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as the term of said prior patent is presently shortened by any terminal disclaimer. The owner hereby agrees that any patent so
granted on the instant application shall be enforceable only for and during such period that it and the prior patent are commonly
owned. This agreement runs with any patent granted on the instant application and is binding upon the grantee, its successors
or assigns.

In making the above disclaimer, the owner does not disclaim the terminal part of the term of any patent granted on the instant
application that would extend to the expiration date of the full statutory term of the prior patent, "as the term of said prior patent
is presently shortened by any terminal disclaimer,” in the event that said prior patent later:

- expires for failure to pay a maintenance fee;

- is held unenforceable;
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required for this terminal disclaimer has already been paid in the above-identified application.
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O Small Entity
(O Micro Entity
(® Regular Undiscounted

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and
belief are believed to be true; and further that these statements were made with the knowledge that willful false statements and
the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and
that such willful false statements may jeopardize the validity of the application or any patent issued thereon.

THIS PORTION MUST BE COMPLETED BY THE SIGNATORY OR SIGNATORIES

| certify, in accordance with 37 CFR 1.4(d)(4) that | am:

® An attorney or agent registered to practice before the Patent and Trademark Office who is of record in
this application

Registration Number 50211

(O Asoleinventor

O A joint inventor; | certify that | am authorized to sign this submission on behalf of all of the inventors as evidenced by the
power of attorney in the application

(O Ajointinventor; all of whom are signing this request

Si t
Ignature /Robert Schwartzman/

Name Robert Schwartzman
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Form PTO/SB/96 may be used for making this certification. See MPEP § 324.

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 710 of 962



Electronic Patent Application Fee Transmittal

Application Number:

17091222

Filing Date:

06-Nov-2020

Title of Invention:

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

thereof

First Named Inventor/Applicant Name:

Fionn Hurley

Filer: Robert Andrew Schwartzman/Sara Warren
Attorney Docket Number: 1258.19CT
Filed as Large Entity
Filing Fees for Utility under 35 USC 111(a)
Description Fee Code Quantity Amount Suz—;l'g(t;)l in
Basic Filing:
STATUTORY OR TERMINAL DISCLAIMER 1814 1 170 170
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

HIKMA PHARMACEUTICALS USA INC.

IPR2024-01418

Ex. 1002, p. 711 of 962




Description

Fee Code

Quantity

Amount

Sub-Total in
USD(S)

Extension-of-Time:

Miscellaneous:

Total in USD ($)

170

HIKMA PHARMACEUTICALS USA INC.

IPR2024-01418

Ex. 1002, p. 712 of 962




Doc Code: DISQ.E.FILE
Document Description: Electronic Terminal Disclaimer — Approved

Application No.: 17091222
Filing Date: 06-Nov-2020

Applicant/Patent under Reexamination: Hurley et al.

Electronic Terminal Disclaimer filed on May 12, 2022

X APPROVED

This patent is subject to a terminal disclaimer

1 DISAPPROVED

Approved/Disapproved by: Electronic Terminal Disclaimer automatically approved by EFS-Web

U.S. Patent and Trademark Office

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418

Ex. 1002, p. 713 of 962



Electronic Acknowledgement Receipt

EFS ID: 45693998
Application Number: 17091222
International Application Number:
Confirmation Number: 6803

Title of Invention:

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

thereof
First Named Inventor/Applicant Name: Fionn Hurley
Customer Number: 129932

Filer:

Robert Andrew Schwartzman/Sara Warren

Filer Authorized By:

Robert Andrew Schwartzman

Attorney Docket Number: 1258.19CT
Receipt Date: 12-MAY-2022
Filing Date: 06-NOV-2020
Time Stamp: 14:34:43

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $170

RAM confirmation Number E20225BE34371351

Deposit Account

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

HIKMA PHARMACEUTICALS USA INC.

IPR2024-01418 Ex. 1002, p. 714 of 962




File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
42543
1 Terminal Disclaimer-Filed (Electronic) eTerminal-Disclaimer.pdf no 3
1cb9fce2bf7adBac46f3ac2418cce1d773ced
392
Warnings:
Information:
38281
2 Fee Worksheet (SB06) fee-info.pdf no 2
922f013f9b1f4aa686bbaa054829%fbc8c9
97al
Warnings:
Information:
Total Files Size (in bytes){ 80824

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111
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Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
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If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
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national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Attorney Docket No. 1258.19CT PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re: Nelson et al. Confirmation No.: 6803
Application No.: 17/091,222 Group Art Unit: 1626
Filing Date: November 6, 2020 Examiner: Matthew P. Coughlin

For:  COMPOSITIONS COMPRISING (R)-2-AMINO-3-PHENYLPROPYL
CARBAMATE AND USES THEREOF

May 12, 2022

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
AMENDMENT AND RESPONSE TO

OFFICE ACTION DATED FEBRUARY 17, 2022

Commissioner:

This Amendment is responsive to the non-final Office Action dated February 17, 2022,
regarding the above-referenced patent application. Please amend the above-referenced
application as follows and consider the following remarks.

It is not believed that any fee(s), including fees for additional claims, are required,
beyond those that may otherwise be provided for in documents accompanying this submission.
In the event, however, that any requests, petitions or extensions of time for the accompanying
response are required to prevent abandonment of this application, Applicants submit that such
an extension is also hereby petitioned for under 37 C.F.R. §1.136(a) and/or a request be granted
pursuant to 37 C.F.R. §1.114. Any additional fees believed to be due in connection with this
submission may be charged to our Deposit Account No. 50-0220, or any overpayment may be
credited to the same.

Amendments to the Claims begin on Page 2 of this paper.

Remarks begin on Page 3 of this paper.
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Attorney Docket No. 1258.19CT
In re: Nelson et al.
Application No.: 17/091,222

Amendment to the Claims

The following list of claims will replace all prior versions and listings of claims in the

application.

1-19. (Canceled)

20. (Previously Presented) A composition comprising (R)-2-amino-3-phenylpropyl
carbamate hydrochloride and 2-chloropropane, wherein the composition comprises less than

about 5 ppm 2-chloropropane.

21. (Original) The composition of claim 20, wherein the composition comprises less than

about 1 ppm 2-chloropropane.

22. (Previously Presented) The composition of claim 20, wherein the composition is a

dosage form.

23. (Original) The composition of claim 22, wherein the composition is an immediate

release oral dosage form.

24. (Original) The composition of claim 23, wherein the composition is a tablet or a capsule.

25. (Previously Presented) A method of treating narcolepsy, cataplexy, excessive daytime
sleepiness, drug addiction, sexual dysfunction, fatigue, fibromyalgia, attention
deficit’hyperactivity disorder, restless legs syndrome, depression, bipolar disorder, or obesity
in a subject in need thereof, or promoting smoking cessation in a subject in need thereof,

comprising administering to the subject the composition of claim 20.

26. (Currently Amended) The method of claim 25, wherein thetablet composition is

administered once per day.

27. (Currently Amended) The method of claim 25, wherein thetablet composition is

administered more than once per day.

Page?2 of 5
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Attorney Docket No. 1258.19CT
In re: Nelson et al.
Application No.: 17/091,222

REMARKS
Upon entry of the foregoing amendment, claims 20-27 are pending, with claim 20 being
the independent claim. Claims 26 and 27 have been amended. Support for the amendments is
found throughout the specification. Applicants submit that no new matter has been added and
entry of the amendments is respectfully requested.
Based on the above amendments and the following remarks, Applicants respectfully

request that the Examiner reconsider all outstanding rejections and that they be withdrawn.

Claim Rejections Under 35 U.S.C. § 112

Claims 26 and 27 have been rejected under 35 U.S.C. §112(b) as being indefinite for
allegedly failing to particularly point out and distinctly claim the subject matter of the
invention. See Office Action, page 2.

The Examiner states that the term “the tablet” in claims 26 and 27 does not find
sufficient antecedent basis in claim 25 from which said claims depend. Claims 26 and 27 have
been amended to recite “the composition™ instead of “the tablet”. Antecedent basis can be
found in the last line of claim 25.

Applicants respectfully request that the rejection of claims 26 and 27 under 35 U.S.C.
§112(b) be withdrawn.

Claim Rejections Under 35 U.S.C. § 103

Claims 20-27 have been rejected under 35 U.S.C. §103 as allegedly being unpatentable
over Choi ef al. (U.S. Patent No. 5,955,499; hereinafter “Choi”). See Office Action, page 3.

The Examiner states that Choi teaches the preparation of D-phenylalaninol carbamate
hydrochloric acid salt which is the first compound recited in claim 20. The Examiner further
states that the conditions used by Choi in the preparation of D-phenylalaninol carbamate
hydrochloric acid salt results in controlled formation of 2-chloropropane (2-CP). Therefore,
one with ordinary skill in the art would have been motivated to purify the composition of Choi.

Applicants respectfully disagree. The disclosure of Choi shows that the crystallization
process of Choi uses anhydrous tetrahydrofuran (THF) and anhydrous HCI gas. Anhydrous
ether is subsequently added. The compound is filtered with a THF-ether (1:1) mixture. Choi

does not teach the use of isopropanol. As 2-CP is the product of the reaction between

isopropanol and HCl, the formation of 2-CP is not possible in the process of Choi.

Page3 of 5
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Attorney Docket No. 1258.19CT
In re: Nelson et al.
Application No.: 17/091,222

In contrast, the composition of present claim 20 requires the presence of 2-CP (“A
composition comprising (R)-2-amino-3-phenylpropyl carbamate hydrochloride and 2-
chloropropane™), albeit in an amount less than about 5 ppm. The formation of 2-CP in the
composition of the present invention is due to the presence of isopropanol as the crystallization
solvent in the process of the present invention. In view of the above, Applicants submit that
Choi does not teach or suggest all of the elements of claim 20. Further, there is nothing in Choi
that would have motivated one to modify the preparation method to use isopropanol as the
solvent or to develop a method that minimizes formation of 2-CP.

The Examiner states that one would have been motivated to purify the material to
remove impurities such as 2-CP. However, one of ordinary skill in the art would have had no
reason to purify the composition of Choi for the purpose of reducing the amount of 2-CP,
recognizing that 2-CP could not be produced by the method of Choi. Furthermore, the present
specification discloses that it was difficult to remove 2-CP from the composition once it had
been formed, which is why a method to prevent formation had to be developed (see Example
2). Thus, a general statement that it is obvious to remove impurities is not applicable here.

Applicants respectfully request that the rejection of claims 20-27 under 35 U.S.C.
§103 be withdrawn.

Double Patenting Rejection

Claims 20-27 are rejected on the ground of non-statutory double patenting as allegedly
being unpatentable over claims 1-27 of U.S. Patent No. 10,829,443, See Office Action, page 6.
Without conceding the merits of the present rejection, Applicants submit herewith a terminal
disclaimer with respect to U.S. Patent No. 10,829,443, As such, Applicants submit that this

rejection has been overcome and respectfully request that it be withdrawn.
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Attorney Docket No. 1258.19CT
In re: Nelson et al.
Application No.: 17/091,222

CONCLUSION
Accordingly, Applicants submit that the present application is in condition for
allowance and the same is earnestly solicited. Should the Examiner have any small matters
outstanding of resolution, the Examiner is encouraged to telephone the undersigned at 919-

854-1400 for expeditious handling.

Robert A. Schwartzr;mn, Ph.D.
Registration No. 50,211
Attorney for Applicants

Customer Number 129932
Myers Bigel, P.A.

P. O. Box 37428

Raleigh, North Carolina 27627
Telephone: (919) 854-1400
Facsimile: (919) 854-1401

#2616692

CERTIFICATION OF TRANSMISSION

I hereby certify that this correspondence is being transmitted via the Office electronic filing system in accordance
with § 1.6(a)(4) to the U.S. Patent and Trademark Office on May 12, 2022.

Signature: /Sara E. Warren/
Name: Sara E. Warren
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Attorney Docket No. 1624 .18CT PATENT
N THE UNITED STATES PATENT AND TRADEMARK OFFICE

in re; Fionn Hurley Confirmation No.: 803
Application No.: 17/081,222 Group Art Unit: 1626
Filing Date: November §, 2020 Examiner: Matthew P. Coughlin

For:  Compaositions comptising {R}-2-amino-3-phenyipropyl carbamate and uses thereof
Date: May 18, 2082

Commissioner for Patents
Box 1450
Alexandria, VA 22313-1450

S INFORMATION DISCLOSURE STATEMENT COVER LETTER
i

Attached is an information Disclosure Statement listing of documents, fogether with a copy of
any listed foreign patent document and/or non-patent literature. A copy of any listed U.S. patent andior
U.S. patent application publication is not provided herewith in accordance with 37 C.F.R. § 1.88(a}{2){if).

] Inaccordance with 37 CFR 1.97(b). the information disclosure statement is being filed:

[ 1{1) within three months of the filing date of a national application other than a continued
prosecution application under §1.53{d};

[]{2} within three months of the date of entry of the national stage as setforth in §1.481 in
an international application;

[1{3) before the mailing of a first Office Action on the metits; or

(14} before the mailing of a first Office Action after the filing of a request for continued
examination under §1.114.

B4 In accordance with 37 CFR 1.97(c}, the information disclosure statement is being filed after
the period specified in 37 CFR 1.87{b} above, hut before the mailing date of any of a final action under
§1.113. a notice of allowance under §1.311, or an action that ctherwise closes prosecution in the
application, and is accompanied by one of the following:

[1{1) The statement specified under 37 CFR 1.97{e}, as follows:

[ ] 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
stalement; or

[ ] 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 cettification after making reasonable
inquiry, no tem of information contained in the information disclosure statement was
known to any individual designated in §1.56{c} more than three months prior 1o the filing
of the information disclosure statement; or

{2} The fee set forth in §1.17(p};

[] In accordance with 37 CFR 1.97{(d}, the information disclosure statement is being fifed afler
the period specified in 37 CFR 1.97(c) above, but on or before payment of the issue fee, and s
accompanied by both of the following:

[1{1} The statement specified under 37 CFR 1.97{e}. as follows:
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[] That each item of information contained in the information disclosure
statement was first cited in any communication from a foreign patent offica in a
counterpart foreign application not more than three months prior to the filing of the
information disclosture statement; 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 1o any individual designated in §1.58{c} more than three months
prior to the filing of the information disclosura statement; and
[1{2) The fee setforthin §1.17(p);
in accordance with 37 CFR 1.97{g}, the information disclosure statement shall not be construad
as a representation that a search has been made.
in accordance with 37 CFR 1.97{h}, the information disclosure statement shall not be construsd
{0 be an admission that the information cited in the statement is, of is considered fo be, material fo
patentability as defined in §1.56G(b}.
[] The Direclor is hereby authorized to charge the fee specified in 37 C.F.R. § 1.17(p), and any
fee deficiency or credit any overpayment, o Depaosit Account No. 50-0220;
B Fees are to be charged to a credit card; or
[] Nofeeis believed due. However, the Director is hereby authorized o charge any deficiency
or credit any overpayment to Deposit Account No. 50-0220.
Respectfully submi§ed,

&&

Robert A. Schwartzman, Ph.D.
Registration No. 50,211
Attorney for Applicant(s)

Customer Number 1299832

Myers Bigel, P.A.

P.Q. Box 37428, Raleigh, NC 27627
818-854-1400

$18-854-1401 (Fax)

CERTIFICATION OF TRANSMISSION

{ hereby ceriify that this correspondence is being transimitted via the Office electronic filing system in
accordance with § 1.6(a){4} to the U.S. Patent and Trademark Office on May 15, 2022,

Signature: /Bethy-i ou Mediin/
Name: Bethy-Lou Mediin
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P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
129932 7590 05/18/2022
Myers Bigel, P.A. COUGHLIN, MATTHEW P
P.O. Box 37428
Raleigh, NC 27627 | ART UNIT PAPER NUMBER |
1626
DATE MAILED: 05/18/2022
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. | CONFIRMATION NO.
17/091,222 11/06/2020 Fionn Hurley 1258.19CT 6803

TITLE OF INVENTION: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE

nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 08/18/2022

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.
PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS.
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308.

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE MAILING
DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS STATUTORY PERIOD
CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES NOT REFLECT A CREDIT
FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS PREVIOUSLY BEEN PAID IN
THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM WILL BE CONSIDERED A REQUEST
TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW DUE.

HOW TO REPLY TO THIS NOTICE:

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that
entity status still applies.
If the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above.

If the ENTITY STATUS is changed from that shown above, on PART B - FEE(S) TRANSMITTAL, complete section number 5 titled
"Change in Entity Status (from status indicated above)".

For purposes of this notice, small entity fees are 1/2 the amount of undiscounted fees, and micro entity fees are 1/2 the amount of small entity
fees.

II. PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b"
of Part B - Fee(s) Transmittal should be completed. If an equivalent of Part B is filed, a request to reapply a previously paid issue fee must be
clearly made, and delays in processing may occur due to the difficulty in recognizing the paper as an equivalent of Part B.

IIT. All communications regarding this application must give the application number. Please direct all communications prior to issuance to Mail
Stop ISSUE FEE unless advised to the contrary.

IMPORTANT REMINDER: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980.
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at
www.uspto.gov/PatentMaintenanceFees.
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

By mail, send to: Mail Stop ISSUE FEE By fax, send to:  (571)-273-2885
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate. All
further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as indicated unless corrected
below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications.
Note: A certificate of mailing can only be used for domestic mailings of the
Fee(s) Transmittal. This certificate cannot be used for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must
have its own certificate of mailing or transmission.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address)

129932 7590 05/18/2022 Certificate of Mailing or Transmission
Myers Bigel P.A I hereby certify that this Fee(s) Transmittal is being deposited with the United
o States Postal Service with sufficient postage for first class mail in an envelope
P.O. Box 37428 addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
Raleigh NC 27627 the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
(Typed or printed name)
(Signature)
(Date)l
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1258.19CT 6803
TITLE OF INVENTION: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof
| APPLN. TYPE | ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 08/18/2022

I EXAMINER | ART UNIT | CLASS-SUBCLASS |
COUGHLIN, MATTHEW P 1626 514-489000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

Address form PTO/AIA/122 or PTO/SB/122) attached. (2) The name of 4 single firm (having as a member 2

registered attorney or agent) and the names of upto 2
2 registered patent attorneys or agents. If no name is
listed, no name will be printed.

(] "Fee Address" indication (or "Fee Address" Indication form PTO/
AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

|95}

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)

Please check the appropriate assignee category or categories (will not be printed on the patent) : (] Individual [ Corporation or other private group entity (] Government

4a. Fees submitted: [MIssue Fee (JPublication Fee (if required) [JAdvance Order - # of Copies
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

(] Blectronic Payment via EFS-Web [ Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)

[ The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No.

5. Change in Entity Status (from status indicated above)

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

M| Applicant certifying micro entity status. See 37 CFR 1.29

M| Applicant asserting small entity status. See 37 CFR 1.27

M| Applicant changing to regular undiscounted fee status.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature Date
Typed or printed name Registration No.
Page 2 of 3
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HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 733 of 962



UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

I APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
17/091,222 11/06/2020 1258.19CT 6803
| EXAMINER |
129932 7590 05/18/2022

Myers Bigel, P.A.
P.O. Box 37428
Raleigh, NC 27627

COUGHLIN, MATTHEW P

| ART UNIT PAPER NUMBER

1626

DATE MAILED: 05/18/2022

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)

(Applications filed on or after May 29, 2000)

The Office has discontinued providing a Patent Term Adjustment (PTA) calculation with the Notice of Allowance.

Section 1(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the requirement
that the Office provide a patent term adjustment determination with the notice of allowance. See Revisions to Patent
Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer providing an initial
patent term adjustment determination with the notice of allowance. The Office will continue to provide a patent term
adjustment determination with the Issue Notification Letter that is mailed to applicant approximately three weeks prior
to the issue date of the patent, and will include the patent term adjustment on the patent. Any request for reconsideration

of the patent term adjustment determination (or reinstatement of patent term adjustment) should follow the process

outlined in 37 CFR 1.705.

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be

directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

The Paperwork Reduction Act (PRA) of 1995 requires Federal agencies to obtain Office of Management and Budget
approval before requesting most types of information from the public. When OMB approves an agency request to
collect information from the public, OMB (i) provides a valid OMB Control Number and expiration date for the
agency to display on the instrument that will be used to collect the information and (ii) requires the agency to inform
the public about the OMB Control Number’s legal significance in accordance with 5 CFR 1320.5(b).

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 30 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon
the individual case. Any comments on the amount of time you require to complete this form and/or suggestions
for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office,
U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection
of information unless it displays a valid OMB control number.

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 (5§ U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

2. 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.

3. 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.

4. 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, pursuant to 5 U.S.C. 552a(m).

5. 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.

6. 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)).

7. Arecord 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.

8. 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 inspection or an issued patent.

9. 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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Application No. Applicant(s)
. . 17/091,222 Hurley, Fionn
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
MATTHEW P COUGHLIN 1626 Yes

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.4) This communication is responsive to the amendment filed 12 May 2022.
[J A declaration(s)affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[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.

3. The allowed claim(s) is/are 20-27 . As a result of the allowed claim(s), 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.

4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al 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. [ 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)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(3O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front {not the back) of each
sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6..] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1.0 Notice of References Cited (PTO-892) 5. (¥} Examiner's Amendment/Comment

2.0 Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date .

3.0 Examiner's Comment Regarding Requirement for Deposit 7. (J Other .

of Biological Material
4.0 Interview Summary (PTO-413),
Paper No./Mail Date.
IMATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20220514
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Application/Control Number: 17/091,222 Page 2
Art Unit: 1626

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

Claims 20-27 are pending in the application. Claims 20-27 are allowed.

Response to Amendment / Argument
The double patenting rejection has been withdrawn in view of the
terminal disclaimer filed May 12°%%, 2022. Applicant’s arguments regarding the
rejection under 35 USC 103 have been found persuasive. All other objections
and rejections made in the previous Office Action have been overcome by

Applicant's amendments to the claims.

Conclusion

Any inquiry concerning this communication or earlier communications
from the examiner should be directed to MATTHEW P COUGHLIN whose telephone
number is (571)270-1311. The examiner can normally be reached Monday -
Friday, 10 am - 6 pm 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 http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the
examiner’s supervisor, Joseph McKane can be reached on 571-272-0699. The fax
phone number for the organization where this application or proceeding is

assigned is 571-273-8300.
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Application/Control Number: 17/091,222 Page 3
Art Unit: 1626

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:
https://patentcenter.uspto.gov. Visit
https://www.uspto.gov/patents/apply/patent—-center for more information about
Patent Center and https://www.uspto.gov/patents/docx for information about
filing in DOCX format. For 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.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H Examiner Art Unit
MATTHEW P COUGHLIN 1626

CPC

Symbol Type Version

co7C F 2013-01-01

AB1K | 2013-01-01

AG1P | 2018-01-01

AG1P | 2018-01-01

C07B A 2013-01-01

co7C A 2013-01-01

CPC Combination Sets

Symbol Type Set Ranking Version
NONE

Total Claims Allowed:

(Assistant Examiner) (Date) 8

/MATTHEW P COUGHLIN/ 16 May 2022 . . -
Primary Examiner, Art Unit 1626 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office Part of Paper No.: 20220514

Page 1 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H Examiner Art Unit
MATTHEW P COUGHLIN 1626
INTERNATIONAL CLASSIFICATION
CLAIMED
Cco7C 271
NON-CLAIMED
US ORIGINAL CLASSIFICATION
CLASS SUBCLASS
CROSS REFERENCES(S)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
NONE
Total Claims Allowed:
(Assistant Examiner) (Date) 8
/MATTHEW P COUGHLIN/ 16 May 2022 . . -
Primary Examiner, Art Unit 1626 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office

Part of Paper No.: 20220514
Page 2 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H | | Examiner Art Unit
MATTHEW P COUGHLIN 1626

Claims renumbered in the same order as presented by applicant (] CPA T.D.
CLAIMS

Final |Original|Final OriginallFinaI Original|Final

O R1.47

Original|Final OriginallFinaI Original|Final |Original|Final |Original

NONE

Total Claims Allowed:
(Assistant Examiner) (Date) 8
/MATTHEW P COUGHLIN/ 16 May 2022 . .
Primary Examiner, Art Unit 1626 O.G. Print Claim(s)
(Primary Examiner)

U.S. Patent and Trademark Office

O.G. Print Figure
(Date) 1 none

Part of Paper No.: 20220514

Page 3 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Search Noles 17/091.222 Hurley, Fionn
LT

MATTHEW P COUGHLIN 1626
CPC - Searched*
Symbol Date Examiner
C07C 27112 02/11/2022 MPC
C07C 27112 05/16/2022 MPC
CPC Combination Sets - Searched*
Symbol Date Examiner
US Classification - Searched*
Class Subclass Date Examiner

* See search history printout included with this form or the SEARCH NOTES box below to determine the scope of

the search.

Search Notes

Search Notes Date Examiner
C07C 271/12 02/11/2022 MPC
EAST Inventor/Applicant Search 02/11/2022 MPC
PALM Inventor Search 02/11/2022 MPC
Review of IDS's 02/11/2022 MPC
STN Search 02/11/2022 MPC
STN Search 05/13/2022 MPC
EAST Inventor/Applicant Search 05/16/2022 MPC
PALM Inventor Search 05/16/2022 MPC

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office
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Page 1 of 2

IPR2024-01418

Part of Paper No.: 20220514
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Noles 17/091.222 Hurley, Fionn
IANWIND [
MATTHEW P COUGHLIN 1626
Interference Search
US Class/CPC US Subclass/CPC Group Date Examiner
Symbol
co7C 27112 05/16/2022 MPC

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office

HIKMA PHARMACEUTICALS USA INC.

Page 2 of 2

IPR2024-01418

Part of Paper No.: 20220514
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Bibliographic Data
Application No: 17/091 ,222

Foreign Priority claimed: O Yes @ No
35 USC 119 (a-d) conditions met: D Yes D No D Met After Allowance
Verified and Acknowledged: |/MATTHEW P COUGHLIN/ | |
Examiner's Signature Initials
Title: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and
uses thereof
FILING or 371(c) DATE CLASS GROUP ART UNIT ATTORNEY DOCKET NO.
11/06/2020 514 1626 1258.19CT
RULE
APPLICANTS

Jazz Pharmaceuticals Ireland Limited, Dublin, IRELAND

SK Biopharmaceuticals Co., Ltd., Seongnam-si, KOREA, REPUBLIC OF

INVENTORS
Fionn Hurley, Baldoyle, IRELAND
CONTINUING DATA

This application is a CON of 16331069 03/06/2019 PAT 10829443
16331069 is a 371 of PCT/US2017/050233 09/06/2017
PCT/US2017/050233 has PRO of 62383822 09/06/2016

FOREIGN APPLICATIONS

IF REQUIRED, FOREIGN LICENSE GRANTED**

11/17/2020

STATE OR COUNTRY
IRELAND

ADDRESS

Myers Bigel, P.A.

P.O. Box 37428

Raleigh, NC 27627

UNITED STATES
FILING FEE RECEIVED

$1,820
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Manage Search Projects

NEWS 24 APR 4 The enhanced Derwent World Patents Index(R) is now
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NEWS 25 APR 4 The Derwent Chemistry Resource (DCR) is now available as
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FILE THOME' ENTERED AT 18:25:56 ON 13 MAY 2022

=> file reg

COST IN U.S5. DOLLARS SINCE FILE TOQTAL
ENTRY SESSION
FULL ESTIMATED CO87T C.24 Q.24

FILE 'REGISTRY' ENTERED AT 18:26:13 ON 13 MAY 2022

USE IS SUBJECT TO THE TERMS OF YOUR STN CUSTOMER AGREEMENT.
COPYRIGHT (C) 2022 American Chemical Society (ACE)}
provided by InfoChem,

STRUCTURE FILE UPDATES: 12 MAY 2022 HIGHEST RN 276812%-&81-7
DICTIONARY FILE UPDATES: 12 MAY 2022 HIGHEST BN 2768129-61-7

CAS Information Use Policies apply and are available at:

SWWWL 88, 0k

TSCA Inventory information is current through February 2022.

Pleass note that search-term pricing does apply when
conduating SmartSELECT searchss.

REGISTRY includes numerically searchable data for sxperimental and
predicted properties as well as tags indicating svailability of
experimental property data in the oviginal dooument. For information
on property searching in REGISTRY, refer to:

=>
Uploading structure file: 2022 0049 _Structure
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¥
Node Attributes
Ring Nodes ¢ 1 2 3 4 5 8
Isclated Ring Nodes ¢ 1 2 3 4 5 &
Chain Nodes : 7 8 ¢ 10 11 12 13 14
Bond Attributes
Ring Bonds ¢ 1-2 2-3 3-4 4-5 5-8 6-1
Chain Bonds : 5-7 7-8 &-9% 8-14 ©-i0 10-11 11-12 11-13
Exact Bonds : 5-7 7-8 8-@
Rormalized Bonds : 1-2 2-3 3-4 4-5 85-6 6&-1
Exact/Normalized Bonds : 8-14 9-10 10-11 1i-12 11-13
Markush Attributes
Match Level (ATOM) : 1 2 3 4 5 6
Matceh Level (CLASS) : 7 8 % 10 11 12 13 14
Element Count Level (LIMITED) ¢+ 1 2 3 4 5 6 7 & 9% 10 11 12
Ll STRUCTURE UFPLCOADED
=> g 11 sam
SAMPLE SEARCH INITIATED 18:26:57 FILE 'REGISTRY’
SAMPLE SCREEN SEARCH COMPLETED - 247 T0O ITERATE
100.0% PROCESSED 247 ITERATIONS 28
SEARCH TIME: 00.00.01
FULL ¥FILE PROJECTIONS: ONLINE  **COMPLETE**
BATCH **COMPLETE**
PRCJECTED ITERATICNS: 3898 TO 5882
PROJECTED ANSWERS: 243 TQ 877
L2 28 SEA SSS SAM Li
=> d scan
L2 28 ANSWERS REGISTRY COPYRIGHT 2022 ACS on 3THN
IN INDEX NAME NOT YET ASSIGNED
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HOW MANY MORE ANSWERS DO

Cl0 HiI4 N2 02 . z C4 He Q6

CM 1

Absolute sterepchemistry shown
Rotation {+}

CM 2

OH

&
@ OH

HO

OH &

Absolute sterecchemisiry shown

YOU WISH TOQ SCAN? (

1):0

=> g 11 full

FULL SEARCH INITIATED 18:27:07 FILE TREGISTRYS

FULL SCREEN SEARCH COMPLETED - 5139 TC ITERATE

100.0% PROCESZEED 5139 ITERATIONS 657 ANSWERS

SEARCH TIME: ¢0.00.01

L3 657 SEA 358 FUL L1

=> ¢ isopropanocl/on

Bl 1 ISOPROPANETELLURENYL FHENYL SELENIDE/CHN

E2 1 ISOPROPANETHIOL/CHN

E3 1 —=-> ISCOPROPANCOL/CN

B4 L ISOPROPANOL ALUMINUM SALT/CN

BS 1 ISOPROPANOL COMPD. WITH IODIDE (1:1)/CH

B& 1 ISOPROPANOL CONJUGATE ACID/CN

B7 1 IZ0PROPANOL DEHYDROGENASE/CN

B8 1 ISOPROPANCL DEHYDROGENASE (CLONE CN 10711%081 A SEQID2-SPECI
FYING)/CN

B9 1 ISOPROPARNOL DEHYDROGENASE (MNAD)/CN

BE1O 1 ISOPROPANOL DEHYDROGENASE (NADP)/CN

BEii 1 IZ0PROPANOL DEHYDROGENASE (NADP) (BACILLUS MEGATERIUM)/CN

Elz2 2 ISCPROPANCL DEHYDROGENASE (NADP) (CLOSTRIDIUM BEIJERINCKII B
TRAIN MP GENE ADH)/CHN

=> 8 3

L4 1 ISOPROPANOL/CN

=> file CAPLUS

HIKMA PHARMACEUTICALS USA INC.

