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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 similarto 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.5.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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Docket No.: 37JD-199059-US9
(PATENT)

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Patent Application of:

Gilead Pharmasset LLC

Application No.: 15/411,506 Confirmation No.: 9714

Filed: January 20, 2017 Art Unit; 1673

For: NUCLEOSIDE PHOSPHORAMIDATE Examiner: Patrick T. Lewis
PRODRUGS

INFORMATION DISCLOSURE STATEMENT (IDS)

MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Dear Commissioner;

Pursuant to 37 C.F.R. §§ 1.56, 1.97, and 1.98, the attention of the United States Patent
and Trademark Office is hereby directed to the references listed on the attached PTO/SB/08. It
is respectfully requested that the information be expressly considered during the prosecution of
the above-identified application, and that the references be made of record therein and appear

among the “References Cited” on any patent to issue therefrom.

This Information Disclosure Statement, pursuant to 37 C.F.R. § 1.114(c), accompanies

the Request for Continued Examination (37 C.F R. § 1.114) submitted herewith.

In accordance with 37 C.F.R. § 1.98(a)(2)(ii), copies of U.S. patents and U.S. patent
application publications are not submitted. Submitted herewith are copies of foreign patents and
non-patent literature in accordance with 37 C.F.R. § 1.98(a)(2). In addition, Applicant requests
that, in accordance with 37 C. F.R. § 1.98(d), the Examiner review all applications relied upon in
this application for an earlier effective filing date under 35 U.S.C. § 120, including U.S.
Application Nos. 14/656,546, filed March 12, 2015, 14/013,237, filed August 29, 2013,
13/609,614, filed September 11, 2012, 13/099,671, filed May 3, 2011, and 12/053,015, filed
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Application No.: 15/411,506 Docket No.: 37JD-199059-US9

March 21, 2008, for copies of references of record therein that are not being provided here;
although Applicant would be pleased to provide copies of any such documents at the Examiner’s

request.

The Examiner is further requested to review all official communications issued and
responses filed in U.S. Application Nos. 14/656,546, filed March 12, 2015, 14/013,237, filed
August 29, 2013, 13/609,614, filed September 11, 2012, 13/099,671, filed May 3, 2011, and
12/053,015, filed March 21, 2008 as well as the related U.S. Application Nos. 14/057,675, filed
October 18, 2013, 14/254,737, filed April 16, 2014 and 14/255,833, filed April 17, 2014.

Not all documents are in English. English translations are provided where available.
Applicant is happy to provide English translations upon request. Applicant submits that the
absence of an English translation does not relieve the PTO from its duty to consider the

submitted foreign language document (37 C.F.R. §1.98 and M.P.E.P. §609).

In accordance with 37 C.F.R. § 1.97(g), the filing of this Information Disclosure
Statement shall not be construed as a representation that a search has been made. In accordance
with 37 C.F.R. § 1.97(h), the filing of this Information Disclosure Statement shall not be
construed to be an admission that the information cited in this Information Disclosure Statement

is, or is considered to be, material to the patentability as defined in 37 C.F.R. § 1.56(b).

It is submitted that the Information Disclosure Statement is in compliance with

37 C.F.R. § 1.98, and the Examiner is respectfully requested to consider the listed references.

Respectfully submitted,

Dated: July 6, 2018 By /Neeta C. Thakur/
Neeta C. Thakur, Ph.D.
Registration No.: 59,123
Attorney for Applicant
SHEPPARD MULLIN RICHTER & HAMPTON LLP
379 Lytton Avenue
Palo Alto, California 94301
(650) 815-2631
Customer Number: 117796
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Electronic Acknowledgement Receipt

EFS ID: 33103787
Application Number: 15411506
International Application Number:
Confirmation Number: 9714
Title of Invention: NUCLEOSIDE PHOSPHORAMIDATE PRODRUGS
First Named Inventor/Applicant Name: Jinfa Du
Customer Number: 117796
Filer: Neeta C. Thakur/Joannah Laluces
Filer Authorized By: Neeta C. Thakur
Attorney Docket Number: 37JD-199059-US9
Receipt Date: 06-JUL-2018
Filing Date: 20-JAN-2017
Time Stamp: 14:51:46
Application Type: Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document n— : File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)
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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 similarto 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.5.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.5.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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UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO, Box 1450

Alexandria, Virginia 22313-1450

WWW, usplo. gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

EXAMINER

117796 7590 077252018 I ]
Gilead Sciences, Inc. LEWIS, PATRICK T

c/o Sheppard Mullin Richter & Hampton LLP

199 Lvtioh Avente | ART UNIT PAPER NUMBER |

Palo Alto, CALIFORNIA 94301 1673

UNITED STATES OF AMERICA DATE MAILED: 07/25/2018

I APPLICATION NO. I FILING DATE l FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.

15/411.506 012002017 Jinfa Du 371D-199059-US9 9714

TITLE OF INVENTION: NUCLEOSIDE PHOSPHORAMIDATE PRODRUGS

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

nonprovisional UNDISCOUNTED $1000 50.00 50.00 $1000 10/25/2018

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)".

FFor 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 and an extra copy of the form should be submitted. 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.

I11. 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: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of maintenance
fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due.

Page 1 of 3
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

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) Transmiltal. 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)

117796 7590 07725/2018 . e .
: L . ) Certificate of Mailing or Transmission
Gilead Sciences, Inc. 1 hereby certify that this Fee(s) Transmittal is being deposited with the United
¢/o Sheppard Mullin Richter & Hampton LLP States Postal Service with sufficient postage for first class mail in an envelope
/o Shepp lin Richte Hamppon L. addressed to the Mail Stop ISSUE FEE address above, or being facsimle
379 Lyuton Avenue transmitted to the USPTO (571) 273-2885. on the date indicated below.

Palo Alto, CALIFORNIA 94301
UNITED STATES OF AMERICA

{ Depositor's name

(Signatere )y

{Date
| APPLICATION NO, I FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
15/411,506 012062017 Jinfa Du 371D-199059-U89 9714
TITLE OF INVENTION: NUCLEOSIDE PHOSPHORAMIDATE PRODRUGS
| APPLN. TYPE | ENTITY STATUS | ISSUE FEE DUE l PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1000 50.00 50.00 S1000 1072572018
I EXAMINER l ART UNIT l CLASS-SUBCLASS |
LEWIS. PATRICK T 1673 514-051000
1. Change ol correspondence address or indication of "Fee Address™ (37 2. For printing on the patent front page, list 1
CFR 1.363). (1) The names of up to 3 registered patent attorneys

or agents OR, alternatively,
(2) The name of a single firm (having as a member a
registered attorney or agent) and the names of up o 3
2 registered patent atlorneys or agents. If no name is =
[ “Fee Address” indication (or "Fee Address” Indication form PTO/ |'I.\tl..'tl.‘|. no mmp-ﬁ, will be printed. “
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)

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. [f an assignee is identified below, the document has been filed for recordation
as set forth in 37 CFR 3.11. Completion of this form is NOT a substitute for filing an assignment.

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

(=]

| Change of correspondence address (or Change of Correspondence
Address form PTO/SB/122) awtached.

