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

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).
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That ne 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
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See attached certification statement.
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public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.5.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 1430, 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

EFS Web 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.8.C. 552) and the Privacy Act (5 U.5.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 record s.

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 desighee, 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 and Trademark Office, U.S. Department of Commerce, P.O. Box 1430, 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.8.C. 552) and the Privacy Act (5 U.5.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 record s.

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 desighee, 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 ROMEY/ 07/01/2019
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Application Number 15809815

Filing Date 2017-11-10
First Named Inventor ’ Eliel Bayever

Art Unit | 1612
Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

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

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

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

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

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

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

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

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

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

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

11 |).S. Patent Application No. 11/601,451: 2011-07-12 Examiner Interview Summary, 4 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number

15809815

Filing Date

2017-11-10

First Named Inventor ’ Eliel Bayever

Art Unit

|1612

Examiner Name

‘ Celeste A. RONEY

Attorney Docket Number

| 01208-0007-01US

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

13
hages.

1).S. Patent Application No. 13/416,204:

2012-06-29 Interview Summary and First Action Interview Office Action, 6

14 1).S. Patent Application No. 13/654,373:

2013-08-12 Nonfinal Office Action and Interview Summary, 10 pages.

15 |).S. Patent Application No. 14/151,632:

2016-04-18 Nonfinal Office Action, 9 pages.

16 1).S. Patent Application No. 14/175,365:

2014-06-26 Nonfinal Office Action, 20 pages.

17 1).S. Patent Application No. 14/406,776:

2016-02-26 Nonfinal Office Action, 9 pages.

18
hages.

|).S. Patent Application No. 14/406,776:

2016-04-25 Response to Non-final Office Action mailed February 26, 2016, 71

19 1).S. Patent Application No. 14/632,422:

2017-01-10 Nonfinal Office Action, 18 pages.

20 1).S. Patent Application No. 14/812,950:

2015-10-02 Pre-Interview Communication, 3 pages.

21 |J.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 |).S. Patent Application No. 14/844,500: 2015-12-16 Nonfinal Office Action, 25 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15809815

Filing Date 2017-11-10

First Named Inventor ’ Eliel Bayever

Art Unit | 1612

Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

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

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

25 gézézatent Application No. 14/851,111: 2016-05-12 Response to Non-final Office Action mailed February 25, 2016, 71|

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

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

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

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

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

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

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

33 |).S. Patent Application No. 14/964,239: 2017-12-11 Nonfinal Office Action, 15 pages.
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2017-11-10
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STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Art Unit

|1612

Examiner Name

‘ Celeste A. RONEY

Attorney Docket Number

| 01208-0007-01US

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

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

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

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

38 1).S. Patent Application No. 14/965,140: 2016-07-13 Interview Summary and Nonfinal Office Action, 14 pages.
39 1).S. Patent Application No. 14/965,140: 2016-12-19 Nonfinal Office Action, 9 pages.

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

41 |).S. Patent Application No. 14/966,458: 2017-04-27 Examiner Interview Summary, 2 pages.
42 |).S. Patent Application No. 14/979,666: 2016-12-09 Nonfinal Office Action, 20 pages.

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

44 |).S. Patent Application No. 15/227,561: 2017-07-14 Nonfinal Office Action, 25 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15809815
Filing Date 2017-11-10

First Named Inventor ’ Eliel Bayever

Art Unit | 1612

Examiner Name ‘ Celeste A. RONEY
Attorney Docket Number |01208—0007—01US

45 |).S. Patent Application No. 15/227,561: 2018-04-26 Nonfinal Office Action, 13 pages.
46 1).S. Patent Application No. 15/227,561: 2018-12-10 Final Office Action, 18 pages.
a7 |).S. Patent Application No. 15/227,631: 2017-07-17 Nonfinal Office Action, 24 pages.
48 |).S. Patent Application No. 15/227,631: 2018-04-10 Nonfinal Office Action, 13 pages.
49 |).S. Patent Application No. 15/227,631: 2018-08-31 Nonfinal Office Action, 15 pages.
50 1).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| Add

EXAMINER SIGNATURE

Examiner Signature

/CELESTE A RONEY/ Date Considered ‘ 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 if
English language translation is attached.
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Application Number 15809815

Filing Date 2017-11-10

INFORMATION DISCLOSURE

First Named Inventor ’ Eliel Bayever

STATEMENT BY APPLICANT

N Art Unit | 1612
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ 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):

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).

OR

That ne 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

[] 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 |56992

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.5.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 1430, 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 RONWEY/ 07/01/2019

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

Ipsen Ex. 2002, Page 27 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.8.C. 552) and the Privacy Act (5 U.5.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 record s.