IPR2024-01418

Ex. 1002, p. 748 of 962



COST IN U.S. DOLLARS SINCE FILE TOQTAL
ENTRY SESSION
FULL ESTIMATED CO3T 636.9¢C 637.14

FILE 'CAPLUS' ENTERED AT 18:27:28 ON 13 MAY 2022
USE IS5 SUBJECT TO THE TERMS OF YOUR STN CUSTOMER AGREEMENT.
COPYRIGHT (C) 2022 AMERICAN CHEMICAL SCCIETY (ACS)}

Copyright of the articles to which records in this dastabase refer is
held by the publishers listed in the PUBLISHER (PB) field (available
for records published or updated in Chemical Abstracts asfter December
26, 1296), unless otherwise indicated in the original publications.

The CA Lexicon iz the copyrighted intellectusl property of the

Amarican Chemical Socliety and is provided to assist vou in searching
databases on STN, Any dissemination, distribution, copying, or storing
of this information, without the prior written consent of CAS, is
strictly prohibited.

FILE COVERS 1907 -

13 May 2022 VOL 178 I35 10
FILE LAST UPDATED: 12

May 2022 (20220512/ED)

CAS Information Use Policies apply and are available at:

Thig file contains CAS Regigtry Numbers for easyv and accurate
substance identification,

=> g 13 and 14

.-.13
172786 L4
L3

L5 6

AND L4

=> d 1% ibib gi abs hitstr 1-&

L5 ANSWER 1 OF & CAPLUS COPYRIGHT 2022 ACS on 3TN

ACCEESEION NUMBER: 2021:2738355 CAPLUS Full oW

DOCUMENT NUMBER: 177:129074

TITLE: A process for the purification of
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U5 10829443 R2 20201110
IN 201917009658 A 20190614 IN 2019-17009658 20190312
US 20310053912 Al 20310225 Us 2020-1709123%2 202011086
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§ £6331062 410829443420190194126§ 150 {03/06/2019iSolvate Form of COUGHLIN,MATTHEW{HURLEY,
\ (R)-2-amino-3- FIONN

3

N phenylpropyl

§ carbamate

§ 16338925 HEIG710958820190218175¢ 150 104/02/2019:Carbamoyl JACKSON,SHAWQUIA {HURLEY,
§ Phenylalaninol FIONN

N Compounds and Uses

§ Thereof

§ Not 1i20210093603§ 93 #01/29/2020§CARBAMOYL IVANOVA,SVETLANA {HURLEY,
§ Issued PHENYLALANINOL FIONN

\ ANALOGS AND

§ USES THEREOF

\

§ 16891464 111142000120200290955% 150 1106/03/20204Carbamoyl JACKSON,SHAWQUIA {HURLEY,
§ Phenylalaninol FIONN

§ Compounds and Uses

\ Thercof
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§ [Aib8,35]hGLP1(7-

\ 36)-NH2

§ 61580089 Not 159 12/23/2011§PROCESS FOR THE i, HURLEY,
§ =

112

Ex. 1002, p. 753 of 962



5/16/22, 1:43 AM Inventor Name Search Result

N Issued SYNTHESIS OF FIONN

§ THERAPEUTIC

\ PEPTIDES

§ 62343822 Not 159 109/06/2016iSolvate Form of , HURLEY,
N Issued (R)-2-amino-3- FIONN

§ phenylpropyl

X

§ carbamate

§ 62404917 Not 159 {{10/06/2016i§Carbamoyl s HURLEY,
§ Issued Phenylalaninol FIONN

N Compounds and Uses

N

§ Thercof

§ 62539088 Not 159 {07/31/2017§Carbamoyl R HURLEY,
\ Issued Phenylalaninol FIONN

§ Analogs and Uses

N Thercof

N

e

nventor Search Completed: No Records to Display.

Last Nam First Name

Search Another: Inventor
Hurley

L Fionn

To Go BACK Use BACK Button on Your BROWSER Tool Bar
Back to ZALM | ASSIGMMENT | SASIS | Home page

palmapps.uspto.gov/cgi-bin/expo/Invinfo/invquery.pl?FAM_NAM=Hurley&GIV_NAM=Fionn

212

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 754 of 962



EAST Search History

EAST Search History (Prior Art)

'Ref Hits. Search Query DBs  Default Plurals  Time
#§ : ~ Operator ~  Stamp

2 198 ((("JAZZ")near3 'US-PGPUB;  OR OFF  2022/05/16 -

~ ("PHARMACEUTICALS") near3 | USPAT; USOCR. 01:43 :
("INTERNATIONAL")) OR (("SK") near3 :
("BIOPHARMACEUTICALS"))) :

L3 135 ((("NELSON") near3 ("Jennifer")) OR | US-PGPUB;  :OR :OFF  :2022/05/16 :
5 ' (("HURLEY‘) near3 ("Fionn™))).INV. " USPAT; 101:43 :
. - USOCR; EPO; 5 f
:JPO;
: DERWENT

~ Default Operator Plurals  Time Stamp

5/16/2022 1:43:48 AM
C:\Users\mcoughlin\Documents\EAST \Workspaces\16331069.wsp

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 755 of 962



UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

www.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
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Raleigh, NC 27627
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myersbigel PAIR @firsttofile.com
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Total Files Size (in bytes){ 1320641
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PTG{58/133 {05-18)

/’ Agpplication Number 171091 222
Filing Date 11/06/2020
PATENT TERM ADJUSTMENT First Named incenr | Fionn Hurley
STATEMENT UNDER 37 CFR 1.704{d) | "™ 1626
Exarminer Name Matthew P. Coughlin
\\ Practitioner Docket No. | 41524 10CT

APPLICANT HEREBY STATES THE FOLLOWING {please review 37 CFR 1.704{d} before filing this
form):

|:| Each item of information contained in the information disclosure statement was first cited inany
copynunicationfrom a patent office in a counterpart foreign orinternational applicationor from the Office,
and this communication was notreceived by any individual designated in 37 CFR 1.56{c) more thanthirty days
prior to the filing of the information disclosure statement.

AND/OR

[E] Each item of information contained in the information disclosure statement is a communication that was
issued by a patent office ina counterpart foreign or international applicationor by the Office, andthis
communicationwas not received by anyindividual designated in 37 CFR 1.58{c} more thanthirty days priorto
the filing of theinformation disclosure statement,

INSTRUCTIONS:

*  This form will not satisfy the requirement of 37 CFR 1.97{e}). The present statementis filed under 37 CFR
1.708{d} and will not substitute for compliance with any of the requirements of 37 CFR 1,97 and 1.98. For
an information disclosure statement to complywith 37 CFR 1.97{c} or (d}, theinformation disclosure
statement mustbe accompanied by a statement under 37 CFR 1.37{e} notwithstanding any statement filed
under 37 CFR 1.704{d).

+  The presentform {PFTO/58/133} should be filed concurrently with the information disdosure statement to
derive benefitunder 37 CFR 1.704{d}.

see |/ RODEIT AL Schwartzman/ e [June 7, 2022
meeds |Robert A, Schwartzman, Ph.D. | e 50,211

Printed MName Registration Number
Note: Sigratures of allthe inveniors or assigness of repord of the erdire intarast or their represaiiative(s) ame renquiredin accomianoe
with 37 CFR .23 and 11,18 Pirage see 37 CFR 1 40} for the form of the sigoature. ¥ necessary, suba¥l nudtipie forme formie
than one gignatsm, gee haiow™

1

*Totat of forms are submitted.

i you nesd assstonce in completing the form, calf 1-@0-PTO-3153 and s=lect option 2.
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Aftorney Docket No. 1624.18CT PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

in re: Fionn Hurley Confirmation Ne.: 6803
Application No.: 17/081,222 Group Art Unit: 1626
Filing Date: November 8, 2020 Examiner: Matthew P. Coughiin

For:  Compositions comprising {R)-2-aino-3-phenvipropyl carbamate and uses thereof
Date: June 7, 2022

Commissioner for Patents
Box 1450
Alexandria, VA 22313-1450

S INFORMATION DISCLOSURE STATEMENT COVER LETTER
i

Attachad is an Information Disclosure Statement listing of documents, together with a copy of
any listed foreign patent document and/or non-patent literature. A copy of any listed U.8. patent and/or
U.5. patent application publication is not provided herewith in accordance with 37 T.F.R. § 1.98(a}2){ii}.

] Inaccordance with 37 CFR 1.97{b}. the information disclosure statement is being filed:

[1(1} within three months of the filing date of a national application other than a continued
prosecution application under §1.53{d};

[]{2} within three months of the date of entry of the national stage as set forth in §1.491 in
an intemnational application;

[1{3) before the mailing of a first Office Action on the merits; or

[1{4) before the mailing of a first Office Action after the filing of a request for continued
examination under §1.114.

[] In accordance with 37 CFR 1.87{c), the information disclosure statement is being filed after
the period specified in 37 CFR 1.97{b} above, but befare the mailing date of any of a final action under
§1.113, a notice of allowance under §1.311, or an action that otherwise closes prosegution in the
application, and is accompaniad by one of the following:

[1{1) The statement specified under 37 CFR 1.97{g}, as follows:

[ ] Each item of information contained in the information disclosure statemeant
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; of

[ 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, fo the knowledge of the person signing the certification after making reasonable
inquiry, no em of information contained in the information disclosure statement was
known 1o any individual designated in §1.55{(c} more than three months prior 1o the filing
of the information disclosure statement; of

[1(2 Thefee setforth in §1.17(p);

Int accordance with 37 CFR 1.97{(d}, the information disclosure statement is being filed after
the period specified in 37 CFR 1.87{c} above, but on or before payment of the issue fee, and is
accompanied by both of the following:

{1} The statement specified under 37 CFR 1.87{e}. as follows:
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In ra: Fionn Hurley

Application No.: 17/081,222
Filing Date: November 6, 2020
Page2of2

[ ] That each item of information contained in the information disclosure
statement was first cited in any comimunication from a foreigh patent office in a
counterpart foraign application not more than three months prior o the filing of the
information disclosure statement; or
That no item of information contained in the information disclosure statement
wias 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 inguiry, no item of information contained in the information disclosure
statement was known o any individual designated in §1.56{c) more than three months
prior {o the filing of the information disclosure statement; and
(3% The fee set forth in §1.17(pY;
in accordance with 37 CFR 1.87{y). the information disclosure statement shall not be construed
as a representation that a search has been made.
in accordance with 37 CFR 1.87{h}. the information disclosure statement shall not be construad
o be an admission that the information cited in the statement is, or is considered to be, material to
patentability as defined in §1.56{b}.
[] The Director is hereby authorized to charge the fee specified in 37 C.F.R. § 1.17{(p}, and any
fee deficiency or credit any overpayment, to Deposit Account No. 50-0220;
Fees are {0 be charged to a credit card; or
[] Nofeeis believed due. However, the Director is hereby authorized o charge any deficiency
or credit any overpayment to Deposit Account No. 50-8220.
Respactiully submigged,

S
&

Raobert A, Schwartzman, Ph.D.
Regisfration No. 50,211
Altorney for Applicant(s}

Customer Number 129932

Myers Bigel, P.A.

P.C. Box 37428, Raleigh, NC 27627

818-854-1400

$19-854-1401 {(Fax}

CERTIFICATION OF TRANSMISSION

{ hereby cartify that this correspondence is being fransmitted via the Office electronic filing system in
accordance with § 1.6{a}{4) lo the U.S. Patent ang Trademark Office on June 7, 2022,

Signature: /Belty-Lou Mediin/
Name: Betly-Lou Mediin
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

www.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1624.19CT 6803
129932 7590 06/24/2022 | EXAMINER |
Mpyers Bigel, P.A.
P.O. Box 37428 COUGHLIN, MATTHEW P
Raleigh, NC 27627
| ART UNIT | PAPER NUMBER |
1626
| NOTIFICATION DATE | DELIVERY MODE |
06/24/2022 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the
following e-mail address(es):

myersbigel PAIR @firsttofile.com
uspto@myersbigel.com

PTOL-90A (Rev. 04/07)
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mect Application No. Applicant(s)
Noti COfA/IGd bili 17/091,222 Hurley, Fionn
olice of Allowabllily Examiner ArtUnit | AIA (FITF) Status
MATTHEW P COUGHLIN 1626 Yes

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.4) This communication is responsive to the IDS filed 7 June 2022.
[J A declaration(s)affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[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.

3. The allowed claim(s) is/are 20-27 . As a result of the allowed claim(s), 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.

4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al 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. [ 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)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(3O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front {not the back) of each
sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6..] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1.0 Notice of References Cited (PTO-892) 5. (¥} Examiner's Amendment/Comment

2.V} Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date .

3.0 Examiner's Comment Regarding Requirement for Deposit 7. (J Other .

of Biological Material
4.0 Interview Summary (PTO-413),
Paper No./Mail Date.
IMATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20220615
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Application/Control Number: 17/091,222 Page 2
Art Unit: 1626

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

Claims 20-27 are pending in the application. Claims 20-27 are allowed.

Information Disclosure Statement
The Examiner has considered the Information Disclosure Statement (s)

filed on June 7%, 2022.

Conclusion

Any inquiry concerning this communication or earlier communications
from the examiner should be directed to MATTHEW P COUGHLIN whose telephone
number is (571)270-1311. The examiner can normally be reached Monday -
Friday, 10 am - 6 pm 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 http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the
examiner’s supervisor, Joseph McKane can be reached on 571-272-0699. 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:

https://patentcenter.uspto.gov. Visit
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Application/Control Number: 17/091,222 Page 3
Art Unit: 1626

https://www.uspto.gov/patents/apply/patent-center for more information about
Patent Center and https://www.uspto.gov/patents/docx for information about
filing in DOCX format. For 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.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Noles 17/091.222 Hurley, Fionn
T Y
MATTHEW P COUGHLIN 1626
CPC - Searched*
Symbol Date Examiner
CO07C 271/12 02/11/2022 MPC
CO07C 271112 05/16/2022 MPC
CPC Combination Sets - Searched*
Symbol Date Examiner
US Classification - Searched*
Class Subclass Date Examiner

* See search history printout included with this form or the SEARCH NOTES box below to determine the scope of

the search.

Search Notes

Search Notes Date Examiner
C07C 271/12 02/11/2022 MPC
EAST Inventor/Applicant Search 02/11/2022 MPC
PALM Inventor Search 02/11/2022 MPC
Review of IDS's 02/11/2022 MPC
STN Search 02/11/2022 MPC
STN Search 05/13/2022 MPC
EAST Inventor/Applicant Search 05/16/2022 MPC
PALM Inventor Search 05/16/2022 MPC
Review of IDS 06/15/2022 MPC

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office

HIKMA PHARMACEUTICALS USA INC.

Page 1 of 2

IPR2024-01418

Part of Paper No.: 20220615
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Noles 17/091.222 Hurley, Fionn
IANWIND [
MATTHEW P COUGHLIN 1626
Interference Search
US Class/CPC US Subclass/CPC Group Date Examiner
Symbol
co7C 27112 05/16/2022 MPC

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office

HIKMA PHARMACEUTICALS USA INC.

Page 2 of 2

IPR2024-01418

Part of Paper No.: 20220615
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H Examiner Art Unit
MATTHEW P COUGHLIN 1626

CPC

Symbol Type Version

co7C F 2013-01-01

AB1K | 2013-01-01

AG1P | 2018-01-01

AG1P | 2018-01-01

C07B A 2013-01-01

co7C A 2013-01-01

CPC Combination Sets

Symbol Type Set Ranking Version
NONE

Total Claims Allowed:

(Assistant Examiner) (Date) 8

/MATTHEW P COUGHLIN/ 15 June 2022 . . -
Primary Examiner, Art Unit 1626 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office Part of Paper No.: 20220615

Page 1 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H Examiner Art Unit
MATTHEW P COUGHLIN 1626
INTERNATIONAL CLASSIFICATION
CLAIMED
Cco7C 271
NON-CLAIMED
US ORIGINAL CLASSIFICATION
CLASS SUBCLASS
CROSS REFERENCES(S)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
NONE
Total Claims Allowed:
(Assistant Examiner) (Date) 8
/MATTHEW P COUGHLIN/ 15 June 2022 . . -
Primary Examiner, Art Unit 1626 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office

Part of Paper No.: 20220615
Page 2 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |79 220 Hurley, Fionn
H “‘ ““H | | Examiner Art Unit
MATTHEW P COUGHLIN 1626

Claims renumbered in the same order as presented by applicant (] CPA T.D.
CLAIMS

Final |Original|Final OriginallFinaI Original|Final

O R1.47

Original|Final OriginallFinaI Original|Final |Original|Final |Original

NONE

Total Claims Allowed:
(Assistant Examiner) (Date) 8
/MATTHEW P COUGHLIN/ 15 June 2022 0.G. Print Clai
Primary Examiner, Art Unit 1626 -G. Print Claim(s)
(Primary Examiner)

U.S. Patent and Trademark Office

O.G. Print Figure
(Date) 1 none

Part of Paper No.: 20220615

Page 3 of 3
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Bibliographic Data
Application No: 17/091 ,222

Foreign Priority claimed: O Yes @ No
35 USC 119 (a-d) conditions met: D Yes D No D Met After Allowance
Verified and Acknowledged: |/MATTHEW P COUGHLIN/ | |
Examiner's Signature Initials
Title: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and
uses thereof
FILING or 371(c) DATE CLASS GROUP ART UNIT ATTORNEY DOCKET NO.
11/06/2020 514 1626 1624.19CT
RULE
APPLICANTS

Jazz Pharmaceuticals Ireland Limited, Dublin, IRELAND

SK Biopharmaceuticals Co., Ltd., Seongnam-si, KOREA, REPUBLIC OF

INVENTORS
Fionn Hurley, Baldoyle, IRELAND
CONTINUING DATA

This application is a CON of 16331069 03/06/2019 PAT 10829443
16331069 is a 371 of PCT/US2017/050233 09/06/2017
PCT/US2017/050233 has PRO of 62383822 09/06/2016

FOREIGN APPLICATIONS

IF REQUIRED, FOREIGN LICENSE GRANTED**

11/17/2020

STATE OR COUNTRY
IRELAND

ADDRESS

Myers Bigel, P.A.

P.O. Box 37428

Raleigh, NC 27627

UNITED STATES
FILING FEE RECEIVED

$1,820
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Raeceipt date:

Doc code: IDS
Dot description: information Disclosure Statement (iDS) Filed
Under the Paperwork Reduction Act of 1985, no persons are required to respond o a collection of information unfess it contains a valid OMB controf number.

06/07/2022

17/091,222 - GAU: 1626

FTSB08a (02-18)
Approved for use through 11302020 OMB 0551080131
LS. Patent and Trademark Office; U.S. DEFARTMENT OF CCRMMERCE

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.99)

Application Number 17081222
Filing Date 2020-11-06
First Named Inventor ‘ Fionn Hurley

Art Unit | 1626
Examiner Name ’ Mafthew P. Coughiin
Attorney Docket Number ‘ 1624 19CT

U.S.PATENTS
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns,LlneS where
e Patent Number .| Issue Date . Relevant Passages or Relevant
Initial No Codet of cited Document

Figures Appear

If you wish to add additional U.S. Patent citation information please click the Add bution.

U.S.PATENT APPLICATION PUBLICATIONS

Examiner
Initial™

Cite No

Publication
Number

Kind
Codet

Publication Name of Patentee or Applicant
Date of cited Document

Pages, Columns Lines where
Relevant Passages or Relevant
Figures Appear

If you wish to add additional U.S. Published Application citation information please click the Add bufion.

FOREIGN PATENT DOCUMENTS

Name of Patentee or Pages,Columns,Lines

Examiner| Cite | Foreign Document Country Kind | Publication Applicant of cited where Relevant 15
Initiat* No | Numberd Code?} Coded| Date bR ‘ Passages or Relevant
Document .
Figures Appear
L []

If you wish to add additional Foreign Patent Document citation information please click the Add button

NON-PATENT LITERATURE DOCUMENTS

Examiner
Initials™

Cite
No

include name of the author {in CAPITAL LETTERS), title of the atticle {when appropriate}, title of the item
{book, magazine, joumal, serial, symposium, calalog, elc), date, pages(s), volume-issue number(s), T5

publisher, city and/or country where published.

EFS Web 2.1.18

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.P.C/
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Receipt date: 06/07/2022 17/091,222 ~ GAU: 1628
Application Number 17091222

Filing Date 2020-11-06

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.89)

First Named Inventor ’ Fionn Hurley

Art Unit ‘ 1626

Examiner Name ‘ Matthew P. Coughiin
Attorney Docket Number ‘ 1624.19CT

1 "“Written Opinion coresponding to Singapore Application No. 11201901998W dated May 18, 2022" []

If you wish to add additional non-patent literature document citation information please click the Add button

EXAMINER SIGNATURE

Examiner Signature | /MATTHEW P COUGRLIN/ Date Considered 06/15/2022

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 808. Draw line through a
citation if not in conformance and not considered. include copy of this form with next communication to applicant.

* Sea Kind Codes of USPTO Patent Docurnents at wiwaw LISE GOV or MPEP 8031.04. 2 Enter oifice that issued the document, by the two-letter cade (WIPDQ

Standard ST.3}). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
* Kind of document by the appropfiate symbols as indicated on the document under WIPQ Standard ST.16 if possible. ® Applicant is to place a check mark here i
English language transiation is attached.

EFS Web 2.1.18

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.P.C/
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Daoc code: IDS PTOSB0Ra (02-18}

A s . . - Approved for use through 11302020 OMB 0551080131
Doc desct’ip’lmn, information Disclosure Statement {*DS} Filed 1.5, Patent and Trademark Office; U.S. DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond o a collection of information unfess it contains a valid OMB controf number.

Application Number 17081222
Filing Date 2020-11-06

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.99)

First Named Inventor ‘ Fionn Hurley
Art Unit ‘ 1626

Examiner Name ’ Mafthew P. Coughiin

Attorney Docket Number ‘ 1624 19CT

U.S.PATENTS
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns,LlneS where
e Patent Number .| Issue Date . Relevant Passages or Relevant
Initial No Codet of cited Document

Figures Appear

If you wish to add additional U.S. Patent citation information please click the Add bution.

U.S.PATENT APPLICATION PUBLICATIONS

Pages, Columns Lines where
Relevant Passages or Relevant
Figures Appear

Examiner Cite N Publication Kind | Publication Name of Patentee or Applicant
Initial* € NS | Number Codel| Date of cited Document

If you wish to add additional U.S. Published Application citation information please click the Add bufion.

FOREIGN PATENT DOCUMENTS

Name of Patentee or Pages,Columns,Lines
Examiner| Cite | Foreign Document Country Kind | Publication Applicant of cited where Relevant 15
Initiat* No | Numberd Code?} Coded| Date bR ‘ Passages or Relevant
Document .
Figures Appear
L []

If you wish to add additional Foreign Patent Document citation information please click the Add button

NON-PATENT LITERATURE DOCUMENTS

include name of the author {in CAPITAL LETTERS), title of the atticle {when appropriate}, title of the item
{book, magazine, joumal, serial, symposium, calalog, elc), date, pages(s), volume-issue number(s), T5
publisher, city and/or country where published.

Examiner| Cite
Initiais® | No

EFS Web 2.1.18
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Application Number 17091222
Filing Date 2020-11-06

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.89)

First Named Inventor ’ Fionn Hurley

Art Unit ‘ 1626

Examiner Name ‘ Matthew P. Coughiin
Attorney Docket Number ‘ 1624.19CT

1 "Office Action corresponding to Japanese Application No. 2018-512885 mailed June 27, 2022"

If you wish to add additional non-patent literature document citation information please click the Add button
EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 808. Draw line through a
citation if not in conformance and not considered. include copy of this form with next communication to applicant.

* Sea Kind Codes of USPTO Patent Docurnents at wiwaw LISE GOV or MPEP 8031.04. 2 Enter oifice that issued the document, by the two-letter cade (WIPDQ

Standard ST.3}). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
* Kind of document by the appropfiate symbols as indicated on the document under WIPQ Standard ST.16 if possible. ® Applicant is to place a check mark here i
English language transiation is attached.

EFS Web 2.1.18
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Electronic Patent Application Fee Transmittal

Application Number:

17091222

Filing Date:

06-Nov-2020

Title of Invention:

thereof

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

First Named Inventor/Applicant Name:

Fionn Hurley

Filer:

Robert Andrew Schwartzman/Betty-Lou Medlin

Attorney Docket Number:

1624.19CT

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description

Fee Code

Quantity

Amount

Sub-Total in
USD(S)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Suz-;l';(t;)l in
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 1806 1 260 260
Total in USD ($) 260
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Electronic Acknowledgement Receipt

EFS ID: 46113584
Application Number: 17091222
International Application Number:
Confirmation Number: 6803

Title of Invention:

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

thereof
First Named Inventor/Applicant Name: Fionn Hurley
Customer Number: 129932

Filer:

Robert Andrew Schwartzman/Betty-Lou Medlin

Filer Authorized By:

Robert Andrew Schwartzman

Attorney Docket Number: 1624.19CT
Receipt Date: 05-JUL-2022
Filing Date: 06-NOV-2020
Time Stamp: 15:44:58

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $260

RAM confirmation Number E202275F45142649

Deposit Account

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
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File Listing:

Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
162030
1 Request under 37CFR1.46(c) to correct, | 1624-19CT_RequestChangeAp no 1
Update, Change applicant pllcantpdf ca1731133316e8380f63dd8a5b8a572650b)
3a2dc
Warnings:
Information:
366896
) Assignee showing of ownership per 37 1624-19CT_373_Statement.pdf no 5
CFR3.73
9b0701aff456cfbb5b4d83593462178d174,
a%7a
Warnings:
Information:
718348
3 Application Data Sheet 1624-19CT_UpdatedADS.pdf no 7
Sadc51cec730eb90f4a30dffae222abcafd8))
Warnings:
Information:
This is not an USPTO supplied ADS fillable form
158576
Patent Term Adjustment Statement
- . [¢] 1
4 under 37 CFR 1.704(d) filed with an IDS 1624-19CT_704d.pdf n
d4e9c015c8834d3eaef1c415ebad 17088c5
eadla
Warnings:
Information:
428612
5 1624-19CT_IDS.pdf yes 4
cffad456677679cdab4d2ddf36ad43326877]
Multipart Description/PDF files in .zip description
Document Description Start End
Transmittal Letter 1 2
Information Disclosure Statement (IDS) Form (SB08) 3 4
Warnings:
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Information:

236425
6 Other reference-Patent/Application/ 1258-19JP_062722-OA pdf no 5
Search Documents
6c2070a7c934a402ed285dc85604a3 1bfad
9ab72
Warnings:
Information:
38426
7 Fee Worksheet (SB06) fee-info.pdf no 2
3094a3376d946e980a54ad 1dS5c9c44933e7
1dedb
Warnings:
Information:
Total Files Size (in bytes)1 2109313

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc Code: R4SC.REQ
Document Description: Request under 37 CFR 1.46{c} to correct, update or change the applicant.

FTG/AIASSL {0415}

Spproved for use through 11/36/2620, OMB 06510031

0.5, Patent and Trademark Offlos, ULS, DEPARTMENT OF CONMERCE

Under the Paperwark Beduction Act of 19935, no persons are required to respand ta a codlection of infermation urdess it displays a valid OME contral number.

4 REQUEST TO CORRECT OR UPDATE Application Rurmber 171091,222 N
THE NAME OF THE APPLICANT UNDER | Fing Date 110612020
37 CFR 1_45{{:)(1}} OR CHANGE THE First Named inventor Fionn Burlsy
APPLICANT UNDER 37 CFR 1.46{c){2) | " 1625 \
{FOR USE ONLY IN APPLICATIONS FILED ON OR AFTER E"amf’j@’ Name Matihew P. Coughin
SEPTEMBER 16, 2012} iﬁffgﬁﬁ”” Dacket 1624 19CT

To: Commissioner for Patents
P.D. Box 1450
Alexandria, VA 22313-1350

Applicant hereby requests that the name of the applicant be corracted or updated under 37 CFR 1.48{c}{1}, or that the applicant be changad
under 37 CFR 1.456{c}{2}, in the sbove-identified application. Requests under 37 CFR 1.46{c){1} or {c}{2} cannot be submitted after payment of
the igsue fee or if the application has been patented,

Pleaze check the applicable box{es} below.

l:l 1. This request is o correct or update the name of the applicant {under 37 OFR 1.86{c}{1}} and includes:

|:| An application data sheet {ADS} in accordance with 37 CFR 1.76{c} with the corrected or updated information shown with markings
{e.g., underiining for insertions, strikethrough for deletions}. A Comvected Web-based ADS may be used.