(]

Please check the appropriate assignee category or categories (will not be printed on the patent) : [ Individual |2 Corporation or other private group entity |1 Government

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
| Issue Fee [ A check is enclosed.
[ publication Fee (No small entity discount permitted) a Payment by credit card. Form PTO-2038 is attached.
| Advance Order - # of Copies [ The direcior is hereby authorized to charge the required fee(s). any deficiency, or credits any
oaverpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
T e NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B). issue
R Applicant ceratyingmicraentity:stams. See 3.0 CFR:1.29 fee payment in the micro entity amount will not be accepled 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 Lo micro entity status.
NOTE: Checking this box will be taken to be a notification of loss of entitlement o small or micro
entity status, as applicable.

| Applicant asserting small entity status. See 37 CFR 1.27

| 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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UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO, Box 1450

Alexandria, Virginia 22313-1450

WWW, usplo. gov

I APPLICATION NO. I FILING DATE FIRST NAMED INVENTOR I ATTORNEY DOCKET NO. |  CONFIRMATION NO, |
15/411,506 01/20/2017 Jinfa Du 37ID-199059-1US9 9714
I EXAMINER J
117796 7590 072512018
Gilead Sciences, Inc. LEWIS, PATRICK T

c/o Sheppard Mullin Richter & Hampton LLP
379 Lytton Avenue

Palo Alto, CALIFORNIA 94301 1673
UNITED STATES OF AMERICA

| ART UNIT PAPER NUMBER |

DATE MAILED: 07/25/2018

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 1o
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 12 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 ol 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 ol the patent.

The information provided by you in this form will be subject to the following routine uses:

. 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.

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)).

(2]

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services,
or his/her designee. during an inspection of records conducted by GSA as part of that agency's responsibility
to recommend improvements in records management practices and programs, under authority of 44 U.S.C.
2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection
of records for this purpose, and any other relevant (i.e.. GSA or Commerce) directive. Such disclosure shall
not be used to make determinations about individuals.

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)
) . 15/411,506 Duetal.
Notice afA//awabllzfy Examiner Art Unit AlA Status
PATRICK T LEWIS 1673 No

-- 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. This communication is responsive to RCE dated July 6, 2018.
[ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2] 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 1-19 . 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.[J Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) DAl b) 0 Some  *c) [(J None of the:
1. [J Certified copies of the priority documents have been received.
2. [0 Certified copies of the priority documents have been received in Application No.
3. [0 Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file areply 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.

[J 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.[J Notice of References Cited (PTO-892) 5. [J Examiner's Amendment/Comment

2.} Information Disclosure Statements (PTO/SB/08), 6. [J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date 07062018.

3.0 Examiner's Comment Regarding Requirement for Deposit 7. [ Other )

of Biological Material
4. Interview Summary (PTO-413),
Paper No./Mail Date.
IPATRICK T LEWIS/
Primary Examiner, Art Unit 1673

U.5. Patent and Trademark Office 3
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20180723
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Application/Control No. Applicant(s)/Patent Under Reexamination
Index of Claims | 5,411 506 Di 4L
H“m ” “‘I ““W ““ ““ o .
PATRICK T LEWIS 1673
v | Rejected - | Cancelled N | Non-Elected A Appeal
= Allowed + | Restricted | | Interference O | Objected
CLAIMS
Claims renumbered in the same order as presented by applicant O cPa O T.D. O R1.47
CLAIM DATE
Final Original | 04/01/2018 | 07/23/2018
1 = =
2 = =
3 = =
4 = =
5 ) =
6 = =
7 = =
8 = =
9 = =
10 = =
11 = =
12 - =
13 - =
14 - =
15 = =
16 = =
17 = =
18 = =
19 = -

.S, Patent and Trademark Qffice

Page 1 of 1
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |51 506 —_—
|| H |H ‘” Examiner Art Unit
PATRICK T LEWIS 1673
CPC
Symbol Type Version
AB1K 3 7072 F 2013-01-01
AB1K 31 706 | 2013-01-01
AGTK 31 7064 | 2013-01-01
AB1K 31 7076 | 2013-01-01
CO7H 19 04 | 2013-01-01
CO7H 19 06 | 2013-01-01
CO7H 19 10 I 2013-01-01
CO7H 19 20 | 2013-01-01
AB1K 45 06 I 2013-01-01
CO7H 17 02 I 2013-01-01
CO07D 417 14 | 2013-01-01
AB1K 31 7068 A 2013-01-01
CO7H 19 073 A 2013-01-01
Y02A 463 A 2018-01-01
CPC Combination Sets
Symbol Type Set Ranking Version
NONE
Total Claims Allowed:
(Assistant Examiner) (Date) 19
[PATRICK T LEWIS/ 23 July 2018 ; : o
(Primary Examiner) (Date) 1 NONE
U.S. Patent and Trademark Office Par of Paper No.: 20180723
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Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification |51 506 —_—

|| H |H ‘” Examiner Art Unit
PATRICK T LEWIS 1673

INTERNATIONAL CLASSIFICATION
CLAIMED

AO1TN
ABTK

NON-CLAIMED

US ORIGINAL CLASSIFICATION

CLASS SUBCLASS
514 51
CROSS REFERENCES(S)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
514 42 43 49 50

NONE
Total Claims Allowed:
(Assistant Examiner) (Date) 19
[PATRICK T LEWIS/ 23 July 2018 ; ; o
(Primary Examiner) (Date) 1 NONE
U.S. Patent and Trademark Office Part of Paper No.: 20180723
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Issue Classification

HIHM M

Application/Control No. Applicant(s)/Patent Under Reexamination

15/411,506 Du et al.
Examiner Art Unit
PATRICK T LEWIS 1673

Claims renumbered in the same order as presented by applicant (] CPA [J T.D. [J R.1.47

|cLavs

|Final |Original|Final |Original|Final

Original

Final

Original|Final |Original|Final |Original|Final |Original|Final |Original

1 10

19

11

12

13

14

15

16

17

Wl ~|m|on &b

18

Primary Examiner, Art Unit 1673
(Primary Examiner)

NONE

Total Claims Allowed:
(Assistant Examiner) (Date) 19
[PATRICK T LEWIS/ 23 July 2018

O.G. Print Claim(s) | O.G. Print Figure
(Date) 1 NONE

U.S. Patent and Trademark Of?ce

Part of Paper No.: 20180723
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Notes 15/411.506 Duetal.
||I‘|||HN “HN | ||H”| e o
PATRICK T LEWIS 1673
CPC - Searched*
Symbol Date Examiner
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
Inventor, REGISTRY, CAPLUS, MEDLINE (see attached) 04/01/2018 IPL/
Updated Inventor, REGISTRY, CAPLUS, MEDLINE searches 07/23/2018 P/
Interference Search
US Class/CPC | ;5 5\hclass/CPC Group Date Examiner
Symbol
514 42,43, 49, 50, 51 04/01/2018 /PL/
AB1K 31/7068, 31/7072, 31/706, 31/7064 04/01/2018 /PL/
CO7H 19/06, 19/073, 19/04 04/01/2018 PL/

/PATRICK T LEWIS/
Primary Examiner, Art Unit 1673

U.S. Patent and Trademark Office

Page 1 of 1

Part of Paper No.: 20180723
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PTO/SB/08 (09-06)

Approved for use through 03/31/2007. OMB 0651-0031

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB
control number.

