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Clinical Trials Identifier NCT01359007: 2011-05-23 update, "A Phase II Study Evaluating the Rate of RO Resection 
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With Gemcitabine-Refractory Metastatic Pancreatic Cancer," Br J Cancer. 109(4):920-5 (2013). 

Ma W, et al., "Nanoliposomal lrinotecan (nal-lRI, nal-lRI) Population Pharmacokinetics (PK) and Its Association with 
33 t::fficacy and Safety in Patients with Solid Tumors." Poster presented at 2015 European Cancer Congress, Vienna, 

~ustria, September 25, 2015, 7 pages. 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

Ipsen Ex. 2002, Page 4 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

Mathe G, et al., ·oxalate-platinum or 1-OHP, a Third-Generation Platinum Complex: An Experimental and Clinical 
34 ~ppraisal and Preliminary Comparison with Cis-platinum and Carboplatinum," Biomed Pharmacother, 43(4):237-50 

1989). 

35 
Mizuno N., "Randomized Phase II Trial of S-1 versus S-1 Plus lrinotecan (IRIS) in Patients with Gemcitabine-
Refractory Pancreatic Cancer," J Clin Oneal. 31(Suppl 4):Abstract 263 (2013), 2 printed pages_ 

36 bCT/US2016/047727: International Preliminary Report on Patentability dated February 27, 2018, 6 pages. 

37 PCT/US2016/047727: PCT International Search Report and Written Opinion mailed November 16, 2016, 8 pages. 

Von Hoff D, et al., "NAPOLI 1: Randomized Phase 3 Study of MM-398 (nal-lRI), With or Without 5-Fluorouracil and 

38 
~eucovorin, Versus 5-Fluorouracil and Leucovorin, in Metastatic Pancreatic Cancer Progressed on or following 
Gemcitabine-Based Therapy_" Poster presented at the ESMO World Congress on Gastrointestinal Cancer 2014, 11 
t>ages. 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature 11 /CELESTE A RONEY/ I Date Considered 11 0710112019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 5 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-13 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 

/CELESTE A RONEY/ 
07/01/2019 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 6 of 43



Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

/CELESTE A RONEY/ 07/01/2019 

EFSWeb 2.1.18 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 7 of 43



Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 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 lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number Code1 Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant T5 
Initial* No Number3 Code2i Code4 Date Passages or Relevant 

Document 
Figures Appear 

1 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 

NON-PATENT LITERATURE DOCUMENTS IRemovel 

Examiner Cite 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 

Initials* No 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), T5 
publisher, city and/or country where published. 

,_ 

/CELESTE A RONEY/ 07/01/2019 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 8 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

1 Siegel R, et al., "Cancer Statistics, 2015," CA Cancer J Clin. 65(1 ):5-29 (2015). 

2 
Stein S, et al., "Final Analysis of a Phase II Study of Modified FOLFIRINOX in Locally Advanced and Metastatic 
Pancreatic Cancer," Br J Cancer. 114(7):737-43 (2016). 

Wakahara N, et al., "Uridine Disphosphate Glucuronosyl Transferase 1 Family Polypeptide A1 Gene (UGT1A1) 
3 bolymorphisms are Associated with Toxicity and Efficacy in lrinotecan Monotherapy for Refractory Pancreatic Cancer,' 

Cancer Chemother Pharmacol. 71(1):85-92 (2013), Epub 29 Sep 2012. 

4 
Wanaka R, et al., "Synergistic Interaction Between Oxaliplatin and SN-38 in Human Gastric Cancer Cell Lines In Vitro,'' 
bncol Rep_ 14(3):683-8 (2005)_ 

5 Wsai C, et al., "Nanovector-Based Therapies in Advanced Pancreatic Cancer,'' J Gastroint Oncol 2{3):185-94 {2011)_ 

6 
lrsubamoto H, et al., "Combination Chemotherapy with ltraconazole for Treating Metastatic Pancreatic Cancer in the 
Second-line or Additional Setting,''_ Anticancer Res_ 35(7):4191-6 (2015). 

7 
Weno H, et al., "A Phase II Study of Weekly lrinotecan as First-Line Therapy for Patients with Metastatic Pancreatic 
Cancer,'' Cancer Chemother Pharmacol. 59(4):447-54 (2007), Epub 20 Jul 2006_ 

8 
Wlrich-Pur H, et al., "lrinotecan Plus Raltitrexed vs Raltitrexed Alone in Patients with Gemcitabine-Pretreated Advanced 
bancreatic Adenocarcinoma,'' Br J Cancer_ 88(8):1180-4 (2003)_ 

Wmemura A, et al., "Modified FOLFIRINOX for Locally Advanced and Metastatic Pancreatic Cancer Patients Resistant 
9 o Gemcitabine and S-1 in Japan: A Single Institutional Experience,'' Hepato-Gastroenterology. 61:00-00 doi10.5754/ 

rage 14111, pages 6-12 (2013)_ 

10 
Van Cutsem E, et al., "A Phase lb Dose-Escalation Study of Erlotinib, Capecitabine and Oxaliplatin in Metastatic 
Colorectal Cancer Patients,'' Ann Oneal. 19(2):332-9 (2008), Epub 6 Nov 2007 _ 

11 
Wagener D, et al., "Phase II Trial of CPT-11 in Patients with Advanced Pancreatic Cancer: An EORTC Early Clinical 
Wrials Group Study,'' Ann Oncol_ 6(2):129-32 (1995)_ 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

Ipsen Ex. 2002, Page 9 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

Wang-Gillam A, et al., "Nanoliposomal lrinotecan with Flourouracil and Folinic Acid in Metastatic Pancreatic Cancer 
12 Mer Previous Gemcitabine-Based Therapy (NAPOLl-1): A Global, Randomised, Open-Label, Phase 3 Trial," Lancet, 

B87(10018):545-57 (2016). Epub doi: 10.1016/S0140-6736(15)00986-1, pages 1-13 (2015). 