Nota: Requests under 37 TFR 1.36{c}{1} may be filed to correct typographical errors in the name of the § 1.46 applicant, or for
updating the name of the § 1.46 applicant {i.e., where there s no change in the applicant #self but just in the applicant’s name}. See
the Manual of Patent Examining Procedure {MPEPR} section 605.01.

E’ 2. This revjuest is to change the applicant {under 37 CFR 1.48{c}{2}} and includes:

|i| An application data sheet {ADS] in accordance with 37 CFR 1.76{c} that identifies the changes with groper markings {underlining for
insertions and strikethrough for deletions). A Corrected Web-hased ADS may be used.

@ A Statement Under 37 CFR 2.73{c} {Form PTO/AIA/DE or equivalent). See MPEP 325,

{ am the

|:| applicant™ |i| sttoyney ar agent of record |:| attomey of agent acting under 37 CFR 1.34
Registration nurmber 3314 Regictration number

signarure /RODEM A. Schwartzman/

"ngd ar printed name Nobst A, Schwaraman, P,
Tate My §, 2622

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 OFR 1.4 for sighature reguirements and certifications. *furistic entities
must e reprasented by a patent practitioner {See 37 CFR 1.31, applicable to any paper filed on or after Septernber 16, 20112 that is presented
on behalf of a juristic entity, regardiess of application filing date}. Submit multiple foras if more than one signature is required, see below™>.

IE ** Total of ¢ forms are submitted.

"UTTIS COTEChon OF MOIGton 15 vequinzd by 37 CTR 1,26, THE MGImatian 15 vequined to obtain of retain s vy by the pubic whish is to e fand oy the DRI to
orpcess) an applicstion. Confidertiality is govemed by 3514.5.€. 322 and 37 OFR 111 and 1. 14, This coliection is estimated 1o take 12 minutes to complete, including
gathering, preparing, and submitting the completed applicstion forrmito the BEPFTO. Time will vary depending upon the individus! case. Ary comments oa the
arrmunt of time you require te complete this farm andfar suggestions for reducing this burden, should be sent to the Chiel informatien Officer, LS. Patent ana
Traderrark Office, 1S, Dapartant of Commarce, P.O. Box 1450, Alexandria, WA 22313-1450, DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS, SEND
TO: Covwmissicnes for Batents, P.D. Box 1958, Alexansdsia, VA 27313-1450,

if you need arsistance in completing the form, colfl 1-800-FTO-81592 and sefect option 2.
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FTCVAIAISE {08-12)

Approved for use through T130/2020. OME 08510031

11.8. Patent and Trademark Office; 1.8, BEPARTMENT OF COMMERCE

Under the Paperwork Redustion Act of 1885, no persons are requinsed 3 respond fo a cofiection of information urless i displays a valid OMB santrol numbar.

STATEMENT UNDER 37 CFR 3.73(c}
Applicant’Patent Gwner: AXSOME MALTALTD.

Application No./Patent No.: _17/091,222 Filediissue Date: _11/06/2020

Titeg: COMPOSITIONS COMPRISING (R3-2-AMINO-3-PHENYLPROPYL CARBAMATE AND USES THEREOQF
AXSOME MALTALTD. , 3 Corporation

{Name of Assignee} {Typs of Assignes, .g., corparation, partnership, umversity, government agency, atc.}

states thal, for the patent applination/patent identified above, it is {chooss gne of options 1, 2, 3 or 4 below):
1. (7] The assignee of the entire right, title, and imerest.

2. :] An assignee of less than the entire right, title, and interast (check applicable boxj:
J The extent {by parceniage] of s ownership interestis _ . Additional Statemani{s} by the ownars

holding the balance of the interest must be submitied to account for 100% of the ownership interest.

[ There are unspecitied percentages of ownership. The ather parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement{s) by the pwner{s} holding the balance of the interest must be submitied to account for the entire
ight, title, and interest.

3. m The assignee of an undivided interest in the entirely {a complete assignmant from one of the joint inveniors was made).
The other parties, including inventors, who fogether own the sntire right, title, and interast are:

Additional Statement{s} by the owner(s} holding the balance of the interast must be submitted o acoount for the entire
right, title, and interast,

4. {3 The recipien{, via a court proseading or the like {g.g., bankrupicy, probate), of an undivided interest in the entirely {a
complaie transfer of ownership interast was made}. The cerlifiad document{s} showing the transfer is attached.

The intevest identified in option 1, 2 or 3 above {rnot option 4} is evidenced by sither {choase pne of options A or B below):

A, ﬁ An assigniment from tha inventor{s} of the patent application/patent iderdified above. The assignmant was recorded in
the United States Patent and Trademark Office atReel __ _Frame . orforwhich a copy
thereof is attached.

8. E A chain of title from the inventor{s), of the patent application/patant identified above, o the current assignee as follows:

1, From: Fionn Hurley To: JAZZ PHARMACEUTICALS IRELAND LIMITED

The document was recorded in the United States Patent and Trademark Office at
Heel G?’i}?‘}&“ . Frame “0903 .. ot forwhich a copy thereof is altached.

9 From: JAZZ PHARMACEUTICALS IRELAND LIMITED ¢, AXSOME MALTALTD.

The document was recorded in the United States Patent and Trademark Office at
Raet 960223 . Frame 0878 . or far which a copy thereof is attached.

{Page 1 of 2}
Tris ooection of normation is reguived by 37 OFR .73}, The idonmation is reguiosd i obisin oy retain & benelit by the publiz which iz 3o fle {and by the USPTO
rocess) an applisaticn. Sonfidentality io governed by 35 U8, 122 and 37 GFR 1,11 and 1.14. This coflection is entimatsd 1o isks 12 minudes o comglets, including
gathering, preparing. and subritting the completed application form to the USPTQ. Time will vary depending upon the individual oase. Any comments an the amount
of firne you renuins 1o oomplade this form andfor supgastions for reducing this burdsn, shomd be sent o e Chiet Information Officey, U.S. Patant snd Trademank
Offine, V.S, Depantmen of Commsos, P.O. Box 1450, Alskandria, ¥4 22313-1456. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SERD
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

¥ you need assistanee in complering the form, call 1-800-PTQ-8199 and select oprion 2.
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PTOAINGS (08123

Approved for use through 11302020, OMB 08810031

3.8, Patert gnd Trademark Offics; 1.5, DERARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persans are faguired fo yespond to a collaotion of ifarmation untess it displays a valid OWE control number.

STATEMENT UNDER 37 CFR 3.73(c}

3. From: Ta:
The document was recordad in the United States Patent and Trademark Dffice at
Reel  Frams , or for which a copy thereof is attachad.
4, From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frama . or for which a copy therent is attached,
&, Frone To:
The document was recorded in the United States Patent and Trademark Office at
Resl Frame . of for which a copy thereol is attached,
§. Froo: To:

The document was recorded in the United Siates Fatent and Trademark Office at
Resl Frama . or for which a copy therent is attached.

[} Additionat documents in the chain of fitle are listed on a supplemental shest(s).

m As requirad by 37 CFR 3.73{c){(1}i}, the documentary evidence of the chain of tile from the original owner o the
assignes was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy {i.e., a true copy of the ariginal assignment document{s)) must be submitted to Assignment
Division in accordancs with 37 CFR Part 3, 1o record the assignment in the records of the USPTO. See MPEP 302.08]

The undersigned {whose title is suppliad below) is autharized o act on behalf of the assignes.

{Rabert A. Schwartzman/ July 5, 2022

Signature Date

Robert A. Schwartzman, Ph.D. 50,211

Prirted or Typed Name Title ar Regisiration Number
{Pags 2 of 2
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PTOMAISS {0218}
Approved for use through 11/30:2020. OME §651-0032
115, Patent and Trademark Office; (1.8, DEFARTMENMT OF COMMERCE

Under the Faperwork Reduction Act of 18985, no persons are required to respond 1o g collecion of information uniess it cordains a valid OMB control nusmber.

Afiorney Docket Number | -$258:4987- 1824.19CT

Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention | Compositions comprising {R}-2-aminc-3-phenyipropy! carbamate and uses thereof

The application dada shest is part of the provisiona or nonprovisional application for which # is being submitted. The following form cordains the
bibliographic data aranged in a fonnat specified by the United Siates Patept and Trademark Office as outlined in 37 CFR 1.76.

This document may be corapleted slectronically and submitted fo the Dffice in electronic format using the Electronic Filing System (EFS) or the
document may be printed and included in 3 paper filed application.

Secrecy Order 37 CFR 5.2:

(] Portions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
37 CFR 5.2 (Paper filers only. Applications that fall under Secrecy Crder may not be filed electronically.}

Inventor Information:

inventor 1

Legal Name

Prefix| Given Name Middie Name Family Name Suffix
Fionn Hurley

Residence information {Select One} () USResidency (#® NonUSResidency () Active US Military Service

City |Baldoyle, Dublin Country of Residence | ik

Mailing Address of inventor:

Address 1 6 Turnbesry Square

Address 2

City Baidoyle, Dublin | state/Province |
Postal Code ‘ 13 ‘ Countryi iE

All inventors Must Be Listed - Additional inventor Information blocks may be
generated within this form by selecting the Add button.

Correspondence Information:

Enter either Customer Number or complete the Correspondence Information section below.
For further information see 37 CFR 1.33{a).

[ ] An Address is being provided for the correspondence information of this application.

Customer Number +26832- 20792

Email Address

Application Information:

Title of the Invention Compesitions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thersof
Attorney Bocket Number| -1256:48GTF 1624.19CT Small Entity Status Claimed [ ]
Application Type Nonprovisional

Subject Matter Utility

Total Number of Drawing Sheets {if any) 5 Suggested Figure for Publication {if any)

EFS Web 2213
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PTOMAISS {0218}

Approved for use through 1136/2020. OMB §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

Atiorney Docket Number | 4258:49CF 1624.18CT

Application Data Sheet 37 CFR 1.76 —
Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Filing By Reference:

Only complete this section when filing an application by reference under 35 US.C 111} and 37 CFR 1.57{a). Do not coniplete this section if
application papers induding a specification and any drawinigs are being filed. Any domestic benefit or foreign priarity infarmation must be
provided in the appropriate sectionis} below {i.e, "Domestic Beneafit/National Stage Information” and “Foreign Priority Information).

For the purpases of a filing date under 37 CFR 1.53{b)}, the description and any drawings of the present application are replaced by this
reference to the previously filed application, subject to conditions and requirements of 37 CFR 1.573).

Application number of the previously Filing date {YYYY-RM-DER Intellectual Property Authority or Country
filed application

Publication information:
[ ] Reguest Early Publication {Fee required at time of Request 37 CFR 1.219)

Request Not to Publish. i nereby request that the attached application not be published under

] 35 U.8.C. 122(b) and certify that the invention disclosed in the atlached application has not and will not be the
subject of an application filed in another country, or under a multilateral international agreement, that requires
publication at eighteen months after filing.

Representative Information:

Representative information should be provided for all practitioners having a power of aftorney in the application. Providing
this information in the Application Data Sheet does not constitute a power of attorney in the application {see 37 CFR 1.32).

Either enter Customer Number or complete the Representative Name section below. If both sections are compleled the customer
Number will be used for the Representative Information during processing.

s

Please Select One: (@) Customer Number () US Patent Practitionsr | {1 Limited Recognition (37 CFR 11.9)
Customer Number 428032 20792

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 118{e), 120, 121, 385(c), or 386(c) or indicate
National Stage endry from a PCT application. Providing benefit claim information in the Application Data Sheet constitutes
the specific reference required by 35 U.5.C. 118(e) or 120, and 37 CFR 1.78.

When referring to the current application, please ieave the “"Application Number” field blank.

Prior Application Status | Patented

Application - Prior Application Filing Date issue Date
Number Caontinuity Type Nurmber (YYYY-M-DD) Patent Number (YYYY-MM-DD}
Continuation of 16331069 20198-03-08 10828443 2020-11-10

EFS Web 22,13
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PTOMAISS {0218}
Approved for use through 11/30:2020. OME §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

Attorney Docket Number | 425849CT 1624.18CT

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Prior Application Status | Expired

Filing or 371{c} Date
Application Number Continuity Type Prior Application Number {YYYY-MM-DD)

16331068 a 371 of international PCTUS2017060233 2017-09-08

Prior Application Status | Expired

Filing or 371{c} Date
Application Number Continuity Type Prior Application Number {YYYY-MM-DD)

PCTUS2017050233 Claims benafit of provisional 62383822 2018-09-06

Additional Domestic Benefit/National Stage Data may be generated within this form
by selecting the Add button.

Foreign Priority Information:

This section allows for the applicant to claim priority to a foreign application. Providing this information in the application data sheet
constitutes the claim for priority as required by 35 U.S.C. 119(b) and 37 CFR 1.55. When priority is claimed fo a foreign application
that is eligible for refrieval under the priorily document exchange program {!‘-‘D)(}i the information will be used by the Office to
automatically attempt retrieval pursuant to 37 CFR 1.55(i}{1) and {2). Under the PDX program, applicant bears the ultimate
responsibility for ensuring that a copy of the foreign application is received by the Office from the participating foreign intellectual
property office, or a certified copy of the foreign priority application is filed, within the time period specified in 37 CFR 1.55{g}{1)}.

Application Number Countryi Filing Date {YYYY-MM-DD;} Access Code! (if applicable)

Additional Foreign Priority Data may be generated within this form by selecting the
Add button.

Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition
Applications

This application {1} claims priority to or the benefit of an application filed before March 16, 2013 and (2] also

contains, or contained at any time, a claim o a claimed invention that has an effective filing date on or after March
[] 18, 2013

NQTE: By providing this statement under 37 CFR 1.85 or 1.78, this application, with a filing date on or after March

18, 2013, will be examined under the first inventor {o file provisions of the AlA.

EFS Web 22,13
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PTOMAISS {0218}

Approved for use through 1136/2020. OMB §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

Atiorney Docket Number | -1258.49CT 1624.18CT

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Authorization or Opt-Out of Authorization to Permit Access:

When this Application Data Sheet is propetly signed and filed with the application, applicant has provided written
authority to permit a participating foreign intellectual property {IP) office access to the instant application-as-filed {see
paragraph A in subsection 1 below) and the European Patent Office {EPQO} access to any search results from the instant
application {see paragraph B in subsection 1 balow).

Should applicant choose not {o provide an authorization identified in subsection 1 below, applicant must opt-out of the
authorization by checking the corresponding box A or B or both in subsection 2 below.

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an
application. After the initial filing of an application, an Application Data Sheet cannot be used 1o provide or rescind
authorization for access by a foreign P office{s). instead, Form PTO/SB/39 or PTO/SE/GS8 must be used as appropriate.

1. Authorization to Permit Access by a Foreign Inteliectual Property Office{s)

A. Priority Document Exchange {PDX]} - Unless box A in subsection 2 (opt-cut of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the European Patent Office (EPQ), the Japan Patent Office
{JPQO}, the Korean intellectual Property Office (KIPO), the State Inteilectual Property Office of the People’'s Republic of
China {SIPQ), the World Intellectual Property Organization {(WIPQ), and any other foreign infeliectual property office
patticipating with the USPTQ in a bilateral or muttilateral priority document exchange agreement in which a foreign
application claiming pricrity o the instant patent application is filed, access to: {1) the instant patent application-as-filed
and its related bibliographic data, {(2) any foreigh or domaestic application to which priovity or benefit is claimed by the
instant application and its related bibliographic data, and {3} the date of filing of this Authorization. See 37 CFR 1.14{(h)
{1).

B. Search Results from U.S. Application to EPO - Unless box B in subsection 2 {opt-oul of authorization} is checked,
the undersigned hereby grants the USPTO authority fo provide the EPO access {o the bibliographic data and search
rasults from the instant patent application when a European patent application claiming priority to the instant patent
application is filed. See 37 CFR 1.14(h}{2).

The applicant is reminded that the EPO's Rule 141{1} EPC (European Patent Convention) requires applicants to submit a
copy of search results from the instant application without delay in a Eurcpean patent application that claims priovity {o
the instant application.

2. Opt-Out of Authorizations to Permit Access by a Foreign intellectual Property Office(s)

A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office accass to the instant
[] application-as-filed. If this box is checked, the USPTO will not be providing a participating foreign IP office with
any documents and information identified in subsection 1A above.

B. Applicant DOES NOT authorize the USPTO io transmit to the EPC any search resuits from the instant patent
[] application. if this box is checked, the USPTQ wilf not be providing the EPO with search results from the instant
application.
NOTE: Onece the application has published or is otherwise publicly available, the USPTC may provide access o the
application in accordance with 37 CFR 1.14.
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PTOMAISS {0218}

Approved for use through 1136/2020. OMB §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

Attorney Docket Number | -1258.418CT- 1624.19CT

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of CFR
o have an assignment recorded by the Office.

Applicant 1

if the applicant is the inventor {or the remaining joint inventor or inventors under 37 CFR 1.48}, this section should not be completed.
The information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.48. [f the applicant is an
applicant under 37 CFR 1.48 (assignee, person to whom the inventor is cbiigated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be
identified in this section. -

® Assignee {_t Legai Representative under 35U.S.C. 117 (3 Joint inventor
{) Person to whom the inventor is obligated to assign. () Person who shows sufficient proprietary interest

if applicant is the legal representative, indicate the authority {o file the patent application, the inventor is:

Name of the Deceased or Legally Incapaciiated inventor:

If the Applicant is an Organization check here. >

Organization Name | ;o5 pharmaceuticats-irefand timited- AXSOME MALTA LTD.

Mailing Address Information For Applicant:

Address 1 Waterioo Exchange WaterlooRoad- 78 MILLSTREET, ZONES

Address 2 CENTRAL BUSINESS DISTRICT

City -Bubtir- _QORMI State/Province

Country |-E- MT Postal Code 4- CBD 5090
Phone Number Fax Number

Email Address

Additional Applicant Data may be generated within this form by selecting the Add button.

EFS Web 22,13
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PTOMAISS {0218}

Approved for use through 1136/2020. OMB §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

L ) Attorney Docket Number | -1268:46GF 1624.19CT
Application Data Sheet 37 CFR 1.76 —

Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Applicant 2

if the applicant is the inventor {or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be completed.
The information to be provided in this section is the name and address of the legal representative wha is the applicant under 37 CFR
1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.48. If the applicant is an
applicant under 37 CFR 1.48 {assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the apphcant should be
identified in this section.

(@) Assignes () Lega! Representative under 35 U.8.C. 117 {3 Joint inventor

.

{3 Person to whom the inventor is obligated to assign. Person who shows sufficient proprietary interest

Y
ot

if applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

Name of the Deceased or Legally Incapacitated inventor:

If the Applicant is an Organization check here.

Organization Name 8K Biopharmaceuticals Co., Lid.

Mailing Address Information For Applicant:

Address 1 221 Pangyoyeok-ro, Bundang-gu

Address 2

City Seongnam-si, Gysonggi-do State/Province

Cuuntry‘ ‘ KR Postal Code 13494
Phone Number Fax Number

Email Address

Additional Applicant Data may be generated within this form by selecting the Add buiton.

Assignee Information including Non-Applicant Assignee Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title
37 of CFR {o have an assignment recorded by the Office.

Assignee 1

Complete this section if assignee information, including non-applicant assignee information, is desired {o be included on the patent
application publication. An assignee-applicant identified in the “Applicant Information” section will appear on the patent application
publication as an applicant. For an assignee-applicant, complete this section only if identification as an assignee is also desired on the
patent application publication.

If the Assignee or Non-Applicant Assignee is an Organization check here. []
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PTOMAISS {0218}

Approved for use through 1136/2020. OMB §651-0032

LS. Patert and Trademark Office; 1.8, DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond to a8 collection of information unless it contains a valid OMB control number

Attorney Docket Number | 4258:48CT 1624.19CT

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Compositions comprising {R}-2-amino-3-phenvipropyl carbamate and uses thereof

Prefix Given Name Middle Name Family Name Suffix

Mailing Address Information For Assignee including Non-Applicant Assignee:

Address 1

Address 2

City State/Province
Country! Postal Code
Phone Number Fax Number

Email Address

Additional Assignee or Non-Applicant Assignee Data may be generated within this form by
selecting the Add button.

Signature:

NOTE: This Application Data Sheet must be signed in accordance with 37 CFR 1.33({b}). However, if this Application
Data Sheet is submitted with the INITIAL filing of the application and sither box A or B is not checked in
subsection 2 of the “Authorization or Opt-Out of Authorization to Permit Access” section, then this form must
also be signed in accordance with 37 CFR 1.14{c).

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic
entity {e.g., corporation or association). if the appticant is bwo or move joint inventors, this form must be sighed by a
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given
power of attormey (e.g., see USPTO Form PTO/AIA/E1) on behalf of all joint inventor-applicants.

See 37 CFR 1.4{d} for the manner of making signatures and cerlifications.

Signature |/Robert A, Schwartzman/ Date {YYYY-MM-DD}| 2022-07-05

First Name | RobertA. Last Name | Schwartzman, Ph.D. Registration Number | 50211

Additionat Signature may be generated within this form by selecting the Add bution.

This collection of information is required by 37 CFR 1.78. The information is required to obtain or retain a benefit by the public which
is to file {and by the USPTC to process) an application. Confidentiality is govemed by 35 US.C. 122 and 37 CFR 1.14. This
collection is estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data
sheet form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you reguire fo
complete this form andfor suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Deparimant of Commerce, P.O. Box 1480, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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PTG{58/133 {05-18)

/’ Agpplication Number 171091 222
Filing Date 11/06/2020
PATENT TERM ADJUSTMENT First Named incenr | Fionn Hurley
STATEMENT UNDER 37 CFR 1.704{d) | "™ 1626
Exarminer Name Matthew P. Coughlin
\\ Practitioner Docket No. | 41524 10CT

APPLICANT HEREBY STATES THE FOLLOWING {please review 37 CFR 1.704{d} before filing this
form):

|:| Each item of information contained in the information disclosure statement was first cited inany
copynunicationfrom a patent office in a counterpart foreign orinternational applicationor from the Office,
and this communication was notreceived by any individual designated in 37 CFR 1.56{c) more thanthirty days
prior to the filing of the information disclosure statement.

AND/OR

[E] Each item of information contained in the information disclosure statement is a communication that was
issued by a patent office ina counterpart foreign or international applicationor by the Office, andthis
communicationwas not received by anyindividual designated in 37 CFR 1.58{c} more thanthirty days priorto
the filing of theinformation disclosure statement,

INSTRUCTIONS:

*  This form will not satisfy the requirement of 37 CFR 1.97{e}). The present statementis filed under 37 CFR
1.708{d} and will not substitute for compliance with any of the requirements of 37 CFR 1,97 and 1.98. For
an information disclosure statement to complywith 37 CFR 1.97{c} or (d}, theinformation disclosure
statement mustbe accompanied by a statement under 37 CFR 1.37{e} notwithstanding any statement filed
under 37 CFR 1.704{d).

+  The presentform {PFTO/58/133} should be filed concurrently with the information disdosure statement to
derive benefitunder 37 CFR 1.704{d}.

see |/ RODEIT AL Schwartzman/ e |JUlY 5, 2022
meeds |Robert A, Schwartzman, Ph.D. | e 50,211

Printed MName Registration Number
Note: Sigratures of allthe inveniors or assigness of repord of the erdire intarast or their represaiiative(s) ame renquiredin accomianoe
with 37 CFR .23 and 11,18 Pirage see 37 CFR 1 40} for the form of the sigoature. ¥ necessary, suba¥l nudtipie forme formie
than one gignatsm, gee haiow™

1

*Totat of forms are submitted.

i you nesd assstonce in completing the form, calf 1-@0-PTO-3153 and s=lect option 2.
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Attorney Docket No. 1624.18CT PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

in re: Fionn Hurley Confirmation No.. 6803
Application No.: 17/081,222 Group Art Unit: 1626
Filing Date: November 8, 2020 Examiner. Matthew P. Coughlin

For:  Compuositions comprising {R)-2-amino-3-phenvipropy! carbamate and uses thereof
Date: July 5, 2022

Commissioner for Patents
Box 1450
Alexandria, VA 22313-1450

S INFORMATION DISCLOSURE STATEMENT COVER LETTER
i

Attached is an information Disclosure Statement listing of documents, fogether with a copy of
any listed foreign patent document and/or non-patent literature. A copy of any listed U.S. patent andior
U.S. patent application publication is not provided herewith in accordance with 37 C.F.R. § 1.88(a}{2){if).

] Inaccordance with 37 CFR 1.97(b). the information disclosure statement is being filed:

[ 1{1) within three months of the filing date of a national application other than a continued
prosecution application under §1.53{d};

[]{2} within three months of the date of entry of the national stage as setforth in §1.481 in
an international application;

[1{3) before the mailing of a first Office Action on the metits; or

(14} before the mailing of a first Office Action after the filing of a request for continued
examination under §1.114.

[] In accordance with 37 CFR 1.87{c}, the information disclosure statement is being filed after
the period specified in 37 CFR 1.87{b} above, hut before the mailing date of any of a final action under
§1.113. a notice of allowance under §1.311, or an action that ctherwise closes prosecution in the
application, and is accompanied by one of the following:

[1{1) The statement specified under 37 CFR 1.97{e}, as follows:

[ ] 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
stalement; or

[ ] 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 cettification after making reasonable
inquiry, no tem of information contained in the information disclosure statement was
known to any individual designated in §1.56{c} more than three months prior 1o the filing
of the information disclosure statement; or

[1(2 The fee setforthin §1.17(p};

Int accordance with 37 CFR 1.97(d}. the information disclosure statement is being filed after
the period specified in 37 CFR 1.97(c) above, but on or before payment of the issue fee, and s
accompanied by both of the following:

{1} The statement specified under 37 CFR 1.87{e}. as follows:
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In ra: Fionn Hurley

Application No.: 17/091,222
Filing Date: November 6, 2020
PageZof2

[] That each item of information contained in the information disclosure
statement was first cited i any communication from a foreigh patent office in a
counterpart foreign application not more than three months prior to the filing of the
information disclosture statement; or
That no item of information condained in the information disclosure staterment
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 1o any individual designated in §1.58{c} more than three months
prior to the filing of the information disclosura statement; and
(3% The fee set forth in §1.17(p};
in accordance with 37 CFR 1.97{g}, the information disclosure statement shall not be construad
as a representation that a search has been made.
in accordance with 37 CFR 1.97{h}, the information disclosure statement shall not be construsd
{0 be an admission that the information cited in the statement is, of is considered fo be, material fo
patentability as defined in §1.56G(b}.
[] The Direclor is hereby authorized to charge the fee specified in 37 C.F.R. § 1.17(p), and any
fee deficiency or credit any overpayment, o Depaosit Account No. 50-0220;
B Fees are to be charged to a credit card; or
[] Nofeeis believed due. However, the Director is hereby authorized o charge any deficiency
or credit any overpayment to Deposit Account No. 50-0220.
Respectfully submi§ed,

&&

Robert A. Schwartzman, Ph.D.
Registration No. 50,211
Attorney for Applicant(s)

Customer Number 20792

Myers Bigel, P.A.

P.Q. Box 37428, Raleigh, NC 27627
818-854-1400

$18-854-1401 (Fax)

CERTIFICATION OF TRANSMISSION

{ hereby ceriify that this correspondence is being transimitted via the Office electronic filing system in
accordance with § 1.6(a){4} to the U.S. Patent and Trademark Office on July 5, 2022,

Signature: /Bethy-i ou Mediin/
Name: Bethy-Lou Mediin
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PQ. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov’

APPLICATION FILING or GRD ART
NUMBER I 371(c) DATE UNIT I FIL FEE RECD I ATTY.DOCKET.NO ITOT CLAIMSI IND CLAIMSl
17/091,222 11/06/2020 1626 1820 1624.19CT 8 1
CONFIRMATION NO. 6803
129932 CORRECTED FILING RECEIPT

5 Bt 87428 00 0 0 L

Raleigh, NC 27627
Date Mailed: 07/08/2022

Receipt is acknowledged of this non-provisional utility patent application. The application will be taken up for
examination in due course. Applicant will be notified as to the results of the examination. Any correspondence
concerning the application must include the following identification information: the U.S. APPLICATION NUMBER,
FILING DATE, NAME OF FIRST INVENTOR, and TITLE OF INVENTION. Fees transmitted by check or draft are
subject to collection.

Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a corrected Filing Receipt, including a properly marked-up ADS showing the changes
with strike-through for deletions and underlining for additions. If you received a "Notice to File Missing Parts" or
other Notice requiring a response for this application, please submit any request for correction to this Filing Receipt
with your reply to the Notice. When the USPTO processes the reply to the Notice, the USPTO will generate another
Filing Receipt incorporating the requested corrections provided that the request is grantable.

Inventor(s)
Fionn Hurley, Baldoyle, IRELAND;
Applicant(s)
AXSOME MALTA LTD., QORMI, MALTA,;
SK Biophamaceuticals Co., Ltd., Seongnam-si, Gyenggi-do, KOREA, REPUBLIC OF;

Power of Attorney: The patent practitioners associated with Customer Number 129932

Domestic Priority data as claimed by applicant
This application is a CON of 16/331,069 03/06/2019 PAT 10829443
which is a 371 of PCT/US2017/050233 09/06/2017
which claims benefit of 62/383,822 09/06/2016

Foreign Applications for which priority is claimed (You may be eligible to benefit from the Patent Prosecution
Highway program at the USPTO. Please see http://www.uspto.gov for more information.) - None.

Foreign application information must be provided in an Application Data Sheet in order to constitute a claim to
foreign priority. See 37 CFR 1.55 and 1.76.

Permission to Access Application via Priority Document Exchange: Yes

Permission to Access Search Results: Yes

page 1of 4
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Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/69 as
appropriate.