Substitute for form 1449/PTO Complete if Known N
INFORMATION DISCLOSURE Application Number 15/411,506
STATEMENT BY APPLICANT Filing Date January 20 2017
o First Named Inventor Jinfa Du
Date Submitted: July 6, 2018 At Unit 1673
(use as many sheets as necessary) Examiner Name Patrick T. Lewis
\oheet | 1 [of |38 Attorney Docket Number | 37JD-199059-US9 )
U.S. PATENT DOCUMENTS
[ i Pages, Columns, Lines,
E:fml Cite MO SRanE Publication Date Mame of Patentee or Applicant of gWhe;e Relevant
Initials No.' Number-Kind Code? (if MM-DD-YYYY Cited Document Passages or Relevant
| known) Figures Appear
Al 20010034440 A1 10/25/2001 Shepard et al.
: A2 20020058635 A1 05/16/2002 Averett
A3 20020198173 A1 12/26/2002 Schinazi et al.
: Ad 20030050229 A1 03/13/2003 Sommadossi et al.
A5 20030080400 A1 03/27/2003 LaColla et al.
: AB 20030109697 A1 07/12/2003 Shepard et al.
A7 20030120071 A1 06/26/2003 McGuigan et al.
: A8 20030144502 A1 07/31/2003 Pietrzkowski et al.
A9 20030153744 A1 08/14/2003 Mekouar et al.
: A10 | 20030187018 A1 10/02/2003 Llinas-Brunet et al.
A11 | 20040006007 A1 01/08/2004 Gosselin et al.
: A12 | 20040014108 A1 01/22/2004 Eldrup et al.
A13 | 20040023240 A1 02/05/2004 Marliere et al.
: Al4 | 20040023901 A1 02/05/2004 Cook et al,
A15 | 20040059104 A1 03/25/2004 Cook et al.
: A16 | 20040063622 A1 04/01/2004 Sommadossi et al.
A17 | 20040067901 A1 04/08/2004 Bhat et al.
: A18 | 20040072788 A1 04/15/2004 Bhat et al.
A19 | 20040097461 A1 05/20/2004 Sommadossi et al.
: A20 | 20040097462 A1 05/20/2004 Sommadossi et al.
A21 | 20040101535 A1 05/27/2004 Sommadossi et al.
: A22 | 20040102414 A1 05/27/2004 Sommadossi et al.
A23 | 20040110717 A1 06/10/2004 Carroll et al.
: A24 | 20040167140 A1 08/26/2004 Schinazi et al.
' A25 | 20040191824 A1 09/30/2004 Dempcy et al.
: A26 | 20040214844 A1 10/28/2004 Otto et al.
' A27 | 20040229839 A1 11/18/2004 Babu et al.
A28 | 20040229840 A1 11/18/2004 Bhat et al.
i A29 | 20040248892 A1 12/09/2004 Wang
f A30 | 20040254141 A1 12/16/2004 Schinazi et al.
i A31 | 20040258934 A1 12/23/2004 Olsen et al.
: A32 | 20040265969 A1 12/30/2004 Li et al.
| A33 | 20040266996 A1 12/30/2004 Rabi
f A34 | 20050009737 A1 01/13/2005 Clark
; A35 | 20050020825 A1 01/27/2005 Storer et al.
' A36 | 20050026853 A1 02/03/2005 Mekouar et al.
xaminer Date
Signature /PATRICK T LEWIS/ Considered 07/21/2018

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 605. Draw line through citation if not in conformance and not
considered. Include copy of this form with nexd communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of
USPTO Patent Documents at www.uspto.gov or MPEP 801.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by the
appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 8 Applicant is to place a check mark here if English language Translation
is attached.

This collection of information is required by 37 CFR 1.7 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 2 hours 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, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Ce issi for P

P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 (1-800-786-9199) and select option 2.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH., /P.T.L/
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PTO/SB/08 (09-06)

Approved for use through 03/31/2007. OMB 0651-0031

U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB
control number.

