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Application No. Applicant(s)

15/845 487 Ravetch et al.
Office Action Summary Examiner ArtUnit | AIA (FITF) Status
M FRANCO G SALVOZA 1648 Yes

-- 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 2/27/2019.
[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)  1-5 is/are pending in the application.
5a) Of the above claim(s) 2 and 5 is/are withdrawn from consideration.

6) [ Claim(s) ____ is/are allowed.

7) Claim(s) 1 and 3-4 is/are rejected.

8) [ Claim(s) ____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://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)(v] The drawing(s) filed on 12/18/2017; 3/14/2018 is/are: a)lv¥] accepted or b)(J 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:

a)d Al b)(J Some** ¢)(J None of the:
1.J Certified copies of the priority documents have been received.
2.0 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(s)/Mail Date 2/27/2019
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Application/Control Number: 15/845,487 Page 2
Art Unit: 1648

Notice of Pre-AIA or AIA Status
The present application, filed on or after March 16, 2013, is being examined under the

first inventor to file provisions of the AIA.

DETAILED ACTION
Election Restrictions
1. Applicant’s election without traverse of Group I in the reply filed on 2/27/2019 is
acknowledged.
Claims 2, 5 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as
being drawn to a nonelected Invention, there being no allowable generic or linking claim.
Election was made without traverse in the reply filed on 2/27/2019.

Claims 1, 3, 4 are under consideration.

Information Disclosure Statement
2. The information disclosure statement (IDS) was submitted on 2/27/2019. The
submission is in compliance with the provisions of 37 CFR 1.97. Accordingly, the information

disclosure statement is being considered by the examiner.

Claim Rejections - 35 USC § 112
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.
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Application/Control Number: 15/845,487 Page 3
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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.

3. Claims 1, 3, 4 are rejected under 35 U.S.C. 112(a) or 35 U.S.C. 112 (pre-AlA), first
paragraph, as failing to comply with the written description requirement. The claim(s) contains
subject matter which was not described in the specification in such a way as to reasonably
convey to one skilled in the relevant art that the inventor or a joint inventor, or for pre-AIA the
inventor(s), at the time the application was filed, had possession of the claimed invention.

Claim 1 recites an isolated nucleic acid comprising a sequence encoding a polypeptide
comprising a modified sequence that is at least 75% identical to an IgG Fc region, wherein the
modified sequence is free of sialylation and the polypeptide has an anti-inflammatory activity
that is higher than that of a parent polypeptide. Claims 3, 4 depend on this claim.

Each of the claims is drawn, inherently or explicitly, to any nucleic acid sequence
encoding a polypeptide comprising a modified sequence (also reading on a fragment) that is at
least 75% identical to an IgG Fc region, wherein the modified sequence is free of sialylation and
the polypeptide has an anti-inflammatory activity that is higher than that of a parent polypeptide.
Thus, the claims are drawn to compositions comprising a genus of nucleic acid sequences
encoding polypeptide comprising a modified sequence that is at least 75% identical to an (or
“any”) IgG Fc region and that is free of sialylation and has a particular activity (anti-
inflammatory activity that is higher than that of a parent polypeptide). It is noted that the instant

claims also read upon fragments that are at least 75% identical to an IgG Fc region.
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The following quotation from section 2163 of the Manual of Patent Examination
Procedure is a brief discussion of what is required in a specification to satisfy the 35 U.S.C. 112
written description requirement for a generic claim covering several distinct inventions:

The written description requirement for a claimed genus may be satisfied through
sufficient description of a representative number of species by actual reduction to
practice..., reduction to drawings..., or by disclosure of relevant, identifying characteristics,
i.e., structure or other physical and/or chemical properties, by functional characteristics
coupled with a known or disclosed correlation between function and structure, or by a
combination of such identifying characteristics, sufficient to show the applicant was in
possession of the claimed genus... See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 'A
"representative number of species' means that the species which are adequately described
are representative of the entire genus. Thus, when there is substantial variation within the
genus, one must describe a sufficient variety of species to reflect the variation within the
genus.

Thus, when a claim covers a genus of inventions, the specification must provide written
description support for the entire scope of the genus. Support for a genus is generally found
where the applicant has provided a number of examples sufficient so that one in the art would
recognize from the specification the scope of what is being claimed.

In the present case, the specification teaches: the modified sequence can be sialylated at
different levels or non-sialylated. In some embodiments, it is (a) substantially free of sialylation
or (b) sialylated at a level lower than that of IgG of the subject. The IgG Fc region can comprise
the sequence of SEQ ID NO: 1. The modified sequence can be at least 75% (e.g., any number
between 75% and 100%, inclusive, e.g., 75%, 80%, 85%, 90%, 95%, 99%, and 100%) identical
to SEQ ID NO: 2 [0014]. Beyond such a recitation, the specification only further teaches:
Examples 2, 7 reciting the F241 A embodiment.

As to state of the art, the prior art teaches some known features that lead to anti-

inflammatory activity. For example, Anthony et al. (“Identification of a receptor required for the

anti-inflammatory activity of IVIG,” PNAS Vol. 105, No. 50: 19571-19578 (2008))(See PTO-
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