If Required, Foreign Filing License Granted: 11/17/2020

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 17/091,222

Projected Publication Date: Not Applicable
Non-Publication Request: No

Early Publication Request: No
Title

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof
Preliminary Class

514
Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

Since the rights granted by a U.S. patent extend only throughout the territory of the United States and have no
effect in a foreign country, an inventor who wishes patent protection in another country must apply for a patent
in a specific country or in regional patent offices. Applicants may wish to consider the filing of an international
application under the Patent Cooperation Treaty (PCT). An international (PCT) application generally has the same
effect as a regular national patent application in each PCT-member country. The PCT process simplifies the filing
of patent applications on the same invention in member countries, but does not result in a grant of "an international
patent” and does not eliminate the need of applicants to file additional documents and fees in countries where patent
protection is desired.

Almost every country has its own patent law, and a person desiring a patent in a particular country must make an
application for patent in that country in accordance with its particular laws. Since the laws of many countries differ
in various respects from the patent law of the United States, applicants are advised to seek guidance from specific
foreign countries to ensure that patent rights are not lost prematurely.

Applicants also are advised that in the case of inventions made in the United States, the Director of the USPTO must
issue a license before applicants can apply for a patent in a foreign country. The filing of a U.S. patent application
serves as a request for a foreign filing license. The application's filing receipt contains further information and
guidance as to the status of applicant's license for foreign filing.

Applicants may wish to consult the USPTO booklet, "General Information Concerning Patents” (specifically, the
section entitled "Treaties and Foreign Patents") for more information on timeframes and deadlines for filing foreign
patent applications. The guide is available either by contacting the USPTO Contact Center at 800-786-9199, or it
can be viewed on the USPTO website at http://www.uspto.gov/web/offices/pac/doc/general/index.html.

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish

to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,

this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
page 2 of 4
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countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).

LICENSE FOR FOREIGN FILING UNDER
Title 35, United States Code, Section 184

Title 37, Code of Federal Regulations, 5.11 & 5.15
GRANTED

The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted under
37 CFR 5.13 or 5.14.

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof unless
it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 1.53(d). This
license is not retroactive.

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject matter
as imposed by any Government contract or the provisions of existing laws relating to espionage and the national
security or the export of technical data. Licensees should apprise themselves of current regulations especially with
respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, Department of
State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Bureau of Industry and
Security, Department of Commerce (15 CFR parts 730-774); the Office of Foreign AssetsControl, Department of
Treasury (31 CFR Parts 500+) and the Department of Energy.

NOT GRANTED

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 5.12,
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b).

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location for
business investment, innovation, and commercialization of new technologies. The U.S. offers tremendous resources
and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation works to
promote and facilitate business investment. SelectUSA provides information assistance to the international investor
community; serves as an ombudsman for existing and potential investors; advocates on behalf of U.S. cities, states,
and regions competing for global investment; and counsels U.S. economic development organizations on investment
attraction best practices. To learn more about why the United States is the best country in the world to develop
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technology, manufacture products, deliver services, and grow your business, visit http:/www.SelectUSA.gov or call
+1-202-482-6800.
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450
Alexandria, Virginia 22313-1450
www.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1624.19CT 6803
129932 7590 07/13/2022 | EXAMINER |
Myers Bigel, P.A.
P.O. Box 37428 COUGHLIN, MATTHEW P
Raleigh, NC 27627
| ART UNIT | PAPER NUMBER |
1626
| NOTIFICATION DATE | DELIVERY MODE |
07/13/2022 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the
following e-mail address(es):

myersbigel PAIR @firsttofile.com
uspto@myersbigel.com

PTOL-90A (Rev. 04/07)

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 806 of 962



Application No. Applicant(s)
. . 17/091,222 Hurley, Fionn
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
MATTHEW P COUGHLIN 1626 Yes

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.4) This communication is responsive to the IDS filed 5 July 2022.
[J A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[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.

3. The allowed claim(s) is/are 20-27 . As a result of the allowed claim(s), 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.

4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al b) (J Some* ¢) [J None of the:
1. (O Certified copies of the priority documents have been received.
2. [J 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)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(3O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of each
sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6..] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1.0 Notice of References Cited (PTO-892) 5. (¥} Examiner's Amendment/Comment

2.V Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date .

3.0 Examiner's Comment Regarding Requirement for Deposit 7. (J Other .

of Biological Material
4.0 Interview Summary (PTO-413),
Paper No./Mail Date.
IMATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20220709
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Application/Control Number: 17/091,222 Page 2
Art Unit: 1626

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

Claims 20-27 are pending in the application. Claims 20-27 are allowed.

Information Disclosure Statement
The Examiner has considered the Information Disclosure Statement (s)

filed on July 5%, 2022.

Conclusion

Any inquiry concerning this communication or earlier communications
from the examiner should be directed to MATTHEW P COUGHLIN whose telephone
number is (571)270-1311. The examiner can normally be reached Monday -
Friday, 10 am - 6 pm 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 http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the
examiner’s supervisor, Joseph McKane can be reached on 571-272-0699. 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:

https://patentcenter.uspto.gov. Visit
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Application/Control Number: 17/091,222 Page 3
Art Unit: 1626

https://www.uspto.gov/patents/apply/patent-center for more information about
Patent Center and https://www.uspto.gov/patents/docx for information about
filing in DOCX format. For 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.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626
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Filing Date 2020-11-06

INFORMATION DISCLOSURE

First Named Inventor | Fionn Hurley

STATEMENT BY APPLICANT

A Art Unit | 1626
( Not for submission under 37 CFR 1.99)

Examiner Name | Matthew P. Coughlin

Attorney Docket Number | 1624 .19CT

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 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 certification statement.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

SIGNATURE

A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the
form of the signature.

Signature Date (YYYY-MM-DD)

Name/Print Registration Number

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the
public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR
1.14. This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.
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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/aor 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 (5 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, pursuant to 5 U.5.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this system of records
may he 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
hisfher 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 he 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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NOVEL PHENYLALKYLAMINOCALODOHOL CARBAMATES AND PROCESS FOR
PREFPARING THE SAME

Inventor(s): CHOI YONG-MOON KR} BYUN JAMKOOK [US] £ (CHO!L, YONG-
MOON, | BYUN, JAI-KOOK)

Applicant{s): SK CORP [KR] + (SK CORPORATION)
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Application KR19940022788 18940909
numbar

Priority number KR18940022798 19840008

{sk
Also published AUJ485885 (A). AUT00544 (B2Y CAZ178012 (A1)
as: CAZ176012 (C) ON10BBS35 (C) more

Absiract not available for KRIGO1STR32 (B
Abstract of corresponding document: WOSBHTEIT (A1)

O-caf‘bam0yi«{DIL}~phenyialaninci e
represenied by structural formu;ab(!) is A N N ﬁ&\: : @
charmaceutically useful to troat diseases i § ; 8 Hity

of the cerdral nervous system, which is g“\v g

prepared by a characteristic process

comprising the steps of: treating phenylalaninol with benzyi chloroformate in a basic
agueous solution medium, to give N-benzyioxycarbonylphenylaianinol; subjecting this
intermediate to reaction with phosgena and then, {0 the treatement with excess of
concentrated ammonium hydroxide agueous solution, o provide G-carbamoyi-N-
benzyloxycarbonyl-phenylalaninoi; deprotecting it through hydrogenolysis reaction.
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HNJTED STATEE . ey 20 i‘gg}fi j?‘?n
PATENT AND TRADEMARK OFFICE Alexandriz, i Wjéamiggf

ELECTRONIC ACKNOWLEDGEMENT RECEIPT

APPLICATION # RECEIPT DATE / TIME ATTORNEY DOCKET #

17/091,222 08/03/2022 04:19:17 PM ET 1624.19CT

Title of Invention
Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof

Application Information

APPLICATION TYPE  Utility - Nonprovisional Application PATENT #
under 35 USC 111(a)

CONFIRMATION # 6803 FILED BY Betty-Lou Medlin
PATENT CENTER # 60839895 FILING DATE  11/06/2020
CUSTOMER # 129932 FIRST NAMED  Fionn Hurley
INVENTOR
CORRESPONDENCE - AUTHORIZED BY  Robert Schwartzman
ADDRESS
Documents TOTAL DOCUMENTS: 7
DOCUMENT PAGES DESCRIPTION RULE (K8}
1624 18CT 11th 108 2 Transmittal Letter 897 KB
Transmitlal pdi
1624 180T 11th Ret 4 Information Disclosuwre 1234 KB
Listing pdi Statement (D8 Form (SBO8)
16241807 704d PTA 2 Patent Term Adjustment 253 KB
Staternent 080322 palf Statemant undey 37 CFR
1.704{d) filed with an 1D&

KRIG0187882 pat 8 Foreign Relerence 2532 KB
KRZ0080035585 i 27 Forsign Relerence 1480 KB
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1258 T9RR_072022-0A pdt

Digest

DOCUMENT

1624 180T 11th 08
Transmittal pdi

1624 180T 11th Hef Listing.pdf
1624 1807 704d PTA
Statement 080322 pd!
KR100187882 pdt
KRZ0080035565 pdt

KR20180032127 pdt

1258 10KR_072022-0A pdt

Page 2 of 3

8 Foreign Relerence 358 KB

10 Other reference- 1056 KB
Patent/Application/Search
Documents

MESSAGE DIGEST{SHARIZ)

7O0131AGSE2OBEODLTCEBFBOZ4010FBREBABNOENTTTEDIZ2323
BYCOR2FBAOE 100347 ALBRB28FB1CESTEZE 1 EBOCEDRBYF4E0
3611CeEFE333BCCE2DA4GTERDFRCS

TA4RICE288CHTEAASTISE40AEDOEATBORBAAZAGBD4TYOITAE
EEAF3SDE7ZDE08024 1 EATE0BO 52200C3F4797F1CFF2472F 838
SR 206CDCATSCABTFABEROBBATLC

2B388T7ATZ3F405304DFACASOTIATDABEF 1 ASDOSDBAEF3E0E
DDBsDOBTBR0BE52CO8R8E8107DFBO22404740ABRFTBA4SFTS
KO35CF2DECHE18BBIZ7VIRICRR427F0

8413818570 738DEFR0R440E0ABR102TABLCFOERBERTTI41938A
FOSAZO0DZFBRCCRGEAFZEEDR382068A42DFERDNA0224EEEE
SDBOE2DEROBSECCDZDBITYA6DCES

SE20FIZATORF27ESDCIG2 JE‘S?MAE*@CSDQAL;ES{QQ&%B?AF
601CHARNSBCETN .}isaam DEZACOBZATOAADABGLAARORTS
D4F77ERCAZEAFE172Y E4?29C5€}S AGS

DOFOCOFLOSERBBEODEZ48750106CBCOZAFEBRDEEE3TCR3ED
A345DACOB40ABATCIDO03831BCR02Y 1 SEBDEABNURTBARYAA
S1155B3CEFTTERTI3CTABTE4DOD200RE

FESSSA08128C4E0D58E8565604A44DE0EBERTESDDDEFCOA
GDSECOTE8EDOET2EEFEC45400CERAZARET4DOB4AD 140002
EEQAEDSBRFDBB4358F77CASFBE45760
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This Acknowledgerent Recaipt evidances receipt on the noted dale by the USPTO of the indicated documents, characterizad
by the applicant, and including pags L‘-OLE:"-&:-; where applicabia. it serves as evidence of receipt similar to a Post Card, as
described in MPER 501

New Applications Under 38 LLS.G 11

i & new application is being fled and the application includes iha necessary components for filing date (see 37 CFR 1.585(b-(d)
and MPE P 338}, a Filing Receipt (37 CGFR 1.54) will ba issued in dus courss and the date shown on this Ae‘kmw!ed\ ament
Racaint will establish tha filing dale of the application

National Stage of an international Application under 38 U8.C. 374
i a Himely submission fo enter the national stage of an Er‘-t:&rr‘-’" ioral application is compliant with the conditions of 35 US.C.
371 and other applicable requiremeanis a Form POT/DOEDR0S indicating acceptance of the application as a national stage

ra
submission under 35 LLG.CL 371 will be issued in addition i the Fiing Recsipt, In dus course

New International Application Flled with the USPTO as 2 Rgaeivmg Qifics

i a new intemation: G

international {iling dale (see “’{“T Art scie 1 ;?i:":iﬁ M?}F? 1 m\\ &l ,oizf'”"m“ m‘ ‘E" hiemaiss EApQE sation N imber and of the
international Filing Date (Form POT/RO/MOE) will be ssued in dus course, subject {o praseriptions concerning national security,
and the date shown on this Acknowledgement | i'cesﬁ. will eslablish the international filing dale of the application.
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Attorney Docket No. 1624.19CT PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re: Fionn Hurley Confirmation No.: 6803
Application No.: 17/091,222 Group Art Unit: 1626
Filing Date: November 6, 2020 Examiner: Matthew P. Coughlin

For: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof
Date: August 3, 2022

Commissioner for Patents
Box 1450
Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT COVER LETTER
Sir:

Attached is an Information Disclosure Statement listing of documents, together with a copy of
any listed foreign patent document and/or non-patent literature. A copy of any listed U.S. patent and/or
U.S. patent application publication is not provided herewith in accordance with 37 C.F.R. § 1.98(a)(2)(ii).

[ In accordance with 37 CFR 1.97(b), the information disclosure statement is being filed:

] (1) within three months of the filing date of a national application other than a continued
prosecution application under §1.53(d);

[J (@) within three months of the date of entry of the national stage as set forth in §1.491 in
an international application;

[0 (3) before the mailing of a first Office Action on the merits; or

[0 @) before the mailing of a first Office Action after the filing of a request for continued
examination under §1.114.

[] In accordance with 37 CFR 1.97(c), the information disclosure statement is being filed after
the period specified in 37 CFR 1.97(b) above, but before the mailing date of any of a final action under
§1.113, a notice of allowance under §1.311, or an action that otherwise closes prosecution in the
application, and is accompanied by one of the following:

[0 (1) The statement specified under 37 CFR 1.97(e), as follows:

[] 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; or

] 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 §1.56(c) more than three months prior to the filing
of the information disclosure statement; or

[0 () The fee set forth in §1.17(p);

X In accordance with 37 CFR 1.97(d), the information disclosure statement is being filed after
the period specified in 37 CFR 1.97(c) above, but on or before payment of the issue fee, and is
accompanied by both of the following:

B (1) The statement specified under 37 CFR 1.97(e), as follows:

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 834 of 962



In re: Fionn Hurley

Application No.: 17/091,222
Filing Date: November 6, 2020
Page 2 of 2

[X] 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; 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 §1.56(c) more than three months
prior to the filing of the information disclosure statement; and

X (2) The fee set forth in §1.17(p);

In accordance with 37 CFR 1.97(g), the information disclosure statement shall not be construed
as a representation that a search has been made.

In accordance with 37 CFR 1.97(h), the information disclosure statement shall not be construed
to be an admission that the information cited in the statement is, or is considered to be, material to
patentability as defined in §1.56(b).

[C] The Director is hereby authorized to charge the fee specified in 37 C.F.R. § 1.17(p), and any
fee deficiency or credit any overpayment, to Deposit Account No. 50-0220;

X Fees are to be charged to a credit card; or

[] No fee is believed due. However, the Director is hereby authorized to charge any deficiency
or credit any overpayment to Deposit Account No. 50-0220.

R?spectfully submi}}ed,

-

S

Robert A. Schwartzman, Ph.D.
Registration No. 50,211
Attorney for Applicant(s)

Customer Number 129932

Myers Bigel, P.A.

P.O. Box 37428, Raleigh, NC 27627
919-854-1400

919-854-1401 (Fax)

CERTIFICATION OF TRANSMISSION

| hereby certify that this correspondence is being transmitted via the Office electronic filing system in
accordance with § 1.6(a)(4) to the U.S. Patent and Trademark Office on August 3, 2022,

Signature: /Betty-Lou Medlin/
Name: Betty-Lou Medlin
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UNiTED STATES . I 5‘3 ) \.‘.ggvi i?\?;(}
PATENT AND TRADEMARK OFFICE Alexandria, i e gstjggf

ELECTRONIC PAYMENT RECEIPT

APPLICATION # RECEIPT DATE / TIME ATTORNEY DOCKET #

19001 232 GEAGR0L BT PM EY 1624.18CY

Title of Invention
Compositions comprising (R}-2-amine-3-phenyipropyt carbamale and uses thereot

Application Information

APPLICATION TYPE  Utifity - Nonprovisional Application PATENT # -
under 35 USO 111{a)

CONFIRMATION # &803 FILED BY Baity-Lou Medlin
PATENT CENTER # GORI9885 AUTHORIZED BY  Rahart Schwartzman
CUSTOMER # 129832 FILING DATE 11/08/2020
CORRESPONDENCE - FIRST NAMED  Fiann Huriey
ADDRESS INVENTOR )

Payment Information

PAYMENT METHOD PAYMENT TRANSACTION ID PAYMENT AUTHORIZED BY
CARD /4330 E202283G18542108 Betty-Lou Mediin
FEE CODE DESCRIPTION ITEM PRICE($) QUANTITY ITEM TOTAL($)
1806 SUBRISSION OF AN INFORMATHON 260.060 1 280.00
DISCLOSBURE STATEMENT
TOTAL $260.00

AMOUNT:

This Acknowledgemant Receipt svidances racaipt on the notad gate by tha USPTO of the indicated cocumants, characlarizad
by the applicant, and including page counts, where appiicable. It sorves as evidanos of receipt similar 1o a Post Card, as
described in MPEP 533

MNew Applications Under 38 U.S.C 11

i anew

1 E3(b)-{d)

fe e

and &4 B08), a Filing Receipt (37 CFR 1.54) will be issued in due courss and the date shown on this Acknowledgement

FReceipt will astabiish the filing date of the application

National Stage of an international Apphcation under 35 U.S.C, 371
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A
3.0

if a fimely submission {o enter the nalional stags of an inter »:i nal application is compliant with the conditions of 35 U3

A71 and other applicable requirsments a Form PUT/DOEGANE indicating acceptancs of the application as a national slage

submission under 35 U.S.C. 3771 will be issuad in addition to the Filing Receipl, in due course.

New International Applivation Filed with the USPTO as a Recslving Office

i & new internationad cmp cation ia being fHed ang m. inferadional epplication includes the necessary components for an

international iing dade (sse PCT Arlicle 11 and MPEP 1810 =) a Notification of the International Application Number and of the
ng Dadas ( orm POT/ROMDE) will be igsuad duc courss, subject o praescriptions concaming nalional securily,

international Filis
and tha date shown on this Acknowledgemant Receipt will sstablish the intarmationat filing date of the application.
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PTO/SB/133 (05-18)

/ Application Number 17/091,222
Filing Date 11/06/2020
PATENT TERM ADJUSTMENT et Nemed imenter | Fionn Hurley
STATEMENT UNDER 37 CFR 1.704(d) | 1626
Examiner Name Matthew P. Coughlin
\ Practitioner Docket No. 1624.19CT

APPLICANT HEREBY STATES THE FOLLOWING (please review 37 CFR 1.704(d) before filing this
form):

DEa ch item of information contained in the information disclosure statement was first cited in any
communicationfrom a patent office in a counterpart foreign orinternational application or from the Office,
and this communication was notreceived by any individual designated in 37 CFR 1.56(c)morethanthirty days
prior to the filing of theinformation disclosure statement.

AND/OR

EIEa ch item of information contained in the information disclosure statementis a communication thatwas
issued by a patentofficeina counterpart foreign or international applicationor by the Office, and this
communicationwas notreceived by anyindividual designated in 37 CFR 1.56(c) more thanthirty days priorto
the filing of the information disclosure statement.

INSTRUCTIONS:

¢ This form will not satisfy the requirement of 37 CFR1.97(e). The present statementis filed under 37 CFR
1.704(d) and will not substitute for compliance with any of therequirements of 37 CFR 1.97 and 1.98. For
an information disclosure statement to complywith 37 CFR 1.97(c) or (d), theinformation disclosure
statement mustbe accompanied by a statement under 37 CFR 1.97(e) notwithstanding any statement filed
under 37 CFR 1.704(d).

¢ The presentform (PTO/SB/133) should be filed concurrently with the information disclosure statement to
derivebenefitunder37 CFR 1.704(d).

swe  |/RObErt A. Schwartzman/ pae | AUQUST 3, 2022
el |Robert A. Schwartzman, Ph.D. | fecer 50,211

Printed Name Registration Number

Note: Signatures of allthe inventors orassignees of record of the entire interest ortheirrepresentative(s) are requiredin accordance
with 37 CFR 1.33 and 11.18. Please see 37 CFR 1.4(d) forthe form ofthe signature. If necessary, submit mulitiple forms formore
than one signature, see below™.

*Total of 1 forms are submitted.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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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 ofthe Act, please be advised that: (1) the general authorityfor the collection ofthis information is
35 U.S.C. 2(b)(2); (2) furnishing ofthe information solicited is voluntary; and (3) the principal purpose forwhich
the information is used bythe U.S. Patent and Trademark Office is to process and/orexamine 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/orexamine yoursubmission, which mayresultin terminaton
of proceedings orabandonment ofthe application orexpiration ofthe patent.

The information provided byyou in this form will be subjectto 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 (5 U.S.C 552a). Records from this system ofrecords
may be disclosedto the Department of Justice to determine whether disclosure of these records is
required by the Freedom ofInformation Act.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of presenting
evidence to a court, magistrate, oradministrative tribunal,including disclosures to opposing counselin
the course ofsettlement negotiations.

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress
submitting a requestinwhving an individual, to whom the record pertains, when the individual has
requested assistance from the Memberwith res pectto the subjectmatterofthe record.

4. Arecord in this system ofrecords may be disclosed, as a routine use, to a contractor of the Agency
having need forthe informationin orderto performa contract. Recipients ofinformation shall be required
to complywith the requirements ofthe Privacy Act of 1974,as amended, pursuantto 5U.S.C. 552a(m).

5. Avrecordrelatedto an International Application filed underthe PatentCooperation Treatyin this system
of records may be disclosed, as a routine use, to the International Bureau of the World Intellectual
Property Organization, pursuantto the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for
purposes ofNational Securityreview (35 U.S.C. 181) and for review pursuantto the Atomic Energy Act
(42U.8.C. 218(c)).

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, orhis/herdesignee, duringan inspection ofrecords conducted by GSA as partofthatagencys
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 shallnotbe used to make determinations aboutindividuals.

8. A record from this system of records may be disclosed, as a routine use, to the public after either
publication ofthe application pursuantto 35 U.S.C. 122(b) orissuance ofa patent pursuantto 35 U.S.C.
151. Further, a record may be disclosed, subjectto the limitations 0f37 CFR 1.14,as a routine use, o
the publicifthe record was filed in an applicationwhich became abandoned orin which the proceedings
were terminated and which application is referenced by either a published application, an application
opento publicinspection oranissued patent.

9. Arecord from this systemofrecords maybe disclosed, as aroutine 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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o= (US)
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27l F4314

AE FET AUF 99

(72) &=}
ohpe S, et
Wrlo], W28 1-2600, TFEEF 118-120/ %
2259
EJARES AT A oo]A], of0], P
vgzss, ZAFE dd-512¢9, €2EgE 1

(o] A<)
IR
B3¢ A

3]
¥

£ o okslE o e & 8HE ol @ wE da =9 oEE FaAHS FodtE ©
AE = %‘0}” ﬁ?‘H 7}*“‘4‘1}%( DS) A& o] #F Zlojth:
i
‘ = OCNR;R,
// NH,
Rx
o714 R 4, 1 WAl 8 ©4 Axe] AF <42, F, €1, Br 3 125 d8d 24, 1 WA 3 g4 43
& Fiste €34, UEE, SESA], EfEFeEHE, ¥ 1 WH 3 v IAE FhHee HAYIANE T+
HE aFoRHFH /EE%JEID}Z x= 1 WA 3¢ Z*’\OW x7} 2 =¥ 39 A5 Re] LAY UE  dE 3E
208 SH R B RE AR SYsAY OE & U3 4, 1 WA 8 Ay AF 9, ofE, ofgY
4,3 WA 7 ' A ASREZLE A IFCERE S3Her MEHR R, B R 2 £,
g4, 9 ol JE FAY OFoEFEH AdUE AR XFP 5 ulA] 7-4x dHZ s 34T -
nem, oA7|A A7l el SEEe 1 WA 2 HA 9 ® 0 A 1 AL E9AE 23E 4 A, 3] 24 9
A A2 Ay d259AY T bk A7)} AP Fdow A4y YF] &),
— 1 -
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791

Aest dag @Al okey fEZY A1) FT, T kHoz 8HE o o wi dad=
o FelE Teu, FaeusIEmS A5 Wi
8]

OCNR R,

el

NH,

ft

Ba A2 A 474, F, C, Br 2 125%F AJug g4, 1 A 3 g2 43
EglzgogdE 9 1 7 2 gi dAE FEsE fous

A YA AMEEYZLE FHE a2FoERH HYFoZ LHE Ry B R ¥t o4, 4, R ofd
A2 AR 2FOEREH A9E ABAZ ARA 5 WA 7-94 AH2RE AT 5 gen, @74 2]
7 HFES 1UA 2 2 94 R0 A 1 Ak 9AE TRE S dx, ] 22 9E AR FEFe
2 AAHAL B A 949 ARHen AdR @er

A 179 oA, R, R1 # R2S BF 2R HE AYdn x=19] & 5402 s T At (EDS) A

A7 4
o2 ALGAT AEH SR Z2|(free)dd 818HA 19 A& (enantiomer) E& 8184 19 e ALAEA]
b oA e ALdH EFE, vl oy ow FEEE oo ¢ wi dag o] oFsly rg%kg eyt A

& fAol ) Fojsie BAIE T@she, FIFHATEES) AR PH:

// NH,

8 il 7 22, F, Cl, Br R 1289 £8d 224, 1 A 3 &2 44
B, =5, EQEEE&E@]%, H 1A 3 g AL Seke Hadsie T
L

RS RE AR BUSAL GE & dn Sk, 1
& e AZRYUR TAE agoRRH SYfeR MUY R B RE AWR 2, 97, R oh]
=2

2 AR 2FentE HY8 ASAZ AW 5 A 94 duznelE BT & gderl, oz 7
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VT Rtk

Tl Bl SRS e Toks B dbkd B

Th foRle 36 & R Bl Bhie LR BRE BaETET m"wL =51 Rkl 1R belols lokT I
€T itk

B Bl CShiradzd 2He Boks K ©

s Zofe Bfle 306 6 SfiTl bhie Brl BaZodT BRd =8 kel (4R kil lokb I

2T Rtk
B El CEhehirRERELE e To ks
B BBk (D 3T (8) 2R3k By BEETET lokle =B pife [cf kbl k6 lx

B By CShicidizs =
S BlrREk (@ 37 (D) SE3k B BEFSEC Rlokle =R il & kot lofe

0T ik
Bl Bl CW2hhERSiEs 2
e Zoks Sk BERTl 25 B ble 3E8lk Eokie 5% kB BRrly ALYECET BRL =
el kfate
“UN

2] kol 25l bhie Bl E4=EcBT Bid Bl kol L& i iy

8 itk

R Bl CMDShichSRE S TEo ks S Bly

+ Eobh bile 406 8 B EFlK bhiz By BEETEC Gi4L ES! pilt L& ‘Kol iV Iv
L it

f

e Elr SEShicRsle 3 Toks B 3ERR BEEYE 57 22 6 W X ok bR

9 Rtk

ol =l (SISt e Tokg Fi BY 3N o lokb ¥

S Ri&

P28 kEER TokilE R T 3T hkEER B

Tkl B 2B TE LR T L BRE BB I 1 KM 0% KB TR 7 kih 1 3EEE BT

G955800-800¢-01 KesHcE
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/U\NHZ

84 b (R)-(¥|E-oku] ol = 2 1) Fhap e o) E( -7k R U (D) - d &8} 1] )
A7Y 15

A 1A QA 7] B Th R-(HE-ok o 2 ) ekl o] E(0-7hHh R U~ (D)5 Rt o
ALRAE o 0% ol el Fom $AW AL BHoR st FAFANUZES) An P

NH,

A7 16

A 148 oA, Azl 3 1h (R)-(HE-olu] e-wll Al s 2 F) shhl vl o] E(O0-7ul Y -(D) - d Lels) ¢
ALAAT F 98% o] 39 Fog A% & EAHLR v FUFHATZED) A PH.

A7 17

Al 1480 doiA, 7] DS AL FRAAACKS) WA o), HES, JdF, B¥Y T34 TS
U B oud FEE, HJ94 9 —?ig%(obﬁtructwe sleep apnea) % okt oy, T B,
34 5%, 9, ad5, g E

WHZF) A dFEY] 2H(circadian pa@maker)% ST ‘%—1 7‘124 Al(sedating drug)i o]Foid aFHH
AelEe 318 EF o= st FUFASSEDS) AR .

A7 18

A 143l gloiA, A7) EDSY ¥ele 7w FE(narcolepsy)$! A& EF o R = FwACE(EDS) A5
H.

ATF 19

A 148 YA, (R-(HE-olr| i 2 d)shuldol E B (0-7huEd-D)-dddsiys) A
2 9F 0.01 mg/kg WA oF 300 mg/kg/doses] AE SRS R st FAATS(EDS) A7 .

<> 2 wwe dumos oflsh, AAS R YA wopl B Rolw, FR-24 Folel AR P B 2

= =0 b 1 ’3 = ]
e il Z(excessive daytime sleepiness) & W3 (pathological
z £ §% 54 shieelE g9 AN S AEFEt

<2 FrrH S (excessive daytime sleepiness, EDS) Ty W32 $£He ugdt £ 3 ZHY(wakefulness) 2]
oo} AEE o Fote] sddES vElth, o3k AW W E(narcolepsy)ol ALt £ #HE] 2
2945 7i 2ol thE ogHl F4e Aud 4 Yrk

<3>

ol F7HE vEdE 4 Y. ED?J EFE Aok Fuudygat
7173 A multiple sleep latency test)®d 7S A=<l

<4> EDSe] F8% 4 7o Qe oed Ao (D) JHE 2 534 F54 S dE(idiopathic CNS
hypersomnia) ¥ 2 FFAZA(CNS) BE old: (2) 94 F35&, A48 &9 F555 2 95 8o 471
- 5 —
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LAY 47, YidAsE W Z(multiple sclerosis fatigue), ADHD, ¢2stoln] ol 8 &5, 43
Aol 2 A4 A (cardiac ischemia)g EIetE ThEd ?5”“ S 710% kg B g4 B0l d%
ETET oft SR e dE 52 °E3% i 2 (3)8F6 A3(gAd AxE, ndE) 23] 437
ZH(circadian pacemaker)2] B+ 8, ¥ (4) X8stdorw v FALo8 &5 S7AF|E <.

