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Application No. 
16/739,559 

Applicant(s) 
FURFINE et al. 

Office Action Summary Examiner 

JON M LOCKARD 

Art Unit 

1647 

AIA (FITF) Status 

No 

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

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHS FROM THE MAILING 
DATE OF THIS COMMUNICATION. 

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the mailing 
date of this communication. 
If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any earned patent term 
adjustment. See 37 CFR 1.704(b). 

Status 

1 )~ Responsive to communication(s) filed on 10 January 2020. 
□ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on __ . 

2a)D This action is FINAL. 2b) ~ This action is non-final. 

3)□ An election was made by the applicant in response to a restriction requirement set forth during the interview 
on __ ; the restriction requirement and election have been incorporated into this action. 

4)0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213. 

Disposition of Claims* 
5) ~ Claim(s) 12-20 is/are pending in the application. 

5a) Of the above claim(s) is/are withdrawn from consideration. 

6) D Claim(s) is/are allowed. 

7) ~ Claim(s) 12-20 is/are rejected. 

8) □ Claim(s) __ is/are objected to. 

9) D Claim(s) __ are subject to restriction and/or election requirement 
* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a 

participating intellectual property office for the corresponding application. For more information, please see 

http://www.uspto.gov/patents/init events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov. 

Application Papers 
1 O)~ The specification is objected to by the Examiner. 

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

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

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

Certified copies: 

a)□ All b)D Some** c)□ None of the: 

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

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

3.□ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

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

Attachment{s) 

1) D Notice of References Cited (PTO-892) 

2) ~ Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 
Paper No(s)/Mail Date __ . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 11-13) Office Action Summary 

3) D Interview Summary (PTO-413) 

Paper No(s)/Mail Date __ . 

4) D Other: __ . 

Part of Paper No./Mail Date 20210319 
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Application/Control Number: 16/739,559 
Art Unit: 1647 

Notice of Pre-AJA or AJA Status 

Page 2 

1. The present application is being examined under the pre-AIA first to invent provisions. 

Status of Application, Amendments, and/or Claims 

2. The preliminary amendment filed 10 January 2020 has been received and entered in full. 

Claims 1-10 are pending (renumbered as claims 12-20) and the subject of this Office Action. 

Information Disclosure Statement 

3. The information disclosure statements (IDS) submitted on 10 April 2020 and 02 March 

2021 have been considered by the examiner. 

4. The Third Party Submission under 37 CFR 1.290 has been considered by the Examiner. 

Specification 

5. The disclosure is objected to because of the following informalities: An updated status of 

the parent nonprovisional applications should be included in the first sentence of the specification. 

Claim Objections 

6. The numbering of claims is not in accordance with 37 CFR 1.126 which requires the 

original numbering of the claims to be preserved throughout the prosecution. When claims are 

canceled, the remaining claims must not be renumbered. When new claims are presented, they 

must be numbered consecutively beginning with the number next following the highest 

numbered claims previously presented (whether entered or not). 

Misnumbered claims 1-9 have been renumbered 12-20. 
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Application/Control Number: 16/739,559 
Art Unit: 1647 

Double Patenting 

Page 3 

7. The nonstatutory double patenting rejection is based on a judicially created doctrine 

grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 

improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 

harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 

appropriate where the conflicting claims are not identical, but at least one examined application 

claim is not patentably distinct from the reference claim(s) because the examined application claim 

is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In re 

Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 

USPQ2d 2010 (Fed. Cir. 1993); In re Langi, 759 F.2d 887,225 USPQ 645 (Fed. Cir. 1985); In re 

Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 

619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

8. A timely filed terminal disclaimer in compliance with 37 CFR 1.32l(c) or 1.32l(d) may 

be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 

ground provided the reference application or patent either is shown to be commonly owned with 

this application, or claims an invention made as a result of activities undertaken within the scope 

of a joint research agreement. A terminal disclaimer must be signed in compliance with 37 CFR 

1.32l(b). 