Substitute for form 1449/PTO Complete if Known N
INFORMATION DISCLOSURE Application Number 15/411,506
STATEMENT BY APPLICANT Filing Date January 20 2017
o First Named Inventor Jinfa Du
Date Submitted: July 6, 2018 At Unit 1673
(use as many sheets as necessary) Examiner Name Patrick T. Lewis
\oheet |2 [of |38 Attorney Docket Number | 37JD-199059-US9 )
U.S. PATENT DOCUMENTS
[ i Pages, Columns, Lines,
E:fml Cite MO SRanE Publication Date Mame of Patentee or Applicant of gWhe;e Relevant
Initials No.' Number-Kind Code? (if MM-DD-YYYY Cited Document Passages or Relevant
| known) Figures Appear
A37 | 20050031588 A1 02/10/2005 Sommadossi et al.
: A38 | 20050058632 A1 03/17/2005 Storer et al.
A39 | 20050075309 A1 04/07/2005 Storer et al.
: A40 | 20050080034 A1 04/14/2005 Standring et al.
Ad1 20050090660 A1 04/28/2005 Watanabe et al.
: A42 | 20050124532 A1 06/09/2005 Sommadossi et al.
A43 | 20050130931 A1 06/16/2005 Boyer et al.
: Ad44 | 20050137161 A1 06/23/2005 Sommadossi et al.
A45 | 20050148534 A1 07/07/2005 Castellino et al.
: A4B6 | 20050154056 A1 07/14/2005 Yang et al.
A47 | 20050164960 A1 07/28/2005 Olsen et al.
: A48 | 20050215513 A1 09/29/2005 Boojamra et al.
A49 | 20050227947 A1 10/13/2005 Chen et al.
: AS50 | 20050261237 A1 11/24/2005 Boojamra et al.
AS51 | 20050267018 A1 12/01/2005 Blatt et al.
: A52 | 20060003951 A1 01/05/2006 Mekouar et al.
AS53 | 20060014943 A1 01/19/2006 Dempcy et al.
: AS54 | 20060035866 A1 02/16/2006 Cannizzaro et al.
AS55 | 20060040890 A1 02/23/2006 Martin et al.
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A217 | 6753309 B2 06/22/2004 Klecker et al.
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A253 | 8148349 B2 04/03/2012 Meppen et al.
: A254 | 8173621 B2 05/08/2012 Du et al.
A255 | 8334270 B2 12/18/2012 Sofia et al.
: A256 | 8415322 B2 04/29/2013 Clark
A257 | 8551973 B2 10/08/2013 Bao et al.
: A258 | 8580765 B2 11/12/2013 Sofia et al.
A259 | 8735372 A 05/27/2014 Du et al.
: A260 | 8906880 A 12/09/2014 Du et al.
A261 | 8957046 02/17/2015 Du et al.
: A262 | 9085573 07/21/2015 Du et al.
A263 | 9585906 03/07/2017 Du et al.
! A264 | RE29835 A 11/14/1878 Witkowski et al,
| UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS
Exami . U.S. Patent Application Filing Date of ) Pages, Columns, Lines,
ner Cite i Ducumer_ﬂ Cited Document Name of Ffatentee or Applicant of Where Relevant
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xaminer Date
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A265 | CN 101108870 A 01/23/2008 Yixin Leng
: A266 | DE 19914474 A1 10/07/1999 Hoffmann La Roche
A267 | EP 0180276 A1 05/07/1986 Oce Andeno Bv
A268 | EP 0350287 A2 01/10/1990 Vical Inc
A269 | EP 1828217 A2 09/05/2007 FEBIT BIOTECH GMBH
: A270 | EP 1881001 A1 01/23/2008 TIBOTEC PHARM, LTD.
A271 | EP 2097430 A1 09/09/2009 S  YOLEREEAR
A272 | EP 2124555 A2 12/02/2009 MERCK & CO, INC.
: A273 | EP 2207786 B1 03/07/2012 EISAI INC.
E.|. DUPONT DE NEMOURS
. A274 | JP 2007-505742 A 03/15/2007 AND COMPANY
' NODA SANGYO KAGAKU
| A275 | JP 5238939 A 09/17/1993 KENKYUSHO KIKKOMAN
| CORP
A276 | WO 1989/002733 A1 04/06/1989 Univ California;
: A277 | WO 19390/000555 A1 01/25/1990 Vical Inc;
A278 | WO 1991/016920 A1 11/14/1991 Vical Inc;
: A279 | WO 1991/018914 A1 12/12/1991 Vical Inc;
A280 | WO 1991/019721 A1 12/26/1991 Glazier Armold;
: A281 | WO 1993/000910 A1 01/21/1993 Viecal Inc;
A282 | WO 1994/026273 A1 11/24/1994 Hostetler Karl Y;
: A283 | WO 1995/013090 A1 05/18/1995 Enzon Inc;
| A284 | WO 1995/024185 A1 09/14/1995 Isis Pharmaceuticals Inc;
: A285 | WO 1996/015132 A1 05/23/1996 Univ California;
A286 | WO 1996/032403 A2 10/17/1996 Schering Ag;
: A287 | WO 1996/029336 A1 09/26/1996 Medical Research Council
A288 | WO 1997/012033 A1 04/03/1997 UNIV EMORY
: A289 | WO 1997/036554 A1 10/09/1997 Viropharma Inc;
A290 | WO 1998/016184 A2 04/23/1998 lcn Pharmaceuticals;
: A291 | WO 1998/017679 A1 04/30/1998 Vertex Pharma;
A292 | WO 1998/022496 A2 05/28/1998 Hoffmann La Roche;
: A293 | WO 1999/007734 A2 02/18/1999 Boehringer Ingelheim Ca Ltd;
A294 | WO 1999/015194 A1 04/01/1999 Schering Corp;
: A295 | WO 1999/032139 A1 07/01/1999 Enzon Inc;
A296 | WO 1999/032140 A1 07/01/1999 Enzon Inc;
! A297 | WO 1999/037753 A1 07/29/1999 Newbiotics, Inc.
St Date 07/21/2018
Signature /PATRICK T LEWIS/ Considieresd /
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is attached.
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A298 | WO 1999/043691 A1 09/02/1999 Univ Emory; Univ Georgia
[ Res Found;
A299 | WO 1999/059621 A1 11/25/1999 Schering Corp:
: A300 | WO 1989/064016 A1 12/16/1999 Hoffmann La Roche;
A301 | WO 2000/006529 A1 02/10/2000 Angeletti P Ist Richerche Bio:
' Novirio Pharmaceuticals
A302 | WO 2000/009531 A2 02/24/2000 Limite
: Centre Nat Rech Scient;
. A303 | WO 2000/037110 A2 06/29/2000 Schering Corp;
: A304 | WO 2001/032153 A2 05/10/2001 laf Biochem Int;
; A305 | WO 2001/060315 A2 08/23/2001 |af Biochem Int:
! A306 | WO 2001/007454 A1 02/01/2011 Newbiotics, Inc.
; A307 | WO 2001/079246 A2 10/25/2001 Pharmasset Ltd,
: A308 | WO 2001/081359 A1 11/01/2001 Schering Corp:
A309 | WO 2001/090121 A2 11/29/2001 Novirio Pharmaceuticals Ltd;
Univ Cagliari;
: A310 | WO 2001/091737 A2 12/06/2001 Novirio Pharmaceuticals Ltd:
Novirio Pharmaceuticals Ltd;
| A311 | WO 2001/092282 A2 12/06/2001 Univ Cagliari
Novirio Pharmaceuticals Ltd;
A312 | WO 2001/096353 A2 12/20/2001 Ct Nat Da La Rech Scient
Cnrs;
A313 | WO 2002/008187 A1 01/31/2002 ﬁ?e”"g Corp; Corvas Int
; A314 | WO 2002/008198 A2 01/31/2002 Schering Corp:
A315 | WO 2002/008241 A2 01/31/2002 GILEAD SCIENCES, INC.
; A316 | WO 2002/008251 A2 01/31/2002 Corvas Int Inc;
A317 | WO 2002/008256 A2 01/31/2002 ﬁfg_‘er'"g Corp; Corvas Int
i A318 | WO 2002/018404 A2 03/07/2002 Hoffmann La Roche:
A319 | WO 2002/032414 A2 04/25/2002 e g Corg Albrecht
. A320 | WO 2002/032920 A2 04/25/2002 Pharmasset Ltd;
A321 | WO 2002/048116 A2 06/20/2002 Eg?“" Myers: Squibh Pharma
A322 | WO 2002/048157 A2 06/20/2002 Eﬁ?“" Myers Squibb Pharma
xaminer
: Date 07/21/2018
Signature /PATRICK T LEWIS/ Considered
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is attached.
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A323 | WO 2002/048165 A2 06/20/2002 Pharmasset Ltd;
: A324 | WO 2002/048172 A2 06/20/2002 Schering Corp;
Merck & Co Inc; Isis
. A325 | WO 2002/057287 A2 07/25/2002 Pharmaceuticals Inc:
Merck & Co Inc; Isis
. A326 | WO 2002/057425 A2 07/25/2002 Pharmaceuticals Inc
. A327 | WO 2002/060926 A2 08/08/2002 Squibb Bristol Myers Co;
; A328 | WO 2002/100415 A2 12/19/2002 Hoffmann La Roche;
SCHERRING
. A329 | WO 2002/032414 A2 04/25/2002 CORPORATION
; A330 | WO 2003/000713 A1 01/03/2003 GLAXO GROUP LTD.
: A331 | WO 2003/006490 A1 01/23/2003 VERTEX PHARMA., INC.
A332 | WO 2003/010141 A2 02/06/2003 ) AR ANGELHEI
: A333 | WO 2003/024461 A1 03/27/2003 SCHERING CORP.
IDENIX CAYMAN LTD
A334 | WO 2003/026589 A2 04/03/2003 CENTRE NAT DE LA RECH
SCIENT
: A335 | WO 2003/037895 A1 05/08/2003 GLAXO GROUP L TO.
A336 | WO 2003/051899 A1 06/26/2003 RIBAPHARM INC.
: A337 | WO 2003/053989 A1 07/03/2003 MRC TECHNOLOGY LTD.
A338 | WO 2003/061576 A2 07/31/2003 RIBAPHARM INC.
: A339 | WO 2003/062256 A1 07/31/2003 RIBAPHARM INC.
A340 | WO 2003/064456 A1 08/07/2003 BOFARINGERINGELHEM
I Merck & Co Inc; Isis
| A341 | WO 2003/068244 A1 08/21/2003 Pharmaceuticals Inc:
A342 | WO 2003/101993 A1 12/11/2003 m‘:‘;‘_’ge”es's Fharmaceutcals
: A343 | WO 2003/104250 A1 12/18/2003 KYLIXBV
f A344 | WO 2003/105770 A2 12/24/2003 Merck & Co Inc;
] A345 | WO 2003/106477 A1 12/24/2003 Isis Pharmaceuticals Inc;
Merck & Co Inc; Isis
| A346 | WO 2004/000858 A2 12/31/2003 Pharmaceuticals Inc:
A347 | WO 2004/002422 A2 01/08/2004 Idenix Cayman Ltd; Univ
Cagliari;
xaminer
Signature Clate
9 /PATRICK T LEWIS/ Considered 07/21/2018
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A348 | WO 2004/002940 A1 01/08/2004 E'SARMAC A & UPJOHN
A349 | WO 2004/002044 A1 01/08/2004 4 o IA8IUPJOHN
A350 | WO 2004/002977 A1 01/08/2004 E}SARMAC A& UPJOHN
Idenix Cayman Ltd; Centre
A351 | WO 2004/002999 A2 01/08/2004 Nat Rech Scient: Univ
Cagliari;
ldenix Cayman Ltd, Centre
A352 | WO 2004/003000 A2 01/08/2004 Nat Rech Scient; Univ
Cagliari;
' Merck & Co Inc; Isis
A353 | WO 2004/003138 A2 01/08/2004 Phanmaceutioals e
| M
Merck & Co Inc; Isis
A354 | WO 2004/007512 A2 | 01/22/2004 s
Merck & Co Inc; Isis
A355 | WO 2004/009020 A2 01/29/2004 el
I : = ™
A356 | WO 2004/009610 A2 01/29/2004 s Thesapauion g ok
| il
A357 | WO 2004/011478 A2 02/05/2004 Micrologix Biotech Inc;
A358 | WO 2004/014313 A2 02/19/2004 Squibb Bristol Myers Co:
A359 | WO 2004/014852 A2 02/19/2004 Squibb Bristol Myers Co;
| | Romine Jeffrey Lee
A360 | WO 2004/035571 A1 04/29/2004 Rigel Pharmaceuticals Inc;
' VIROPHARMA INC [US]
A361 | WO 2004/041201 A2 05/21/2004 VWYETH CORP.
A362 | WO 2004/046331 A2 06/03/2004 'c'::':g['i’;ﬁay"‘a“ L it
A363 | WO 2004/065367 A1 08/05/2004 ﬁg_EHRINGER INGELHEIM
A364 | WO 2004/080466 A1 | 09/23/2004 Ribapharm Inc;
A365 | WO 2004/094452 A2 11/04/2004 SOUIEE BRISTOL MYERS
, A366 | WO 2004/096210 A1 11/11/2004 GLAXO GROUP L TO.
. A367 | WO 2004/096234 A2 [ 11/11/2004 Gilead Sciences Inc;
, A368 | WO 2004/096235 A2 [ 11/11/2004 Gilead Sciences Inc;
xaminer Date
Signature /PATRICK T LEWIS/ Considered 07/21/2018