<5> W Z(etiology)ol wel EDSY] A& ke Fdelxe] Alzk 94, @, $E, 9w g5 J7dgAd,
74 A=A, ASEH M= FYEE7(continuous positive airway pressure)), R FE QWS gt

<6 A2 g pudnEs B3 58 5 Lol B A54G9 28 o E AE ey durERl FdelH, #Feg

ki H

of Amy Haw o
Yolrh, aAEL Hu

I
N

71" Z(narcolepsy)© EDSS] ukHQl ¢l k) J. B.(De la narcolepsy, Gazette des
Hopitaux Paris(1880))ell <l A& d® 274k dxelvt. 7]“5%%’: HEA o, ALy, F4ed
Tk, B ALE REMF 7] (sleep-onset REM period), B=@2H(cataplexy) ep paralysis
N9 2 (hypnagogic hallucination), v %% 359 722 ol I5TFSE(RN") 1 A% EAHE
thg Aulelty, tiRE] VHFE dxe dEREE ot U s FHerh

4
o2
o
2
T
o
o

) 2

O

<8> 71z APES YA, YurEH o2 Chokroverty, S.(ed), Sleep Disorders Medicine: Basic Science,

h=i]

Technical Considerations, % Clinical Aspects, 2 2nd edition, Butterworth Heinemann, Boston, Mass.
U.S.A. 1999; Aldrich, M., Sleep Medicine, Oxford University Tress, New York, N.Y. U.S.A. 1999;
Vgnotzas, A. N. 5., Annu. Rev. Med.(1999) 50:387-400: L Guillemminault, C., Narcolepsy Syndrome in

Principles and Prsctice of Sleep Medicine, 2nd editioa{Kryger, M. H., &(eds.), (¥. B. Saunders

Philadelphia, Pa. U.S.A. 1939), 338-246%)& F1d 4+ r}.
kil

<9 JldEe 248 LA ATEEDS), 99 372 2 982 hypnopompic hallucination) (242}, $Hd] &&=
T R Yow w9 &7h), g8 (&A1Y M9 E 27135 dd), o vh(gE B2 e A 2349
%) 2 9HA REM S £ (Guilleminault, C. 1989). 7]H & (narcoleptics)olA], +£HE F34
s AFs . FRaed *c}%oﬂ’ﬂ dojdty. F 9 Algte] A Mg E Bt oft R 2
Aol o] SR =G Mitler, M. emd%., Psych Clin. N. Amer.(1987) 10:593-608) .

<i0> £ e gy A BEAe 203E Fdd J]d @i dAlE, BE S8 g rialE dgFe
2 X5, 8 % 93 55 Fukste s A gEd 98 e 45 el geEdd I3
(status cataplecticus), T W84 ZA= A2 7gte] $Agn += A7 £2 FUA7 A&HT

<il> ARELE UE2 FEoME ZAste zle® Huse fn Ad(canine)olA Mg HEHoZ ATHSA

(Foutzm A. S., &., (1979) Sleep 1:413-421: Nishino, S. and Mignot, E.(1897) Prog. Neurobiol. 52:27-
78: Cederberg, R., %,(1998) Vet. Rec. 142, 31-36). =W =% WM (Doberman Pinscher) % #HB&tx= 2 EF
Bl(labradorretriever)old 719 7195e oA ddEE @d FAR GEAA] 4 AR, canarc-1(Foutz,
A. S., 5, (1979) Sleep 1:413-421; Baker, T.L. and Dement, W. C.(1985), 7§¢] 7|H&-gd&iz =357 &
Heol ¥ fAYUSNN EollA-ZF™A BEd¥Y 89 £4, D. J. McGinty, R. DruckerOColin, A.
Morrison, and P. L. Parmeggiani, eds.(New York: Raven Press), pages 199-233)&X] -z =T},

<12> o8 Ale]d okElehd ATvt gt ALY yHE o] AHE FAMNS e T Baker, T. L. and Dement,
%. C. (1085) and Nishino, S. and Mignot, E.(1997)). °¢l&|3t §&2 7|¥ZEY ddA=E sty A3t 7
29 BAo] HE= TE F8 248 perh

<13> A 7HELe w3 FsddurtE 2 dEFH(interrupted) 9 717 Kaitin, K. I. =, Electroenceph.

Clin. Neurophysiol. (1988) 64:447-454)< vepdch, @4 (cholinergic) A&dAlE 719 <17t 7[HE 259
] g=@dtzk(cataplexy)S 13 tH( Delashaw =,(1979) Exp. Neurology 66:745-757). al ZpetAl(Zelzsl 74
2= Y Q7oA gEEAS oAy oF 29 F DA g@uEldz 3 E(status cataplecticus)S
SAAZ 4 drh(Mignot =, (1988)Brain Res. 444:184-188: Guilleminault %, (1983) Thelancet 2:511).
<id4> 217ke] % 2 wok 71dE Ao daAlA= &37 dvk(Baker and Dement,
A govt, wmaEy 3 4 EAle 45 AFel YEA
, (1960) Pediatrics 25:1025-1033: Billiard, (1985) Ann.
/%@TE‘L%»] ‘:—‘\__}%Oﬂ st WS (proxy variable) 24, ©@utde] B4 7Y

_6_
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o NFelA 4 Fok 255 A™ Ao IF)

<15> ok 250,0009] n]=+]o] 7]5&%—% ot31 Qti(Aldrich, M.S.. New Eng. J. med. (1990)323:389-394). &2
AL 7iRigo] RaEggol®E Eeln, ulEEe] AzteM e Ae E3Folu | Ay FAHe duwtdgew
A A (multigenic) ol it 7ol 9#s we o= AZ¥Ev(Honda, Y., and Matsuki, K., Genetic

._h
72}
@
o}

=l
o

Aspects of Narcolepsy in Handbook o isorders, M. Thorpy(ed.)(Marcel Dekker, Inc., New York, N.
Y. 1090y, 217-234 ). §309 £ F SUE 5olF HLA-DQ tHHE 2, HLA-DAB1+06020]vh{Matsuki, K.,
% ,(1992)Lancet 339:1052. Mignot, E., <&, (1994) Sleep 17:S60-S67. Mignot, E.(1998)Neurclogy 50:S16-
§22). LWk A9 A9 30%%te] HLA DAl (haplotype) S 7HAE 2154 Blud o, oF 95469 719F 377F
olg} gk HLA AujAH(haplotype) & 7FAtH(Aldrich, M. S., New Eng. J Med.(1990)323:380-304) .

<i6> 2F7H Aol Lot B, Zof AEE A4 Fukyg Bxs gl FoE S #4299 2 4y
HLA~%L E W B uHRHSinha, A 5, Science(1990)248:1380-1388): &, 7|H = o
= %’?ﬁaﬂ Aot TE AlxE Adgstdvhdignot, E., 5, Adv. Neuroimmumol.(1995)5:2

A dAR S FEAYE (Hert)(orexin) FHE = Alado] 7% hH?Jr A#dE Aom W
2at3 fuazdA slEIYY $63 2(Hert 2) FHEATE 24 =

5, Cell(1999) 97:365-376). Chemelli 52 HET 7[¥ZF9] 37 FAlebA] o9 28 o)d& 7
A8 FH(Knockout mouse)E TEUTH Chemelli, R. M. &, Cell(1999)08:437-451).

<i8> 7 & Fe O Ay A7 27 3 Fry, J., Neurology(1998)50(2 Suppl 1)@ S8-15). F3IF &,
okEF A

Z, a8zt 9/mE 29 aztel 2sE dd AN ARgEe] uske Zo] v
il

<19 71

<20> olg g FAg wid, diREe 7WE X Adyoer dad Fon EEAE *Pﬁ*?}ﬂ‘% EE gy
= s & §A37] 93 #7150
. S Sleep(199~1) 17:5103~ 5106> 22 FFE Aol
7Vedt ded mEY 4 vMAldrich, M. S., Neurology(1992)42(S6):34-43). &gt
TF EfAEE @ 24 =2 494 AREY AEFF JAASSRI's)Ol o# Asd F
cledddl FEAE 243 e drMEEY A s
Zlow }E}b 3 H(Nishino, S. emd, Sleep(1993) 16:706-712; Mignot, E. =,
Psychopharmacology(1993)113:75-82) . <& A" B, 29 9 gxdde o3 Almr) dutseln
1M SAE HEFHolm wHFH AFH7 g FA2BH(Broughton, ¥. A. and Broughton, R, 7.,
Sleep(1994)17:545-549) .

o
2
N
—
(=%
=
=
o
Q
=L
=
=%
)

0
ol
2

My oL

ot o

<21 Mg B U2 4l o FrdAuE(EDS) v WA sH(patholegical scmnolence) < XA &
e FR, a® R % £99 4% APA=E ] nE £3Ho2 FANeR APH. A=
78 EDSE vhgE % 2 AEA Arne #EEo i A" AY £ R AYE FEHe] 285 7
AA Y. EDSE = F

ZHa mE ARG ABAs MEA] 5 Bt ohel FF A% 2 okda} ##sio]
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I
{ I OCNR; R,

// NH,

<23> Rx

<24 (1)

<25> A7 Rxe 4, 1WA 8 Ba A A €7, F, €, Br % 1288 Adgd =27, 1 iA 3 &4 434
& REhe 954, UER, s=8A, EgjZRerd, B 1 WA 3 84 ARE Biste EodSAR T
BE 2FoERE Mg,

<26> xe 1 WA 39 Ao, x7F 2 E¥ 3% A Rel $L3AY & & dE & 2H2E s

Q7> R ERE AZ FEstAY O E & da vk, 1WA 8 ©h AR AF F, ofF, ofEYR, 3R T &
& AR AEEYZR T4H 2FORRE EgHoR My

<28> R 2 R A &, €74, 2 ol V2 FAY aFosRE A AIAZ XEE 5 A 7-97) 6l
HENHE 4T + dorn], oA 47 128 e 1 A 2 g4 €4 2 0 UA 1 44 498 25
T U3, 7] AA ARE HME AFFHSE dEHAY Be bk dzbsl AFFH R AdyA et

<29 2 dge] TdE vE ALMAE dadeE ZEl(free)l 82 19 A& A (enantiomer) T 382 14
o] AL AT ALAA EFE(enantiomeric mixture) EE 9}@ Jow & olo ¢ L= 9
229 ofgtzE fEFE =57 4o FAAlA Foste dAE 2, FrHIEES)Y AR F
W zehgith:

{ I OCNR,R,

// NH,

<30> Rx

<31 (1)

<2 4714 Rek i, 1A 8 Bk Aol AF 2, F, CL, Br R IRYE ¥ g2, 194 3 1A
& @ete €34, UER, s[EFA, ErzRedd, 9@ 1 u7] 3 g4 dAE Thdte HedISAR T
HE ZForRE HdeEHe;

<34> R B RE AR SUshAY OE 4 U1 o, 1 WA 8 B Ak AR 24F, ofd, ofddd, 3 X 7T '
A dxpe] AZrdde PAHE 2FovRE Syow ddgn; g, ¥ RE st 54, g7, 2 ofdy

2 748 aFeRFE AU XNFAR A3d 5 iR -4 dHEuE 8T 5 slen, o7 27

28] FGFES 1 YA 2 4 92 20 YA 1 4c 445 28F 5 o, A7 da d4e AR JHHe

1 Rx, Ry # RoE BF FaEh

2 AAFAL B Qs AgHon 9dHA genh wEEs, 37
=

Ak whAsl ke 1o 749
—wz Foz A,

Ryl

<35> v ke EtA, shehy (o2 TR ago2RE AEE 47 shuel AgdAe of 08k e 2 o)) &
o= S-Astt
<36> ool 7
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I
I OCINRIRZ

{/ = NH,

A

78}
=
NG

—
—
~—

<39> A 27, F, Cl, br % 1288 Ad"8d &=24

, 1 3
, EfjEsendd, 91 WA 3 g AAE #istE HodSAR 7

e
1 }«}
=
N

®
b
> I

b
e
a
e

1o
o
&
L
K
>

N
(S}
e
rir
(W%
52
on
o
=e)
fo
offt
e
o
2
£
i
it
X
32
e
Pk
tlo
N
L
o
e
o
H

<40> x2 144 3

<4i> R B RE A

s
offl
e
_?_'l;
2
K
e
et
-
%9,
L
L
ﬁ

:,1HQ

ag SEES 1 Ea
R o iAot
@» 2 “%4 FEE A8 A} deFe2 24U A9 1o ALIA, F %A T Q-
e (0-7HEG-D)-dddes) e AZ3A = 47 &84 b R)-(HE- O}Ui
Bﬂlﬂziﬂ)ﬂﬂ}ﬂﬂolé EE (0-7HEG-D)-AL =)o AL EATE A AdA 2FE9] s =

28
40,
2
o
)
fly
o
ne
iy
f
-4
ok,
i,
1
il
(o
fu
-z
a
it
i, ~
.JZi
.l‘a‘é
)
Jl
’;U
S
EP
e
o
mt
ol
2
&
i
9
ny
pe)
9,
oo gl
N,

B ®

5 WA 7-97 dHEneE AT

d4E 23 5 dx, 7

rlr =

Ll
n:{ru
lo
iy
o 2L e
inj
o, M

W o
5
o
i)
Y,
5

<43> NH, a4 Ih
<44 ek b (R)-(HE-olv el =2 9)7luteo] E £z (-7l Rd-(D)-dAddeis) o] A&4A7r < 90%
Ey 2 ool o ® A% 34 b (R)-(HEl-otn| =il i 25 E)7hule o] E e (0-7elEd-(D)-#d

gEiE). 9 ug s, g5ty Ib (R)-(HE-olr] -z 2 g) 7o) E e (0-7HRY-(D)-Hd g

)] ALSA= 98% E% o o) ge] ko g Akt

<45 B oggo] e EDSY fdele] FFAAAS) WH o, HEF, Jus, &
B A FEg, H4edFaE(obstructive sleep apnea), BF 53 of7t

s 2, 599 23 79 dF Fel(ADHD), &= .
A H ’5‘1@” M (cardiac ischemia); Ao AFAAF, wolF) 44 4F7] F£H(circadian
2 AAA (sedating drug) 2 THE 1F o2 HE

ol
&
(@]
3
o
D,
D
Z
lo,
e
a0
oBL o
}{r
o
-
1
T
I,
i
tlo
My
o "
S
T

<46> B odne g 19 Adgetnlx Fhnpele] ErL A‘H%E Efg oFstz EAE e AS 9ude]
3 TE EE 2 A7ke ¢ EFelA A G activating) £ Z¥(energizing) &
aelR gk, A8 HEd Iﬂ‘%x‘ﬂ S wrEAA FIFSE B, ol#Hg %
g A B8 Arbsted oA diFEe e FEA fES FUE HHUSESE 48
AzrAvk, oy, BEAA,  @F2 19 dd et Finbeo]E 30mg/kgd] AHEle Al
of & 27 3 A 4 A7 Tk oF3 Ri(light sleep), Z& ’“E’i(deep slep) 2 REM &
ive wakefulness)E Z&stAl F7HAIZTE. 271 ﬂf*%J Fo & 4-10 AzE Afele] AJZE
AW (rebound effect)7t 42 FHe] Yelton o & 3 7&& stttk veprt, Al &
-Zbg el HEE WA S s e v £ REM RlelA AL
Z7hA14 Btk ofel REM =9 7fA] #E7](latency of REM sleep onset)E @343

rl
eI
)
9
(o
el
o
it
rlo
O
m{

]

rlo
[oh r U
L)

R=R L

- 1

&

N
=
)

—EJ O"ﬂ
]
oes
(e

of Wi 52 o ff

oz Bofo ol
0(34

o
)
o=
o 2
m{E
[o
ol i @
2 2
+
e

oo
)
=
0 o
o
4y

1 3f=s 53] BS B @x7F 24 Aol Bule A g S7H
ol Hashd, mEkA, A7) SeS Al e e e 3

<47> olgldk F+ 7}A olf-
o]
Paio] EDS2] &3HQ XTE ATy 98 olfd EHog okAEA ALgdE 4 gt

_9_
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<48> AEAow 382 1 FP2Y FoJ#ES 10-2omg/ Lol A Agstr F & 9k 10-26mg/ D] SR o FAad]
MY EE HEg whgo] F5E W7R] FUkeb, A4 TR 500mg/d A 2000mg/ L olTh.

<49> s 1 Shg @ e s Oﬂ derd 720 (D) o) FAAZ FAHD o714 ReRi=Rz=Fzolw, &7] F
W7)e Fol WAoo R oEg P

// NH,

<31> A7 SBRES Fxo o HuEstd (R) AL A (enant iomer) o™, wEbA (R)-(WlEl-olv] -l Z 2 ) 7he}

o] Eolt}. 7] SFEL $AA(dextrorotary) oJAAAeln wpeix O-FHlRA-(D)-HAd Ll Eelatn o

HE = C"OE] 2 oAl "A 8 B3HE(test compound)"olZtil AFETH AV F S5E HAL 2 4
AANA a@ddoz Aled ¢ g

=L oy FF 29 F ztx

gk 4, Ze S R REM el G |

HE Aok, yelrh, 47l SEES ket d F REM 7H

2 REM R A FEZE AN, A7 S

=

(spontaneous locomotor activity)olA &4 =& &

Ha Azke]l &) whel Fo] & %7] 3 F] 4 ARE Sk
% } d(active wakefulness)S& E¥e+ a7 =
AN ZHdor ASHE £E nle Z7pa]Z Wk oy
=

< Y vhes B RE Edo AiyedAd

<33> wEld] 4R FPew E AW (DS FEEE AW £ A 7
oA 19] #dgHelne FhheolER FdE 2FoRYE HdEYE 3% =
QA AA(diastereomer), AR A (racemate) T o] EFE wi okdlzxjlo=m
2]

(enantiomers), F-EUA o
45+ ol 9 E& oy g A fasgs ol BAR I A4 Rt e TEdh

P

oi

O

N o,

<545 Bx sheral |
T2, 1 U 8 24 dxe] A5 22, F, O, Br 3 1288 49
&aA, UER, sIESA, Egzfoged, 21 uUA 3 &2 9

o2RE HEHE; xz= 1 ulA 39 Aol xvh 2 BE 39 SR
=

tlo o
o
o o
Jo o oL

<56

z
v
7
i
X
i
i
o
=
X
T
o

(Ul
30
£
4
o

TH8 agenny Nus AWAZ AR® 5 A 947 AHzeE YT F ew
7 WA 2 Ak A% R 0 Wi ] A

RO U I U

o WHE ET g8 1= TAE z»ggf;TEi Add ] ol*@ﬂ} i 3o a2 PAE 1§50
98 D oA A 9714 Rx, R B R2E wigHslE A2 E A9 o)dda] £

& 0- }HPEQ—(D)—W%“EM#OW}. 517 ﬁ}?%“% b (&ske] b, & 471 D 7
gt g elrlierle Fo) B £o2(into) MIFHE & FHET)
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Q
/lkNHQ

<60 N, 534 Ib

<6l> B4 12 TR 2ESRRH AUE shlel oAt $AR olduA Bl wstel, wEAsAE 5
g4 12 749 2geaye AgH shte] o] dhA7 o 00% EE 1 ol4e] Yo SAsith oS nig
sole, sehd 12 TR agoRyE AUW sl ol4gWA7) o 98k i 1 o]de] o A

FEE 4 vk @382 (D) aSgEy A7 ¢ R d&H2
= 7] sHEO) o2 AHelstAY FEl reioke] @Al

<63 ASA) AWES TS AT P we 279 FA WEBW ohyE B 34y
] ! 756817, vl S5 R E 5055499, HFIH

o] Az e HrH<
5 ek
F3 FFHoE F A Ayt

=
M 614053290 A

N

= & ofAH I ol g v (asymmetric) BAE ZHE
St o2 43t FaolAdA(isomeric form)¥rt elujel 2 b4l
. YAFE R o R etk - BAE B TleEiok] €9
AA(diastereoner )= wREAA ¥ ZRriEDHY V&
QaFe BB olHEA HS FaHow A Ab
selective crystallization)d- ALY 7|8 Z2riEaga]d] A8 A= E2d
uﬂ]ol*éé?ﬂ}(steremsomer) I YA EH R #4547 AT 2L BERRE dHFHoE
(stereoselective) WH&ol 98 Alx=d 4 o).
o] 47 SFgEe] AxE A oud #FA4 F, #FEE oAue FA e wge =
o] g W/m= H}Ux—lz} 4 9lt}. o] Protective Groups in Organic Chemistry, ed. J.F.W.
McOmie, Plenum Press, 1973: & T.W. Green&P.G.M. Wuts, Protective Groups in Organic Synthesis, 3%,
John Wiley&Sons, 1999¢] 71 % vRe} Fo] T2 HEy] o e F54E ¢ At 47 237 84
ARl F& dAlelA Fall 7w Eokol ¢ER WEL A&t AAE & 3
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<65>

ol

rir
(T

<4 718 B

@ e
T
pou)

EDS A5& ookl AxE A Zed 7 85 T ok e ALHA 2= ALY

<66 B ogk & E
Al Ho® FEHE oY @ Ee o&HZ2Y AMES T

&
1358
5]

A
N
2
F
re
(3
of,
2
X

Pad
>
op
i,
L)
=k

=3 #¥Este] 4] dgE B e 5sle & gAMel AuEder AddEd

<68> ]

9> AYE 93 9, AAd R ARE BFFN ASE S8 oo AASFAG. B 9He BR
PHE, Z2ET, BB E EE & 29D 958 Ao o AwEA gov wrcl brd Aoz odd
o ER L gAAA AgE 47 g0t B4 TEL 4Wey] 9% SHoln, & wgel EH A A

<70> E A aofa] abgd 2o "FewdutS(excessive davtime sleepiness)"& 2o "Wl $vd(pathological

somnolence)" & nlgk% I 2R ok FHL JhpER B @ S AFA7} 71
e E}E =73 Adr] odE HeHE Jepdv. eegduEs g48937t Aedn FoqE
Zieg Z|de dEdA TAsteE ZHoE AodHr. dEFHoR EDSY F4E veauibEIsIEsl
(multiple sleep latency test, MSLT)(Carskadon MA and Dement ¥C, Sleep 1932:;5 Suppl 2:567-72 #i1), 7t
A A8 (Maintenance of Wakefulness Test,MWT)(Milter MM, 5. Electroencephalogr Clin Neurophysiol,
1082;53(6):658-61 #i1) FE ~WM¥E= EFYF HE(Stanford Sleepiness Scale, SSS)(Hoddes E 5,
Psychophysiology, 1973:;10(4):431-5 #F31)(E3F, Arand D 5 Sleep, 2005;28(1):123-144 #a1)E E&sl+= v
e ARE A 2 SA4E e, old AgEE Ae olrh. EDSY 991 thekstm E A A o)Al
EDSehHE 8ol9] ARE-& olW EAT 9l ke WS dude o kg A& ofyrt. EIS FAEE A4
B Folrt dasA olE it AEelA wideA 21, WS AAY Fo] £ EISY Fe] o, 7
ozAY AR el thE f1¥3 ZIAlY &F Ee Akl g "d 2 3R] dAHR] 4y HF
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59 g3 IS Aae weiste Aol dde] o]Fo A 4 Q.

<71> E Aol AlgE upe} Hol, Fr] 8o "AHAal Aoll{mental disorder)” R "AHA HZ(mental illness)"
Diagnostic and Statistical Manual(DSM IV), American Psychological Association(APA)SIA wAH ZE U
gk, o173 E A Fole AAAN affective disorder), 8 +£5S ZFsh, oo AFEHE AL o}
Ur] & Zolet #RFAT. FA Aol o IR A, 2%, F8 % Aol 2 454 A4 AelE xge
ok V)R Aelle AAWE g pukst AL pukelA] gk 8 85, ZIEF a3l (dysthymic disorder),
A4 Aol 2 1D 3 34 AolE zdste & FlE 2@sht, olo AdEE 3l ofyr}.

<72 oA Aol AR ukel o] A7l gof 'S A @R (subject)'E AE, TF B Ad gl He B
WAl shAle 245, 2 7P ahgE sk QIHE vEhdT.

o M

L

5} 2 $-f FF(therapeutically effective amount)"& B ,
= ok ddgsiate] o8 @M EE 2AAA s dE £ ey st E& 1 o)
MZE Ee Fde RS EdEste AESE Ee o9y des fEske 24 Fg¥EE EE %R

(pharmaceutical agent)® %& <m|3ic}.

<74> A7) 8o} "oy f-aF(prophylactically effective amount)"& AT, F2AL, 2JA} T & 94ed
Aol els 24, Al FE EE QA dusies FrEe AEEH Ee oy A 24 fES BA
AU Fashe oFstE ofd] FE UBlie zleg Rt

<75> &7

vloleHo|E | uHlolglEEolE, HolE HuEnE Zg I JduEHelE, TAHeE, FARulo|E, =
gol=, FEETClE, AEHCE, tslel=2Zaaels, dudelE, dddelE, dagdelE, ddd
olE, Fullo]lE, FFMHCIE, ZFIYCIE, FFEHE, FjFdIrdHe]Elglycollylarsanilate),
A ~2 Ao E(hexylresorcinate), o] E&tulRl(hydrabamine), Slo]E2H Erlol=  dlol=2E 82", &
SIEEALEEGIE, olQTtole o]LE|QYo|E, FEo]E, HERYOE, REoE, WilolE, B0
E, mtdgolE, wWdeolE, rEnanels HEUEeE, HEEHoE, HAloE, UYZAielE UEd

, SEdelE, SAH|E, FHRo]E( pamoate), TUHC|E, FEHNMC|E, ¥ AFCE/CFAFIE,

& et

<6 AT go} THARAT EE RATE AzasReln B HAANA ASE He o] B el 298] 2o
g 5 gE A 44 e GAAE £HE A0S ek ojba FES Jusn}, oo ARHE AL
ShTH A7) 801 EHHE AT B4 L W-A FAFWY ol B/, A=, ¥ whex, elm 2w

<17> 2 A A AL

<78>

o
)

"ZlGE (treating £ treatment)"E E WAA A 7
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B AR ASE 47 S0l "R B Aed A48 a9 T3S epan
2 Ao AR 37 80 AR GESE 5 uhe o] oH WBNS AR daw N4
A e AeA S S 2 ol B owy BFEe] MRS ENE AFHI AT FEE ¥
o) et
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9
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_|_

H g "6 2EE 1 WA 4

£ e, 53 "@ard 3o gw—t— Ae oz AR ANE
FEAA, ¢, AL ABHA GAY d= 1FE 5 Ak,

E GAA A AgE gof A" FFE((test compound, 1)
Addetyzolginz B2l R)-(HE-olvj -z d)7ulvo]Ee] solegZzelo|lE 9L 9uldh

471 AgEL (R) oA AAln, FrFHer 34 b2 Jeun £ 94
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<962

<97>

<98>

<99>
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A A BgA, Az="ddA Feol AHEE 5 vk

o)t Fof wjFol, Al B Heo] /F HEF AT F¥AE(dosage unit form)S WESH, °] A 124
okl GA7F B8 AMR %/} a3k A, AAle 55 &0 o F ZEHAY A8 Z™(enteric coated)
d4 F g, Hoo] S ZEel WEZE FAE AMSE Uk ] A 3 g9

Tw
-l? i
o
{o

PN n:)
2
o

i1)e FEHAY E‘r e 15401 A7 25 Foes = F e AL AFTG. dE 5o,
A7 AR goFE iR ](mner dosage) ® 9% ZAl(outer dosage) TAE ¥, 47 FAVF AR
Ao« Fed Ak, AVl F AL Aol Bl i AL AFste] R giEe] &4EA E1
HeolA oz %475}53 FAY HES AAATE 4 Z(enteric laver)d] 98 289 & Ao, I3 27
o Edo] olgjdt A F e IHeE AR oy olEg £dL o] FFA polymeric acid) & ¥

gete], A (shellac), MBEE R AEE 2 ofEo]ES} Fr,

24 active drug)® ¥ SHE $A7 AWTE ARH BARA eI PAE g £08
S olvh 24 e md 2EE AT 4 b oF FARA e Bevish @ 2YE & Atk oldd I
o Fed- HEUE, W@ FEEA, FoHssA-Zrd-duageus-sE, Se5ss-og-os
sgve-dE, me FUEY A7 Agd FadGdasdols-FeUag 29e & vk debrt, 84
SFE o] 24 WE SO H8F AE BAY Boiv FUas AFW & qon, A8 Sof Ty 4
zejzdey 4, Foggy 23u4 R Fdedey o, EUq4dE AusdE, BYScS4 vy AL
FeloaRdan, Feedd, Fevselsesld, FelichmoladdelE B stelouds] wAATHA
G AR B FEFAolt

s oleld 24ES AT, WAT, wAd, 28 £= 23 -
Ginsufflation)o] 9% Fel& 1% A7, 2o, A4, ¥%, 2eE, ¥7 0FT §9 B= A2904,
doiw® Ei o Axdol, SEdrops), BF AF-FY AN E= Aok ge vaAFol.

—n
£
t
I
E[o{
z2
=
j=n
)
=
g
P,ﬁ
s
2 A

gf o, 47 2YEE F3b 18] T 47 138 Fojd 7 3
dolE st L A FFEY BEA o] AeH| 2% U ¢
ik,

2 Aol A 2] oFs) = 3

@9 (dosage mit) @ F&o wks} go] FAFS 2wd davk gk dgHe] 24 42 5 et o
2 2], B HAAe 47] k% 2R @9l AR % 10 HA000mge] B9 ARS FET F AT wRR
&7, A7) W9l o 95 WAl oF 200mege] TAFEIT}

B oo gad gt el AL A AeS 2EaY. s d o vder, deld 3419 S-ALEA
5 3ol g 2480 JAddAY AZE AFcled ASE £ vk wEd o2 Fder gEd 3
1] R-AEGAE Eedste of3t 28] MA@ ARE ATred AHEE F A

2 ooyl wg getaie] AL B AM-S 2wt B dyel A AxE, o}‘%«l A& A7y S-A
stk 7] EFEA AT st ALdAE 3] EEE EAs e Oima e ASAAEY Be Oéﬂ&
2, & 29 5028t B gor EAsE o, 4 AXE, shte] ALAAE 0% T 01%, 925, 93%,
04%, 95%, 96%, 97%, EE 98% %C”W TE O olgoR %Aﬂé}w HP%&‘E& o FHeg, 331 FEES
Zete 2SN AT ALIAE F419 S-AEFA

e gedle xdEE o5 o4E8d 4 ojddA EFEE AMEstE HHE At gkl
FhubeolE ol dAle Bt 71 d4E dld Aele] @fdH, ol #HAd e AFT F A AWE ©

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 854 of 962



S E3& 10-2008-0035565

By

olt}.