9. The USPTO internet Web site contains terminal disclaimer forms which may be used. 

Please visit http://www.uspto.gov/forms/. The filing date of the application will determine what 

form should be used. A web-based eTerminal Disclaimer may be filled out completely online 

using web-screens. An eTerminal Disclaimer that meets all requirements is auto-processed and 

approved immediately upon submission. For more information about eTerminal Disclaimers, refer 

10. Claims 12-20 are rejected on the ground of nonstatutory obviousness-type double patenting 

as being unpatentable over claims 1-7 and 11-17 of U.S. Patent No. 8,092,803. Although the 

conflicting claims are not identical, they are not patentably distinct from each other because the 

scope of the ophthalmic formulation of the VEGF antagonist recited in the instant claims is 

overlapping in scope with the ophthalmic formulation of VEGF antagonist recited in claims 1-7 
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Application/Control Number: 16/739,559 
Art Unit: 1647 

Page 4 

and 11-17 of U.S. Patent No. 8,092,803. While the claims in '803 patent recite that the VEGF 

antagonist comprises amino acids 27-475 of SEQ ID NO:4, and not SEQ ID NO:4 as recited in the 

instant claims, it is noted that this species of VEGF antagonist is a specific preferred embodiment 

of VEGF antagonist (See column 5). Therefore, the claims are overlapping in scope. 

11. Claims 12-20 are rejected on the ground of nonstatutory obviousness-type double patenting 

as being unpatentable over claims 1-15 and 17 of U.S. Patent No. 7,608,261. Although the 

conflicting claims are not identical, they are not patentably distinct from each other because the 

scope of the ophthalmic formulation of the VEGF antagonist recited in the instant claims is 

overlapping in scope with the ophthalmic formulation of VEGF antagonist recited in claims 1-15 

and 17 of U.S. Patent No. 7,608,261. Therefore, the claims are overlapping in scope. 

12. Claims 12-20 are rejected on the ground of nonstatutory obviousness-type double patenting 

as being unpatentable over claims 1-12 of U.S. Patent No. 9,340,594. Although the conflicting 

claims are not identical, they are not patentably distinct from each other because the scope of the 

ophthalmic formulation of the VEGF antagonist recited in the instant claims is overlapping in 

scope with the ophthalmic formulation of VEGF antagonist recited in claims 1-11 of U.S. Patent 

No. 9,340,594. Therefore, the claims are overlapping in scope. 

13. Claims 12-20 are rejected on the ground of nonstatutory obviousness-type double patenting 

as being unpatentable over claims 1-12 of U.S. Patent No. 9,914,763. Although the conflicting 

claims are not identical, they are not patentably distinct from each other because the scope of the 

ophthalmic formulation of the VEGF antagonist recited in the instant claims is overlapping in 
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Application/Control Number: 16/739,559 
Art Unit: 1647 

Page 5 

scope with the ophthalmic formulation of VEGF antagonist recited in claims 1-11 of U.S. Patent 

No. 9,914,763. Therefore, the claims are overlapping in scope. 

Summary 

14. No claim is allowed. 
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Application/Control Number: 16/739,559 
Art Unit: 1647 

Advisory Information 

Page 6 

Any inquiry concerning this communication or earlier communications from the examiner 

should be directed to Jon M. Lockard whose telephone number is (571) 272-2717. The examiner 

can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 

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

Joanne Hama, can be reached on (571) 272-2911. The fax number for the organization where 

this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 

Information Retrieval (PAIR) system. Status information for published applications may be 

obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct,uspto,gov. Should you have questions on access to the Private 

PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 

would like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JON M LOCKARD/ 
Examiner, Art Unit 1647 
March 19, 2021 
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INTERVIEW SUMMARY and Attorney Docket No. REGN-024CON10 

AMENDMENT Confirmation No. 1153 

Under 37 CFR § 1.111 First Named Inventor Eric Furfine 
Application Number 16/739,559 
Filing Date January 10, 2020 

Address to: Group Art Unit 1647 
Mail Stop Amendment Examiner Name Jon McClelland Lockard 
Commissioner for Patents 

Title: "VEGF Antagonist Formulations Suitable for P.O. Box 1450 
Alexandria, VA 22313-1450 Intravitreal Administration" 

Sir: 
This amendment is responsive to the Office Action dated March 24, 2021, for which a 

three-month period for response was given making this amendment timely filed on or before 

June 24, 2021. 

In view of the remarks put forth below, reconsideration and allowance are respectfully 

requested. 

Amendments to the Specification begin on page 2 of this paper. 

Amendments to the Claims are reflected in the listing of claims which begins on page 3 

of this paper. 