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 605. Draw line through citation if not in conformance and not
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is attached.
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A3B9 | WO 2004/096286 A2 11/11/2004 Gilead Sciences Inc
: A370 | WO 2004/106356 A1 12/09/2004 Univ Syddansk;
A371 | WO 2005/002626 A2 01/13/2005 Gilead Sciences Inc;
: A372 | WO 2005/003147 A2 01/13/2005 Pharmasset Lid;
A373 | WO 2005/007810 A2 01/27/2005 Grinstaff Mark W.
' Idenix Cayman Ltd; Centre
A374 | WO 2005/009418 A2 02/03/2005 Nat Rech Scient:
: A375 | WO 2005/012327 A2 02/10/2005 Univ Cardiff;
Idenix Cayman Ltd; Centre
A376 | WO 2005/020884 A2 03/10/2005 Nat Rech Scient; Univ
I Cagliari;
f A377 | WO 2005/021568 A2 03/10/2005 Biota Inc;
i A378 | WO 2005/028502 A1 03/31/2005 VERTEX PHARMA INC.
E.|. DUPONT DE NEMOURS
| A379 | WO 2005/030891 A1 04/07/2005 AND COMPANY
A380 | WO 2005/037214 A2 04/28/2005 INTERMUNE INC.
: A381 | WO 2005/067900 A2 07/28/2005 Achillion Pharmaceuticals Inc;
. A382 | WO 2005/072361 A2 08/11/2005 Merck & Co Inc;
A383 | WO 2005/082144 A1 09/09/2005 ggRGVOV HEALTH & HUMAN
: A384 | WO 2005/087788 A2 09/22/2005 Univ California;
A385 | WO 2005/095403 A2 10/13/2005 INTERMUNE INC.
: A386 | WO 2005/103045 A2 11/03/2005 GLAXO GROUP L TO.
A387 | WO 2005/123087 A2 12/29/2005 MERCK & CO., INC.
' Idenix Cayman Ltd
Centre Nat Rech Scient; Univ
A388 | WO 2006/000922 A2 01/05/2006 Cagliari; Biorganic Chemie
| Universtitat;
f A389 | WO 2006/012078 A2 02/02/2006 Merck & Co Inc;
; A390 | WO 2006/012440 A2 02/02/2006 Pharmasset Inc;
|
A391 | WO 2006/020082 A1 02/23/2006 ggUIBB RRISTOL MYERS
, 3
| A392 | WO 2006/029081 A2 03/16/2006 Neopharm Inc;
: A393 | WO 2006/031725 A2 03/23/2006 Pharmasset Inc;
A394 | WO 2006/035061 A1 04/06/2006 Tibotec Pharm Ltd;
' Idenix Cayman Lid; Centre
A395 | WO 2006/037028 A2 04/06/2006 Nat Rech Scient:
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A404 | WO 2006/116557 A1 11/02/2006 TECHNOLOGIES, INC.
: A405 | WO 2006/120251 A1 11/16/2006 Tibotec Pharm Ltd;
; A406 | WO 2006/120252 A2 11/16/2006 Tibotec Pharm Ltd;
f A407 | WO 2006/121820 A1 11/16/2006 Valeant Res & Dev;
; A408 | WO 2007/002602 A2 01/04/2007 DEPUY SPINE INC.
! A409 | WO 2007/014920 A1 02/08/2007 TIBOTEC PHARM., LTD.
; A410 | WO 2007/014921 A1 02/08/2007 TIBOTEC PHARM., LTD.
: Ad411 | WO 2007/014922 A1 02/08/2007 TIBOTEC PHARM., LTD.
: A412 | WO 2007/014925 A1 02/08/2007 TIBOTEC PHARM., LTD.
f A413 | WO 2007/014926 A1 02/08/2007 TIBOTEC PHARM., LTD.
i A414 | WO 2007/015824 A2 02/08/2007 INTERMUNE INC.
F. HOFFMANN-LA
A415 | WO 2007/020193 A2 02/22/2007 ROCHEAG
[ A416 | WO 2007/027248 A2 03/08/2007 VALEANT RES & OEV
: A417 | WO 2007/039142 A1 04/12/2007 GLAXO GROUP L TO.
. A418 | WO 2007/039145 A1 04/12/2007 GLAXO GROUP LTO.
A419 | WO 2007/065829 A1 06/14/2007 AL ARAOHE
: A420 | WO 2007/070556 A2 06/21/2007 GENELABS TECH INC.
A421 | WO 2007/076034 A2 07/05/2007 ABBOTT LA
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A423 | WO 2007/092000 A1 08/16/2007 ggUIBB BRISTOL MYERS
| 3
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. A427 | WO 2008/045419 A1 04/17/2008 PHARMASSET INC.
A428 | WO 2008/048128 A1 04/24/2008 ncﬂ.;EQgAN MOLEKULAR |
' UNIV. COLLEGE CARDIFF
A429 | WO 2008/062206 A2 05/29/2008 CONSULTANTS LTD.
: A430 | WO 2008/079206 A2 07/03/2008 MERCK & CO., INC.
IDENIX
. A431 | WO 2008/082601 A2 07/10/2008 PHARMACEUTICALS, INC.
| A432 | WO 2008/085508 A2 07/17/2008 MERCK & CO., INC.
: A433 | WO 2008/121634 A2 10/09/2008 Pharmasset, Inc.
| ANGELETTIP IST
. A434 | WO 2008/142055 A2 11/27/2008 RICHERCHE B10
' EISAL CORP OF NORTH
A435 | WO 2009/052287 A1 04/23/2009 AMERICA
I HETERO RESEARCH
A436 | WO 2009/115893 A2 09/24/2009 FOUNDATION
' ALNYLAM
A437 | WO 2009/120878 A2 10/01/2009 PHARMACEUTICALS INC.
: A438 | WO 2009/129120 A2 10/22/2009 RFS PHARMA LLC
A439 | WO 2009/152095 A2 12/17/2009 PHARMASSET INC.
' University of Florida
. A440 | WO 2010/009121 A2 01/21/2010 Research Foundatior, 6.
; Ad41 | WO 2010/042834 A1 04/15/2010 Anadys Pharmaceuicals Inc.
Ad42 | WO 2010/075554 A1 07/01/2010 Pharmasset Inc;
: Ad443 | WO 2010/080878 A1 07/15/2010 SCYNEXIS INC.
Addd4 | WO 2011/123645 A2 10/06/2011 Pharmasset, Inc.
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ABRAHAM et al., “Synthesis, Biological Activity and Decomposition Studies of Amino Acid
A44B Phosphomonoester Amidates of Acyclovir,” Nucleosides, Nucleotides and Nucleic Acids, vol. 16, No.
10, pp. 2079-2092 (1997).
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Ad47 Abstract, 100, presented at the 19" International Conference of Antiviral Research, May 7-11, 2006

AQUARO et al,, "Activities of Masked 2',3'-Dideoxynucleoside Monophosphate Derivaties Against
Ad4B Human Immunodeficiency Virus in Resting Macrophages,” Antimicrobial Agents and Chemotherapy,

| vol. 44, No. 1, pp. 173-177 (2000).