<100>

_O|Ll
i
X
o
ox
2
N
e
)
B

= Zgloltt, wehA, deld AsdAE £ 7
uEhdT.

go] shute] ALEAT} ue
47 e Ak of 90 T wiEH
<+ Aojx= oF 99 FEe] wiEAE st
A

o
ol )
D
T
1o
oy
2
e
N
2
)

M
ich
Loox
=
olo
o
rir
M,
Mo ol
ox
2
N
[t
Ach
o
I
B
ES
BN
i lo
o
sk
il
o

TS

<101>

o
=
X
2
o
>
oo
i,
ox
N
u) do
Y
—g‘ =
i,
o
oy
o 10
e gt
fg
"
st [ru
o =
we
e
i
oz
=)
o
e

EIE=S=
b osiel
A

e o g

)
i

W\J:]J
e X
$
2,

il
2o
* Pt
it o

i)
o of
i I

M o2 2
2
rir
T
=
ot
B
i o
st
Y
)
o [ o
1
o ofl o
o o o

Al 2

He g os genAY, B aE

=8
2

%
i
o
b
B
iiad
4
32,
£t

<102 A EAM ] Fhatefol = SIEE:

<103> H gy
E

<lo4> gudow, B wwe 3] uolE SEE AR FolE A e 7]
%, 7 ‘ %
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o
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Bl
31
. B
y F2 A @ FA W, HF ) ve e JEE
o ¢ oF B = W], A4 Hlintraventricular), 4 WH{intracerebealventricar), 7
(cisternal) W, #H$ o] = FH5-F ¥ (peri-spinal) A2 9% Fo5 32 5 Q).

L
=

T, AE BE ARE. &, Aa94, qdd, A ,
HE AT+ A3 223 Hol= she] £y SfEs Ao=

<105 Z4
= E
F@A} I =g, HEE F A Fel Zleioke] dit sHEAgA 2 &
s

<106> 7] FHelE Eed o8 HAiulbao R Al
3

Azzs dEgdszs JoExzaddddszea AUg dAYeE Zg L
W olgtAlo}l nEsgl 2o Aaddx], B Ay AAF(QAN @A), At} dhd Lalelm ¢
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S
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<107> & 4 p3EFA Moo Eet Z& HEA, &
o

o] FARA, olaRER EE A}

<108> Boagea algsr] 98 9U(eil) A2AE JfuieelE JFES oy oY, &8B oY, ] 2
re Zavl 249 22 e edd, B 94 g 28 ol B2E olge EFE0] Hauw e
HigE 4 vk AV oY MANAL AR, S E(hard) 29 T Hd d3g3 7S ZEAE TR &
vk, go] 28 2AY AFTE S8l FEFAE, 22HE B IR 22 dujAvE 24E F Yk o)
T g ES olamEBAN e PAFAE FUiEte BED S Ak £ Med oY enkAlY g2
Minto, I. Pharmacol. Exp. Ther. 281:93-102, 1997& Fud & k. ¥ 299 Ar] o3t wjghzo w3k &
Z9 olBM(oil-in-water emulsion)d FHed 4 9l A7 2l A2 AET AEAY Y T 3, e
olg] & 5 Atk

<109> HAG oFdAg e ofgtAel nFE R EfRANS uFg T Ad 7)Y ¥, T AANES 2L 4 U4
A, A=A -gE|oo|Ee} ZE Al R HAANE FLEIPEH fugosHE i FEF dzy
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e BEA e 7RV FEE ¢ AT ARl FEE st & 2 ol HEX, FARs UE, &
2HE, Zg TaHoE, S44 2, 74X AL, nAgd dErs Ay, ZRold HIE tfalel=, &
A, v, ZHeldle|E, ZHeole 4, B oE 23A, A, HE, d9A, «VU% SEA, F&A,
BEA, 5, 98, B34, 2 FSldog F2753 GAE 23E ¢+ dv. E2AA(lozenge) & £A
229 & g ule] 24 AREET ol B AR FUIR FEl vle Boke] FAe FAE 2deie 2
g8 2 ZgAdE mE fFasa 9 ool ddA, A B Ze n@dA FAE U 24 AES x3ee
FA(pastilles) & 8T 4+ Uk

<19 Ao FFES T kg FF FoE 93 Foko HelE Fold £ vk ol wMFgES +& FA4F
< %E |4 mAle] Y 2ge] EoA doln] weta] AHAdA FHolA] <& HWEEE HAEI 8]-AF(non

A% EA2E FFo} vE 2 ZANEH FFo] Uv}

& Eg #H9F, £9, £T B YoEE MRES st WA W, O W, 2 W, 2 HF
Y dugr Fodd ¢ s Rel= Ei7]¢] ¢l&4] Rohatagu, J. Clin. Pharmacol. 35:1187-1193, 1995;
Tjwa, Ann. Allergy Asthma Immunol. 75: 107-111, 1995 #ki1)

<12 Eoago] FgEL ofZyAlelH ¥ (applicator stick), €9, Az@A, odd, 4, =Y, Az,
Hlol2E, A, FJE, £2, % d2ER aFgHe] 4 FEd g3 AHFer gtE & AUk

<122> 2o gerEd g B fAadE AME ¢ U3 3] £o] "2FE(composition) " 24 RS A

a3k 29 3 BAe A 52 g3A jle]l MIRERA EF[E S Q). o F o E ¥4 FAEES ®

g Aol A ¢] ?% BHES A9 v]AFH(microsphere) B4 FutE 4= givk. d FHOE, ulA|FA= vjA] F

A kAR wEZaaE)e] 19 YWiintradermal) FUL Z3 52 4 don, nA FaE FJSE A

48] W& PvHRao, J. Biomater Sci. Polym. Ed. 7:623-645, 1995; AEEHAE 3 FAF 4 HPEEA (9=

E9 Gao, Pharm. Res. 12:857-863, 1995 #1); T+ AT Fol & UVﬂ TFAZM()E & Eyles, J. Pharm.
Pharmacol. 49:669-674, 1997 #1) 1), Ay & AW 42 EF ¢ F Ex & A8 54 A%HA e9s
Z 4 Utk B 2 SFEEY S 98l 23 (cachet) EI AFEE 5 AT

<123> 2 Fdeg & A A EES AExEd gAY FrEHE HESY AR &, AEY 9 Uy
A g0 2gEte] LHEZL%(endoc tosis)e] AHE 7PHLE X Fo] FAH git=e] Algow gutE &
Tk, A 24 ok B3 A% SusEdwiAZ(small unilamellar vesicle), W@ FyEtdeiAE H o
gepde wiASd Ze rﬂ:‘En +ib Alage] de2 FoE 5 v 2SS ZuauHE, sHoldo &

v gasEaEs 9 e Ad2rE YT + 9

¢

<124>

M,

FF ARG =, 5o fEF x¥el B AR FelHd
o= #skeE A5, AA oA FhtrlelE dtEe B HAER
oy, Al-Muhammed. J. Microencapsul. 13:293-306, 19956; Chonn, Curr. Opm Biotechnol. 6:693-708, 1995;
Ostro, Am. J. Hosp. Pharm. 46:1575-1587, 1989 #i1).

<25 R Y] ) okt 248 9o AW ¢ A ol

50mi —I/\a A%-2% FRRS, 2%-T% TIE, pH M)
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AT FAHA F A o] A 7h EAjEhe A olEw el AR 52 FEe denrg daHs
g+ g

<127> Eoadoja] AEE dREe 9854 gAY dadadEd e de, =t dgE d/EE a2l
e ST ¢ g, ojHE FFEY FAL A AFE(EHEA ¥ H AzEH2HA] g2 ¢
gHon FHegHE ¢ B o2 BFE TFSE Ao ordd. 2 oAy (D ftHer 3
SHE @ e dzH=2 Fus 2ot g3y 1 AdA st ol 2R Furk EAE - A3 o)
& A= oA E wel dEd

<128 el ofghE 2AEE Qo= Fhubdel 2 ggtEdl FriR EIS A&l 8% Aok t& she] A=A
£ FFZ & otk dE 2ol #2419 FheelE F7 T FEA BEEst 14 $%

Z%(fixed dose combination) @2 Fol& ©3lste] E2]4

<129 okl A5 dighe] WY& Pharmaceutical Dosage Forms: Tablets. Second Edition. Revised and Expanded.
Volumes 1-3, Lieberman <©°| 3, Pharmaceutical Dosage Forms: Parenteral Medications. Volumes 1-2,
Avis o] W#; % Pharmaceutical Dosage Forms: Disperse Systems. Volumes 1-2. Lieberman o] H3;
published by Marcel Dekker, Inc®} 72 of2] EFAA 7]&5o] gon, o9 A g B 58 Ex5& B
HAA ] FuFdoz AYHAT).

<130> A7) oFst 2AES dwror Ay, ddRow 59 mElm ulme] AFoETe] FoFEAze
#(Good Manufacturing Practice(GMP))¢] F¥el wie} wigdo.

He

Al 3] (dosage regimen)

i

<130>

<1325 oA Ftelol= HgEE ASE B B BA 39 Am AT WES AFE 0S¥ B
4e% JeolE BFEY P& AR w8y FAFoRA 499
FaAE R olHE R §88 % 5 EA i FoF AH(dosage reginen) S Al B,

o}
o] EEE e, A9 52 TP kst a4 oE=d zloltt. SAE Y3 F2F A E (dosage regimen)
S e}

rlo

o g ;1 e
0\/
N

g A 27l B2 gAY 4 B dde dAE % 54 A&
Frat o] B ggtEe] oFdld fa#s 24T o 9L Aoltk(oE& Eo], Lieberman, Pharmaceutical Dosage
Forms(Vols. 1-3, 1992)%it); Lloyd, 1999, The art, Science and Technology of Pharmaceutical
Compounding; and Picker, 1999, Dosage Calulation). X ®38}3 &% T3 &4 HE9 i S4 v 4
B2F 5480 923 BEAA ARTHoE FAG FH g8 ¥ = Blelth. oy yeprt 44
o 54 2x, 54 FoAES MAEAA Ha 1 AV dPELE F st Algre] AEZS dd)
o A7l wet e AEEorste As it

FEEL 9] EF2(bolus) #Wo 2, AFH
EZ(E 2o o A, fd B fF dtEde
€2 s =0 ud 13 &2

o8 E ddo] Ay oFgk uijsh

e
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regimens)ol] W& AFEH} gk 72 Ao i B} 22 Fogog A
Aagtd o vk, dF 2o, =249 &, veld 28 9F 3‘“/13’— ngalst e Ae £ 1 4

<139 Ao ghetelolE gftEe] fFaARE o8 B AT EE 8EAT F9E °F 0.0lmg/kg/dose WA 2F 150
mg/kg/dosel® FoE = v}, #FAE], FAE oF 1. Dmg/kg/dose =] ek 25mg/kg/dose, ©S HlEHE S
+ <F 0.2mg/kg/dose W#] °F 18mg/kg/doseclth. uwhehA], E HAlAolA 7lad FF aogd dad 7] 2

A A ARIH FRFL A8 50, T AT Tkgd] EA ol oiel < 1 mg/Y WA <F 7000 mg/UY

k.

40> we wde Ea HS R B9 e ARE AFar] 98 JEs Azeth A= olge] Hi s
T 1 olgel STES ST F7hsh WA B APl St F2 1 oge] urloEE EaR: oF} 24
Zo Mg wAol wigE % WAD 87l ¥IAm @S D v 24 A9 AFE 9@ o] 2
F grh el ZelE shiel the ARAE EHehs BB o] W §710 FAXL EAH G
of #old & grk. old@ e & Eol 2} o) R ¥, WE D Fol W U ANE ¥FT
stk

<UL FET 3P QAW OB A% A PS5 2uHor, sageA 54 W3 R £ £ 944
of @ A% ohyd oE A AFR PR AXolA FhaG AW go] AAHE Aol YUY He)
.

T B wWAACA geE 2 mailste] FHF ulaelA AE ey 54 Fo F YEY $u-44
Xﬂ(orgamzatlon)c 2 tAE gFEHE(TEST COMPOUND)" & o1 F¢ 3}ah2) 19 #E¢zloln shutro]EQ] (D)
T R AEEA, 53 47l 88 BhE e (R)-(HEetrjeilld =2 d) slulele]l Egln: Eele 0-7)
BERA-(D)- Ji]‘é“a}%iw] BHE AA}7] Ag Aot

|

<144 RES oi-7hy AAM A E e 24 ZEade] 548 w7l s, A dAe] 2F s T4
d Z15HE ¢ diy 29 d4, ArF B 2% 25, 3 g 3ALE /1530 A8 gEe 458 3
71 AT, gger 7 AL 5 A FHaEe] AT Rl 2Rl B geEwidA S5E avel v
HA. -4 AAe] et ol @ vy SAAA (AR r] S 3 A polysomnograph) 715l 7123
= 1

=
el fEie] FEHQ FAL AL gl FEel oAue A& 7 AR
= ol g th(Ruigt, (S 5.(1993) Neuropsychobiology,

<145> Az 2 o

<146> TE

<147> B Age £& GA] FA7F 240g-260g°]7 Harlan(Borchen, Germany)dl <3} 8% o1& % Sprague
Dawley MEo|A 3HEHQItt. 82 IV Adkd 3 E-F(full-view) A8 $21(25%33x18cm) (ZE
o7 FFHe 99 $24(sound attenuated chamber)o] F&EUT,. AFE Fdsle B9 HEJg= &
3L 9 rhela R Hel AFHYR EF A4S ol H Y= olgrtEd xRy &3 M AdHe &
A ZHNA FAHYT: 22 22T FH 2R AT FE 508, 12:12 Y-ofE F7](12:00 A WA 00:0074] B
£ #; 4o ZE ~1001ux)

<148 T

<149> ole] 2EF 2 FrlF (Inhalation anesthesia) &tolA], 7] FEE A AR (stereotaxic apparatus)ol]l i
HE [T, A T g4y FEo] AAHT, =2E FAESAA Zuto] AAHNAY. AYS #AEEHA e
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Al 7Rl #ZE FHE FAZ Fold AFF % TS HaEER HdrES A8 2 e g zEjlEa
28 AHAE mmE deth. F oA d5E AYdem Al e 4 3ol AAAFIn(AETEA
(Bregma) ©Z 5 AP + 2 mm, L-2 mm: R AP-6mm, L3 mm), ¥5 A 1A 2) A5 25 Yo YAE 2F
gtd. 2)(incisor) HWHE Paxinos G.&Watson C. The Pat Brain in Stereotaxic Coordinates, Academic
Press, San Diego, CA, U.S.A.(1993)¢] Ad Z=aiAe] whel 7 v} 4] ~bmm ofefioll $1=%hc},

<150> % (electro oculogram, EOG) ¥ ZHZ=(electromyogram, EMG)9] 7]5& 98, 2H<AZ2 =€ gelo &
Zyz oke} F9(peri-orbital) el YAAFIT E2r|(nuckal) 28] A3, A (= 2d golof,
7N51465T5TLT, 51/46 Teflon Bilaney, Germany)< ¥ (Fuiure Electronics: 0672-2-15-15-30-27-10-0)¢] 92
gtu 22 AUE(E® HAltrack pin): Dataflex: TRP-1558-0000)< 8 o] dAZAAtd gt&Et}. HE:3Ho=
A7l AFe] AHE AMER FAY nFHEY. AVl FES MEHoR £85I Hoxm dFd T I5S
A FolETh.

o

A
T
v
4r
[
)
i
(2
N
2
i)
18
i)
2
>,
b

[

el

A%
do
B

A

o
(9]
(V9]
v
2

AR ARAA A B A= AL 4 zm

TE A 300-700g, & AVIE Az ., AAgEe
= = 2] = E
BEG 715 Alde] 4 Zie] Azl deie] fel= wigd e 32 719 594 (A 7

oM onl
M 2 o o

o

=]
Mo X

o AEATHe=32 HE). F HA 7= A
T FYE 717 e Fold T A¥ SEE(1, 3 B 10 mg/ke), 5"—7}@(% 10 % 30
mg/kg i.p.), FX GHERI3, 10, 30 mg/kg i.podA FRFUT. EE FFES g e 10-
ml/kg-#5Y FHE FA%T. T J%-l FLE Ao A Fofdr}. 4] EEG, E0G, EMG 45 #
o T4 252 164 F¢ F4EY. 7] HelEd] g AE £ 200 S22 Fgdr. BE S
MedCare(Iceland)ol <js] W F= "J ?Ii AlzEH(Enbla)E AW HFEHE 7MY AFHE 23 7155 A
bl 7] = (polygraphic) HI~Eo] A (workstation) 28 HlIFE 2ZEYS  #7) ](Ssmnologica, MedCare,
Iceland)el osff dHTt.

<154>

i u}a

=

<135> TH-Zd AA 4
<156> AEstE FE e B4 A2ws JEEY FY T &3] 16 AR Tedd ek, 2maeleA] Al &
-7t dASE 2-% Yl(epoch) PITF Tl B 0-w9 Ve R FPHE AEE Felels, 5 EEG J%
9 7k, FAHFE(integrated) EMG, FOG B B9 &% &30 72w
<157> B2 7E A4S 4o B ERG 719 HE R 9 AFAE 98 £F 7FHE AT AU oA Y
A @AlE 5% Zd(active wakefulness, AW), <% ZrAl(passive wakefulness, FW), 71& Agd9(1light
1 (1S) £+ F& 7 %5 9 (rapid eye movement

7)
slow wave sleep, ISWS), Z-& ’ﬂJ]r-’FES(dSWS) 1 SAIIS

sleep, REMS)= UEliE sles FRATE. goksidd, A7) Aol B9 ""Eﬁﬂ st7)e} 7ol EAgHr): AW, A-
FAg &9 BB 2%, B2 G %%, oe] o 2T B o= A &% PW, A-dY &9 BEG 2%, =2 Ul
A F7re] BMG B, o8 T £F B A BF Zo}; I¥S, A- XJ% ool ge) TeE u-Ag = b
¥ g 9 FAaE BMG €% dSHS, EMG, EOG B 21A Ese] AojEn ERGIIA &% 1-3EF =d-n &
F; 180 ROG B Al &Fo] ZoEy AE #ES zZe 3= ~¥WE ZF5(transient spindle a(‘thlty);

RRMS: A7 Aeh BES 2 A-AY &3 W4 o, ME AT 2Fo] EMHL 5 W AA £35o|
Aojg.

<158> A%E B A5sh $A0] A12HT A7) Axdo] AFon 7 wAdAe] Awe] %, & R A BuF A
ool A%7], ISHS, dSKS B RENSS 371, 3 % wAllA e SR ARHE S0 9 uE -

49 ohAueE ALET. 2 FE BAeld, EsE )Es Adske 40T delk 027 AP A W
A 4 717ve] eI 213 Aole] Alzhe FelHtt.

AlgH 2
<160 ZF B S A(AW, PW, ISHS, dSKS, IS B REMS)OIA AlRFe] B&e] 715 7|7t #&&2 FEHHEAY. FEH b

<159>

of

2
2

r—p:
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)

N0 =

Sud

olg}e] EAl8 A B4 txTFH Blse] Wilcoxon-Mann-Whitney 49 & #HAS 4559 30-
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Z3to] Z7H+26%, p<0.05) 2 Ok& #tﬁ%‘%ﬂ& oluie} 2
e 7k 73‘%& 46%, p<0.001: +15%, p<0.005; Zrzh)o] #ZEo] 7] e
5)S VERATHE 4 3.

B o

.B lo i o
32
2
12
o
A
2
w
o =
o
’,‘D‘
E‘D
2 ro “

/kg i.p. FAAZe] A9

tdozo] Ase)A oo
271 0089 715 Y17 F
A THp<0.05) .

9 SgEe] Hu ol D8 FE- F7] Exeld W4T Aske AGAT. F9Y F 16 A
A% Jlzrel A 5 449 P F A GRG0, p<0.05), FEF 24 (-2, p<0.05), Sk

. B R AT
@ w, A SRER e FE AR 37 3 REM T A7k BaE fEErh(p<0.05) (X 4 Fa).

SgEe ok 9 F 7oA oY) F7H+24%, p<0.05)%} REM 3 o2 5H
(+16%, p<0.05)%} #HA <9 73 =29 WeE AAIHE 2 2 4

7
2E Y AU Bl olefe] H ne F A&7l FUE At @
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<166>

>

RO

el 55 A4 Fuid Fde] AFHATHp<0.01). T,
<9 (p<0.01) @ REM $3¥(p<0.01)0] v =

A 2 HHrebound effect)?t FEHJTH. 7] T2 g3 7159 4l 7|7k
b AT AE FFE &5 JAe AL SA F B F Hx 30 ¥ 2l

ol 2,

A
>~
7
oy
ol

5 744 Az 7

TF 74, o e B ORENM RS Fae ol aw-Zd @Al Zl(epoch
s)¢] F7H+19%, p<0.05), 2 I
<

(-30%, p<0.05; -23%, p<0.05; -24%, p<0.0Lyel Z+z} 7]Q1gt}. 28}, o
He oA A4 Ad AE WA &th. SARE WSk Pl 4 ) 30 meg/kgdl A AR SEHE
ok 9 P REM ¢Hie] 74 A8E SUMAI7I2(p<0.05) wEkA ¥ 2He] AFE Ak
He AF e Fold F45%0 FOig HSE VERITHEE 1 Fa). 10 B 30 mg/kgs] AlE
TE2 REM 1 A4 FAE)e S GdE A g

o
L)

i-%

A 1

[}

_g_
il
&

<168> Z7klel &

<169> REERE
= Z

<170> 10 mg/kg FoAFolAde @ZAle AHE F 3 Azel 22 5% 449 ALel EgE
ZFRETH0 5417k +111%, p<0.001; 14}k 4500%, p<0.001: 1.5 A7k + 312%, p<0.001; 2A]7F: +120%,
p<0.001; 2.5 A7+ +166%, p<0.001; 3 A7 +77%, p<0.001). FAlol, oFst izl olsl 72L& Rl A
e 712 A7e] & 2 A7 B rAstItHZE 0547k -100% 2 90%, p<0.001; 1A]ZF: -99% B -100%,
p<0.001; 1.5A17F: -87% 2 -09%, p<0.001; 247 -25%  -70%, p<0.05 % p<0.001). v}e}r}h, 7] REM <=9
o] A&7 Fol F 7] 3 A 713 b ToREHA] AASATH0.547, 147 ZEE -100%, p<0.001; 24
7F-87%, p<0.001; -2.53A17: —47%, p<0.00; 3A17F:-78%, p<0.001).

<171> 10mg/kg Tl A7) Folo] 5508 o BAY Iy AH77F 9IS v &2 ¥H, 5% 449
VS F71e 7l(epochi 9] 9] At 7]9IBtR(0.5A17F +111%, p<0.001; 1A]ZH:+5
Z114312%, p<0.001; 2417k +119%, p<0.001; 2.5A17F: +166%, p<0.05; 3A1ZF: +77%, p<0.001)

<172> 712 71zke] 27] 2R Bk oFg v B ZAe R A fhe olEd @A Z[(poch)e] F A 7<)
Foh(zhz, 05217 -100% 2 -100%, p<0.001; 1A]7F: -99% B -100%, p<0.001; 1.5A1%F: -87% T -100%,
p<0.001; 2 A|Zk: -22% B -38%, p<0.05). FAFSHAl, Z7] 3AI7F S9F REM 49 A[7He] #tay 22 A7) 94
9] 7l(epoch) ¢ #HAEFE FWFTHO.587F, 1417k 22 -100%, p<0.001; 2413+ -87%, p<0.001; -2.54]
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kr =47%, p<0.00; 3413k -78%, p<0.001).

<173> ¥ 19 e BReF Zo), REM 79 A #HE7E FoE EHo R JTEri(0<0.05).

<174> Sk EFI Y] gk

<1755 16217+ & 715 Z]3F §9F, 1, 3, B 10mg/kgollA golelvle -4 AAd 288 ¥aE tqed. ¢
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<185> A7) A ATl wE avke AR e8] Amg/kgolA Fol z7le] HAATA-GAF B4 e
B FEEHo s u gdgel o BAE 22y 5HE B 2o 4w @ A A e whel 2ol
SR AFe ZAAYE A4S s e
<186> A7) RE AR S9E Zestdd] 30 mg/kgll Ao mdE Hagke] APH Ing/kg %ol A e Fojo] F
How wEE ZRAQn 53} A9, 27 % A%s] RN FRIVIA fAsh
<1875 wetd, AW SREe dEdA FA F A 23EQ 842 uehlE 22U ) T 2 A 5 ol
MoEIeM S N sk $ -7y AAe stz mdEv. 4] 9de A9 aaze] A
(biphasic) &3, % 27] 249l 27 8 #99 7ha0] FHH0E (2)5We] 2015 HA0E 28 Uy
e, ol g mabel o9 falelm 4-10 A7t Bel X&HTh. o]elar AL wi-zhy Aol Hal A=k
S opel Rl wrh gASAE YR Ak FAB(S 1 g koo FAGTO] FEHN0 AR e o
ARSI A H o, Ais AF F3HEo] 5o 2] 4FA-GA) BEHS i AL Bl
H1 0l # 16AI21] O[5 J|2tS et ThE P B2 JHAl BED(0 et
R228060(3,10,30 mg/ka 1.p.}, 23k24(1,3,10 ma/lkg i.p.] &
AH EHE! (1,3,10 ma/ke i.p.)o B3
251(2)
IsWs dsws REM <=
2EHH (Lp.) 142221 3222156 SBS2E5
R228050 20
wakarp] 15641 4202585 86.0= 118
(ﬁéﬂggd 1 LTS 12722671 §7.55145%
R228066 g5 elae 51823204
mowgip) % 562757 6123 15182320
2etH (.o 156458 735254 390256
ey foxslx 7832367 FILTLEE
(mffz;%p‘} 3 nEs SELTEC Naosizzt
e, 1018269 13882874 1821185+
28tH (i.p.) 16.1£15 623=21L5 9342370
B el . 78537 =
o ﬂ‘m ey 1 062134 % 1817253 208521447
S H el 3 21922250 U2 0=104% 13862243 %
{mglkaip}
2 H L8l 10 28T 561 ¢ W73255% HOE IR
imgikg ip.J
S 80te! =2 BR + s.e.m. *p<0.05: Wilcoxon—Mann-Whitney
188 =9 B IS %y SUH A0I2 SHE 2= LIEHHCH
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2 FO0i Z "6A 2 JF IS
R228060(3, 10. 30 ma/kg i.p.},

B =9 22 XN&200 et
R3RI1, 8, 10 mg/kg i.p.) H

SHEBIT, 3, 10 mg/kg i.p.)2f BT

X=21(8)
s5 *5 =2 oFgt Ae REM
2t A8 B 2E M 2
. 3130 0.5 51 2857 1527 964
EEH (ip.) 172 =89 £10 2215 =243 243
R228068 PR 85 23 3747 1252 349
[malky i} Coxll2 =107 =07*  =16r =24 =54
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R228060 s YIS 513 40 2358 8
fmglkg ipd ®77% 247% =10 2143% £73%
. 3042 541 55 E3RAY Hald 912
2 (p) 2175 S115  £10 2263 2261 x51
[te! , BIs 698 67 29332 ok 8472
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Aol 345 5.7 3013 725 63
imgkg LR} =183 =82 =425 =343 *&3
[gtel w3 g 63 2046 1712 4.2
imglkg Lp.} +165 =104 +=313 =244 +238 +73
1 (i W10 A 57 3717 1osa 515
20t ke
22 (ip) 187 =120 £10 =206 =217 =718
2 ELE L 3824 308 48 2417 i 88.6
{mgsikg 19} 2195%  186%  x186% x196% :l1D6t 16
H EHR! 3418 435 a6 7.8 2056 714
(mgfkg i.p.) =157%  =44%  £18*  I239% z177%  =alt
A EE! @ 8 358 48 ik 13 a6
{mgiky ipd =I50* =47% =10% 2E3F  £220% £50*
AS2 802 A=Y 2 + s.e.m. * p<0.05: Wilcoxon — Mann-Whitnay
=7 8 HE2 SoH-% RS SHEA 2SS LIEIHCL
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=3 F0i £ 1BAIRA0] I 5 DjZHEO B QRO 0) THE
R2280B0(3, 10, 30 mg/kg i.p.}, 23HRI(1, 3, 10 ma/ka i.p.),
LHEET, 3, 10 mg/kg i.p.) X SUHL 5T

S 8 A2 (2)

TST ISWSTST  GSWSITST  REMSAST
=) %) (%} 193
2¢erH (i.p.) 55602157 537=37 277242 176510
R228060 . o
8 58662200 643233 20838 MA=LD
mgkgiag 0
R228060 ! )
. 5781222 55227 177231 178=1D
ey W TRl 65S "
R226060 P - 03220+ c130
iy 0 78278 wasls B2a28r DTS13
283 (Lp.) 59562306  531=33  I=2?  He=xll
A3tel 1 54702515 S5i8=45 312248 154208
{mgfkyg ip.}
23t e en g
poghaieg 3 82N 535263 ds6d sl
=32l reetsn . s
wmhgiey 10 SIEX1E2 ;mBasd 33232 1SalS
28 (1p.) 57790 646231 185227 160=13
Q- HIE-DI a. 51 55 F x =po
(ogkainy 1 SBMISES SlsSaT 6sSTt l69a02
orHE
FUER -y gngaer 383234T  460230% 147207
tmgfkg ipd
2 HIE-DI 1 428:155% 432=57%  428=53F 10209
{mgikg L.p}

*SE 802 HES] B2 + s.e.n. * p<0.05: Wilcoxon - Mann-Whitney
O Bl SHZE 249 S LIEHHCH
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4 SO 2 16AZE DS NS LB SE SHMA
2t HENZ ®&S = S0 OFE 3228060(3, 10, 30 mg/kg i.p.),
=1, 3, 10 mg/kg i.p.}, FHESHI, 3, 10 mg/kg e R 22U a3
e (2)
ISWSE 2H dWSE =H REMSZ =g
AW PW AW PW AW PW
Surg (i 186 151 91 3.1 3L7 8.1
2ud (o) £331 2450 262 =3l =21 254
R228088 217.8 781 27 56 ] 37
{mgfka Lp.} =555% 358  =66*  x38%  =206° =34
R22R060 o 2045 844 42 15 911= 8
fmgikg Lp +564 =405 =31 =85 24.0% =67
R22BOG0 28 742 37 176 65.3 41
{mgiky ip.} =383 % =280 =33 =13D =318* =3z%
S i 2281 1145 s 452 775 122
2¢A (ip) 2563 483 =65 =M1 =118 =77
338t 1343 1288 01 56.5 S 17.0
{mgikg ip) +483 =452 =36 =482 =215 =83
330l s 2185 1423 1.2 253 360 187
{(mgfRg ip) £50.6 =485 =87 =RE =164 =63
Z3tel 10 2017 1326 104 375 523 %)
{ngikg tpJ 536 =482 =62 =238 =165 =5.8
- 2040 BE 2.1 102 742 6.1
2y (ip.) <457 2401 =55 =89 =306 =24
2HED 1988 844 117 37.7 565 58
{mgikg i.p} +50.1 =305 =72 =300 =181 =435
HIED 1787 634 43 2646 59.3 33
{maikg i.pd =468 261 =15 =188 =18 =24
W 2017 280 97 16 500 22
{maikg i.p) 661 =255 =59 =55 =I62%  =1%%
USE 80T FES B2 + s.e.m. * p<0.05: Wilcoxon — Mann-Whitney
=9 8 232 29 -2 ding SHAR S LWL
AgE FuEd
B A 1 BE 2 F9E 7 53 Ev 53 v 53 £4do] 5H3er n¥n MEHLE 2
AA g 9 EXo] Anibder AYHE g AARE A YT AR o A4 JE ¥ BE E3
FuFdor HYHAT.
FREH A =oe B 2 AR & 4% 99 ARHAR oHE FuEde]l 4 7les 74
b S7b} olFold AL ot UL Agw AwEA AHY 3 Ayl 22 B wUE
et
B 2RE £ Edd ZAE 54T 7ol g8 AEA gor, o %Y 4 4ol tiF it A 9
5 & o 227 = PN =
= B oA dig g8 2 3 wAol a4 vleE AR vlzste o] Fold 4 glow, o)y = Y
sioke] A wHE Fojrh. E GAAA EAFE Ao FHH R £ TR AA oM TR
T o B AAE A e 2 evkd ERic g RE ] leEor] suxbelA Hwd Aol oyt
£ R WAL AR ATl Axe] EREE Ao JEPT
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United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450
Alexandria, Virginia 22313-1450
www.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1624.19CT 6803
129932 7590 08/09/2022 | FEXAMINER |
Myers Bigel, P.A.
P.O. Box 37428 COUGHLIN, MATTHEW P
Raleigh, NC 27627
| ART UNIT | PAPER NUMBER |
1626
| NOTIFICATION DATE | DELIVERY MODE |
08/09/2022 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the
following e-mail address(es):

myersbigel PAIR @firsttofile.com
uspto@myersbigel.com

PTOL-90A (Rev. 04/07)
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rect Application No. Applicant(s)
Noti COfA/IGd bili 17/091,222 Hurley, Fionn
olice of Allowabllily Examiner ArtUnit | AIA (FITF) Status
MATTHEW P COUGHLIN 1626 Yes

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.4) This communication is responsive to the IDS filed 3 August 2022.
[J A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[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.

