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Application No. Applicant(s)

16/150,058 Ravetch et al.
Office Action Summary Examiner ArtUnit | AIA (FITF) Status
CHUN DAHLE 1644 No

-- The MAILING DATE of this communication appears on the cover sheet with the corresponderice address --
Period for Reply

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

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)v] Responsive to communication(s) filed on 05/24/2019.
[J A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon
2a)[] This action is FINAL. 2b) v This action is non-final.

; the restriction requirement and election have been incorporated into this action.

4)(] 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 parte Quayte, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5) Claim(s) 23 is/are pending in the application.

5a) Of the above claim(s) ______is/are withdrawn from consideration.
6) [J Claim(s) __ is/are allowed.
7) Claim(s) 23 is/are rejected.
8) [O Claim(s) ____is/are objected to.
9) [OJ 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
10)(J The specification is objected to by the Examiner.
11)J The drawing(s) filedon ___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)[d All b)(J Some** ¢)(J None of the:
1.0 Certified copies of the priority documents have been received.
2.(J Certified copies of the priority documents have been received in Application No.

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

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

Attachment(s)

1) Notice of References Cited (PTO-892) 3) [ Interview Summary (PTO-413)
Paper No(s)/Mail Date
4) [J Other: _

2) Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b)
Paner No{sY/Mail Date
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Application/Control Number: 16/150,058 Page 2
Art Unit: 1644

DETAILED ACTION

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

2. Applicant’s amendment filed on May 24, 2019 is entered.
Claims 1-22 have been canceled.
Claim 23 have been added.

Claim 23 are pending and currently under consideration.

3. The following is a quotation of the first paragraph of 35 U.S.C. 112(a):

(a) IN GENERAL.—The specification shall contain a written description of the invention, and
of the manner and process of making and using it, in such full, clear, concise, and exact terms as to
enable any person skilled in the art to which it pertains, or with which it is most nearly connected, to
make and use the same, and shall set forth the best mode contemplated by the inventor or joint inventor
of carrying out the invention.

The following is a quotation of the first paragraph of pre-AIA 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and
process of making and using it, in such full, clear, concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use the
same, and shall set forth the best mode contemplated by the inventor of carrying out his invention.

4. Claim 23 is rejected under 35 U.S.C. 112(a) or 35 U.S.C. 112 (pre-AIA), first paragraph,
as failing to comply with the enablement requirement. The claim(s) contains subject matter
which was not described in the specification in such a way as to enable one skilled in the art to

which it pertains, or with which it is most nearly connected, to make and/or use the invention.

Factors to be considered in determining whether undue experimentation is required to
practice the claimed invention are summarized In re Wands (858 F2d 731, 737, 8 USPQ2d 1400,
1404 (Fed.Cir.1988)). The factors most relevant to this rejection are the scope of the claim, the
amount of direction or guidance provided, the lack of sufficient working examples, the
unpredictability in the art and the amount of experimentation required to enable one of the

skilled in the art to practice the claimed invention.
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The breath of the claim encompasses a method of treating any inflammation by
administering a modified IVIG composition prepared from un modified IVIG, wherein the
modified IVIG has increased anti-inflammatory activity as compared to the unmodified IVIG,
and a higher content of 02,6 linked sialic acid in the N-linked glycans of Fc regions than the
unmodified IVIG.

The specification discloses examples of anti-platelet antibodies from 6A6 hybridoma
expressed in 293 cells and shows that sialylated froms of antibodies has a reduced binding
affinity to soluble Fc receptors. The specification discloses that de-sialylation of IVIG decrease
the anti-inflammatory effect of IVIG and IVIG fraction with enriched sialic acid content
decreases inflammation in mouse in mouse arthritis model, and the increased anti-inflammatory
response is mediated by sialylation of the N-linked glycan on the Fc domain (e.g. see pages 27-

36 of the specification).

However, the specification does not enable any person skilled in the art to which it
pertains, or with which it is most nearly connected, to make and use the invention commensurate

in scope with these claims.

It was known in the art at the time the invention was filed that it was uncertain that
whether sialic acid content in IVIG composition play role in the anti-inflammatory effect of the
IVIG. Several references listed on the IDS provide contradictory results questioning the link
between higher sialic content and higher anti-inflammatory effect of IVIG. For example, in the
reference titled “Testing the biological efficacy of sialylated polyclonal or monoclonal antibodies
in a murine model of ITP and K/BxN arthritis" (pages 1-7) (authors and date not listed, copy
found in parent USSN 12/294,883), it was shown sialylated preparation of IVIG, either through
lectin column purification or in vitro treatment with 02,6 SialT, shows significant anti-

inflammatory activity but not better than that of native IVIG.
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Leontyev et al. (Transfusion 2012, 52:1799-1805, reference on IDS, copy found in parent
USSN 12/294,883) teach IVIG ameliorates experimental ITP by a mechanism that is
independent of sialylation either in the Fc or the Fab region of IVIG (e.g. see page 1799).

Gubhr et al. (PLoS One, June 2011, 6;6:¢21246. Pages 1-8, copy found in parent USSN
12/294,883) teach enrichment of sialylated IgG by lectin fractionation does not enhance the

efficacy of IgG in murine model of Immune Thrombocytopenia (ITP) (e.g. see page 1).

Therefore, based upon the teachings of the references discussed above that higher content
of 02,6 linked N-sialic acid does not correlate with higher anti-inflammatory activity and the
scope of the claimed invention, a person of skill in the art would not be able to make and use the
full scope of Applicant's claimed method without first conducting additional research, the results

of which are not predictable.

5. 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 double patenting rejection is appropriate where
the conflicting claims are not identical, but at least one examined application claim is not
patentably distinct from the reference claim(s) because the examined application claim is either
anticipated by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg,
140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van
Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619
(CCPA 1970); In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may
be used to overcome an actual or provisional rejection based on nonstatutory double patenting
provided the reference application or patent either is shown to be commonly owned with the
examined application, or claims an invention made as a result of activities undertaken within the

scope of a joint research agreement. See MPEP § 717.02 for applications subject to examination
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