13 
Wasserman E, et al., "Combination of Oxaliplatin Plus lrinotecan in Patients With Gastrointestinal Tumors: Results of 
lrwo Independent Phase I Studies with Pharmacokinetics," J Clin Oncol. 17(6):1751-9 (1999)_ 

r(chou, M, et al., "An Open Phase I Study Assessing the Feasibility of the Triple Combination: Oxaliplatin Plus 
14 rinotecan Plus Leucovorin/5-Fluorouracil Every 2 Weeks in Patients With Advanced Solid Tumors," Ann Oneal. 14 

3):481-9 (2003). 

15 
rr'i S, et al, "lrinotecan Monotherapy As Second-Line Treatment in Advanced Pancreatic Cancer," Cancer Chemother 
Pharmacol. 63(6): 1141-5 (2009), Epub 7 Oct 2008_ 

16 
rr'oo C, et al., "A Randomised Phase II Study of Modified FOLFIRl.3 vs Modified FOLFOX as Second-Line Therapy in 
0 atients with Gemcitabine-Refractory Advanced Pancreatic Cancer," Br J Cancer. 101(10):1658-63 (2009). 

17 
~aniboni A, et al., "FOLFIRI as Second-Line Chemotherapy for Advanced Pancreatic Cancer: A GISCAD Multicenter 
Dhase II Study," Cancer Chemother Pharmacol 69(6):1641-5 (2012). 

18 
~eghari-Squalli, N et al., "Cellular Pharmacology of the Combination of the DNA Topoisomerase I Inhibitor SN-38 and 
he Deaminocyclohexane Platinum Derivative Oxaliplatin," Clin Cancer Res_ 5(5):1189-96 (1999). 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature 11 /CELESTE A RONEY/ I Date Considered 11 07/01/2019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 10 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-11 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 

/CELESTE A RONEY/ 
07/01/2019 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 11 of 43



Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

/CELESTE A RONEY/ 07/01/2019 

EFSWeb 2.1.18 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 12 of 43



Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 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 lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number 

Code1 
Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 6545010 B2 Q003-04-08 Bissery 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant 
T5 

Initial* No Number3 Code2i Code4 Date Passages or Relevant 
Document 

Figures Appear 

1 ~003013536 WO A2 2003-02-20 f=pidauros Biotechnologie 
"'G 

2 ~011153010 WO A1 2011-12-08 "'braxis Biosciences, LLC 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 
NON-PATENT LITERATURE DOCUMENTS IRemovel 

07/01/2019 /CELESTE A RONEY/ 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 13 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

I Celeste A. RONEY 

Examiner Cite 
Initials* No 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

EFSWeb 2.1.18 

Examiner Name 

Attorney Docket Number 01208-0007-01US 

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), 
publisher, city and/or country where published. 

~lberts S., el al. "Gemcitabine and Oxaliptalin for Metastatic Pancreatic Adenocarcinoma: A North Central Cancer 
lrreatment Group Phase II Study," Ann Oneal. 14(4):580-5 (2003). 

~merican Chemical Society (ACS), http:/Jwww.cancer_org/cancer/pancreaticcancer/delailedguide/pancreatic-cancer-
Whal-is-pancreatic-cancer, retrieved December 1, 2016, 4 printed pages. 

~ssaf E, et al., "5-Fluorouracil/Leucovorin Combined with lrinotecan and Oxaliplatin (FOLFIRINOX) as Second-Line 
Chemotherapy in Patients with Metastatic Pancreatic Adenocarcinoma," Oncology. 80(5-6):301-6 (2011). 

~rak R, et al., 'Therapeutic Synergy Between lrinotecan and 5-Fluorouracil against Human Tumor Xenografts," Clin 
Cancer Res. 10(3):1121-9 (2004). 

Boeck S, et al., "Capecitabine Plus Oxaliplatin (CapOx) versus Capecitabine Plus Gemcilabine (CapGem) versus 
13emcitabine Plus Oxaliplatin (mGemOx): Final Results of a Multicenter Randomized Phase II Trial in Advanced 
~ancreatic Cancer," Ann Oneal. 19(2):340-7 {2008), Epub 24 Oct 2007. 

Burris H, el al., "Phase II Trial of Oral Rubitecan in Previously Treated Pancreatic Cancer Patients," Oncologist. 10 
3):183-90 {2005). 

Cantore M, et al., "Combined lrinotecan and Oxaliplatin in Patients with Advanced Pre-Treated Pancreatic Cancer," 
Pncology 67(2):93-7 (2004). 

Cereda S, el al., "XELIRI or FOLFIRI as Salvage Therapy in Advanced Pancreatic Cancer," Anticancer Res. 30 
11):4785-90 (2010). 

Chang T, et al., "Phase I Study of Nanoliposomal lrinotecan (PEP02) in Advanced Solid Tumor Patients," Cancer 
Chemother Pharmacol. 75(3):579-86 (2015). 

Chen L, et al., "Phase I Study of Liposome Encapsulated lrinotecan (PEP02) in Advanced Solid Tumor Patients," J 
Clin Oneal., 2008 ASCO Annual Meeting Proceedings (Post-Meeting Edition), 26(15S) (May 20 Suppl):2565 (2008), 1 
page. 