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 desighee, 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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Application Number 15809815

Filing Date 2017-11-10

INFORMATION DISCLOSURE

First Named Inventor ’ Eliel Bayever

STATEMENT BY APPLICANT

N Art Unit | 1612
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

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

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

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

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

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

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

1) .S. Patent Application No. 15/331,393: 2017-03-20: Examiner's Interview Summary and First Action Interview Office
Pclion Summary, 5 pages.

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

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

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

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

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

EFS Web 2.1.18
07/01/2019

Ipsen Ex. 2002, Page 30 of 43




Application Number 15809815

Filing Date 2017-11-10

INFORMATION DISCLOSURE

First Named Inventor ’ Eliel Bayever

STATEMENT BY APPLICANT

N Art Unit | 1612
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

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

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

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

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

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

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

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

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

20 1J.S. Patent Application No. 15/363,978: 2017-08-21 Final Office Action, 19 pages.

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

22 |).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

First Named Inventor ’ Eliel Bayever

Art Unit | 1612

Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

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

24 1).S. Patent Application No. 15/375,039: 2018-02-16 Nonfinal Office Action, 11 pages.
25 1).S. Patent Application No. 15/403,441: 2017-12-21 Nonfinal Office Action, 9 pages.
26 |).S. Patent Application No. 15/645,645: 2017-12-01 Nonfinal Office Action, 16 pages.
27 |).S. Patent Application No. 15/652,513: 2017-12-20 Nonfinal Office Action, 13 pages.
28 1).S. Patent Application No. 15/661,868: 2017-12-01 Nonfinal Office Action, 15 pages.
29 1J.S. Patent Application No. 15/664,930: 2017-12-20 Nonfinal Office Action, 7 pages.
30 1).S. Patent Application No. 15/664,976: 2018-09-11 Nonfinal Office Action, 23 pages.
31 |).S. Patent Application No. 15/809,815: 2018-03-06 Nonfinal Office Action, 12 pages.
32 1).S. Patent Application No. 15/809,815: 2018-09-11 Final Office Action, 14 pages.

33 1).S. Patent Application No. 15/852,551: 2019-01-11 Nonfinal Office Action, 5 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15809815
Filing Date 2017-11-10
First Named Inventor ’ Eliel Bayever

Art Unit | 1612
Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number

| 01208-0007-01US

34 |).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| Add

EXAMINER SIGNATURE

Examiner Signature || /CELESTE A ROWEY/

Date Considered ‘ 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 WIPQ Standard ST .16 if possible. ® Applicant is to place a check mark here if

English language translation is attached.
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Application Number 15809815

Filing Date 2017-11-10

INFORMATION DISCLOSURE

First Named Inventor ’ Eliel Bayever

STATEMENT BY APPLICANT

N Art Unit | 1612
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ 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):

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).

OR

That ne 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

[] 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 |56992

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.5.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 1430, 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 ROMEY/ 07/01/2018
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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.8.C. 552) and the Privacy Act (5 U.5.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 record s.

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 desighee, 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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Application Number 15809815
Filing Date 2017-11-10

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

First Named Inventor ’ Eliel Bayever
Art Unit | 1629

Examiner Name ‘ Celeste A. RONEY

Attorney Docket Number | 01208-0007-01US

1 Fxira J, et al., “Phase | Study of Oxaliplatin in Patients with Advanced Cancer,” Cancer Chemother Pharmacol. 25
4):299-303 (1990).

2 Mathé G, et al., “A Phase | Trial of Trans-1-diamino-cyclohexane Oxalate-platinum (I-OHP),” Biomed Pharmacother,
p0:372-6 (1986).

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

Examiner Signature /CELESTE A RONEY/ Date Considered ‘ 07/01/2018

*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 $01.04. 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 WIPQ Standard ST.16 if possible. 5 Applicant is to place a check mark here if
English language translation is attached.
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Application Number 15809815

Filing Date 2017-11-10

INFORMATION DISCLOSURE

First Named Inventor ’ Eliel Bayever

STATEMENT BY APPLICANT

N Art Unit | 1629
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ 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):

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).

OR

That ne 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

[] 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 |56992

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.5.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 1430, 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/ 07/01/2018
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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.8.C. 552) and the Privacy Act (5 U.5.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 record s.

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 desighee, 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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PATENT
Attorney Docket No. 01208-0007-01US

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of Inventors:

Group Art Unit: 1612

Eliel BAYEVER, et al.

