, bi s(barbital): l 

methylimiclazole, bis(beta cyclodrn:rin):bis(barbital) hydrate, tetrakis(beta 

cyelo deJttrin) :tetraki s(barbital), 9 ethyl adenine: 5 ,5 diethylbarbituric acid, barbital: N' (p 

cyanopheny-1-)-N-(p iodophenyl)melarnine, barbital :2 amino 4 (m bromophenylamin&)-6-c-hloro-

1,3 ,5 triazine, 5,5 diethylbarb-i-turic acid:N,N' diphenylmelamine, 5,5 die:hylbarbituric acid:N,N' 

bis(p chlorophenyl)melamine, N,N' bis(p bromophenyl)melamine:5,5 diethylbarbituric acid, 5,5 

diethylbarbituric e,cid:N,N' bis(p iodophenyl)melamine, 5.5 diethylbarbituric acid:N,N' bis(13-

to.J.yl)melamine, 5,5 diethylbarbituric acid:N,N' bis(m toly~)rnel-arnine, 5,5 diethylbarbituric 

acid:N,N-'--ht-s(~lamir..e, N,N' Bi-s-(m methylphenyl)melamine:barbital, N,N' 

l..is(m ehlorophenyP.m ~l,'---;_"'-.Q.,barbi•al t=+-~l-u'1"04:-.'"Qf' S"1"a'= i;: i;: d:~thylbMb;turic Mid·N N' bi~1< tT 7TI1t,ttttrixr.c~.- t .;;;.-c:rttt:tJ m r cu t o 1 1' cv, J, J re, m 1 ctu ♦• ,. ◊\ t 

butyl)melamine, 5,5--4:ieth:ylhar-b-itafic acid:N,N' di(t butyl)melamine, 6,6' diquinolyl-e4er.5,5-

diethylbarbituric acid, 5 t butyl 2,4,6 triaminop)Timidine:diethyloorbitaric acid, N,N' bis(4 

carboxymethylphenyl)melamine: barbital ethanol solvate, N,N' bis(4 t 

butylphenyl)mel amine: barbital, tris(5, 17 }J,N' bis(1 amino 6 (butylamino) 1,3 ,5 triazin 2 

yl)cliamino 11,23 dini:tro-8~m-propoxycalix(4 )arene) :hexakis(diethylbarbiturie--aeid} 

tol~1ene solvate, N,N' bi:i(m fluorophenyl)melamine:barbital, N,N' bis(m 

bromophenyl)rnelarnine:barbital acetone solvate, N,N' bi-s-(m iodophenyl)melamine:barbital 

aeetonitrile solvate, N,N' bis(m trifluoromethylphenyl)melamine:barbital aeetonitrile solvate, 

aminopyrine: barbital, N,N' bis(4 fluorophenyl)mela1nine:bmbital, N,N' bis(4 

2,4 diamino 5 (3,4,5 triflaoromethylphe-r . .yl)melamine:barbital, 

trimethoxybenzyl)pyrimidine: barbital, hydroxybutymte: hydroxyvalernte, 2 

c.minopyrimidine:succinic acid, 1,3 bis(((6 methylpyrid 2 yl)amino)carbonyl)bem,;ene:glutaric acid, 

5 t butyl 2,1,6 triaminopyrimidine:cliethylbarbituric acid, bis(dithiobiuret S,S')nickel(II):diuracil, 

platinum 3,3' dihydroxymethyl 2,2' bipyridine dichloride:AgF';f'-SG;, 1,4' bipyridyl:isophthalic 
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acid, 1,1' bipyridyl:1,1 naphthalenedicarbO)cylicacid, 1,1' bipyridyl:1,3,5 cyclohcx-anc tricm·boxylic 

t~cid, 4 ,1' bipyridyl:tricaballylic acid, urotropin:azelaic acid, insulin:C8 HI (octanoyl N" LysB29 

haman insulin), isoniootinamide:cinnamic acid, isonicotinarnide:3 hydrmcybenzoic acid, 

isonicotinamide:3 N,N dimethylam.inobenzoio acid, iDonicotinamide:3,5 bis(trifluoromethyl) 

benzoic acid, isonicotinamide:d,l mandelic acid, isonicotinamide:chloroacetic acid, 

isonicotinamide:fumaric acid- monoethyl ester, isonicotinarnide: 12 bromododccanoic acid, 

isonicotinnmide:fumaric acid, isonicotinamide:succinic acid, isonieotinamide: 4 ketopimelic acid, 

isonicotinmnide:thiodiglycolic acid, 1,~-5--ey-elohexane tricarbcrnylic -acid :hO)rnmethyltetrami-n:e; 