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

T5 

Ipsen Ex. 2002, Page 14 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

Chen L, et al., "Phase I Study of Liposome lrinotecan (PEP02) in Combination with Weekly Infusion of 5-FU/LV in 
11 Mvanced Solid Tumors," J Clin Oneal., 2010 ASCO Annual Meeting Abstracts, 28{15_suppl) {May 20 Suppl):e13024 

2010), 1 page_ 

12 
Chiesa M, et al., "A Pilot Phase II Study of Chemotherapy with Oxaliplatin, Folinic Acid, 5-Fluorouracil and lrinotecan in 
Metastatic Gastric Cancer," Tumori. 93(3):244-7 (2007). 

Conroy T, et al., "lrinotecan Plus Oxaliplatin and Leueavorin-Modulated Fluorouracil in Advanced Pancreatic Cancer-A 
13 Groupe Tumeurs Digestives of the Federation Nationale des Centres de Lutte Cantre le Cancer Study," J Clin Oneal. 

~3{6):1228-36 (2005). 

14 
Delord J, et al., "Population Pharmaeakinetics of Oxaliplatin," Cancer Chemother Pharmaeal. 51(2):127-31 {2003), 
Epub 4 Dec 2002. 

15 
Ducreax M, et al., "Randomized Phase II Study Evaluating Oxaliplatin Alone, Oxaliplatin Combined with lnfusional 5-
t"LJ, and lnfusional 5-FU Alone in Advanced Pancreatic Carcinoma Patients," Ann Oneal. 15(3): 467-73 (2004). 

16 
ELOXATIN package insert, revision December 28, 2011, retrieved from https://www.accessdata.fda.gov/ 
~rugsatfda_docs/label/2011/021492s0121bl.pdf, 51 pages. 

17 
t"ischel J, et al., "Ternary Combination of lrinotecan, Fluorouracil-Folinic Acid and Oxaliplatin: Results on Human Colon 
cancer Cell Lines," Br J Cancer. 84(4):579-85 (2001). 

Gebbia V, et al., "lrinotecan Plus Bolus/lnfusional 5-Fluorouracil and Leueavorin in Patients With Pretreated Advanced 
18 Pancreatic Carcinoma: A Multicenter Experience of the Gruppo Oncologiea Italia Meridionale," Am J Clin Oneal. 33 

5):461-64 (2010). 

19 
GLOBOCAN Cancer Facts Sheets: All Cancers 2012. Available from: http://globocan.iarc.fr/old/FactSheets/cancers/all 
hew.asp, accessed on 3 Oct 2016, 9 printed pages_ 

20 
Goldstein D, et al., "nab-Paclitaxel Plus Gemcitabine for Metastatic Pancreatic Cancer: Long-Term Survival From a 
Phase Ill Trial," J Natl Cancer Inst. 107(2): dju413, pages 1-10 (2015). 

21 
Grant S, et al., "Dose-Ranging Evaluation of the Substituted Benzamide Dazopride When Used as an Antiemetic in 
Patients Receiving Anticancer Chemotherapy," Cancer Chemother Pharmacol. 31(6):442-44 {1993)_ 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

Ipsen Ex. 2002, Page 15 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

22 
Guichard S, et al., "Combination of Oxaliplatin and lrinotecan on Human Colon Cancer Cell Lines: Activity In Vitro and 
n Vivo," Anticancer Drugs_ 12(9):741-51 (2001). 

23 
Hosein P, et al., "A Retrospective Study of Neoadjuvant FOLFIRINOX in Unresectable or Borderline-Resectable 
>-ocally Advanced Adenocarcinoma," BMC Cancer. 12:199, pages 1-7 (2012). 

24 
Hoskins J, et al., "UGT1A1*28 Genotype and lrinotecan-lnduced Neutropenia: Dose Matters," J Natl Cancer Inst. 99 
17):1290-95 (2007). 

Uacobs A, et al., "A Randomized Phase Ill Study of Rubitecan (ORA) vs. Best Choice {BC) in 409 Patients with 
25 Refractory Pancreatic Cancer Report from a North-American Multi-Center Study," J Clin Oncol., 2004 ASCO Annual 

Meeting Proceedings 22(14S):4013 (2004). 

26 
Ko A, et al., "Excess Toxicity Associated with Docetaxel and lrinotecan in Patients with Metastatic, Gemcitabine-
Refractory Pancreatic Cancer: Results of a Phase II Study," Cancer Invest. 26(1):47-52 (2008). 

Kozuch P, et al., "lrinotecan Combined with Gemcitabine, 5-Fluorouracil, Leucovorin, and Cisplatin {G-FLIP) is an 
27 t:ffective and Noncrossresistant Treatment for Chemotherapy Refractory Metastatic Pancreatic Cancer," Oncologist. 6 

6):488-95 (2001 ). 

,...ee M, et al., "5-Fluorouracil/Leucovorin Combined wtih lrinotecan and Oxaliplatin (FOLFIRINOX) as Second-Line 
28 Chemotherapy in Patients with Advanced Pancreatic Cancer Who Have Progressed on Gemcitabine-Based Therapy," 

Chemotherapy_ 59(4):273-9 (2013). 

29 
,...ordick F, et al., "Phase II Study of Weekly Oxaliplatin Plus lnfusional Fluorouracil and Folinic Acid {FUFOX Regiment) 
~s First-Line Treatment in Metastatic Gastric Cancer," Br J Cancer. 93(2):190-4 (2005). 

>-ouvet C, et al., "Gemcitabine in Combination With Oxaliplatin Compared With Gemcitabine Alone in Locally Advanced 
30 pr Metastatic Pancreatic Cancer: Results of a GERCOR and GISCAD Phase Ill Trial," J Clin Oncol. 23(15):3509-16 

2005). 