Remarks/Arguments begin on page 10 of this paper. 
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REMARKS UNDER 37 CFR § 1.111 

Formal Matters 

Claims 12 and 21-83 are pending after entry of the amendments set forth herein. 

Claims 1-11 were previously canceled and claims 13-20 are canceled herein without 

prejudice. 1 

New claims 21-83 are added. Support for these claims can be found throughout the 

originally filed application. 

Claims 12 is amended to recite a "vial comprising an ophthalmic formulation suitable for 

intravitreal administration" Support for the amended claims can be found throughout the 

originally filed application, such as, for example, at CJ{CJ{[0002], [0037], and [0048]. 

Claim 12 is further amended to specify that the "VEGF antagonist fusion protein is 

glycosylated and comprises amino acids 27-457 of SEQ ID NO:4" Support for the amended 

claims can be found throughout the originally filed application, such as, for example, at CJ{[0046]. 

No new matter has been added. 

Interview Summary 

Applicants appreciate the Examiner taking the time for a Phone Interview on May 5, 

2021 with the undersigned attorney. 

During the interview it was pointed out that all the pending claims are interconnected by 

being directed to the invention which comprises: 

(a) an ophthalmic formulation; 

(b) a VEGF antagonist active ingredient which is defined by amino acids 27-457 of SEQ 

ID NO 4, and 

( c) defined by the limitation "wherein at least 98 % of the VEGF antagonist is present in 

native conformation following storage at 5°C for two months as measured by size exclusion 

chromatography." 

1 As noted below, claims 12 to 20 correspond to the claims 1 to 9 submitted on January 10, 2020 
which were inadvertently misnumbered. 

10 
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It was pointed out that the newly added claims 45 through 69 correspond to claims that 

were pending within the group of claims 42 - 71 that were canceled by a Supplemental 

Amendment filed on April 26, 2021 in the related application serial number 16/582, 486. This 

specific information on a related application is provided solely for the convenience of the 

examiner who may have examined the claims canceled and the related application serial number 

16/582, 486. Complete information relating to related applications as provided below in the 

McKesson Statement. 

No agreement was reached in the interview and the undersigned indicated a response 

would be filed addressing the issues raised in the Office Action dated March 24, 2021. 

Objections to the Specification 

The Office objects to the specification requesting inclusion of the status of the parent 

nonprovisional applications in the first sentence of the specification. Applicant amends the 

specification accordingly. 

Claim Objections 

The Office objects to the pending claims under 37 C.F.R. 1.126 for failing to preserve the 

original claim numbering through the prosecution. The Office kindly addresses this issue by 

renumbering misnumbered claims 1-9 (as filed on January 10, 2020) as pending claims 12-20. 

Applicant maintains this numbering system in the present response. Applicant therefore 

respectfully submits that this objection is moot. 

Obviousness Type Double Patenting Rejections 

Claims 12-20 were rejected under the doctrine of obviousness-type double patenting over 

claims 1-7 and 11-17 of issued U.S. Patent 8,092,803. 

Without acquiescing to the validity of the rejection and merely to expedite prosecution of 

the application Applicant submits an e-Terminal Disclaimer with respect to U.S. Patent 

8,092,803 thereby rendering the rejection moot. 

Claims 12-20 were rejected for obviousness type-double patenting over claims 1-15 and 

17 of issued U.S. Patent 7,608,261. 

The rejection is respectfully traversed as applied and as it might be applied to the 
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presently pending claims. All the independent claims include an element relating to the stability 

of the protein conformation in storage over a period of time. This element is not contained 

within any of the claims of the '261 patent. 

In view of distinguishing features between the claims as amended and the claims of the 

'261 patent the rejection should be reconsidered and withdrawn. 

Claims 12-20 were rejected for obviousness-type double patenting over claims 1-12 of 

issued U.S. Patent 9,340,594. 

The claims 1-12 of the '594 patent do not include elements relating to the percentage of 

the VEGF antagonist which maintains its conformation following storage over a given period of 

time. All the independent claims include an element relating to the stability of the protein 

conformation in storage over a period of time. In view of such the rejection should be 

reconsidered and withdrawn. 

Claims 12-20 were rejected for obviousness-type double patenting over claims 1-12 of 

issued U.S. Patent 9,914,763. The rejection is traversed as applied and as it might be applied to 

the amended claims. 

