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Office Action Summary Examiner Art Unit AIA (First Inventor to
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-- The MA/LING DATE of this communication appears on the cover sheet with the corresponderce 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 20 August 2025.
3 A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on
2a)¥} This action is FINAL. 2b) (3 This action is non-final.

3)J 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)(J 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 £x parfe Quayte, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5) Claim(s) 1-24,28-37,43-49 and 51 is/are pending in the application.
5a) Of the above claim(s) 2,15 and 23 is/are withdrawn from consideration.
6) Claim(s) 3-12,16-22,24,29-32,34-37 and 43-49 is/are allowed.
7) Claim(s) 13-14,33 and 51 is/are rejected.
8) Claim(s) 1,28 and 31 is/are objected to.

9) [ 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://iwww.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
Application Papers

10)(J The specification is objected to by the Examiner.

11)([J The drawing(s) filed on is/fare: a)(J 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)(J Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
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1.0 Certified copies of the priority documents have been received.
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3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).

** See the attached detailed Office action for a list of the certified copies not received.
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Notice of Pre-AlA or AlA Status
The present application, filed on or after March 16, 2013, is being examined under the first
inventor to file provisions of the AlA.

DETAILED ACTION
1. Claims 1-24, 28-37, 43-49 and 51 are pending 8/20/2025.
2. Claims 1-4, 13, 16, 21, 28, 30, 31-33, 37, 45, 49 and 51 have been amended.
3. Claims 2, 15 and 23 are withdrawn.
4. Claims 25-27, 38-42, 50 and 52 are cancelled.

5. Claims 1, 3-14, 16-22, 24, 28-37, 43-49 and 51 are for examination.

Information Disclosure Statement
The information disclosure statements (IDSs) submitted on 6/20/2025 has been
considered by the examiner and an initialed copy of the IDS is included with the mailing

of this office action.

Withdrawn Rejections
The rejection of claim 3 under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA),
second paragraph, as being indefinite for failing to particularly point out and distinctly
claim the subject matter which the inventor or a joint inventor, or for pre-AlA the
applicant regards as the invention directed to ‘the at least one microparticle’ is
withdrawn in view of the claim amendments.
The rejection of claim 32 is withdrawn in view of the claim amendments.

The rejection of claim 50 is withdrawn because claim 50 has been cancelled.
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The rejection of claims 1, 2, 4-14, 16-22, 24, 28-37 and 43-51 under 35 U.S.C.
112, first paragraph, as failing to comply with the written description requirement is
withdrawn in view of the claim amendments.

The rejection of claims 1, 2, 4-14, 16-22, 24, 28-37 and 43-51 under 35 U.S.C.
103(a) as being unpatentable over Mama et al (Oil-in-oil microencapsulation technique
with an external perfluorohexane phase, International Journal of Pharmaceutics, Vol.
338, no. 1-2, 23 May 2007, cited in IDS) [Mana] in view of Chen et al (US
20130129830) [Chen], Tang et al (USP 11135586, 1, 2, 4-14, 16-22, 24, 28-37 and 43-
51) and Dangla et al (WO2019077114A1, cited in IDS) is withdrawn in view of the claim
amendments. Applicant’s arguments are moot in view thereof.

The rejection of claims 1, 2, 4-16, 18-24, 28-37, and 43-52 are rejected on the
ground of nonstatutory double patenting as being unpatentable over claims 1-3, 5-9, 12-
14,16, 17 and 19 of U.S. Patent No. 12,239,687 (herein ‘687) because a Terminal

Disclaimer was filed 8/20/2025 (Approved).

Claim Objections
Claims 1, 28 and 31 are objected to because of the following informalities.
Claims 1, 28 and 31 recite ‘the microparticle’.
For claim consistency, this limitation: ‘the microparticle’ should be preceded with
the phrase ‘encapsulated protein, e.g., encapsulated protein microparticles.
Forexample:

It is recommended to amend the claims, e.g.. claim 1. to recite:
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A method of producing encapsulated protein microparticles comprising:

combining spray-dried protein powder and a polymer into a hydrocarbon solvent
to form a non-aqueous first solution;

adding the first solution to a second solution, wherein the second solution
comprises a fluorocarbon liquid and a fluorosurfactant;

agitating the combined solutions to form a non-aqueous emulsion comprising
multiple emulsion hydrocarbon droplets in the fluorocarbon liquid,;
removing the hydrocarbon solvent; and removing the fluorocarbon liquid to isolate the

encapsulated protein microparticles, wherein the encapsulated protein microparticles

comprise protein encapsulated within a matrix of polymer, wherein the encapsulated

protein microparticles are sustained release encapsulated protein microparticles, and

wherein the encapsulated protein microparticles comprise a polymer cortex devoid of

pores or channels.

Appropriate correction of claim consistency is required.

Rejections reformulated in view of the claim amendments

Claim Rejections - 35 USC § 112

The following is a quotation of 35 U.S.C. 112(b):

(B) CONCLUSION- The specification shall conclude with one or more claims particularly pointing
out and distinctly claiming the subject matter which the inventor or a joint inventor regards as the
invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:

The specification shall conclude with one or more claims particularly pointing out and distinctly

claiming the subject matter which the applicant regards as his invention.
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Claims 13, 14 and 33 are rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112
(pre-AlA), second paragraph, as being indefinite for failing to particularly point
out and distinctly claim the subject matter which the inventor or a joint inventor,
or for pre-AlA the applicant regards as the invention. These rejections have been
reformulated in view of the claim amendments.