31 
Mahaseth H, et al., "Modified FOLFIRINOX Regimen With Improved Safety and Maintained Efficacy in Pancreatic 
Menocarcinoma," Pancreas. 42(8):1311-5 (2013). 

32 
Mans D, et al., "Sequence-Dependent Growth Inhibition and DNA Damage Formation by the lrinotecan-5-Fluorouracil 
Combination in Human Colon Carcinoma Cell Lines," Eur J Cancer. 35(13):1851-61 (1999). 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

Ipsen Ex. 2002, Page 16 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

I Celeste A. RONEY 

33 

34 

35 

36 

37 

38 

39 

40 

41 

42 

43 

EFSWeb 2.1.18 

Examiner Name 

Attorney Docket Number 01208-0007-01US 

Mullany S, et al., "Effect of Adding the Topoisomerase I Poison 7-ethyl-10-hydroxy-camptothecin (SN-38) to 5-
;::luorouracil and Folinic Acid in HCT-8 Cells: Elevated dTTP Pools and Enhanced Cytotoxicity," Cancer Chemother 
Pharmacol. 42(5):391-9 (1998). 

Munstedt K, et al., "Role of Dexamethasone Dosage in Combination with 5-HT3 Antagonists for Prophylaxis of Acute 
Chemotherapy-Induced Nausea and Vomiting," Br J Cancer_ 79(3-4):637-9 (1999). 

Neuzillet C, et al., "FOLFIRI Regimen in Metastatic Pancreatic Adenocarcinoma Resistant to Gemcitabine and 
Platinum-Salts," World J Gastroenterol. 18(33):4533-41 (2012). 

Dettle H, et al., "Second-Line Oxaliplatin, Folinic Acid, and Fluorouracil Versus Folinic Acid and Fluorouracil Alone for 
Gemcitabine-Refractory Pancreatic Cancer: Outcomes From the CONKO-003 Trial," J Clin Oneal. 32(23):2423-9 
2014). 

Dh S, et al., "Pilot Study of lrinotecan/Oxaliplatin (IROX) Combination Chemotherapy for Patients with Gemcitabine-
~nd 5-Fluorouracil- Refractory Pancreatic Cancer," Invest New Drugs_ 28(3):343-9 {2010), Epub 15 May 2009. 

Dhkawa S, et al., "Randomised Phase II Trial of S-1 Plus Oxaliplatin vs S-1 in Patients with Gemcitabine-Refractory 
Pancreatic Cancer," Br J Cancer. 112(9):1428-34 (2015). 

bkusaka T, et al., "Phase II Study of FOLFIRINOX for Chemotherapy-NaTve Japanese Patients with Metastatic 
Pancreatic Cancer," Cancer Sci. 105(10):1321-6 (2014). 

DNIVYDE [MM-398] package insert, revision October 22, 2015, retrieved from http://www.accessdata.fda.gov/ 
~rugsatfda_docs/label/2015/2077931bl.pdf, 18 pages. 

Pavillard V, et al., "Combination of lrinotecan (CPT11) and 5-Fluorouracil with an Analysis of Cellular Determinants of 
Drug Activity," Biochem Pharmacol. 56(10):1315-22 {1998)_ 

Peddi P, et al., "Multi-Institutional Experience with FOLFIRINOX in Pancreatic Adenocarcinoma," Journal of the 
Pancreas {JOP). 13(5):497-501 {2012), online access, 11 printed pages_ 

Pelzer U, et al., "A Randomized Trial in Patients With Gemcitabine Refractory Pancreatic Cancer. Final Results of the 
CONKO 003 Study," J Clin Oneal. 2008 ASCO Annual Meeting Proceedings_ 26(15S):4508 (2008), 2 printed pages. 

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

/CELESTE A RONEY/ 07/01/2019 

Ipsen Ex. 2002, Page 17 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

44 
belzer U, et al., "Second-Line Therapy in Refractory Pancreatic Cancer. Results of a Phase II Study," Onkologie. 32 
3):99-102 (2009). 

45 
Petrioli R, et al., "Gemcitabine, Oxaliplatin, and Capecitabine (GEMOXEL) Compared with Gemcitabine Alone in 
Metastatic Pancreatic Cancer: A Randomized Phase II Study," Cancer Chemother Pharmacol. 75(4):683-90 (2015). 

Poplin E, et al., "Phase Ill, Randomized Study of Gemcitabine and Oxaliplatin Versus Gemcitabine (Fixed-Dose Rate 
46 nfusion) Compared With Gemcitabine (30-Minute Infusion) in Patients With Pancreatic Carcinoma E6201: A Trial of 

he Eastern Cooperative Oncology Group," J Clin Oncol. 27(23):3778-85 (2009). 

47 
Oin B, et al., "In-vitro Schedule-Dependent Interaction Between Oxaliplatin and 5-Fluorouracil in Human Gastric 
Cancer Cell Lines," Anti-Cancer Drugs_ 17(4):445-53 (2006)_ 

48 
Rahib L, et al., "Projecting Cancer Incidence and Deaths to 2030: The Unexpected Burden of Thyroid, Liver, and 
0 ancreas Cancers in the United States," Cancer Res. 74(11):2913-21 (2014)_ 

49 
Reni M, et al., "Salvage Chemotherapy with Mitomycin, Docetaxel, and lrinotecan (MDI Regimen) in Metastatic 
Pancreatic Adenocarcinoma: A Phase I and II Trial," Cancer Invest. 22(5):688-96 (2004). 