ARNOLD, et al. Sensitivity of mitochondrial transcription and resistance of RNA polymerase Il

Ad49 dependent nuclear transcription to antiviral ribonucleosides. PLoS Pathog. 2012;8(11):e1003030. doi:
10.1371/journal.ppat.1003030. Epub 2012 Nov 15.

ASIF et al., “Pharmacokinetics of the Antiviral Agent B-D-2'-Deoxy-2'-Fluoro-2'-C-Methylcytidine in
Rhesus Monkeys," Antimicrobial Agents and Chemotherapy, vol. 51, No. 8, pp. 2877-2882 (2007).

A451 Assignment of US 12/053,015. Recorded 04/01/2008.

A450

A452 Assignment of US 60/909,315. Recorded 04/11/2007.
A453 Assignment of US 60/982,309. Recorded 10/26/2007.
BALZARINI et al., “Mechanism of anti-HIV action of masked alaninyl d4t-MP derivatives,” Proc. Natl,

| A454 | Acad. Sci., vol. 93, pp. 7295-7299 (1996).
BANKER et al., “Prodrugs,” Modern Pharmaceutics, Third Edition, Revised and Expanded, pp. 451 and
A455
596 (1996).
|
|
A456 BARTENSCHLAGER et al., “Kinetic and Structural Analyses of Hepatitis C Virus Polyprotein

Processing,” J. Virol., vol. 68, No. 8, pp. 5045-5055 (1994).

BARTENSCHLAGER et al., “Nonstructural Protein 3 of the Hepatitis C Virus Encodes a Serine-Type
A457 Proteinase Required for Cleavage at the NS3/4 and NS4/5 Junctions,” J. Virol., vol. 67, No. 7, pp.
3835-3844 (1993).

BASCHANG et al., "Neue Derivate von Thymidin-3',5'-cyclophosphat,” Angew. Chem., vol. 85, No. 1,
pp. 44-45 (1973).

A458

A45Q BATTAGLIA et al., "Combination Therapy with Interferon and Ribavirin in the Treatment of Chronic
Hepatitis C Infection,” The Annals of Pharmacotherapy, vol. 34, No. 4, pp. 487-494 (2000).

BAZAN et al., “Detection of a Trypsin-like Serine Protease Domain in Flaviviruses and Pestiviruses,”

A460 | \iology, vol. 171, pp. 637-639 (1989).
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A461 BEAULIEU et al., “Inhibitors of the HCV NS5B polymerase: New hope for the treatment of hepatitis C
, infections,” Current Opinion in Investigational Drugs, vol. 5, No. 8, pp. 838-850 (2004).
A4B2 BEHRENS et al., “Identification and properties of the RNA-dependent RNA polymerase of hepatitis C
virus,” The EMBO Journal, vol. 15, No. 1, pp. 12-22 (1996).
A463 BERENGUER, M., “Hepatitis C virus in the transplant setting,” Antiviral Therapy, vol. 3, Supplement 3,

| pp. 125-136 (1998).

BHAT et al., “Synthesis and Pharmacokinetic Properties of Nucleoside Analogues as Possible

A464 Inhibitors of HCV RNA Replication,” (Oral Session V: Hepatitis C Virus, Flaviviruses), 16th International
Conference on Antiviral Research, Abstract No. 120, p. A75 (Apr. 27-May 1, 2003).

A4B5 Board Opinion dated 2017-01-12 for Chinese Application No. 200880018024.2.

BROEDERS et al., "A 400-and 600-Mhz 'H NMR Confromational Study on Nucleoside Cyclic 3', 5' PV-
A466 TBP Systems. Conformational Transmission Induces Diequatorial Orientation of the 3', 5'-
Dioxaphosphorinane Ring in a Nonchair Confirmation,” J. Am. Chem. Soc., vol. 112, No. 21, pp. 7475-
7482 (1990).

CAHARD, DOMINIQUE, et al., Aryloxy Phosphoramidate Triesters as Pro-Tides, Mini-Reviews in
Medicinal Chemistry (2004), 4, 371-381.

A468 CALISHER et al., "Antigenic Relationships between Flaviviruses as Determined by Cross-neutralization
Tests with Polyclonal Antisera,” J. Gen. Virol., vol. 70, pp. 37-43 (1989).

CARROLL et al., "Nucleoside Analog Inhibitors of Hepatitis C Virus Replication,” Infectious Disorders—

Drug Targets, vol. 6, No. 1, pp. 17-29 (20086).

CHANG et al., "Amino Acid Phosphoramidate Monoesters of 3-Azido-3'-deoxythymidine: Relationship

A470 between Antiviral Potency and Intracellular Metabolism,” J. Med. Chem., vol. 44, No. 2, pp. 223-231

| (2001).

Chang et al., "“Deoxyctidine-resistant Stereoisomer Is the Active Form of (+)-2',3"-Dideoxy-3-

Ad4T1 thiacytidine in the Inhibition of Hepatitis B Virsu Replication," J. Bio. Chem, (1992), 267(20):13938-

13942,

CHAPMAN et al., “Practical Synthesis, Separation, and Stereochemical Assignment of the PMPA Pro-

Drug GS-7340," Nucleosides, Nucleotides & Nucleic Acids, vol. 20, No. 4-7, pp. 621-628 (2001).

CHAPMAN et al., “Purification of PMPA Amidate Prodrugs by SMB Chromatography and X-Ray

A4T3 Crystallography of the Diastereomerically Pure GS-7340," Nucleosides, Nucleotides & Nucleic Acids,

vol. 20, No. 4-7, pp. 1085-1090 (2001).

CHEN et al., “In Vivo Pharmacokinetics and Metabolism of Anti-Human Immunodeficiency Virus Agent

A4T74 D4t-5'-[P-Bromophenyl Methoxyalaninyl Phosphate] (Sampidine) in Mice,” Drug Metabolism and

Disposition, vol. 29, No. 7, pp. 1035-1041 (2001).

A4B7

A469

A472
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A4T5 CHEN et al., "Metabolism of Stavudine-5'-[P-Bromophenyl Methoxyalaninyl Phosphate], Stampidine, in
Mice, Dogs, and Cats," Drug Metabolism and Disposition, vol. 30, No. 12, pp. 1523-1531 (2002).

CHOU et al., "Evidence that Human Histidine Triad Nucleotide Binding Protein 3 (Hint3) is a Distinct

Branch of the Histidine Triad (HIT) Superfamily,” J. Mol. Biol., vol. 373, pp. 978-989 (2007).

CHOU et al., “Phosphoramidate Pronucleotides: A Comparison of the Phosphoramidase Substrate

A4TT Specificity of Human and Escherichia coli Histidine Triad Nucleotide Binding Proteins," Molecular

[ Pharmaceutics, vol. 4, No. 2, pp. 208-217 (2006).

CHU et al., “Isolation and Structure of SCH 351633: A Novel Hepatitis C Virus (HCV) NS3 Protease

A4T8 Inhibitor from the Fungus Penicillium griseofulvum,” Bioorg. & Med. Chem. Lett., vol. 9, pp. 1949-1952

| (1999).