Claims 13 is indefinite because it is unclear whether a fragment or a truncated
version of the protein applies to the ‘antigen binding fragment’, since antigen binding
fragment is itself a fragrant of the protein (i.e., antibody).

Claim 14 recites “the protein is a VEGF Trap protein”. It is unclear whether the
VEGF Trap protein, as claimed, applies to the recombinant protein, the fusion protein,
an antibody or antigen binding fragment, or a fragment or truncated version of the
protein. Notably, it well established that a VEGF Trap protein is a recombinant fusion
protein.

Claim 33 recites “the protein is a VEGF Trap protein or a truncated VEGF Trap
protein”. It is unclear whether the VEGF Trap protein or truncated version thereof
applies to the recombinant protein, the fusion protein, or fragment thereof, of which are

recited in claim 32 from which claim 33 directly depends.

Response to Arguments
Applicants argue that for clarity, applicant amends claims 13 and 32. Claims 14
and 15 are dependent of claim 13 and claim 33 is dependent of claim 32.
Applicant’s arguments have been fully considered but they are not persuasive,
because the rejection of claims 13, 14 and 33 have been reformulated. Therefore,

claims 13, 14 and 33 are rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA),
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second paragraph, as being indefinite for failing to particularly point out and distinctly
claim the subject matter which the inventor or a joint inventor, or for pre-AlA the

applicant regards as the invention remain rejected for reasons as set forth above.

Claim 51 is rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA),
second paragraph, as being indefinite for failing to particularly point out and
distinctly claim the subject matter which the inventor or a joint inventor, or for
pre-AlA the applicant regards as the invention.

Claim 50 is indefinite because it is dependent upon cancelled claim 50.

Therefore, it is unclear as to which claim that claim 51 depends from.

Conclusions
Claims 13, 14, 33 and 51 are rejected.
Claim 1, 28 and 31 are objected to.

Claims 3-12, 16-22, 24, 29-32, 34-37 and 43-49 are deemed allowable.

Applicant's amendment necessitated the new ground(s) of rejection presented in
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a).
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within
TWO MONTHS of the mailing date of this final action and the advisory action is not

mailed until after the end of the THREE-MONTH shortened statutory period, then the
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shortened statutory period will expire on the date the advisory action is mailed, and any
nonprovisional extension fee (37 CFR 1.17(a)) pursuant to 37 CFR 1.136(a) will be
calculated from the mailing date of the advisory action. In no event, however, will the
statutory period for reply expire later than SIX MONTHS from the mailing date of this

final action.

Contact Information

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Thurman Wheeler whose telephone number is (571)-
270-1307. The examiner can normally be reached Monday-Friday 11:00am-5:00pm
EST.

Examiner interviews are available via telephone, in-person, and video
conferencing using a USPTO supplied web-based collaboration tool. To schedule an
interview, applicant is encouraged to use the USPTO Automated Interview Request

(AIR) at hitpfwww usplo goviinterviewpractics.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’'s
supervisor, David Blanchard can be reached on 571-272-0827. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of published or unpublished applications may be
obtained from Patent Center. Unpublished application information in Patent Center is
available to registered users. To file and manage patent submissions in Patent Center,

visit: hitps:/inatentcenter. uspto.gov. Visit hittos: www. uspio. govipatenis/apphy/patent-

center for more information about Patent Center and

hitps Mhwww usplo. govipatentsidocx for information about filing in DOCX format. For
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additional questions, contact the Electronic Business Center (EBC) at 866-217-9197
(toll-free). If you would like assistance from a USPTO Customer Service

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

ITW./
Examiner, Art Unit 1619

ISARAH ALAWADI/
Primary Examiner, Art Unit 1619
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TIMING STATEMENT
Please see 37 CFR 1.97(e) 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 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
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 timing statement under 37 CFR 1.97(e).

A timing statement under 37 CFR 1.97(e) is not submitted herewith.
TIMING FEE

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

B

COPIES

N

An identification of an earlier application pursuant to 37 CFR 1.98(d)(1) is attached.

SIZE FEE ASSERTION

Please see 37 CFR 1.17(v) and the {8 Auto-Load Instiuctions for completing this form to make the appropriate selection of
an assertion under 37 CFR 1.98. For the information disclosure statement (IDS) submitted herewith, the applicant or patent
owner certifies the following with respect to the cumulative number of applicant-provided or patent-owner provided items of
information submitted to date including those in the accompanying IDS (select only one):

No IDS size fee is required under 37 CFR 1.17(v) at this time.

7] The IDS is accompanied by the IDS size fee under 37 CFR 1.17(v)(1).
"] The IDS is accompanied by the IDS size fee under 37 CFR 1.17(v)(2).
"] The IDS is accompanied by the IDS size fee under 37 CFR 1.17(v)(3).

SIGNATURE

A signature of the applicant or representative is required in accordance with 37 CFR 1.33 and 11.18. Please see 37 CFR 1.4(d)

for the form of the signature.

Signature /John P. Isacson/ Date (YYYY-MM-DD) 2025-06-20
Name/Print John P. Isacson Registration Number 33,715
PC.1.19.25
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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 (56 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 record s.

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.

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.

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, pursuantto 5 U.S.C. 552a(m).

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.

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)).

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.

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.

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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