50 
R,ombouts S, et al., "FOLFIRINOX in Locally Advanced and Metastatic Pancreatic Cancer: A Single Centre Cohort 
Study," J Cancer. 7(13):1861-6 (2016). 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature 11 /CELESTE A RONEY/ I Date Considered 11 07/01/2019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 

EFSWeb 2.1.18 
ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /C.A.R/ 

Ipsen Ex. 2002, Page 18 of 43



Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-11 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 

/CELESTE A RONEY/ 
07/01/2019 
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Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

/CELESTE A RONEY/ 07/01/2019 
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Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 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 lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number Code1 Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant T5 
Initial* No Number3 Code2i Code4 Date Passages or Relevant 

Document 
Figures Appear 

1 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 

NON-PATENT LITERATURE DOCUMENTS IRemovel 

Examiner Cite 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 

Initials* No 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), T5 
publisher, city and/or country where published. 

,_ 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

1 U.S. Patent Application No. 11/121,294: 2009-08-17 Nonfinal Office Action, 33 pages. 

2 U.S. Patent Application No. 11/121,294: 2010-03-12 Final Office Action, 15 pages. 

3 U.S. Patent Application No. 11/121,294: 2010-05-19 Advisory Action, 3 pages. 

4 U.S. Patent Application No. 11/121,294: 2010-08-04 Nonfinal Office Action, 14 pages. 

5 U.S. Patent Application No. 11/121,294: 2010-12-06 Final Office Action, 17 pages. 

6 U.S. Patent Application No. 11/121,294: 2011-04-13 Nonfinal Office Action, 10 pages. 

7 U.S. Patent Application No. 11/121,294: 2011-07-12 Examiner Interview Summary, 3 pages. 

8 U.S. Patent Application No. 11/121,294: 2011-11-23 Final Office Action, 20 pages. 

9 U.S. Patent Application No. 11/601,451: 2010-01-11 Nonfinal Office Action, 14 pages. 

10 U.S. Patent Application No. 11/601,451: 2010-08-27 Final Office Action, 17 pages. 

11 U.S. Patent Application No. 11/601,451: 2011-07-12 Examiner Interview Summary, 4 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

12 U.S. Patent Application No. 13/416,204: 2012-05-08 Pre-Interview Communication, 4 pages. 

13 
U.S. Patent Application No. 13/416,204: 2012-06-29 Interview Summary and First Action Interview Office Action, 6 
t>ages. 

14 U.S. Patent Application No. 13/654,373: 2013-08-12 Nonfinal Office Action and Interview Summary, 10 pages. 

15 U.S. Patent Application No. 14/151,632: 2016-04-18 Nonfinal Office Action, 9 pages. 

16 U.S. Patent Application No. 14/175,365: 2014-06-26 Nonfinal Office Action, 20 pages. 

17 U.S. Patent Application No. 14/406,776: 2016-02-26 Nonfinal Office Action, 9 pages. 

18 
U.S. Patent Application No. 14/406,776: 2016-04-25 Response to Non-final Office Action mailed February 26, 2016, 71 
pages. 

19 U.S. Patent Application No. 14/632,422: 2017-01-10 Nonfinal Office Action, 18 pages. 

20 U.S. Patent Application No. 14/812,950: 2015-10-02 Pre-Interview Communication, 3 pages. 

21 
U.S. Patent Application No. 14/812,950: 2015-10-22 Preliminary amendment in response to Pre-Interview 
Communication mailed October 2, 2015, 7 pages_ 

22 U.S. Patent Application No. 14/844,500: 2015-12-16 Nonfinal Office Action, 25 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

23 
U.S. Patent Application No. 14/844,500: 2016-02-25 Response to Non-final Office Action mailed December 16, 2015, 
~5 pages. 

24 U.S. Patent Application No. 14/851, 111: 2016-02-25 Nonfinal Office Action, 13 pages. 

25 
U.S. Patent Application No. 14/851, 111: 2016-05-12 Response to Non-final Office Action mailed February 25, 2016, 71 
pages. 

26 U.S. Patent Application No. 14/879,302: 2016-08-15 Nonfinal Office Action, 30 pages. 

27 U.S. Patent Application No. 14/879,302: 2016-12-15 Nonfinal Office Action, 14 pages. 

28 U.S. Patent Application No. 14/879,358: 2015-12-28 Nonfinal Office Action, 20 pages. 

29 U.S. Patent Application No. 14/879,358: 2016-07-12 Nonfinal Office Action, 14 pages. 

30 U.S. Patent Application No. 14/964,239: 2016-11-04 Nonfinal Office Action, 21 pages. 

31 U.S. Patent Application No. 14/964,239: 2017-04-26 Examiner Interview Summary, 2 pages. 

32 U.S. Patent Application No. 14/964,239: 2017-06-21 Nonfinal Office Action, 16 pages. 

33 U.S. Patent Application No. 14/964,239: 2017-12-11 Nonfinal Office Action, 15 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

34 U.S. Patent Application No. 14/964,571: 2017-02-13 Nonfinal Office Action, 8 pages. 

35 U.S. Patent Application No. 14/964,571: 2017-11-01 Final Office Action, 14 pages. 

36 U.S. Patent Application No. 14/964,571: 2018-09-25 Nonfinal Office Action, 12 pages. 

37 U.S. Patent Application No. 14/965, 140: 2016-03-10 Nonfinal Office Action, 24 pages. 

38 U.S. Patent Application No. 14/965, 140: 2016-07-13 Interview Summary and Nonfinal Office Action, 14 pages. 

39 U.S. Patent Application No. 14/965, 140: 2016-12-19 Nonfinal Office Action, 9 pages. 

40 U.S. Patent Application No. 14/966,458: 2016-12-06 Nonfinal Office Action, 34 pages. 

41 U.S. Patent Application No. 14/966,458: 2017-04-27 Examiner Interview Summary, 2 pages. 

42 U.S. Patent Application No. 14/979,666: 2016-12-09 Nonfinal Office Action, 20 pages. 

43 U.S. Patent Application No. 15/059,640: 2016-12-02 Nonfinal Office Action, 9 pages. 

44 U.S. Patent Application No. 15/227,561: 2017-07-14 Nonfinal Office Action, 25 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