1,3,5 cyclohmrnne tricarbo'N:3/HC acid:1,7 phenanthroline, -4,.'.7 phenanthroline:ox-al:ic acid, 4,7 

~crephthalic acid, 1,7 phenanthrolinc: 1,3,5 cyclohexane triearboxylic acid, 4,7 

phenanthroline: 1, 1 Raphthalenedicarbmrylic acid, pyrazine:methanoic acid, pyrazine:ethanoic acid, 

pyrazine:propm1oic acid, pyrazine:butm1oic acid, pyrazine:pen:anoic acid, pyrazine:hexanoic acid, 

pyrazine:heptanoic acid, pyrazine:octanoic acid, pyrazine:nona11oic acid, pyrazine:decanoic acid, 

diammine (deoxy q~.1anyl quanyl N7
,--:t·,{

7
) platiE:Um:tris(glycine) hydrate, 2 aminopyrimidine:p 

HplH,1ef-'-ln'l-':"4A-RetR,1eH,d+ii+ia;..;,ce~tl-'l-licf.\---....;a~c.;+i-Hd~, ---1b'l-li*s(1-,,2-am-i11+1oi+p1+)"9'fR-imH-Hidin 1 ium)fumarate: fumario---ttae-citt-drc-, --2,,,.. 

aminopyrimidine:indo~a-cetic acid, 2 aminopyrimidine-;-N methylpyn-ole 2-eurboxylie acid, 2 

am-m0f}yri+nidine:thiophen 2 carboxylic acid, 2 aminopyrimidine:(+) camphoric acid, 2,1,6 

+rinitrobenzoic acid: 2 aminop)Timidine, 2 amiE:opyrimidiE:e:1 mninobemoie acid, 2 

aminopyrimidine:bis(phenoxyacetic acid), 2 aminopyrimidine:(2,1 dichlorophenoxy)aeetic acid, 2 

aminopyrimidine:(3,1 dichlorophenmcy)acetic acid, 2 aminopyrimidine:iE:dole 2 carbox.ylic acid, 2 

rtffit+'llt+illtt<Or11prt').....iT-11i fllrH_r11i d:-Hitrnt-t::ec:-1:t:eer1rc,;-tp-tthttttthrtalttiuc--auc ittdt::-, ---t::2-tt1am inopyrimidine: b is(2 nitrobenzoi c acid), 2 

arninopyfimidine:bis(2 aminobenzoic acid), 2 aminopyrimidine:3 amiE:obenzoic acid, 2 hmceneoic 

acid:isonicotinamide, 1 nitrobenzoic acid: isonicotina-rnide, 3,5 dinitrobenz,oic 

aci4tsonieotinamide:4 methylbenzoic acid, 2 mnino 5 Ritropyrimidine:2 mnino 3 nitropyridine, 3-~­

dinitrobenzoic acid: 1 chlorobenzamide, 3 dimethylaminobenzoic acid: 1 chlorobenzamidc, fumaric 

acid:1 chlorobenzamide, oxine:1 nitrobenzoie acid, oxine:3,5 dinitrobeE:zoie acid, m,iRe:3,5 

dini ~Tosalicylic acid, 3 [2 (N' ;N' dimethylhydraziRo) 1 thian0lylmethylthio}-Ni-

sulfamoylpropionamidine:maleic acid, 5 fluorouraeil:9 eth:ylhypmrnnthine, 5 fluorouraeil:cy-i:08-Hw 

dihydrate, 5 fluorouraeil:theophylline mon0!1ydrate, stearic acid:nieotinamidc, cis l ([1 (1--
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trnidazolylmethyl)cyelohoxyl]methyl l imidazole:succinic acid, CGS l 8320B :succinic acid, 

sulfaproxyline:caffeine, 4 mninobenzoic acid:4 aminobcnzonitrile, 3,5 dinitrobenzoi-e 

aeid:isonicotinmnide:3 methylbenzoie aeid, 3,5 dinitrobenzoie acid:isonicotinm11ide:4 