3. The allowed claim(s) is/are 20-27 . As a result of the allowed claim(s), 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.

4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al b) (J Some* ¢) [J None of the:
1. (O Certified copies of the priority documents have been received.
2. [J 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)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(3O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of each
sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6..] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1.0 Notice of References Cited (PTO-892) 5. (¥} Examiner's Amendment/Comment

2.V Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date .

3.0 Examiner's Comment Regarding Requirement for Deposit 7. (J Other .

of Biological Material
4.0 Interview Summary (PTO-413),
Paper No./Mail Date.
IMATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20220805
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Application/Control Number: 17/091,222 Page 2
Art Unit: 1626

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

Claims 20-27 are pending in the application. Claims 20-27 are allowed.

Information Disclosure Statement
The Examiner has considered the Information Disclosure Statement (s)

filed on August 3%, 2022.

Conclusion

Any inquiry concerning this communication or earlier communications
from the examiner should be directed to MATTHEW P COUGHLIN whose telephone
number is (571)270-1311. The examiner can normally be reached Monday -
Friday, 10 am - 6 pm 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 http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the
examiner’s supervisor, Joseph McKane can be reached on 571-272-0699. 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:

https://patentcenter.uspto.gov. Visit
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https://www.uspto.gov/patents/apply/patent-center for more information about
Patent Center and https://www.uspto.gov/patents/docx for information about
filing in DOCX format. For 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.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626
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By mail, send to: Mail Stop ISSUE FEE By fax, send to:  (571)-273-2885
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate. All
further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as indicated unless corrected
below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications.
Note: A certificate of mailing can only be used for domestic mailings of the
Fee(s) Transmittal. This certificate cannot be used for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must
have its own certificate of mailing or transmission.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address)

129932 7590 05/18/2022 Certificate of Mailing or Transmission
Myers Bigel P.A I hereby certify that this Fee(s) Transmittal is being deposited with the United
o States Postal Service with sufficient postage for first class mail in an envelope
P.O. Box 37428 addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
Raleigh NC 27627 the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
(Typed or printed name)
(Signature)
(Date)l
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1258.19CT 6803
TITLE OF INVENTION: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof
| APPLN. TYPE | ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 08/18/2022

I EXAMINER | ART UNIT | CLASS-SUBCLASS |
COUGHLIN, MATTHEW P 1626 514-489000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys Myers Blgel, P.A.
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

Address form PTO/AIA/122 or PTO/SB/122) attached. (2) The name of 4 single firm (having as a member 2

registered attorney or agent) and the names of upto 2
2 registered patent attorneys or agents. If no name is
listed, no name will be printed.

(] "Fee Address" indication (or "Fee Address" Indication form PTO/
AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

|95}

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)
Axsome Malta Ltd. Qormi, Malta

Please check the appropriate assignee category or categories (will not be printed on the patent) : (] Individual @ Corporation or other private group entity (] Government

4a. Fees submitted: Klissue Fee (JPublication Fee (if required) [JAdvance Order - # of Copies
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

N Electronic Payment via EFS-Web [ Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)
& The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No. 50-0220

5. Change in Entity Status (from status indicated above)

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

M| Applicant certifying micro entity status. See 37 CFR 1.29

M| Applicant asserting small entity status. See 37 CFR 1.27

M| Applicant changing to regular undiscounted fee status.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

/Robert A. Schwartzman/ pacAugust 15, 2022

Typed or printed name Robert A. Schwartzman, Ph.D. Registration No. 50’21 1

Authorized Signature

Page 2 of 3
PTOL-85 Part B (08-18) Approved for use through 01/31/2020 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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FTCYSBA (1137
Approved for use through 113002028, OMB IS 1-003d
U.S. Patert and Trademark Dﬂic;a s, E}EPARTMENT OF COMMERCE

RS?UESt Application Number 171091222

or s

. . . Filina Date 11/06/2020

Continued Examination (RCE) g :

Transmittal First Named inventor Fionn Hurlay

Address to: : 1626

Maif Stop RCE Art Unit

Commissioner for Patents ey Matithew P. Coughlin

0. Box 1450 Examiner Name

Alexandria, VA 22313-1450 Attorney Docket Number 1624.168CT

This is a Request for Continued Examination {RCE)} under 37 CFR 1,114 of the above-identified application.
Reguest for Continued Examination {(RCE) practice under 37 CFR 1.1 14 does not apply o any ulility or plant application fed prior o June
1985, of fo any design application. See instricticn Sheet far RCEs {not 1o be submitied to the USPTO) on page 2.

1.  [Submission required under 37 CFR 1.1 14 Note: i the RCE is proper, any previously filed unertered amendments and
armendments enclosed with the RCE will be entered it the order in which they were fled undess gpplicant instruets otherwise. if
apphicant doas not wish to have any previously filed unentered amendment{s) entered, spplicant mwsi request non-entry of such
amandmentis).

Praviously sutimitted. H & finsl Office action s nudstanding, any amendments filed affer the ingt Office scticn may be

- considered as a submission even § this box s not checked.

D Consider the arguments in the Appaat Brief or Reply Brief previousty filed on

D Other
k. m Encipsad

H |:| Arnendment'Reply R information Disciosure Siatement (1DS)

|:| Affidavilis¥ Declaration{s} . D Cither

) usp\sion of action on the above-identified application is requested under 27 CFR 1. 103k} fr a
peried of morths, {(Period of suspension shaff not exceed 3 morths; Fee under 37 CFR 1.17{) required)

L
f D Other

3. The RCE fee wrwder 37 CFR 1.17{a} is reguved by 37 CFR 1114 when the RCE 15 fed.

~ The Direclor is hereby authorized to charge the fatlowing fees, any underpayment of faes, or credit any overpayments, o
&. Dreposit Account No. _50-0230
i

RICE fee requived under 37 COFR 1.17(8)
i D Extensinn of time fee {37 CFR 1.136 and 117}

i D Other

5. I:l Check in the amount of § enciosed

o D Payment by credit cand {Form PTG-2038 enclosed) d. E Payment by EFS-\Web

WARNING: information on this form may become public. Credit card information should not be included on this form. Provide credit
card information and authorization on PTO-2038.

i SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT REQUIRED A
Signature {Fobert A. Schwartzman! Date August 39, 2022
Name {PristType} | Robert A. Schwartzman, Ph.D. Registration No. | 50214

CERTIFICATE OF MAILING OR TRANSMISSION

{ hereby cerlify that this corespondence is being EFS-Web transmitted to the {inited States Patent and Trademark Cifioe {USPTO), deposited with the United
States Postat S&r&-ice vaith sufficient posisge as first dass mail i an envelope addreseed o0 Mail Stop RCE, Commissioner for Patemss, F. G Box 1458,
Alexandna, WA 333131450 or facshinile ranamitted o the USPTD on the date shown below.

Signature Betty-Lou Madlin

Name (FrptiType) | Betty-Lou Madiin | Date |august 20, 2022
This colfection of information & fequn’eff fy 37 CFR 1.114. The information is required fo oblatn or retain a henefit by the public which is o e {and by the USFTO
to processt an application. Confidentiafity is govemed by 35 LS C 122 aad 37 CFR 1.11 and 1.14. This colletion s estimated 1o take 12 minutes to complete,
inciuding gathering, prepaning, and submiting the completed application form to the USPFTOQ. Time wall vary depending upon the indivduat case. Any comments on
the amount of time you require (o complete this form andior suggestions for reducing this burden, should be sent o the Chief information Officer, 11.8. Patent and
Trademark Office, US. Depaament of Commerce, P.C. Box 1450, Alexendria, VA& 22313-1450. DO NOT SE NOFEES OR COMPLETED FORMS TG THIS
AUDRESS. SEND TO: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

iF vou need assistance i campleting e furm, call 1-800-PTO-8188 and select option 2.
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Attorney Docket No. 1624.18CT PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

in re: Fionn Hurley Confirmation No.. 6803
Application No.: 17/081,222 Group Art Unit: 1626
Filing Date: November 8, 2020 Examiner. Matthew P. Coughlin

For:  Compuositions comprising {R)-2-amino-3-phenvipropy! carbamate and uses thereof
Date: August 29, 2022

Commissioner for Patents
Box 1450
Alexandria, VA 22313-1450

S INFORMATION DISCLOSURE STATEMENT COVER LETTER
i

Attached is an information Disclosure Statement listing of documents, fogether with a copy of
any listed foreign patent document and/or non-patent literature. A copy of any listed U.S. patent andior
U.S. patent application publication is not provided herewith in accordance with 37 C.F.R. § 1.88(a}(2){if).

In accordance with 37 CFR 1.87{b)}, the information disciosure statement is being filed:

[ 1{1) within three months of the filing date of a national application other than a continued
prosecution application under §1.53{d};

[]{2} within three months of the date of entry of the national stage as setforth in §1.481 in
an international application;

[1{3) before the mailing of a first Office Action on the metits; or

[ (4} before the mailing of a first Office Action after the filing of a request for continued
examination under §1.114.

[] In accordance with 37 CFR 1.87{c}, the information disclosure statement is being filed after
the period specified in 37 CFR 1.87{b} above, hut before the mailing date of any of a final action under
§1.113. a notice of allowance under §1.311, or an action that ctherwise closes prosecution in the
application, and is accompanied by one of the following:

[1{1) The statement specified under 37 CFR 1.97{e}, as follows:

[ ] 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
stalement; or

[ ] 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 cettification after making reasonable
inquiry, no tem of information contained in the information disclosure statement was
known to any individual designated in §1.56{c} more than three months prior 1o the filing
of the information disclosure statement; or

[1(2 The fee setforthin §1.17(p};

[] In accordance with 37 CFR 1.97{(d}, the information disclosure statement is being fifed afler
the period specified in 37 CFR 1.97(c) above, but on or before payment of the issue fee, and s
accompanied by both of the following:

[1{1} The statement specified under 37 CFR 1.97{e}. as follows:
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In ra: Fionn Hurley

Application No.: 17/091,222
Filing Date: November 6, 2020
PageZof2

[] That each item of information contained in the information disclosure
statement was first cited i any communication from a foreigh patent office in a
counterpart foreign application not more than three months prior to the filing of the
information disclosture statement; or
[] That no item of information cortained 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 o any individual designated in §1.58{c} more than three months
prior fo the filing of the information disclosura statement; and
[1{2) The fee setforthin §1.17(p);
in accordance with 37 CFR 1.97{g}, the information disclosure statement shall not be construad
as a representation that a search has been made.
in accordance with 37 CFR 1.97{h}, the information disclosure statement shall not be construsd
{0 be an admission that the information cited in the statement is, or is considered fo be, material fo
patentability as defined in §1.5G(b}.
[] The Direclor is hereby authorized to charge the fee specified in 37 C.F.R. § 1.17(p), and any
fee deficiency or credit any overpayment, to Depaosit Account No. 50-0220;
[ ] Fees are to be charged to a credit card; or
No fee is believed due. However, the Director is hereby authorized o charge any deficiency
or credit any overpayment to Deposit Account No. 50-0220.
Respectfully submi§ed,

&&

Robert A. Schwartzman, Ph.D.
Registration No. 50,211
Attorney for Applicant(s)

Customer Number 1299832

Myers Bigel, P.A.

P.Q. Box 37428, Raleigh, NC 27627
818-854-1400

$18-854-1401 (Fax)

CERTIFICATION OF TRANSMISSION

{ hereby ceriify that this correspondence is being transimitted via the Office electronic filing system in
accordance with § 1.6(a){4} to the U.S. Patent and Trademark Office on August 29, 2022

Signature: /Betby-i ou Mediin/
Name: Bethy-Lou Mediin
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Daoc code: IDS PTOSB0Ra (02-18}

A s . . - Approved for use through 11302020 OMB 0551080131
Doc desct’ip’lmn, information Disclosure Statement {*DS} Filed 1.5, Patent and Trademark Office; U.S. DEFARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1985, no persons are required to respond o a collection of information unfess it contains a valid OMB controf number.

Application Number 17081222
Filing Date 2020-11-06

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.99)

First Named Inventor ‘ Fionn Hurley
Art Unit ‘ 1626

Examiner Name ’ Mafthew P. Coughiin

Attorney Docket Number ‘ 1624 19CT

U.S.PATENTS
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns,LlneS where
e Patent Number .| Issue Date . Relevant Passages or Relevant
Initial No Codet of cited Document

Figures Appear

If you wish to add additional U.S. Patent citation information please click the Add bution.

U.S.PATENT APPLICATION PUBLICATIONS

Pages, Columns Lines where
Relevant Passages or Relevant
Figures Appear

Examiner Cite N Publication Kind | Publication Name of Patentee or Applicant
Initial* € NS | Number Codel| Date of cited Document

If you wish to add additional U.S. Published Application citation information please click the Add bufion.

FOREIGN PATENT DOCUMENTS

Name of Patentee or Pages Columns,Lines
Examiner| Cite | Foreign Document Country Kind | Publication Applicant of cited where Relevant 15
Initiat* No | Numberd Code?} Coded| Date bR ‘ Passages or Relevant

Document .

Figures Appear
SK
‘ BICPHARMACEUTICAL
1 201680032127 KR A 2018-03-23 S CO. LTD.: JAZZ []
PHARMACEUTIC

If you wish to add additional Foreign Patent Document citation information please click the Add button

NON-PATENT LITERATURE DOCUMENTS

include name of the author {in CAPITAL LETTERS), title of the atticle {when appropriate}, title of the item
{book, magazine, joumal, serial, symposium, calalog, elc), date, pages(s), volume-issue number(s), T5
publisher, city and/or country where published.

Examiner| Cite
Initiais® | No

EFS Web 2.1.18

HIKMA PHARMACEUTICALS USA INC. IPR2024-01418 Ex. 1002, p. 896 of 962



Application Number 17091222
Filing Date 2020-11-06

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
{ Not for submission under 37 CFR 1.89)

First Named Inventor ’ Fionn Hurley

Art Unit ‘ 1626

Examiner Name ‘ Matthew P. Coughiin
Attorney Docket Number ‘ 1624.19CT

If you wish to add additional non-patent literature document citation information please click the Add button
EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 808. Draw line through a
citation if not in conformance and not considered. include copy of this form with next communication to applicant.

* Sea Kind Codes of USPTO Patent Docurnents at wiwaw LISE GOV or MPEP 8031.04. 2 Enter oifice that issued the document, by the two-letter cade (WIPDQ

Standard ST.3}). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
* Kind of document by the appropfiate symbols as indicated on the document under WIPQ Standard ST.16 if possible. ® Applicant is to place a check mark here i
English language transiation is attached.

EFS Web 2.1.18
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dosage forms)o]th.
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FIR=
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& 4G FHE slolvt. dE Eof, B WA A7) oFF 2AH4ES 99 AFE I eF 10 WA 2F 1000mg ]
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SE 2

2% ZF(fixed dose combination)o. 2 ET|Ho =

2l 4 #H 2
o] Fhape]
E dest

[0137] ksl A E wfde] WS Pharmaceutical Dosage Forms: Tablets. 2% . Revised and Expanded. Volumes 1-3,
Lieberman 5] A%, Pharmaceutical Dosage Forms: Parenteral Medications. Volumes 1-2, Avis ©°] HH;
5! Pharmaceutical Dosage Forms: Disperse Systems. Volumes 1-2. Lieberman ¢ ¥ 3; Marcel Dekker,
Inc.olA] &% o8 EAAAN 7I&EHo o, o|&L dAHe=z ¥ FE EFES 8] 2 WA Fug
Hoz HYH.

[0138] A7) oFst 2HES %_‘t&@ o2 di, ddAoR S, v HFYSFES] e gFAza Ve
(Good Manufacturing Practice(GMP))2] & &H 3] &4ate] wigdd).

[0139] 2+ 2y SIFES o]&sted dide AdodA] BINEE AR TR G B/EE AF RH/EE 5 A
7 = AFgrr. vt A5 Ee CdEs A 3l =
FEFo T HAgHAT. 47] F%(dosage) ~AFE E oI Exo] AHH
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[0144] 2wy «rE FEew, 2 FHFEEe dd -ErQF Z‘”éEHﬂ #¥%& Fo %W(standard administration
regimens)ol whe} Az}, o] 2o Ab7] ZAAES o)Al A Al wlEl B ze Eojzkom 21 G
AEsE 7 U dE = = 249 2 H\-OYOL e dE, gz vEsAe fle = A
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A FHE A" F Urk.

{0145} 2 o] ginpe|olE s fawd Eo] AT =¥ 8AT FA9E 2F 0.01 mg/kg/dose WA 9F
150mg/kg/dosed F Uk, dEE], FoAE °F 0.1 mg/kg/dose WA <F 25 mg/kg/dose, ol#AG ¢k 0.2
mg/kg/dose WA ¢F 18 mg/kg/dose, oA ©F 0.5 mg/kg/dose WA ¢F 10 mg/kg/doseo]th. waha], A7) &4
AEe A8 FEHS O B9, HT AS 70ked] iAol el oF 1 mg/Y WA eF 7000 mg/Y, oiFHT
SF 10 mg/d WA °F 2000 mg/d, olFHEl oF S0omg/d WA °F 600 mg/d, ol¥d °F 10, 25, 50, 75, 100,
125, 150, 175, 200, 225, 250, 275, 300, 325, 350, 375, 400, 425, 450, 475, 500, 525, 550, 575 =+ 600
mg/Y EE L ol Ex olEd ¥ o] ojud Wed 5 Ark. A FHoR, Ay S (1) FFHES A
= FeE ofmg F3A glo] oF 150mg A oF 300mge] Fol®(dose) o FolHT}.
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FAA dEE 3 5822 ¥ Zog B Uws Ass o=l 2 o).

[0148] A 1
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[0149] HEANM AF L 22 HF ] didt R2280602] FEI}

[0150] 6-ME F<keo] grE AT Fo B4 AIEE 3-/4€9e] 35 77w 3 SEC) A R228060(318H2] Ib)el thEl
gatct. A7 1PEHE B¢ AT 2 52 2HE RUEY el

[0151] AZ

{0152} 35 mg HC1- Oﬂ/hg AF/AoNA R228060S FiE FA AF B AF F7b7F gExT HES ¥md u of ¥
e, 3FRE 125(AF TV p < 0.05)7FA] H 10FFE] 125(AF: p < 0.05)7HA] TATHE Fodd =
%ﬂ?ﬁﬂr AF Z7b= 1350 6% AP 2650 5% AskEvr. 619 A5l 35 mg HC1-U/kg AF/
Yol R228060 AT Tl ¢ HEL AF B AF Zvld E8d AFS nx A &gk}

[0153] 300 mg HCI-%/kg AF /oA Fodgd 3] dojal, F4(P < 0.001) A FHE AF 2L AT 71 dA
a7 etttk Ae Frbe 1359 270 gASHA 2650 24% A4St UG Fol FEA 4 JE
9 AT Frhe 53 5o V7o) vpRIYo R #A4E Agd(moderate) WA AAT gAE JERAATHD <
0.05 - 0.001). #AZF =7} 1359 dz79 8@ u 15% T23P 1 W 26500 23% TaFPTh. o= A
o A T AHNE 7FASTHp < 0.05 - 0.001).

[0154] 600/450 mg HCI-A/kg AF/LollA] R2280600] T8 FHL 156 ojojx] AF B AlF F7ielA dAS T
= JEMIQTHp < 0.001). AF 7 1350 336 48t 2 2659 32% ﬂg‘s} o, g doix HF F
7Hp < 0.05 - 0.001)2] FFd WA @A g47t TO% A FFE 715HA A F7HE 1350 18% 74
SR 265700 21% FAaEATE. ol ATY HAFE #dah AHE JPAYSTHp < 0.05 - 0.001). 3)E AT A
o xlg]l AF ZrlolA] dFH uksl o], 7l HMEE X5 FU F HAA(UERT) 5 FEFH IE5L U
BT 3 A2y FdE 737 viA e Alee gxT 29 v u o™ AFskA vt A 2
Aol dANARE 7FHUR HAY AT FEF 5 AHE AT, dE2T T2 vxngd w 600/450 mg
HCI-Y/kg Ag® ¢FoA 3 E 717 F ol s ATy zbel= gk o2 3o 7o),

[0155] AxH o2 AT 9 AT F7he FFCA 35 mg HCI-GB/kg A/, =g LFoA 30 HCl-%/kg A&/
Lol A AlzE s Fo-wd FAaE JERAT. AP 717 w9 AT FUtelA R ‘3—1 b7l Zhzke) o El
32%7bA] B 21%7hA) 9] a4 g sPA T -9 35 Y F AT Svie FEFHOE(FH) WA A9
SN EH) A HE At regained) .

[0156] =2 A4

{0157} 53] Fojo] A WA F ok A Alsex) S S8 S22 FdHFH o Yoy FoE-THE iUt FRIYA 35 mg
HCI-/kg A&/, LAA 300 mg HCI-F/kg AS/LoA A= ez 7[5, ol 300 %
600/450 mg HCI-R/kg AT/LolA EAEH 2 dAF T BHE 7PAGTr. T F50 oEs5e], A
2] 2 &8 FFEo] ATk wEk(in time) I EEHUTE. FHANA 600/450 mg HCI-9A/kg AT FEollx &2 A
#H7F "m A1E o 1258 F AYowm FFEAGY. ¢gRAE us o2 ‘/}E}Mﬁﬁq, =24 AV AdeE
g oF 4 F T IEHIY. dabdow, G F4 HFH FES 5T e &2 4 %4 o doix #E A
37 o ol 71=HA] gkgvh. 9=ie) 35, 300 H 600/450 mg HCl-%/kg AT FF:AAY &4 H2FH oA
A7 71EE EAH R Fofg Sk 553 (toxicologically) F#3 2o o AH Ek

[0158] ARHez, &2 AF A FoAF-IH Pavh, 53] FHANA 35 mg HCI-H/kg AF/9 B AZolA] 300 mg
HCI-9/kg AF/L2] T AlZ AFoA % (sex) BTl Z1ZH AT, 300 2 600/450 mg HC1-B/kg A=
FEolA, olEd TihE FAHSR Fstt. T FE AEY oEste, HA £21 &Y o] AT

—_ 23 —_
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wEH(in time) FFHHAT. FHNA rEo 2 S EJATHAL A5

A ZEF 0k 12 E 4 F).
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©
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z
5
i
R
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a2
o
o
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[0159] A 2
[0160] Al AF L &2 HF] dish R2280602] &
[0161] - Zole] WHE AT Eo EA AFES 13-F9] 3E |7ty 4] u]F AolA R228060(3EHA] 1b)ol o3

52 =
TP AF7F AYE= w2 AT H 24 AFHE EUEHY SFATHE 1 F3).

[0162] A==

[0163] 25 = 50 mg /kg bm/ LA AHE|H Ee FAY Al &4& A A 4Y T vIEsg R, 7 0.3 kg B
0.7 kg9l HTF AT SHolUet. Ar] BFE AS &4L nFAAF £ aFol s 21de] 0.8kgoll olEF 1,
AL 126¢€9 7] grtoez 3B b, 25 mg /kg bn/FE Tl s AL 35U 7] FAR IEHYT.

{0164} AT &4 A A1F 49 T 10, 25 T+ 50 mg /kg bn/YE A H BEE GFHA GA 7559, 2+
0.4 kg, 0.5kg B 0.7 kg9 HF AT &4oAvt. A7) B AT 42 nREAgF 43 g dis) 2149
0.8kgel olZ2® 3, 77U 27| FAZ 35EFE F9, 12 EE 25 ng /kg bn/ Y-S FoRE $FE 28 429 7
zZtol 7] FAZE 35Ut

[0165] Bl W Fol#F(lower doses)-#E HF AT Fvhe dvrde® gETef vmEd w X a2 oA 182 3

364Ul 71EHR

[0166] OF 4 971 gz vlad uw, AE-ZF(free) 717 B¢ B AT FVE vPHoY, v OF 4 A
g @A I 2 S s
{0167} [E 1]
as 49 212 182 3648 4552
[E EST 1% +4% +32% +38% +32% (+2%)
ezl -1% +1% +33% +47% +65% (+1%)
10 mg/kg bw/ 2 a3 % % +22% +32% -
o3 -6% 2% +26% +25% -
25 mgfkg bw/2 A3 -4% 4% +71% +19% -
o3 7% 4% +16% +26% -
50 mg/kg bw/ 2 E=] 9% 3% +7% +9% +12% (+6%)
[ETEA] 9% -12% +11% +5% +26% (+26%)
[0168]
[¢169] 23 Yo e AE-=dg 7 Fokde] WEE R
{0170} &4 43
[6171) 25 mg /kg bn/LE FRtE 3 FRE Ao H F Tk OxTe vnd o 2 s6le] Aa(eF 400 E o

ehlet.
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[0172]

[0173]

[0174]

{0175

[0176]

[0177]

[0178]

(61791

[0180]

[0181]

50 mg /kg bm/YS ey
portion)?] <k -50%), LF+= Eﬁ-; |

< &4 avlE YEuRIE

Z2HS3l 10-2016-0032127

iﬂ] % ]’]'E}»\———D:Kl vt_'—(daily
15 717ke] PA e oW W

10 mg /kg bn/¥YS FARE 4 4F F 3 vf Aele] A F Tk sl 1ghtly) we 24 AnlE Ve
(1Y #(daily portion)el <F -25%). 25 mg /kg bm/¥S FoJute o7l FoAe]e] A F s 3 22 &
Bl & YepHtH(1Y (daily portion)®} ¢F -25% WA -50%). 3/6 FEol Bt @& —%*4 A= AHelel A
F < 50 mg /kg bn/AE FoLE BE A BHEFUAY. 2 F, AHE gurdo s H FHE
sl EEe w2 A7z 59k 9dRA 2bdA<)(sporadic) WEREE Fukstgitt. X E-32E 717& A= 2 g
FHoll gk ofm g FFo] glge] BE FE i 71EHAG.
AA 3
QI AN AT R 34 ] digk R228060°] &7
6-F Foto] WYlsl, ©lE Eeiel=, WEHF(parallel-group), B3 (active) B SZEA|B-Z2H ATE 3
stod FQ2ZDD)S zkE Aol el 2dolA] R2280609] A% S Hristdth. AT IAHE B¢ AFS
s s
X 2= Ay 289 71& A (baseline) ZH-E FH (endpoint)7+A] 2] AZF 2] QoFsl zlo)th. R228060S F
e oA 200 mg ZEEONA] 0.6 kg B 400 mg TFONA 0.9 ke B AT £4& AFE atd, FEA
e FEAES Foiute o2 24z 0.7 2 0.1 kgo] B9 FA S Pl=
[® 2] Al - 7125 FE71A2 Hsg
EENER R228060200mg  RI28060400mg L= AE
THEHIIEL: 20 (ke) (;N=121) ™=120) N=125) N=122)
212 Xl ( Bascline)

N 17 116 120 17

Z2(SD) 85.4(22.89) 86.0(23.90) 84.1 (21.00) 83.1(21.77)

=2+t (Range) 82.1(48;175) 84.4 (46;147) 79.6 (44;162) 79.8{42;154)
& Z(End point)

N 17 116 120 n7

=2(SD) 26.1(22.99) 85.4(24.03) 832(21.20) 832 (22.06)

St {Range) $3.5(4;170) 83.4 (46;148) 78.9 (44;165) 79.8 (42;152)
JIEXZSE BE

N 117 116 120 17

=2(SD) 0.7(1.78) -0.6(1.90) 0.9(220) 0.1(1.92)

S2:3t (Range) 0.6(-5:8) -0.5 (-1:5) -0.5(-9;5) 8.0(-67)

Sh=%% ¥} (Standard deviation)

# 38 Ay g 7IEARRE FHEAA

QAL 7% TRte® a® olge] WA

HIKMA PHARMACEUTICALS USA INC.