45 U.S. Patent Application No. 15/227,561: 2018-04-26 Nonfinal Office Action, 13 pages. 

46 U.S. Patent Application No. 15/227,561: 2018-12-10 Final Office Action, 18 pages. 

47 U.S. Patent Application No. 15/227,631: 2017-07-17 Nonfinal Office Action, 24 pages. 

48 U.S. Patent Application No. 15/227,631: 2018-04-10 Nonfinal Office Action, 13 pages. 

49 U.S. Patent Application No. 15/227,631: 2018-08-31 Nonfinal Office Action, 15 pages. 

50 U.S. Patent Application No. 15/227,631: 2018-12-19 Final Office Action, 15 pages. 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature 11 /CELESTE A RONEY/ I Date Considered 11 07/01/2019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-13 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 

/CELESTE A RONEY/ 07/01/2019 
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Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

07/01/2019 /CELESTE A RONEY/ 
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Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 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 lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number Code1 Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant T5 
Initial* No Number3 Code2i Code4 Date Passages or Relevant 

Document 
Figures Appear 

1 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 

NON-PATENT LITERATURE DOCUMENTS IRemovel 

Examiner Cite 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 

Initials* No 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), T5 
publisher, city and/or country where published. 

,_ 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

1 U.S. Patent Application No. 15/241, 106: 2016-10-28 Pre-Interview Communication, 4 pages. 

2 U.S. Patent Application No. 15/241, 106: 2016-12-29 Nonfinal Office Action, 15 pages. 

3 U.S. Patent Application No. 15/241, 106: 2017-07-10 Final Office Action, 16 pages. 

4 U.S. Patent Application No. 15/241, 128: 2016-11-25 Nonfinal Office Action, 6 pages. 

5 U.S. Patent Application No. 15/296,536: 2017-03-08 Nonfinal Office Action, 6 pages. 

6 U.S. Patent Application No. 15/331,393: 2017-01-19 Pre-Interview Communication, 4 pages. 

7 
U.S. Patent Application No. 15/331,393: 2017-03-20: Examiner's Interview Summary and First Action Interview Office 
~ction Summary, 5 pages. 

8 U.S. Patent Application No. 15/331,648: 2017-01-19 Pre-Interview Communication, 4 pages. 

9 U.S. Patent Application No. 15/331,648: 2017-03-17 Examiner's Interview Summary, 3 pages. 

10 U.S. Patent Application No. 15/337,274: 2017-03-24 Nonfinal Office Action, 10 pages. 

11 U.S. Patent Application No. 15/341,377: 2017-01-30 Nonfinal Office Action, 12 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

12 U.S. Patent Application No. 15/341,377: 2017-04-18 Final Office Action, 13 pages. 

13 U.S. Patent Application No. 15/341,619: 2017-04-03 Pre-Interview Communication, 3 pages. 

14 U.S. Patent Application No. 15/363,761: 2017-01-18 Nonfinal Office Action, 15 pages. 

15 U.S. Patent Application No. 15/363,761: 2017-08-01 Final Office Action, 18 pages. 

16 U.S. Patent Application No. 15/363,761: 2017-12-14 Examiner Interview Summary, 3 pages. 

17 U.S. Patent Application No. 15/363,923: 2017-02-01 Nonfinal Office Action, 24 pages. 

18 U.S. Patent Application No. 15/363,923: 2017-09-13 Final Office Action, 29 pages. 

19 U.S. Patent Application No. 15/363,978: 2017-02-07 Nonfinal Office Action, 16 pages. 

20 U.S. Patent Application No. 15/363,978: 2017-08-21 Final Office Action, 19 pages. 

21 U.S. Patent Application No. 15/363,978: 2017-12-14 Examiner Interview Summary, 3 pages. 

22 U.S. Patent Application No. 15/364,021: 2017-03-09 Nonfinal Office Action, 18 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

23 U.S. Patent Application No. 15/364,021: 2017-10-04 Final Office Action, 20 pages. 

24 U.S. Patent Application No. 15/375,039: 2018-02-16 Nonfinal Office Action, 11 pages. 

25 U.S. Patent Application No. 15/403,441: 2017-12-21 Nonfinal Office Action, 9 pages. 

26 U.S. Patent Application No. 15/645,645: 2017-12-01 Nonfinal Office Action, 16 pages. 

27 U.S. Patent Application No. 15/652,513: 2017-12-20 Nonfinal Office Action, 13 pages. 

28 U.S. Patent Application No. 15/661,868: 2017-12-01 Nonfinal Office Action, 15 pages. 

29 U.S. Patent Application No. 15/664,930: 2017-12-20 Nonfinal Office Action, 7 pages. 

30 U.S. Patent Application No. 15/664,976: 2018-09-11 Nonfinal Office Action, 23 pages. 

31 U.S. Patent Application No. 15/809,815: 2018-03-06 Nonfinal Office Action, 12 pages. 

32 U.S. Patent Application No. 15/809,815: 2018-09-11 Final Office Action, 14 pages. 

33 U.S. Patent Application No. 15/852,551: 2019-01-11 Nonfinal Office Action, 5 pages. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

34 W.S. Patent Application No. 15/967,638: 2019-01-14 Nonfinal Office Action, 14 pages. 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature II /CELESTE A RONEY/ I Date Considered 11 
07/01/2019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1612 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-13 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 

/CELESTE A RONEY/ 07/01/2019 
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Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 

07/01/2019 

/CELESTE A RONEY/ 
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Doc code: IDS PTO/SB/0Ba (02-18) 

Doc description: Information Disclosure Statement (IDS) Filed Approved for use through 11/30/2020. 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 lo respond lo a collection of information unless it contains a valid 0MB control number. 