(dimethylmnino)ben:z:oic acid, 3 ,5 dinitrobenzoic acid:isonicotinmnide:4 hydro)ey4-

methoxycinnmnic acid, isonicotinamide:oxalic acid, isonicotinamide:malonic acid, 

isonicotinamide:succinic acid, isonicotinamide:glutm·ic acid, isonicotinmnide:adipic acid, benzoic 

acid:isoaicotinmnide., mazapertiae:saceiaate, betaine:diehloronitrophenol, 

betainepyridine:dichloronitrophenol, betainep)Tidine:pentc.chlorophenol, 4 (2 [l ~ 

pyridylidene] ethylidene) cycle hcxa 2,5 dien I one:methyl 2,4 dihydroxybenzoate, 1 (2 [1 (2 

hydroxyethyl) 1 pyridylidene] e~bylidene 1 cyclo hmm 2,5 dien 1 one:2,4 dihydroxypropiophenone, 

1 (2 [l (2 hydrmcyethyl) 4 pyridylidene] ethylidene} cycle hexa 2,5 dien: 1 on:e:2,4 

dihydroxyacetophenone, squaric acid:'1,4' dipyridylacetylene, squaric acid:1,2 bi:s(4 

pyridyl)ethylenc, chloranilic acid: 1,1 bis[(<l pyridyl)ethynyl]benzene, 1,4' bipyridine:phthahc acid, 

4, 1' dipyridylacetylene:phthalic acid, bis(pentamethylcyclopentadienyl)iron:bromm1ilic acid, 

biD(peHtamethyl cycl opentadienyl)iron: ehloranilic acid, 

hlsf13entamethylcyclopentadienyl)iron:cym1anilic acid, pyrazinotetrathiafuhalene:chloranilic acid, 

~phenol, co crystals of itraconazole, and co crystak of topiramate or 

hydrochlorothiazide. 

2-9 ( canceled). 

10 ( original). The pharmaceutical co-crystal composition according to claim 1, further 

comprising a pharmaceutically acceptable diluent, excipient, or carrier. 

11 ( currently amended). 

selected from: 

A co-crystal comprising an API and a co-crystal former 

(a) carbamazepine and saccharin; 

(b) carbamazepine and nicotinamide; 

( c) carbamazepine and trimesic acid; 
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( d) celecoxib and nicotinamide; 

(e)olanzapine and nicotinamide; 

ffi(e) 

fgj 

celecoxib and 18-crown-6; 

(J)modafinil and malonic acid; 

(g)modafinil and benzamide; 

(h)modafinil and mandelic acid; 

(i)mo dafini l--aru.l-gl-yool-k-'-acie-;­

(i) mo dafini l and fumaric acid; 

(k)modafinil and maleic acid; 

ffilill ____ 5-fluorouracil and urea; 

6 

""'®'-'-'-'(g=' ) __ acetaminophen and 4,4' -bipyridine; 

,..fltl~(h-"-') ___ phenytoin and pyridone; 

""'fEt}"-'-'-'(i,.,_) __ aspirin and 4,4'-bipyridine; 

-'-"ftl...,_(,_,,j),__ __ ibuprofen and 4,4' -bi pyridine; 

-'-'f:s->'-.'-(=k=) __ flurbiprofen and 4,4' -bi pyridine; 

_ffi,._.,(~l) __ fl urbi pro fen and trans-1,2-bis( 4-pyridy 1) ethylene; 

f:u:t(m) carbamazepine and p-phthalaldehyde; 

... M ...... -~<n_.) __ carbamazepinc and 2,6-pyridinecarboxylic acid; 

(-w)(o) carbamazepine and 5-nitroisophthalic acid; 

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

.__ftt)_.._...(p__.)~_carbamazepine and 1,3 ,5, 7-adamantane tetracarboxy lie acid; or 

_,_M,_,_.,_(g_..,.) __ carbamazepine and benzoquinone. 