Examiner: Celeste A. RONEY
Application No.: 15/809,815

Confirmation No.: 5137
Title: METHODS FOR TREATING

METASTATIC PANCREATIC CANCER

USING COMBINATION THERAPIES

COMPRISING LIPOSOMAL IRINOTECAN

|
|
|
|
|
|
Filed: November 10, 2017 |
|
|
|
|
|
AND OXALIPLATIN |

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

VIA EFS WEB

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

Commissioner:

Pursuant to 37 C.F.R. §§ 1.56 and 1.97(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.
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Application No.: 15/809,815
Attorney Docket No.: 01208-0007-01US

Application No. | Filing Date | Patent No. Status Examiner
11/121,294 5/2/2005 8,147, 867 Issued Shomer, Isaac
11/601,451 11/17/2006 8,658,203 Issued Kishmore, Gollamudi S.
13/416,204 3/9/2012 8,329,213 Issued Shomer, Isaac
13/654,373 10/17/2012 8,703,181 Issued Shomer, Isaac
14/151,632 1/9/2014 Abandoned | Kishmore, Gollamudi S.
14/175,365 2/7/2014 8,992,970 Issued Shomer, Isaac
14/632,422 2/26/2015 9,717,723 Issued Shomer, Isaac
14/879,302 10/9/2015 9,730,891 Issued Shomer, Isaac
14/879,358 10/9/2015 Abandoned | Shomer, Isaac
14/964,239 12/9/2015 Abandoned | Shomer, Isaac
14/965,140 12/10/2015 9,724,303 Issued Shomer, Isaac
14/966,458 12/11/2015 9,782,349 Issued Shomer, Isaac
14/979,666 12/28/2015 Abandoned | Shomer, Isaac
15/227,561 8/3/2016 Published | Shomer, Isaac
15/227,631 8/3/2016 Published | Shomer, Isaac
15/213,127 7/18/2016 Abandoned
15/296,536 10/18/2016 9,737,528 Issued Kishmore, Gollamudi S.
15/363,761 11/29/2016 Published [ Roney, Celeste A.
15/363,923 11/29/2016 Abandoned | Roney, Celeste A.
15/363,978 11/29/2016 Published | Roney, Celeste A.
15/364,021 11/29/2016 Abandoned | Liu, Tracy
15/664,976 7/31/2017 Published | Shomer, Isaac
15/896,389 2/14/2018 Published | Shomer, Isaac
15/896,436 2/14/2018 Published | Shomer, Isaac
14/406,776 12/10/2014 9,452,162 Issued Strong, Tori
14/812,950 7/29/2015 9,339,497 Issued Strong, Tori
14/844,500 9/3/2015 9,364,473 Issued Strong, Tori
14/851,111 9/11/2015 9,492 442 Issued Strong, Tori
15/059,640 3/3/2016 Abandoned | Strong, Tori
15/241,128 8/19/2016 9,717,724 Issued Strong, Tori
15/341,377 11/2/2016 Abandoned | Strong, Tori
15/341,619 11/2/2016 Abandoned | Strong, Tori
15/652,513 7/18/2017 Abandoned | Strong, Tori
15/664,930 7/31/2017 Abandoned | Strong, Tori
16/012.351 6/19/2018 Pending TBD
16/012,372 6/19/2018 Pending TBD
14/964,571 12/9/2015 Published | Baek, Bong-Sook
15/375,039 12/9/2016 Abandoned | Baek, Bong-Sook
15/928,649 3/22/2018 Abandoned
16/036,885 7/16/2018 Pending TBD
15/337,274 10/28/2016 9,895,365 Issued Packard, Benjamin J.
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Application No.: 15/809,815

Attorney Docket No.: 01208-0007-01US

Application No. Filing Date | Patent No. Status Examiner
15/852,551 12/22/2017 Published | Packard, Benjamin J.
15/241,106 8/19/2016 Abandoned | Roney, Celeste A.
15/809,815 11/10/2017 Published | Roney, Celeste A.
15/403,441 1/11/2017 Abandoned | Packard, Benjamin J.
15/331,648 10/21/2016 Abandoned | Shomer, Isaac
15/331,393 10/21/2016 Abandoned | Shomer, Isaac
15/331,318 10/21/2016 Abandoned | Shomer, Isaac
15/645,645 7/10/2017 Abandoned | Shomer, Isaac
15/655,592 7/20/2017 Abandoned
15/661,868 7/27/2017 Abandoned | Shomer, Isaac
15/908,443 2/28/2018 Abandoned
15/768,352 4/13/2018 Pending Shomer, Isaac
15/967,633 5/1/2018 Abandoned
15/967,638 5/1/2018 Pending Shomer, Isaac
15/598.,633 5/18/2017 Abandoned | Ricci, Craig D.
15/948,571 4/9/2018 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.
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Application No.: 15/809,815
Attorney Docket No.: 01208-0007-01US

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

additional required fees to Deposit Account 506488.

Respectfully submitted,

McNeill Baur PLLC

By: __ /Mary R. Henninger, PhD/
Mary R. Henninger, PhD

Reg. No. 56,992
Telephone: 404-891-1400

Dated: February 13, 2019

07/01/2019 /CELESTE A ROWEY/
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