Application Number 15809815 

Filing Date )017-11-10 

INFORMATION DISCLOSURE First Named Inventor I ~liel Bayever 
STATEMENT BY APPLICANT 

Art Unit 11629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number I 01208-0007-01US 

U.S.PATENTS I Remove I 

Examiner Cite Kind Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* No 
Patent Number Code1 Issue Date 

of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Patent citation information please click the Add button. I Add I 

U.S.PATENT APPLICATION PUBLICATIONS I Remove I 

Examiner Publication Kind Publication Name of Patentee or Applicant 
Pages,Columns,Lines where 

Initial* 
Cite No 

Number Code1 Date of cited Document 
Relevant Passages or Relevant 
Figures Appear 

1 

If you wish to add additional U.S. Published Application citation information please click the Add button.I Add I 

FOREIGN PATENT DOCUMENTS IRemovel 

Name of Patentee or 
Pages,Columns,Lines 

Examiner Cite Foreign Document Country Kind Publication 
Applicant of cited 

where Relevant T5 
Initial* No Number3 Code2i Code4 Date Passages or Relevant 

Document 
Figures Appear 

1 

If you wish to add additional Foreign Patent Document citation information please click the Add button I Add I 

NON-PATENT LITERATURE DOCUMENTS IRemovel 

Examiner Cite 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 

Initials* No 
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), T5 
publisher, city and/or country where published. 

,_ 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

1 
t::xtra J, et al., "Phase I Study of Oxaliplatin in Patients with Advanced Cancer," Cancer Chemother Pharmacol. 25 
4):299-303 (1990). 

2 
Mathe G, et al., "A Phase I Trial ofTrans-1-diamino-cyclohexane Oxalate-platinum (1-OHP)," Biomed Pharmacother, 
J0:372-6 (1986). 

If you wish to add additional non-patent literature document citation information please click the Add button I Add I 
EXAMINER SIGNATURE 

Examiner Signature 11 /CELESTE A RONEY/ I Date Considered 11 07/01/2019 

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

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO 
Standard ST.3). 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. 
4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here i1 
English language translation is attached. 
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Application Number 15809815 

Filing Date 2017-11-10 

INFORMATION DISCLOSURE First Named Inventor I Eliel Bayever 
STATEMENT BY APPLICANT 

Art Unit 1629 
( Not for submission under 37 CFR 1.99) 

Examiner Name I Celeste A. RONEY 

Attorney Docket Number 01208-0007-01US 

CERTIFICATION STATEMENT 

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s): 

OR 

That each item of information contained in the information disclosure statement was first cited in any communication 
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the 
information disclosure statement. See 37 CFR 1.97(e)(1). 

That no item of information contained in the information disclosure statement was cited in a communication from a 
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification 
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to 

D any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure 
statement. See 37 CFR 1.97(e)(2). 

See attached certification statement. 

The fee set forth in 37 CFR 1.17 (p) has been submitted herewith. 

X A certification statement is not submitted herewith. 
SIGNATURE 

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the 
form of the signature. 

Signature /Mary R. Henninger/ Date (YYYY-MM-DD) 2019-02-11 

Name/Print Mary R. Henninger Registration Number ~6992 

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 1 hour 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. 
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Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the 
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised 
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited 
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to 
process and/or examine your submission related to a patent application or patent. If you do not furnish the requested 
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may 
result in termination of proceedings or abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act 
(5 U.S.C. 552) and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the 
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these records. 

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a 
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement 
negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a 
request involving an individual, to whom the record pertains, when the individual has requested assistance from the 
Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for 
the information in order to perform a contract. Recipients of information shall be required to comply with the 
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records 
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant 
to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of 
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or 
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to 
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and 
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make 
determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in 
an application which became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspections or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 
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PATENT 
Attorney Docket No. 01208-0007-0lUS 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application oflnventors: 

Eli el BA YEVER, et al. 

Application No.: 15/809,815 

Filed: November 10, 2017 

Title: METHODS FOR TREATING 
METASTATIC PANCREATIC CANCER 
USING COMBINATION THERAPIES 
COMPRISING LIPOSOMAL IRINOTECAN 
AND OXALIPLATIN 

Group Art Unit: 1612 

Examiner: Celeste A RONEY 

Confirmation No.: 5137 

INFORMATION DISCLOSURE STATEMENT UNDER 37 C.F.R. § 1.97(b) 

VIAEFS WEB 

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

Commissioner: 

Pursuant to 37 C.F.R. §§ 1.56 and l.97(b), Applicant brings to the attention of the 

Examiner the documents listed on the enclosed PTO/SB/08s. This Information Disclosure 

Statement is being filed before the mailing of a first Office action after the filing of a Request for 

Continued Examination under § 1.114 on February 11, 2019. 

Copies of the listed foreign patent documents and non-patent literature documents are 

enclosed. 

Applicant wishes to bring to the Office's attention Applicant's applications relating to 

liposomal irinotecan that are listed in the table below. Office Actions from these applications are 

listed in the accompanying PTO/SB/08s and copies are enclosed. 