CHU et al., “Structure of Sch 68631: A New Hepatitis C Virue Proteinase Inhibitor from Streptomyces

A4T6

A4T9 | Sp Tet. Lett,, vol. 37, No. 40, pp. 7229-7232 (1996).
CIHLAR et al. “Design and Profiling of GS-9148, a Novel Nucleotide Analog Active against Nucleoside-
A480 Resistant Variants of Human Immunodeficiency Virus Type 1, and Its Orally Bioavailable
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Docket No.: 37JD-199059-US9

(PATENT)
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In re Patent Application of:
Gilead Pharmasset LLC
Application No.: 15/411,506 Confirmation No.: 9714
Filed: January 20, 2017 Art Unit: 1623
For: NUCLEOSIDE PHOSPHORAMIDATE Examiner: Patrick T. Lewis
PRODRUGS

AMENDMENT AFTER ALLOWANCE UNDER 37 C.E.R. § 1.312

MS Issue Fee

Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Dear Commissioner:

Applicant acknowledges receipt of the Notice of Allowance mailed on July 25, 2018 in
the above-captioned patent application. Prior to issuance of the patent, Applicant respectfully

requests entry of this amendment under 37 CFR. § 1.312.
Amendments to the Specification begin on page 2 of this paper.

Amendments to the Claims are reflected in the listing of claims which begins on page 3

of this paper.

Remarks/Arguments begin on page 8 of this paper.

Gilead Exhibit 2020
PGR2023-00046 - Page 00981



Application No. 15/411.506 Docket No.: 37JD-199059-US9
Amendment dated October 24, 2018
After Allowance Under 37 CFR. § 1.312

AMENDMENTS TO THE SPECIFICATION

Please amend the following paragraph on page 1 after the title but before the subheading

"Field of Invention":

-- Cross-Reference to Related Applications

This application is a continuation of U.S. Patent Application No. 14/656,546, filed March
12, 2015, now U.S. Patent No. 9.585.906. which is a continuation of U.S. Patent Application No.
14/013,237, filed August 29, 2013, now U.S. Patent No. 9,085,573, which is a continuation of
U.S. Patent Application No. 13/609,614, filed September 11, 2012, now U.S. Patent No.
8,580,765, which is a continuation of U.S. Patent Application No. 13/099,671, filed May 3,

2011, now U.S. Patent No. 8,334,270, which is a continuation of U.S. Patent Application No.
12/053,015, filed March 21, 2008, now U.S. Patent No. 7,964,580, which claims the benefit
under 35 U.S.C. § 119(e) to U.S. Provisional Application Nos. 60/909,315, filed March 30, 2007,
and 60/982,309, filed October 24, 2007, all of which are hereby incorporated by reference in

their entireties, --
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Application No. 15/411.506 Docket No.: 37JD-199059-US9
Amendment dated October 24, 2018
After Allowance Under 37 CFR. § 1.312

AMENDMENTS TO THE CLAIMS

This listing of claims will replace all prior versions, and listings, of claims in the

application:
Listing of Claims:
1. (Currently amended) A compound of formula [A:
R® o
3b 7
3a F}; FFZ ﬁ* R\Q/_QNH
o e Lo ®
COQR4 OR! Rs\“ \ L R6
¥ X
1A
or a stereoisomer thereof, wherein:
R! is naphthyl;

R*is H or C 1-10 alkyl, or R? together with R** or R* are (CH2)a so as to form a cyclic

ring that includes the adjoining N and C atoms, where n is 2 to 4;

R and R™ are (i) independently selected from H, Ci-10 alkyl, cycloalkyl,
-(CH2)«(NR¥)2, C1.6 hydroxyalkyl, -CH2SH, -(CH2)2S(0)aMe, -(CH2):NHC(=NH)NH>,
(1H-indol-3-yl)methyl, (1H-imidazol-4-yl)methyl, -(CH2).COR", aryl and aryl C1. alkyl, said
aryl groups optionally substituted with a group selected from hydroxyl, Ci-10 alkyl, C1.6 alkoxy,
halogen, nitro and cyano; (ii) R* and R*® both are C1.6 alkyl; (iii) R* and R*® together are (CH2)t
so as to form a spiro ring; (iv) R* is hydrogen and R*® and R? together are (CH2)n so as to form a
cyclic ring that includes the adjoining N and C atoms; (v) R* is hydrogen and R* and R?
together are (CH2)a so as to form a cyclic ring that includes the adjoining N and C atoms, where
cisl1to6,dis0Oto?2, eis0to3,fis2to 5, nis 2 to4, and where R¥ is independently hydrogen
or C16 alkyl and R*" is -OR' or -N(R¥)y; (vi) R*is H and R*® is H, CH3, CH2CH3, CH(CHa),
CH>CH(CHs)2, CH(CH3)CH2CH3s, CH2Ph, CHz-indol-3-yl, -CH2CH2SCH3, CH2CO:2H,
CH2C(O)NH:2, CH2CH2COOH, CH2CH2C(O)NH2, CH2CH2CH2CH2NHz,

3
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CHCH:CH;NHC(NH)NH:, CHs-imidazol-4-yl, CH:OH, CH(OH)CH;s, CHa((4'-OH)-Ph),
CH:SH, or lower cycloalkyl; or (viii) R*"is CH3, -CH2CH3s, CH(CH3)2, CH2CH(CH3)a,
CH(CH3)CH:CH3s, CH2Ph, CHa-indol-3-yl, -CH2CH2SCH3, CH2CO2H, CH2C(O)NHz,
CH2CH2COOH, CH2CH2C(O)NH2, CH2CH2CH2CH2NHz, -CH2CH2CH2NHC(NH)NH»,
CHz-imidazol-4-yl, CH:OH, CH(OH)CH3, CHa((4'-OH)-Ph), CH2SH, or lower cycloalkyl and
R is H, where R¥is independently H or alkyl and R*" is —OR' or -N(R*)z;

R* is H or Ci.10 alkyl optionally substituted with a lower alkyl, alkoxy,
di(lower alkyl)amino, or halogen, Ci-10 haloalkyl, Cs-10 cycloalkyl, cycloalkyl alkyl,

cycloheteroalkyl, aminoacyl, optionally substituted aryl or optionally substituted heteroaryl;

R’ is CH2CN, CH2NHa, CH2NHCH: or CHaN(CHs )z

R® is H, CH3, CH2F, CHF2, CF3, F or CN;
X is H, OH, OCHjs, halogen, NHa, or N3;

Y is OH, H, Ci alkyl, C2-4 alkenyl, C2-4 alkynyl, vinyl, N3, CN, CI, Br, F, I, NOa,
0OC(0)O(C1-4 alkyl), OC(O)O(C1-4 alkyl), OC(O)O(C2-4 alkynyl), OC(O)O(C2-4 alkenyl),
OCi-10 haloalkyl, O(aminoacyl), O(Ci-10 acyl), O(Ci-s alkyl), O(Ca- alkenyl), S(C14 acyl),
S(C14 alkyl), S(Ca-s alkynyl), S(Ca-s alkenyl), SO(Ci-1 acyl), SO(Ci-4 alkyl), SO(Ca-s alkynyl),
SO(Ca4 alkenyl), SO2(Ci-s acyl), SO2(C 1 alkyl), SO2(Cz-4 alkynyl), SO2(Ca.s alkenyl),
0S(0)2(C1-4 acyl), OS(0)2(C1-4 alkyl), OS(0)2(Ca-4 alkenyl), NH2, NH(C)14 alkyl),