12-42 ( canceled). 
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7 

Remarks 

Docket No. TPI-350C1 
Serial No. 10/660,202 

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 9 and 38-42 have been canceled and claims 1 and 11 

have been amended in accordance with the Examiner's suggestion in the final office action. Claim 1 

has also been amended to align subsection (c) with the APis listed in subsection (a) of the claim. 

Favorable consideration of the pending claims ( claims 1, 10 and 1 l) is respectfully requested. 

Applicants, again, gratefully acknowledge the Examiner's withdrawal of the previous 

rejection under 3 5 U .S .C. § 102 and the obviousness-type double patenting rejection over Remenar 

et al. Although the obviousness-type double patenting rejection over Remenar et al. (U.S. Patent No. 

7,078,526) is withdrawn on page 4 of the Office Action, the rejection remains on page 12. The 

Examiner indicated during a telephonic interview on December 27, 2007 that the rejection was an 

error and that no response was required. Applicants also acknowledge the Examiner's indication that 

claims 1, 2, 9-11, and 38-42 are free of the prior art. 

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

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

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

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

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

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

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

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

manner 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 APT that is solid, and any co-crystal former that solid 

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

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

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

each other. 

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

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

this matter the rejected portions of the 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 

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 is being filed along with this response. 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 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 respectfully 

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

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

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

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

application, in a related application. 

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

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

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

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

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

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

subject application to completion. 

FCE/sl 
Attachment: Terminal Disclaimer 

J: I TPI\3 5 OC l \Amend-Resp\Amd-final-supp. doclDNl:3/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 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Deirdre Renee Claytor 

1617 

Examiner 

Art Unit 

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

10/660,202 Serial No. 

Filed 

Conf. No. 

For 

September 1 1, 2003 

6536 

Pharmaceutical Co-Crystal Compositions 

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

Sir: 
TERMINAL DISCLAIMER 

The owners, University of South Florida, Transform Pharmaceutics, Inc. and The 

Regents of the University of Michigan, of equal interest in the above-identified patent 

application hereby disclaims, except as provided below, the terminal part of the statutory term of 

any patent granted on the instant application, which would extend beyond the expiration date of 

the full statutory term defined in 35 U.S.C. 154 to 156 and 173, as shortened by any terminal 

disclaimer, of co-pending application Serial No. 10/546,963. The owners hereby agree that any 

patent so granted on the instant application shall be enforceable only for and during such period 

that it and the co-pending application are commonly owned. This agreement runs with any 

patent granted on the instant application and is binding upon the grantee, its successors or 

assigns. 

In making the above disclaimer, the owners do not disclaim the terminal part of any 

patent granted on the instant application that would extend to the expiration date of the full 

statutory term as defined in 35 U.S.C. 154 to 156 and 173 of the co-pending patent application, 
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as shortened by any terminal disclaimer, in the event that it later expires for failure to pay a 

maintenance fee, is held unenforceable, is found invalid by a court of competent jurisdiction, is 

statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1.321, has all claims 

canceled by a reexamination certificate, is reissued, or is in any manner terminated prior to the 

expiration of its full statutory term as shortened by any terminal disclaimer. 

I am the attorney of record. 

The fee of $130.00 under 37 CFR l.20(d) was paid at the time this Terminal Disclaimer 

was filed. The Commissioner is hereby authorized to charge any other fees under 3 7 CFR 

§ § 1.16 or 1.1 7 as required by this paper to Deposit Account No. 19-0065. 

Date 

FCE/sl 

.J:\TPJ\350CI\PTO\TermDisc.doc/DNB/sl 

Patent Attorney 
Reg. No. 45,332 
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Submit multiple forms if more than one si nature is re uired, see below*. 

0 *Total of forms are submitted. 

This collection of information is required by 37 CFR 1.191. 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. 