07/01/2019 
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Application No. Filing Date 

11/121,294 5/2/2005 
11/601,451 11/17/2006 
13/416,204 3/9/2012 
13/654,373 10/17/2012 
14/151,632 1/9/2014 
14/175,365 2/7/2014 
14/632,422 2/26/2015 
14/879,302 10/9/2015 
14/879,358 10/9/2015 
14/964,239 12/9/2015 
14/965, 140 12/10/2015 
14/966,458 12/11/2015 
14/979,666 12/28/2015 
15/227,561 8/3/2016 
15/227,631 8/3/2016 
15/213, 127 7/18/2016 
15/296,536 10/18/2016 
15/363,761 11/29/2016 
15/363,923 11/29/2016 
15/363,978 11/29/2016 
15/364,021 11/29/2016 
15/664,976 7/31/2017 
15/896,389 2/14/2018 
15/896,436 2/14/2018 
14/406,776 12/10/2014 
14/812,950 7/29/2015 
14/844,500 9/3/2015 
14/851,111 9/11/2015 
15/059,640 3/3/2016 
15/241,128 8/19/2016 
15/341,377 11/2/2016 
15/341,619 11/2/2016 
15/652,513 7/18/2017 
15/664,930 7/31/2017 
16/012,351 6/19/2018 
16/012,372 6/19/2018 

14/964,571 12/9/2015 
15/375,039 12/9/2016 
15/928,649 3/22/2018 
16/036,885 7/16/2018 

15/337,274 10/28/2016 

07/01/2019 

Patent No. 

8,147,867 
8,658,203 
8,329,213 
8,703,181 

8,992,970 
9,717,723 
9,730,891 

9,724,303 
9,782,349 

9,737,528 

9,452,162 
9,339,497 
9,364,473 
9,492,442 

9,717,724 

9,895,365 

Application No.: 15/809,815 
Attorney Docket No.: 01208-0007-0lUS 

Status Examiner 

Issued Shomer, Isaac 
Issued Kishmore, Gollamudi S. 
Issued Shomer, Isaac 
Issued Shomer, Isaac 
Abandoned Kishmore, Gollamudi S. 
Issued Shomer, Isaac 
Issued Shomer, Isaac 
Issued Shomer, Isaac 
Abandoned Shomer, Isaac 
Abandoned Shomer, Isaac 
Issued Shomer, Isaac 
Issued Shomer, Isaac 
Abandoned Shomer, Isaac 
Published Shomer, Isaac 
Published Shomer, Isaac 
Abandoned 
Issued Kishmore, Gollamudi S. 
Published Roney, Celeste A 
Abandoned Roney, Celeste A 
Published Roney, Celeste A 
Abandoned Liu, Tracy 
Published Shomer, Isaac 
Published Shomer, Isaac 
Published Shomer, Isaac 
Issued Strong, Tori 
Issued Strong, Tori 
Issued Strong, Tori 
Issued Strong, Tori 
Abandoned Strong, Tori 
Issued Strong, Tori 
Abandoned Strong, Tori 
Abandoned Strong, Tori 
Abandoned Strong, Tori 
Abandoned Strong, Tori 
Pending TBD 
Pending TBD 
Published Baek, Bong-Sook 
Abandoned Baek, Bong-Sook 
Abandoned 
Pending TBD 
Issued Packard, Benjamin J. 

/CELESTE A RONEY/ 
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Application No. Filing Date 

15/852,551 12/22/2017 
15/241, 106 8/19/2016 
15/809,815 11/10/2017 
15/403,441 1/11/2017 
15/331,648 10/21/2016 
15/331,393 10/21/2016 
15/331,318 10/21/2016 
15/645,645 7/10/2017 
15/655,592 7/20/2017 
15/661,868 7/27/2017 
15/908,443 2/28/2018 
15/768,352 4/13/2018 
15/967,633 5/1/2018 
15/967,638 5/1/2018 
15/598,633 5/18/2017 
15/948,571 4/9/2018 

Patent No. 

Application No.: 15/809,815 
Attorney Docket No.: 01208-0007-0lUS 

Status Examiner 

Published Packard, Benjamin J. 
Abandoned Roney, Celeste A 
Published Roney, Celeste A 
Abandoned Packard, Benjamin J. 
Abandoned Shomer, Isaac 
Abandoned Shomer, Isaac 
Abandoned Shomer, Isaac 
Abandoned Shomer, Isaac 
Abandoned 
Abandoned Shomer, Isaac 
Abandoned 
Pending Shomer, Isaac 
Abandoned 
Pending Shomer, Isaac 
Abandoned Ricci, Craig D. 
Abandoned 

Applicant respectfully requests that the Examiner consider the listed documents and 

indicate that they were considered by making appropriate notations on the attached form. 

This submission does not represent that a search has been made or that no better art exists 

and does not constitute an admission that each or all of the listed documents are material or 

constitute "prior art." If the Examiner applies any of the documents as prior art against any claim 

in the application and Applicant determines that the cited documents do not constitute "prior art" 

under United States law, Applicant reserves the right to present to the U.S. Patent and Trademark 

Office the relevant facts and law regarding the appropriate status of such documents. 

Applicant further reserves the right to take appropriate action to establish the patentability 

of the claimed invention over the listed documents, should one or more of the documents be 

applied against the claims of the present application. 

07/01/2019 /CELESTE A RONEY/ 
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Application No.: 15/809,815 
Attorney Docket No.: 01208-0007-0lUS 

Please grant any extensions of time required to enter this response and charge any 

additional required fees to Deposit Account 506488. 

Dated: February 13, 2019 

07/01/2019 

Respectfully submitted, 

McNeill Baur PLLC 

By: /Mary R. Henninger, PhD/ 
Mary R. Henninger, PhD 
Reg. No. 56,992 
Telephone: 404-891-1400 
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