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Application No. Applicant(s)
16/249,275 Soeberdt et al.

Office Action Summary Examiner ArtUnit | AIA (FITF) Status
Lianko G Garyu 1658 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.

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 19 December 2019.
UJ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on
2a)l¥] This action is FINAL. 2b) [J 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 parre Quayte, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5) Claim(s) 1-14 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5a) Of the above claim(s) _____is/are withdrawn from consideration.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) 1-14 is/are rejected.
8) [ Claim(s) ____is/are objected to.
9) (J 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)[10 The specification is objected to by the Examiner.
11)[0J The drawing(s) fledon _____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)[1] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:

a)ld All b)(J Some** ¢)d None of the:
1.[J 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
2) [ Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) )
Panar Nla/ec)/Mail Nata 4) D Other: —
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Application/Control Number: 16/249,275 Page 2
Art Unit: 1658

DETAILED ACTION
Notice of Pre-AIA or AIA Status
The present application, fied on or after March 16, 2013, is being examined
under the first inventor to file provisions of the AIA.
Status of Claims
Chims 1-14 are pending and under examination.
Claim Rejections - 35 USC § 112
Response to Arguments
The rejection of chim 8, 9 and 11- 14 under 35 U.S.C. 112(b) or 35 U.S.C. 112
(pre-AIA), second paragraph has been withdrawn as necessitated by amendment.
Claim Rejections - 35 USC § 103
In the event the determination of the status of the application as subject to AIA
35 U.S.C. 102 and 103 (or as subject to pre-AIA 35 U.S.C. 102 and 103) s incorrect,
any correction of the statutory basis for the rejection wil not be considered a new
ground of rejection if the prior art reled upon, and the rationalke supporting the
rejection, would be the same under either status.
The folowing s a quotation of 35 U.S.C. 103 which forms the basis for all

obviousness rejections set forth in this Office action:

A patent for a claimed invention may not be obtained, notwithstanding that the claimed
invention is not identically disclosed as set forth in section 102, if the differences between the
climed invention and the prior art are such that the claimed invention as a whole would have
been obvious before the effective filing date of the clhimed invention to a person having
ordinary skill in the art to which the claimed invention pertains. Patentability shall not be
negated by the mannerin which the invention was made.
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This application currently names joint inventors. In considering patentability of
the chims the examiner presumes that the subject matter of the various claims was
commonly owned as of the effective fiing date of the clhimed invention(s) absent any
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to
point out the inventor and effective fiing dates of each ckhim that was not commonly
owned as of the effective fiing date of the later invention in order for the examiner to
consider the applicabilty of 35 U.S.C. 102(b)(2)(C) for any potential 35 U.S.C. 102(a)(2)
prior art against the later invention.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148
USPQ 459 (1966), that are applied for establishing a background for determining
obviousness under 35 U.S.C. 103 are summarized as folows:

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skil in the pertinent art.

4. Considering objective evidence present in the application indicating
obviousness or nonobviousness.

The rejection basis is maintained.

Claims 1-12 and 14 are rejected under 35 U.S.C. 103 as being
unpatentable over Ferreira et al. (US 5,389,615; 1995) and Brzoska et al. (“a-
Melanocyte-Stimulating Hormone and Related Tripeptides: Biochemistry,
Antinfammatory and Protective Effects in Vitro and in Vivo, and Future Perspectives for

the Treatment of Immune-Mediated Infllmmatory Diseases”, Endocrine Reviews, 2007;
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pp. 581-602) in view of Zomaro (US 5,718,882; 1998), Gentiucci et al. ("Chemical
Modifications Designed to Improve Peptide Stability: Incorporation of Non-Natural
Amino Acids, Pseudo-Peptide Bonds, and Cyclization”, Current Pharmaceutical Design,
2010, pp. 3185-3203; cited in the IDS), Chatterjee et al. (N-Methylation of Peptides: A
New Perspective in Medicinal Chemistry”, Accounts of Chemical Research, 2008, pp.
1331-1342), and The National Center for Biotechnology Information (“6-Amino-2-
(dimethylamino)hexanoic acid” (2007); “"N-MethykL-valine” (2005) and “"N-Methyl-L-
threonine” (2006)).

Ferreira et al. teach the tripeptides Lys-Pro-Thr, Lys-D-Pro-Thr, Lys-Pro-Val and
Lys-D-Pro-Val (see col. ines 46-48), medicaments comprising the tripeptides and
methods of treating pain with the tripeptides thereof (see e.g., the abstract; col. 1, lines
30-51; col. 3, line 53-col. 5, line 3). Brzoska et al. teach the tripeptides are anti-
infammatory peptides (see e.g., Table 6, §8. «-MSH in experimentally induced acute
pancreatitis sand §IV. Anti-inflammatory Effects of a-MSH-Related Tripeptides in Vitro
and in Vivo) and further suggest administering the tripeptides to treat immune-
mediated infammatory diseases, e.g., pancreatitis, eczema (infammatory disease of
the skin), alergic asthma, rheumatoid arthritis (infammatory disease of the joints), and
inflammatory bowel disease because of the activity of the KPV tripeptide is very similar
to o-MSH (see p. 596, right col.-1%t para.-p. 597, right col. continuing paragraph).

The difference between the tripeptides of Ferreira et al. and Brzoska et al. and

the peptides of chims 1-12 and 14 s the methylation of the N- and C-termini amino

OCKET
M

L AR

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