J :\TPI\350C 1 \PTO\NoticeofAppeal .doc/DNB/sl 
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Electronic Patent Application Fee Transmittal 

Application Number: 10660202 

Filing Date: 11-Sep-2003 

Title of Invention: Pharmaceutical co-crystal compositions 

First Named Inventor/Applicant Name: Orn Almarsson 

Filer: Frank Christopher Eisenschenk/Sherry Loke 

Attorney Docket Number: TPl-350C1 

Filed as Large Entity 

Utility Filing Fees 

Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Basic Filing: 

Pages: 

Claims: 

Miscellaneous-Fi Ii ng: 

Petition: 

Patent-Appeals-and-Interference: 

Notice of appeal 1401 1 510 510 

Post-Al I owance-and-Post-lssu ance: 

Extension-of-Time: 
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Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Miscellaneous: 

Total in USD ($) 510 
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Electronic Acknowledgement Receipt 

EFSID: 3430584 

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: TPl-350C1 

Receipt Date: 1 0-JUN-2008 

Filing Date: 11-SEP-2003 

Time Stamp: 13:52:35 

Application Type: Utility under 35 USC 111 (a) 

Payment information: 

Submitted with Payment yes 

Payment Type Credit Card 

Payment was successfully received in RAM $510 

RAM confirmation Number 7883 

Deposit Account 190065 

Authorized User EISENSCHENK,FRANK C. 

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows: 

Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees) 

Charae anv Additional Fees reauired under 37 C.F.R. Section 1.17 (Patent annlication and reexamination orocessina fees) 
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Charge any Additional Fees required under 37 C.F.R. Section 1.19 (Document supply fees) 

Charge any Additional Fees required under 37 C.F.R. Section 1.20 (Post Issuance fees) 

Charge any Additional Fees required under 37 C.F.R. Section 1.21 (Miscellaneous fees and charges) 

File Listing: 

Document Document Description File Name File Size(Bytes) Multi Pages 
Number /Message Digest Part /.zip (if appl.) 

121094 

1 Notice of Appeal Filed Noticeof Appeal. pdf no 1 
99e361 e8db5e43c1 Od331506542e6fcc 

d297cdf9 

Warnings: 

Information: 

8137 

2 Fee Worksheet (PTO-06) fee-info.pdf no 2 
67a2aa5c26665854be3cb4688b67851 f 

6847329e 

Warnings: 

Information: 

Total Files Size (in bytes):! 129231 

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 Agglications 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 Agglication 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 Agglication 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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Application Number Application/Control No. Applicant(s)/Patent under 

11111111 II 111 111 I I II 
Reexamination 

10/660,202 ALMARSSON ET AL. 

I 

Document Code - DISQ I internal Document- DO NOT MAIL 

TERMINAL 
[81 APPROVED □ DISAPPROVED DISCLAIMER 

This patent is subject 
Date Filed : 05/29/08 to a Terminal 

Disclaimer 

Approved/Disapproved by: 

Felicia D. Roberts 
10/546,963 (2007/0059356) 

U.S. Patent and Trademark Office 
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UNITED STA IBS p A IBNT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

10/660,202 09/11/2003 

23557 7590 07/17/2008 

SALIW ANCHIK LLOYD & SALIW ANCHIK 
A PROFESSIONAL ASSOCIATION 
PO BOX 142950 
GAINESVILLE, FL 32614-2950 

FIRST NAMED INVENTOR 

Orn Almarsson 

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

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

ATTORNEY DOCKET NO. CONFIRMATION NO. 

TPI-350Cl 6536 

EXAMINER 

CLAYTOR, DEIRDRE RENEE 

ART UNIT PAPER NUMBER 

1617 

MAIL DATE DELIVERY MODE 

07/17/2008 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

PTOL-90A (Rev. 04/07) 
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Advisory Action 
Before the Filing of an Appeal Brief 

Application No. 

10/660,202 

Examiner 

Renee Claytor 

Applicant(s) 

ALMARSSON ET AL. 

Art Unit 

1617 

--The MAILING DA TE of this communication appears on the cover sheet with the correspondence address -­

THE REPLY FILED 29 May 2008 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 

1. ~ The reply was filed after a final rejection, but prior to or on the same day as filing a Notice of Appeal. To avoid abandonment of this 
application, applicant must timely file one of the following replies: (1) an amendment, affidavit, or other evidence, which places the 
application in condition for allowance; (2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41.31; or (3) a Request 
for Continued Examination (RCE) in compliance with 37 CFR 1.114. The reply must be filed within one of the following time 
periods: 

a) [gl The period for reply expires Q_months from the mailing date of the final rejection. 
b) D The period for reply expires on: (1) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 

no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 
Examiner Note: If box 1 is checked, check either box (a) or (b). ONLY CHECK BOX (b) WHEN THE FIRST REPLY WAS FILED WITHIN TWO 
MONTHS OF THE FINAL REJECTION. See MPEP 706.07(f). 

Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate extension fee 
have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension fee 
under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as 
set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if timely filed, 
may reduce any earned patent term adjustment. See 37 CFR 1.704(b). 
NOTICE OF APPEAL 
2. D The Notice of Appeal was filed on __ . A brief in compliance with 37 CFR 41.37 must be filed within two months of the date of 

filing the Notice of Appeal (37 CFR 41.37(a)), or any extension thereof (37 CFR 41.37(e)), to avoid dismissal of the appeal. Since a 
Notice of Appeal has been filed, any reply must be filed within the time period set forth in 37 CFR 41.37(a). 

AMENDMENTS 
3. 1:8:1 The proposed amendment(s) filed after a final rejection, but prior to the date of filing a brief, will not be entered because 

(a) D They raise new issues that would require further consideration and/or search (see NOTE below); 
(b)D They raise the issue of new matter (see NOTE below); 
( c) 1:8:1 They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for 

appeal; and/or 
(d) D They present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: __ . (See 37 CFR 1.116 and 41.33(a)). 

4. D The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324). 

5. 1:8:1 Applicant's reply has overcome the following rejection(s): Double Patenting. 

6. D Newly proposed or amended claim(s) __ would be allowable if submitted in a separate, timely filed amendment canceling the 
non-allowable claim(s). 

7. D For purposes of appeal, the proposed amendment(s): a) D will not be entered, orb) D will be entered and an explanation of 
how the new or amended claims would be rejected is provided below or appended. 
The status of the claim(s) is (or will be) as follows: 
Claim(s) allowed: __ . 
Claim(s) objected to: __ . 
Claim(s) rejected: __ . 
Claim(s) withdrawn from consideration: __ . 

AFFIDAVIT OR OTHER EVIDENCE 

8. D The affidavit or other evidence filed after a final action, but before or on the date of filing a Notice of Appeal will not be entered 
because applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and 
was not earlier presented. See 37 CFR 1.116(e). 

9. D The affidavit or other evidence filed after the date of filing a Notice of Appeal, but prior to the date of filing a brief, will not be 
entered because the affidavit or other evidence failed to overcome §1! rejections under appeal and/or appellant fails to provide a 
showing a good and sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41.33(d)(1 ). 

10. D The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached. 
REQUEST FOR RECONSIDERATION/OTHER 

11. D The request for reconsideration has been considered but does NOT place the application in condition for allowance because: 

12. D Note the attached Information Disclosure Statement(s). (PTO/SB/08) Paper No(s). __ 

13. D Other: __ . 

/SREENI PADMANABHAN/ 
Supervisory Patent Examiner, Art Unit 1617 

U.S. Patent and Trademark Office 
PTOL-303 (Rev. 08-06) Advisory Action Before the Filing of an Appeal Brief Part of Paper No. 20080708 
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Continuation Sheet (PTO-303) Application No. 

Applicant's have amended the claims in an effort to overcome the 35 USC 112 rejections. However, it is noted that the rejeciton over 
Written Description is still maintained because Applicants have only shown the formation of the particular co-crystals listed in claim 11 but 
do not exemplify the formation of all co-crystals with the APl's listed in amended claim 1. It is not described or shown how the numerous 
and diverse different co-crystals could be obtained. Regarding the Enablement rejection, the specification is enabled for the preparation 
and use of the particular co-crystals recited in claim 11 but is not enabled for the preparation of all co-crystals with the particular APl's listed 
and any co-crystal former. Applicants filing of a Terminal Disclaimer over Application 10/546,963 is sufficient to overcome the rejection. 
Further Applicants amendments are sufficient to overcome the Double Patenting rejections over Applications 10/570,405, 10/551,014 and 
10/926,842. 

2 
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