FA HAE g

(1[0.9%] 200-mg 25 I, 3[2.5%] 400-mg & 9] o
EepE e

o] < 7% FA2 FA E71E ek gide] HAlEE Ro2

A

<% ey, A6 W

FE2AE TS Et‘r R29806001 A Zh, el A&}

IPR2024-01418

8060 T HRTF TR E FEAEA =T},
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[0182] [3# 3]
R228060 R228060
uretol g ECAlE 200 mg 400 mg L=EAE
(N=117) (N=116) (N=120) ™=117
2 Xt 2t{Character Value) n (%) n (%) n (%) n (%)
2H 25 117 116 120 117
i >T% 0 1(09) 3(2.5) 0
s s/24<7% 40 (34.2) 75(64.7) 90 (75.0) 62 (53.0)
=01<7% 74 (63.2) 39 (33.6) 27 (22.5) 54(362)
. =0t >7% 3(2:6) 1(0.9) 0 1(0.9)
[0183]
[0184]

71EAZN-E FA7A Bl B #ishe HATH(R228060 200mg B 400 mg ZHzel] dis] -0.2 #

-0.3 kg/m2
VS, ZEAlE B HEAE 77kl dis)] 0.2 ke/m H 0).

[0185]

B gAMol AFE BE SRE, 53 29, 53 R 0 ASFEALS 7] A8ERe] SAHE B /E
= Eud BdEE t2Ae A agn Hee] /b olld e SHg 98 AdHer FInFPos AY
Ak,
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PTO/SB/140

Doc Code: PET.AUTO U.S. Patent and Trademark Office
Document Description: Petition automatically granted by EFS-Web Department of Commerce

Electronic Petition Request PETITION TO WITHDRAW AN APPLICATION FROM ISSUE AFTER PAYMENT OF

THE ISSUE FEE UNDER 37 CFR 1.313(c)

Application Number 17091222

Filing Date 06-Nov-2020

First Named Inventor Fionn Hurley

Art Unit 1626

Examiner Name MATTHEW COUGHLIN

Attorney Docket Number 1624.19CT

Title

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof

An application may be withdrawn from issue for further action upon petition by the applicant. To request that the Office
withdraw an application from issue, applicant must file a petition under this section including the fee set forth in § 1.17(h} and a
showing of good and sufficient reasons why withdrawal of the application from issue is necessary.

APPLICANT HEREBY PETITIONS TO WITHDRAW THIS APPLICATION FROM ISSUE UNDER 37 CFR 1.313{(c).

A grantable petition requires the following items:

{1) Petition fee; and

{2) One of the following reasons:

{a) Unpatentability of one or more claims, which must be accompanied by an unequivocal statement that one or more claims
are unpatentable, an amendment to such claim or claims, and an explanation as to how the amendment causes such claim or
claims to be patentable;

{b) Consideration of a request for continued examination in compliance with § 1.114 {for a utility or plant application only}; or
{c} Express abandonment of the application. Such express abandonment may be in favor of a continuing application, but not a
CPA under 37 CFR 1.53(d).

Petition Fee

(O Small Entity

(O Micro Entity

(®) Regular Undiscounted

Reason for withdrawal from issue
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(O One or more claims are unpatentable

(®) Consideration of a request for continued examination (RCE) (List of Required Documents and Fees)

O Applicant hereby expressly abandons the instant application (any attorney/agent signing for this reason must
have power of attorney pursuant to 37 CFR 1.32(b)).

RCE request,submission, and fee.

| certify, in accordance with 37 CFR 1.4(d)(4) that :
The RCE request ,submission, and fee have already been filed in the above-identified application on

Are attached.

THIS PORTION MUST BE COMPLETED BY THE SIGNATORY OR SIGNATORIES

| certify, in accordance with 37 CFR 1.4(d)(4) that | am:

® An attorney or agent registered to practice before the Patent and Trademark Office who has been given power of attorney
in this application.

(O An attorney or agent registered to practice before the Patent and Trademark Office, acting in a representative capacity.

(O Asoleinventor

O A joint inventor; | certify that | am authorized to sign this submission on behalf of all of the inventors as evidenced by the
power of attorney in the application

(O Ajoint inventor; all of whom are signing this e-petition

Signature /Robert A. Schwartzman/
Name Robert A. Schwartzman
Registration Number 50211
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Electronic Patent Application Fee Transmittal

Application Number:

17091222

Filing Date:

06-Nov-2020

Title of Invention:

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

thereof

First Named Inventor/Applicant Name:

Fionn Hurley

Filer: Robert Andrew Schwartzman/Betty-Lou Medlin
Attorney Docket Number: 1624.19CT
Filed as Large Entity
Filing Fees for Utility under 35 USC 111(a)
Description Fee Code Quantity Amount Suz—;l'g(t;)l in

Basic Filing:

PETITION FEE- 37 CFR 1.17(H) (GROUP III) 1464 1 140 140

RCE- 1ST REQUEST 1801 1 1360 1360

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

HIKMA PHARMACEUTICALS USA INC.

IPR2024-01418
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Description

Fee Code

Quantity

Amount

Sub-Total in

UsD($)
Post-Allowance-and-Post-Issuance:
Extension-of-Time:
Miscellaneous:
Total in USD ($) 1500

HIKMA PHARMACEUTICALS USA INC.
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UNITED STATES PATENT AND TRADEMARK OFFICE

Commissioner for Patents

United States Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450
www.uspto.gov

Decision Date: August 29, 2022

In re Application of :
DECISION ON PETITION

UNDER CFR 1.313(c)}(2)

Fionn Hurley

Application No : 17091222
Filed : 06-Nov-2020
Attorney DocketNo: 1624.19CT

This is an electronic decision on the petition under 37 CFR 1.313(c)(2), filed August 29,2022 , to withdraw the above-identified
application from issue after payment of the issue fee.

The petition is GRANTED.

The above-identified application is withdrawn from issue for consideration of a submission under 37 CFR 1.114 (request for

continued examination). See 37 CFR 1.313(c){2).

Petitioner is advised that the issue fee paid in this application cannot be refunded. If, however, this application is again
allowed, petitioner may request that it be applied towards the issue fee required by the new Notice of Allowance.

Telephone inquiries concerning this decision should be directed to the Patent Electronic Business Center (EBC) at 866-217-9197.

This application file is being referred to Technology Center AU 1626 for processing of the request for continuing examination
under 37 CFR1.114.

Office of Petitions
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Electronic Acknowledgement Receipt

EFS ID: 46506059
Application Number: 17091222
International Application Number:
Confirmation Number: 6803

Title of Invention:

Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses

thereof
First Named Inventor/Applicant Name: Fionn Hurley
Customer Number: 129932

Filer:

Robert Andrew Schwartzman/Betty-Lou Medlin

Filer Authorized By:

Robert Andrew Schwartzman

Attorney Docket Number: 1624.19CT
Receipt Date: 29-AUG-2022
Filing Date: 06-NOV-2020
Time Stamp: 15:14:22

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $1500

RAM confirmation Number E20228S5F14180940

Deposit Account

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

HIKMA PHARMACEUTICALS USA INC.
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File Listing:

Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
178682
1 Quick Path Information Disclosure 1624-19CT_QPIDS.pdf no 2
Statement
91533f22fadf6046e27682e96bdd28e61dc3]
49bd
Warnings:
Information:
189119
) Request forCon;gltEJed Examination 1624-19CT_RCE.pdf no ]
( ) b26caSe31a5d4ae47a94b0ea2301eadbf23|
898fe
Warnings:
This is not a USPTO supplied RCE SB30 form.
Information:
429556
3 1624-19CT_IDS.pdf yes 4
84b28c83dfd41faddf7 1aeSec1eff549fdcd2)
Multipart Description/PDF files in .zip description
Document Description Start End
Transmittal Letter 1
Information Disclosure Statement (IDS) Form (SB08) 3
Warnings:
Information:
1253060
4 Other reference-Patent/Application/ KR20160032127.pdf no 57
Search Documents
4dd0c55193c9fe511139409d21c77debe3al
a3c58
Warnings:
Information:
39688
5 ePetition Request Form petition-request.pdf no 2
011012fdaaa72c2c90ea0533ecf4d 076723
Warnings:
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Information:

40580
6 Fee Worksheet (SB06) fee-info.pdf no 2
d01ae354b0485de843569bdbdaef11a8072
Warnings:
Information:
Total Files Size (in bytes){ 2130685

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc Code: QPIDS.REQ
Document Description: QuickPath Information Disclosure Statement
PTO/SB/09 (09-18)

CERTIFICATION AND REQUEST FOR CONSIDERATION OF AN INFORMATION DISCLOSURE
STATEMENT FILED AFTER PAYMENT OF THE ISSUE FEE UNDER THE QPIDS PROGRAM

Non-Provisional Application Number: Filing Date:
17/091,222 11/06/2020

First Named Inventor: Title of Invention:

.
F I O n n H u r I ey Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof

THE UNDERSIGNED HEREBY CERTIFIES AND REQUESTS THE FOLLOWING FOR THE ABOVE-
IDENTIFIED APPLICATION.

1. Consideration is requested of the information disclosure statement (IDS) submitted herewith, which is
being filed after payment ofthe issue fee.

2. Check the box next to the appropriate selection:

Each item of information contained in the IDS 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 ofthe IDS.
See 37 CFR 1.97(e)(1).

OR

No item of information contained in the IDS was cited in a communication from a foreign patent office
in a counterpart foreign application, and, to the knowledge ofthe person signing the certification after
making reasonable inquiry, no item of information contained in the IDS was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the IDS. See 37 CFR
1.97(e)(2).

OR

3. Please charge the IDS fee set forth in 37 CFR 1.17(p) to Deposit Account No. 90-0220

A Petition to Withdraw from Issue After Payment ofthe Issue Fee (37 CFR 1.313(c)(2)), including the
petition fee set forth in 37 CFR 1.17(h), is submitted herewith as a Web-based ePetition.
WARNING: Do not submitthe petition as a follow-on paper via EFS-Web. Submit the petition as a Web-
based ePetition by signing on to EFS-Web as a registered user, selecting the radio button next to
“Existing application/patent,” and then selecting the radio button next to “ePettion (for automatic
processing and immediate grant, if all petitions requirements are met).” Failure to use the Web-based
ePetition interface will result in automatic entry ofthe RCE.

5. Arequest for continued examination (RCE) under 37 CFR 1.114 and the RCE fee under 37 CFR 1.17(¢)
are submitted herewith.

6. The RCE will be treated as a “conditional” RCE. In the event the examiner determines that any item of
information contained in the IDS necessitates the reopening of prosecution in the application, the
undersigned understands that (i) the RCE will be processed and treated as an RCE under 37 CFR 1.114
and therefore (ii) the IDS fee under 37 CFR 1.17(p) will be returned in accordance with
37 CFR 1.97(b)(4). Inthe event that no item of information in the IDS necessitates reopening prosecution,
the undersigned understands that the RCE will not be processed and the RCE fee under 37 CFR 1.17(e)
will be returned.

7. This certification and request is being filed as a Web-based ePetition and is not accompanied by an
amendment to the application. Inclusion of an amendment will result in automatic entry ofthe RCE.

signature/ RODEIT A. Schwartzman/ pate AUQUSt 29, 2022

Practitioner

e e ODEIT A, Schwartzman, Ph.D. e ™ 50,211

(Print/Typed) (If applicable)

Note: Signaturesofall the inventors orassignees of record of the entire interest ortheirrepresentative(s) are requiredin accordance with
37 CFR 1.33 and 11.18. Please see 37 CFR 1.4(d) for the form of the signature. If necessary, submit multiple forms for more than one
signature, see below.*

“Total of 1 formsare submitted.

If you need assistance in conpleting the form call 1-800-PTO-9199 and selectoption 2.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requiresthatyou be given certain information in connectionwith your
submission ofthe attached form related to a patent application or patent. Accordingly, pursuantto the requirements of
the Act, please be advised that: (1) the general authorityfor the collection ofthis information is 35 U.S.C.2(b)(2); (2)
furnishing ofthe information solicited is voluntary; and (3) the principal purpose forwhich the information is used bythe
U.S. Patent and Trademark Office is to process and/orexamine your submission related to a patentapplication or
patent. If you do not furnish the requestedinformation,the U.S. Patent and Trademark Office maynot be able to
process and/orexamine your submission, which mayresultin termination of proceedings orabandonment ofthe
application orexpiration ofthe patent.

The information provided byyou in this form will be subjectto the following routine uses:

1.

The information on this form will be treated confidentiallyto the extent allowed underthe Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (6 U.S.C 552a). Records from this systemofrecords may
be disclosed to the Department of Justice to determine whetherdisclosure ofthese records is required bythe
Freedom of Information Act.

A record from this system ofrecords maybe disclosed, as aroutine use, in the course ofpresenting evidence
to a court, magistrate, oradministrative tribunal, including disclosures to opposing counselin the course of
settlementnegotiations.

Arecord in this system ofrecords maybe disclosed,as aroutine use,to a Memberof Congress submitting a
requestinwlving an individual,to whom the record pertains, when the individual has requested assistance fom
the Memberwith respectto the subject matterofthe record.

A record in this system ofrecords maybedisclosed, as a routine use, to a contractorofthe Agency having
need for the information in orderto perform a contract. Recipients ofinformation shallbe required to comply
with the requirements ofthe Privacy Act of 1974, as amended, pursuantto 5 U.S.C. 552a(m).

Arecord related to an International Application filed underthe PatentCooperation Treatyin this system of
records maybe disclosed, as aroutine use,to the International Bureau ofthe World Intellectual Property
Organization, pursuantto the Patent Cooperation Treaty.

A record in this system ofrecords maybe disclosed, as aroutine use,to anotherfederal agencyfor purposes
of National Securityreview (35 U.S.C. 181) and for review pursuantto the Atomic Energy Act (42 U.S.C.
218(c)).

A record from this system ofrecords maybe disclosed, as aroutine use, to the Administrator, General
Services, or his/herdesignee, during an inspection ofrecords conducted by GSA as part of that agency's
responsibilityto recommend improvements in records management practices and programs, under authorityof
44 U.S.C. 2904 and 2906. Such disclosure shallbe made in accordance with the GSA regulations governing
inspection ofrecords forthis purpose, and anyotherrelevant (i.e., GSA orCommerce)directive. Such
disclosure shallnotbe used to make determinations aboutindividuals.

A record from this system ofrecords maybe disclosed, as a routine use, to the public after either publication of
the application pursuantto 35 U.S.C. 122(b) or issuance ofa patentpursuantto 35 U.S.C. 151. Further, a
record may be disclosed, subjectto the limitations 0of37 CFR 1.14, as a routine use, to the publicifthe record
was filed in an application which became abandoned orin which the proceedings were terminated and which
application is referenced byeithera published application, an application open to publicinspection oran issued
patent.

A record from this system ofrecords maybe disclosed,as aroutine use, to a Federal, State, or local law
enforcementagency,ifthe USPTO becomes aware ofa violation or potential violation of law or regulation.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
129932 7590 09/14/2022
Myers Bigel, P.A. COUGHLIN, MATTHEW P
P.O. Box 37428
Raleigh, NC 27627 | ART UNIT PAPER NUMBER |
1626
DATE MAILED: 09/14/2022
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. | CONFIRMATION NO.
17/091,222 11/06/2020 Fionn Hurley 1624.19CT 6803

TITLE OF INVENTION: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE

nonprovisional UNDISCOUNTED $1200 $0.00 $1200.00 $0 12/14/2022

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.
PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS.
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308.

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE MAILING
DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS STATUTORY PERIOD
CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES NOT REFLECT A CREDIT
FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS PREVIOUSLY BEEN PAID IN
THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM WILL BE CONSIDERED A REQUEST
TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW DUE.

HOW TO REPLY TO THIS NOTICE:

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that
entity status still applies.
If the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above.

If the ENTITY STATUS is changed from that shown above, on PART B - FEE(S) TRANSMITTAL, complete section number 5 titled
"Change in Entity Status (from status indicated above)".

For purposes of this notice, small entity fees are 1/2 the amount of undiscounted fees, and micro entity fees are 1/2 the amount of small entity
fees.

II. PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b"
of Part B - Fee(s) Transmittal should be completed. If an equivalent of Part B is filed, a request to reapply a previously paid issue fee must be
clearly made, and delays in processing may occur due to the difficulty in recognizing the paper as an equivalent of Part B.

IIT. All communications regarding this application must give the application number. Please direct all communications prior to issuance to Mail
Stop ISSUE FEE unless advised to the contrary.

IMPORTANT REMINDER: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980.
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at
www.uspto.gov/PatentMaintenanceFees.

Page 1 of 3

PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

By mail, send to: Mail Stop ISSUE FEE By fax, send to:  (571)-273-2885
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate. All
further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as indicated unless corrected
below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications.
Note: A certificate of mailing can only be used for domestic mailings of the
Fee(s) Transmittal. This certificate cannot be used for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must
have its own certificate of mailing or transmission.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address)

129932 7590 09/14/2022 Certificate of Mailing or Transmission
Myers Bigel P.A I hereby certify that this Fee(s) Transmittal is being deposited with the United
> States Postal Service with sufficient postage for first class mail in an envelope
P.O. Box 37428 addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
Raleigh NC 27627 the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
(Typed or printed name)
(Signature)
(Date)|
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
17/091,222 11/06/2020 Fionn Hurley 1624.19CT 6803
TITLE OF INVENTION: Compositions comprising (R)-2-amino-3-phenylpropyl carbamate and uses thereof
| APPLN. TYPE | ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1200 $0.00 $1200.00 $0 12/14/2022

I EXAMINER | ART UNIT | CLASS-SUBCLASS |
COUGHLIN, MATTHEW P 1626 514-489000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

Address form PTO/AIA/122 or PTO/SB/122) attached. (2) The name of a single firm (having as a member 2

registered attorney or agent) and the names of upto 2
2 registered patent attorneys or agents. If no name is
listed, no name will be printed.

(] "Fee Address" indication (or "Fee Address" Indication form PTO/
AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)

Please check the appropriate assignee category or categories (will not be printed on the patent) : (] Individual [ Corporation or other private group entity (J Government

4a. Fees submitted: [MIssue Fee (JPublication Fee (if required) [JAdvance Order - # of Copies
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

(] Blectronic Payment via EFS-Web [ Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)

(L The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No.

5. Change in Entity Status (from status indicated above)

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

M| Applicant certifying micro entity status. See 37 CFR 1.29

M| Applicant asserting small entity status. See 37 CFR 1.27

M| Applicant changing to regular undiscounted fee status.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature Date
Typed or printed name Registration No.
Page 2 of 3
PTOL-85 Part B (08-18) Approved for use through 01/31/2020 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

I APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
17/091,222 11/06/2020 1624.19CT 6803
| EXAMINER |
129932 7590 09/14/2022

Myers Bigel, P.A.
P.O. Box 37428
Raleigh, NC 27627

COUGHLIN, MATTHEW P

| ART UNIT PAPER NUMBER

1626

DATE MAILED: 09/14/2022

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)

(Applications filed on or after May 29, 2000)

The Office has discontinued providing a Patent Term Adjustment (PTA) calculation with the Notice of Allowance.

Section 1(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the requirement
that the Office provide a patent term adjustment determination with the notice of allowance. See Revisions to Patent
Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer providing an initial
patent term adjustment determination with the notice of allowance. The Office will continue to provide a patent term
adjustment determination with the Issue Notification Letter that is mailed to applicant approximately three weeks prior
to the issue date of the patent, and will include the patent term adjustment on the patent. Any request for reconsideration

of the patent term adjustment determination (or reinstatement of patent term adjustment) should follow the process

outlined in 37 CFR 1.705.

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be

directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.

PTOL-85 (Rev. 02/11)
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

The Paperwork Reduction Act (PRA) of 1995 requires Federal agencies to obtain Office of Management and Budget
approval before requesting most types of information from the public. When OMB approves an agency request to
collect information from the public, OMB (i) provides a valid OMB Control Number and expiration date for the
agency to display on the instrument that will be used to collect the information and (ii) requires the agency to inform
the public about the OMB Control Number’s legal significance in accordance with 5 CFR 1320.5(b).

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 30 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon
the individual case. Any comments on the amount of time you require to complete this form and/or suggestions
for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office,
U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection
of information unless it displays a valid OMB control number.

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 (5§ U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

2. 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.

3. 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.

4. 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, pursuant to 5 U.S.C. 552a(m).

5. 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.

6. 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)).

7. Arecord 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.

8. 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 inspection or an issued patent.

9. 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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Application No. Applicant(s)
. . 17/091,222 Hurley, Fionn
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
MATTHEW P COUGHLIN 1626 Yes

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.4) This communication is responsive to the RCE filed 29 August 2022.
[J A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[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.

3. The allowed claim(s) is/are 20-27 . As a result of the allowed claim(s), 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.

4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al b) (J Some* ¢) [J None of the:
1. (O Certified copies of the priority documents have been received.
2. [J 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)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(3O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of each
sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6..] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1.0 Notice of References Cited (PTO-892) 5. (¥} Examiner's Amendment/Comment

2.V Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date .

3.0 Examiner's Comment Regarding Requirement for Deposit 7. (J Other .

of Biological Material
4.0 Interview Summary (PTO-413),
Paper No./Mail Date.
IMATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20220903
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Application/Control Number: 17/091,222 Page 2
Art Unit: 1626

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

Claims 20-27 are pending in the application. Claims 20-27 are allowed.

Continued Examination Under 37 CFR 1.114

A request for continued examination under 37 CFR 1.114, including the
fee set forth in 37 CFR 1.17(e), was filed in this application after
allowance or after an Office action under Ex Parte Quayle, 25 USPQ 74, 453
0.G. 213 (Comm'r Pat. 1935). Since this application is eligible for continued
examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17 (e) has
been timely paid, prosecution in this application has been reopened pursuant
to 37 CFR 1.114. BApplicant's submission filed on August 29™, 2022 has been

entered.

Information Disclosure Statement
The Examiner has considered the Information Disclosure Statement (s)

filed on August 29%%, 2022.

Conclusion
Any inquiry concerning this communication or earlier communications
from the examiner should be directed to MATTHEW P COUGHLIN whose telephone
number is (571)270-1311. The examiner can normally be reached Monday -
Friday, 10 am - 6 pm EST.
Examiner interviews are available via telephone, in-person, and video

conferencing using a USPTO supplied web-based collaboration tool. To schedule
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Application/Control Number: 17/091,222 Page 3
Art Unit: 1626

an interview, applicant is encouraged to use the USPTO Automated Interview
Request (AIR) at http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the
examiner’s supervisor, Joseph McKane can be reached on 571-272-0699. 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:
https://patentcenter.uspto.gov. Visit
https://www.uspto.gov/patents/apply/patent-center for more information about
Patent Center and https://www.uspto.gov/patents/docx for information about
filing in DOCX format. For 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.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Noles 17/091.222 Hurley, Fionn
T Y
MATTHEW P COUGHLIN 1626
CPC - Searched*
Symbol Date Examiner
C07C 271112 02/11/2022 MPC
C07C 271112 05/16/2022 MPC
CPC Combination Sets - Searched*
Symbol Date Examiner
US Classification - Searched*
Class Subclass Date Examiner

* See search history printout included with this form or the SEARCH NOTES box below to determine the scope of

the search.

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office

HIKMA PHARMACEUTICALS USA INC.

Page 1 of 2
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Part of Paper No.: 20220903
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Noles 17/091.222 Hurley, Fionn
L
MATTHEW P COUGHLIN 1626
Search Notes
Search Notes Date Examiner
C07C 271/12 02/11/2022 MPC
EAST Inventor/Applicant Search 02/11/2022 MPC
PALM Inventor Search 02/11/2022 MPC
Review of IDS's 02/11/2022 MPC
STN Search 02/11/2022 MPC
STN Search 05/13/2022 MPC
EAST Inventor/Applicant Search 05/16/2022 MPC
PALM Inventor Search 05/16/2022 MPC
Review of IDS 06/15/2022 MPC
Review of IDS 07/09/2022 MPC
Review of IDS 08/05/2022 MPC
EAST Inventor/Applicant Search 09/03/2022 MPC
PALM Inventor Search 09/03/2022 MPC
Review of IDS 09/03/2022 MPC
Interference Search
g?:tl)z?s/CPC US Subclass/CPC Group Date Examiner
Cco7C 27112 05/16/2022 MPC

/MATTHEW P COUGHLIN/
Primary Examiner, Art Unit 1626

U.S. Patent and Trademark Office
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I EXAMINER | ART UNIT | CLASS-SUBCLASS |
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AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)
Axsome Malta Ltd. Qormi, Malta
SK Biopharmaceuticals Co., Ltd. Seongnam-si, Republic of Korea

Please check the appropriate assignee category or categories (will not be printed on the patent) : (] Individual E Corporation or other private group entity (J Government

4a. Fees submitted: [MIssue Fee (JPublication Fee (if required) [JAdvance Order - # of Copies
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

(] Blectronic Payment via EFS-Web [ Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)
X The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No. _50-( )220

5. Change in Entity Status (from status indicated above)

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

M| Applicant certifying micro entity status. See 37 CFR 1.29

M| Applicant asserting small entity status. See 37 CFR 1.27

M| Applicant changing to regular undiscounted fee status.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature /RObert A. Schwartzrnan/ Date __December 8,2022
Typed or printed name Robert A. Schwartzman, Ph.D. Registration No. 50,211
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: Address: COMMISSIONER FOR PATENTS
P.O. Box 1450
Alexandria, Virginia 22313-1450
WWW.uspto.gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
17/091,222 01/24/2023 11560354 1624.19CT 6803
129932 7590 01/04/2023

Myers Bigel, P.A.
P.O. Box 37428
Raleigh, NC 27627

ISSUE NOTIFICATION

The projected patent number and issue date are specified above.

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(application filed on or after May 29, 2000)

The Patent Term Adjustment is 0 day(s). Any patent to issue from the above-identified application will include
an indication of the adjustment on the front page.

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that
determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information
Retrieval (PAIR) WEB site (http://pair.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office
of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should
be directed to the Application Assistance Unit (AAU) of the Office of Patents Stakeholder Experience (OPSE),
Stakeholder Support Division (SSD) at (571)-272-4200.

INVENTORC(S) (Please see PAIR WEB site http://pair.uspto.gov for additional inventors):

Fionn Hurley, Baldoyle, IRELLAND;

APPLICANT(s) (Please see PAIR WEB site http:/pair.uspto.gov for additional applicants):

AXSOME MALTA LTD., QORMI, MALTA;
SK Biophamaceuticals Co., Ltd., Seongnam-si, Gyenggi-do, KOREA, REPUBLIC OF;

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location
for business investment, innovation, and commercialization of new technologies. The USA offers tremendous
resources and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation
works to encourage and facilitate business investment. To learn more about why the USA is the best country in
the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov.

IR103 (Rev. 10/09)
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Attorney Docket No. 1624.19CT PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inre: Fionn Hurley U.S. Patent No.: 11,560,354
Application No.: 17/091,222 Issued: January 24, 2023
Filed: November 6, 2020 Confirmation No: 6803

Title: COMPOSITIONS COMPRISING (R)-2-AMINO-3-PHENYLPROPYL
CARBAMATE AND USES THEREOF

April 13,2023

Commissioner for Patents

Attn: Certificate of Correction Branch
P.O. Box 1450

Alexandria, VA 22313-1450

REQUEST FOR ENTRY OF CERTIFICATE OF CORRECTION
UNDER 35 U.S.C. §254 AND 37 C.F.R. §1.322

The Patentee of the above-referenced patent hereby requests, pursuant to 35 U.S.C. §254
and 37 C.FR. §1.322, that a Certificate of Correction be issued. This request is made in order to
correct the mistakes incurred through the fault of the U.S. Patent and Trademark Office. The
mistakes appearing in the patent are set forth with corrections on the Certificate of Correction
attached herewith. No fee is believed due. However, the Commissioner is authorized to charge
any deficiency or credit any overpayment to Deposit Account No. 50-0220.

Respectfully submitted,
/Robert A. Schwartzman/

Robert A. Schwartzman
Registration No.: 50,211

Customer No.: 129932

Myers Bigel, P.A.

P. O. Box 37428, Raleigh, NC 27627
Telephone: (919) 854-1400
Facsimile: (919) 854-1401

CERTIFICATION OF ELECTRONIC TRANSMISSION
I hereby certify that this correspondence is being transmitted via the Office electronic filing system in accordance with
§1.6(a)(4) to the U.S. Patent and Trademark Office on April 13, 2023.
/V. Katherine Barrow/
V. Katherine Barrow
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UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

Page 1 of 1
PATENT NO.: 11,560,354 B2
APPLICATION NO.: 17/091222
ISSUE DATE: January 24, 2023
INVENTORC(S): Fionn Hurley
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