NH(C24 alkenyl), NH(C2-4 alkynyl), NH(Ci+ acyl), N(Ci-4 alkyl)2, N(Ci-18 acyl )2, wherein alkyl,
alkynyl, alkenyl and vinyl are optionally substituted by N3, CN, one to three halogen, NO2,
C(0)O(Ci-4 alkyl), C(O)O(Ci-4 alkyl), C(O)O(C24 alkynyl), C(O)O(Cz-4 alkenyl), O(Ci4 acyl),
O(C1-4 alkyl), O(C2+4 alkenyl), S(C1-4 acyl), S(Ci-4 alkyl), S(C2-4 alkynyl), S(C2-4 alkenyl),
SO(C14 acyl), SO(C14 alkyl), SO(Cz-s alkynyl), SO(Ca-s alkenyl), SO2(Ci4 acyl), SO2(Ci4
alkyl), SO2(C2-4 alkynyl), SO2(C2-4 alkenyl), OS(0)2(C1-4 acyl), OS(0)2(Ci4 alkyl),

0S(0)2(Cz-4 alkenyl), NHz, NH(C 14 alkyl), NH(Cz4 alkenyl), NH(C2-4 alkynyl), NH(C 1+ acyl),
N(Ci-1 alkyl)> or N(Ci-4 acyl):; and
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R’, R* and R’ are independently H, F, Cl, Br, I, OH, OR', SH, SR', NH2, NHR', NR",,
Ci-s alkyl, Ci-6 haloalkyl, C2-6 alkenyl, C2-¢ haloalkenyl, Cz2-s alkynyl, Cz-¢ haloalkynyl,
Ci-6 alkoxy, Ci-6 haloalkoxy, CO:H, CO:2R', CONHz, CONHR', CONR';, CH=CHCO:H, or
CH=CHCO:zR,

wherein R'is an optionally substituted alkyl, an optionally substituted cycloalkyl, an
optionally substituted Cz-¢ alkynyl, an optionally substituted C2-¢ alkenyl, or an optionally
substituted acyl, or in the instance of NR'"2, each R' comprise at least one C atom that are joined

to form a heterocycle comprising at least two carbon atoms|[[; and]].

2. (Previously presented) The compound of claim 1 represented by formula 1B:

IB
or a stereoisomer thereof.
3. (Previously presented) The compound of claim 2, wherein R? is H or C 1-10 alkyl.

4, (Previously presented) The compound of claim 2, wherein one of R* and R*® is H
and the other is Ci.10 alkyl.

5. (Previously presented) The compound of claim 2, wherein R* is Ci-10 alkyl.
6. (Previously presented) The compound of claim 2, wherein R is methyl.
7. (Previously presented) The compound of claim 2, wherein each of R” and R® is H.
8. (Previously presented) The compound of claim 2, wherein X is halogen.
9. (Previously presented) The compound of claim 2, wherein Y is OH.
8
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10.  (Previously presented) The compound of claim 2, wherein the compound is

represented by formula IC:

or a stereoisomer thereof.
11.  (Previously presented) The compound of claim 10, wherein R” is H.

12.  (Previously presented) The compound of claim 10 represented by formula ID:

or a stereoisomer thereof.
13.  (Previously presented) The compound of claim 12, wherein R* is 'Pr, "Pr, "Bu, 2-
butyl, 'Bu or benzyl.
14.  (Previously presented) A pharmaceutical composition comprising a compound
according to claim 1 and a pharmaceutically acceptable excipient.

15, (Previously presented) A method of treating HCV comprising administering a

therapeutically effective amount of a compound according to claim 1 to a human in need thereof.
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16.  (Previously presented) The method of claim 15 further comprising administering to the

human a therapeutically effective amount of a second antiviral agent.

17.  (Previously presented) The method of claim 16 wherein the second antiviral agent is an
NSS5A inhibitor.

18.  (Previously presented) The method of claim 16 wherein the second antiviral agent is an

NS3 protease inhibitor.

19.  (Previously presented) The method of claim 15 further comprising administering to the
human subject therapeutically effective amounts of an NS5A inhibitor and an NS3 protease

inhibitor.
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REMARKS

This amendment is being filed with payment of the issue fee. Entry of the foregoing

amendment is respectfully requested.
Specification Amendments

The specification is amended by updating the priority information in the paragraph under
the title “Cross-Reference to Related Applications.” No new matter has been added and

Applicant respectfully requests the entry thereof.
Claim Amendments

Claims 1 is currently being amended. Claim 1 is amended for the purpose of clarity and
by adding a period in the end. No new matter has been added and the claim scope is not changed

by way of this amendment. As such, Applicant respectfully requests entry of the amendment.
Upon entry of this amendment, claims 1-19 will be pending in this application.

If it is determined that a telephone conference would expedite the prosecution of this

application, the Examiner is invited to telephone the undersigned at the number given below.

Respectfully submitted,

Dated: October 24, 2018 By /Lorna L. Tanner/
Lorna L. Tanner
Registration No.: 50,782
Attorney for Applicant
SHEPPARD MULLIN RICHTER & HAMPTON LLP
379 Lytton Avenue
Palo Alto, California 94301
(650) 815-2658
Customer Number: 117796
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379 Lytton Avenue
Palo Alto, CA 94301 I ART UNIT | PAPER NUMBER |

1623
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11/27/2018 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):

SheppardMullin_Pair @ firsttofile.com
ipdocketing @gilead.com
svipdocketing @ sheppardmullin.com
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Response to Rule 312 Communication  [Examiner

Application No. Applicant(s)
15/411,506 Du etal.

Art Unit | AIA Status
PATRICK T LEWIS 1623 No

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --

1. M The amendment filed on 24 October 2018 under 37 CFR 1.312 has been considered, and has been:

a) M entered.

b) (] entered as directed to matters of form not affecting the scope of the invention.

¢)[J disapproved because the amendment was filed after the payment of the issue fee.
Any amendment filed after the date the issue fee is paid must be accompanied by a petition under 37 CFR 1.313(c)(1)

and the required fee to withdraw the application from issue.
d)[J disapproved. See explanation below.

e)[J entered in part. See explanation below.

IPATRICK T LEWIS/
Primary Examiner, Art Unit 1623

U.5. Patent and Trademark Office
PTOL-271 (Rev. 04-01) Reponse to Rule 312 Communication

Part of Paper No. 20181120

Gilead Exhibit 2020

PGR2023-00046 - Page 00990



OK TO ENTER: /P.T.L/

Docket No.: 37JD-199059-US9

(PATENT)
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In re Patent Application of:
Gilead Pharmasset LLC
Application No.: 15/411,506 Confirmation No.: 9714
Filed: January 20, 2017 Art Unit: 1623
For: NUCLEOSIDE PHOSPHORAMIDATE Examiner: Patrick T. Lewis
PRODRUGS

AMENDMENT AFTER ALLOWANCE UNDER 37 C.E.R. § 1.312

MS Issue Fee

Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Dear Commissioner:

Applicant acknowledges receipt of the Notice of Allowance mailed on July 25, 2018 in
the above-captioned patent application. Prior to issuance of the patent, Applicant respectfully

requests entry of this amendment under 37 CFR. § 1.312.
Amendments to the Specification begin on page 2 of this paper.

Amendments to the Claims are reflected in the listing of claims which begins on page 3

of this paper.

Remarks/Arguments begin on page 8 of this paper.
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Gilead Sciences, Inc.

¢/o Sheppard Mullin Richter & Hampton LLP
379 Lytton Avenue

Palo Alto, CA 94301

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 Data Management (ODM) at
(571)-272-4200.

APPLICANT(s) (Please see PAIR WEB site http://pair.uspto.gov for additional applicants):

Jinfa Du, Redwood City, CA;

Gilead Pharmasset LLC, Foster City, CA;
Dhanapalan Nagarathnam, Bethany, CT;
Michael Joseph Sofia, Doylestown, PA;
Peiyuan Wang, San Mateo, CA;

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.
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