The claims of the '763 patent do not include elements relating to the stability of the 

VEGF antagonist over time when stored which element is included in the claims of the present 

application by amendment. All the independent claims include an element relating to the stability 

of the protein conformation in storage over a period of time. In view of such the rejection should 

be reconsidered and withdrawn. 

Statement under 37 C.F.R. §§1.56 and 1.2 

Applicants hereby advise the Examiner of the status of a co-pending application in 

compliance with the Applicant's duty to disclose under 37 C.F.R. §§ 1.56 and 1.2 ( see 

also MPEP §2001.06(b)) as discussed in McKesson Info. Soln. Inc., v. Bridge Medical Inc., 487 

F.3d 897; 82 USPQ2d 1865 (Fed. Cir. 2007). 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

11/818,463, filed June 14, 2007 which issued as U.S. Patent No. 7,608,261 on October 27, 2009. 
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Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

12/560,885, filed September 16, 2009 which issued as U.S. Patent No. 7,807,164 on October 5, 

2010. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

12/833,417, filed July 9, 2010 which issued as U.S. Patent No. 8,092,803 on January 10, 2012. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

13/329,770, filed December 19, 2011 which issued as U.S. Patent No. 8,481,046 on July 9, 2013. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

13/914,996, filed June 11, 2013 which issued as U.S. Patent No. 8,802,107 on August 12, 2014. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

14/330,096, filed July 14, 2014 which issued as U.S. Patent No. 9,340,594 on May 17, 2016. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

15/095,606, filed April 11, 2016 which issued as U.S. Patent No. 9,914,763 on March 13, 2018. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

15/151,776, filed May 11, 2016 which issued as U.S. Patent No. 9,580,489 on February 28, 

2017. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

15/879,294, filed January 24, 2018 which issued as U.S. Patent No. 10,400,025 on September 3, 

2019. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

16/159,269, filed October 12, 2018 which issued as U.S. Patent No. 10,464,992 on November 5, 

2019. 

Applicants wish to bring to the Examiner's attention U.S. Patent Application No. 

16/582,486, filed September 25, 2019 for which an Office Action was mailed January 6, 2021 

and a response was filed on March 2, 2021. 

Applicants wish to bring to the Examiner's attention U.S. Patent Reexamination Control 

No. 90/014,448 of U.S. Patent No. 10,464,992, filed February 11, 2020. A Petition Under 37 

C.F.R. § 1.182 to Expedite a Concurrent Petition and Petition to Vacate Reexamination Order 

was filed May 29, 2020 and an Opposition to Petition was filed June 12, 2020. 

Applicants wish to bring to the Examiner's attention Inter Partes Review Application No. 

IPR2021-00402 of U.S. Patent No. 10,464,992, filed on January 7, 2021. 
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These documents are available on PAIR, and thus are not provided with this 

communication. Please inform the undersigned if there is any difficulty in obtaining the 

documents from PAIR. 

CONCLUSION 

Applicants submit that all the claims are in condition for allowance, which action is 

requested. If the Examiner finds that a telephone conference would expedite the prosecution of 

this application, please telephone the undersigned at the number provided. 

The Commissioner is hereby authorized to charge any underpayment of fees up to a strict 

limit of $3,000.00 beyond that authorized on the credit card, but not more than $3,000.00 in 

additional fees due with any communication for the above referenced patent application, 

including but not limited to any necessary fees for extensions of time, or credit any overpayment 

of any amount to Deposit Account No. 50-0815, order number REGN-024CON10. 

Date: 5 May 2021 

Enclosure: Terminal Disclaimer to 
U.S. Patent Nos. 8,092,803 

BOZICEVIC, FIELD & FRANCIS LLP 
201 Redwood Shores Parkway, Suite 200 
Redwood City, CA 94065 
Telephone: (650) 327-3400 
Direct: ( 650) 833-7735 
Facsimile: (650) 327-3231 

Respectfully submitted, 
BOZICEVIC, FIELD & FRANCIS LLP 

By: __ /K_ar_l_B_o_z_ic_e_vi_c~, R_eg ___ ._N_o_._2_8~,8_0_7_/_ 
Karl Bozicevic, Reg. No. 28,807 
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