Modified Application Data Sheet
(for applications filed after 9/16/2012)

Attorney Docket Number 33320.03087.US2E/3087K

Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

The application data sheet is part of the provisional or nonprovisional application for which it is being submitted. The following form contains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Office as outlined in 37 CFR 1.76.

Inventor Information:

Inventor 1

Legal Name

Prefix Given Name Middle Name Family Name Suffix
Ge Wei

Residence Information (Select One) US Residency [] Non US Residency [] Active US Military Service

City | San Diego State/Province | CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 11530 Miro Circle

Address 2

City ‘ San Diego ‘ State/Province CA

Postal Code | 92131 | country us

Inventor 2

Legal Name

Prefix Given Name Middle Name Family Name Suffix
H. Michael Shepard

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | Springfield State/Province | OR | Country of Residence | us

Mailing Address of Inventor:

Address 1 870 Mountaingate Drive

Address 2

City | springfield | state/Province OR

Postal Code | 97478 | country us

Inventor 3

Legal Name

Prefix Given Name Middle Name Family Name Suffix
Qiping Zhao

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | San Diego ‘ State/Province | CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 ‘ 11240 Windbrook Way
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Application Number

Title of Invention | PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Address 2 ‘

City ‘ San Diego ‘ State/Province CA

Postal Code | 92131 | country us

Inventor 4

Legal Name

Prefix Given Name Middle Name Family Name Suffix

Robert James Connor

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | Oceanside State/Province | CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 451 Lexington Circle

Address 2

City ‘ San Diego ‘ State/Province CA
Postal Code | 92057 Country us

All Inventors Must Be Listed — Add Additional Inventor Information blocks for each inventor.

Correspondence Information:

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

Customer Number 13565
Email Address stephanie.seidman@dentons.com
Email Address milaipsd@dentons.com

Application Information:

Title of the Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Attorney Docket Number | 33320.03087.US2E/3087K | Small Entity Status Claimed []
Application Type [XI Nonprovisional [ Provisional

Subject Matter X utility ] Plant [] Design

Total Number of Drawing Sheets (if any) ‘ 13 ‘ Suggested Figure for Publication (if any) |

Representative Information:

Please Select One: ‘ [0 Customer Number | X US Patent Practitioner [ Limited Recognition (37 CFR 11.9)
Prefix Given Name Middle Name Family Name Suffix
Stephanie Seidman
Registration Number: | 33,779
Prefix Given Name Middle Name Family Name Suffix
Frank J. Miskiel
Registration Number: | 53,332
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Application Number

Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, or 365(c) or indicate National Stage entry from a
PCT application. Providing this information in the application data sheet constitutes the specific reference required by 35 U.S.C. 119(e) or 120,
and 37 CFR 1.78.

Present Application No. | Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)

This application is a Divisional of 17/327,568 2021-05-21

Prior Application No. 17/327,568 - Status: [] Patented Pending [] Abandoned [] Expired

Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,568 is a Continuation of 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
16/912,590 is a Continuation of | 15/226,489 | 2016-08-02 | 10,865,400 ‘ 2020-12-15
Prior Application No. 15/226,489 - Status: | X Patented [] Pending [[] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status: | Patented [] Pending [] Abandoned [] Expired

Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/796,208 2012-11-01

Prior Application No. 61/796,208- Status: [] Patented [] Pending [] Abandoned [X] Expired

Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status: [] Patented [] Pending [] Abandoned [X] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date

No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,568 also is a Continuation of | 16/824,572 2020-03-19 11,041,149 | 2021-06-22
Prior Application No. 16/824,572 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date

No. (YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date

No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [ Pending

[] Abandoned Expired

Application Number

Continuity Type

Prior Application Number

‘ Filing Date (YYYY-MM-DD)

-3-
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Attorney Docket Number

33320.03087.US2E/3087K

Application Number

Title of Invention

| PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

13/694,731 I claims priority to 61/631,313 ‘ 2011-12-30

Prior Application No. 61/631,313 - Status: [ Patented [J Pending [0 Abandoned [X Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)

17/327,568 also is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15

Prior Application No. 15/226,489 - Status:

| X Patented [] Pending [] Abandoned [] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| Patented [] Pending [[] Abandoned [] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [J] Pending

[] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status: [] Patented ] Pending [] Abandoned [X] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)

17/327,568 also is a Continuation of | 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

XI Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [] Pending

[ Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: ] Patented [ Pending [] Abandoned [X Expired
4-

Petitioner Merck, Ex. 1002, p. 360




Modified Application Data Sheet
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Attorney Docket Number 33320.03087.US2E/3087K
Application Data Sheet 37 CFR 1.76 ——
Application Number
Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Present Application No. Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
This application also is a Divisional of 17/327,586 2021-05-21
Prior Application No. 17/327,586 - Status: [ Patented XI Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 is a Continuation of | 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: | XI Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
16/912,590 is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: | X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208- Status: [J] Patented [] Pending [] Abandoned [X] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [J] Patented [] Pending [] Abandoned [X] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 also is a Continuation of | 16/824,572 2020-03-19 11,041,149 2021-06-22
Prior Application No. 16/824,572 status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: I X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: | X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208- Status: [] Patented [] Pending [] Abandoned [X] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [[] Patented [] Pending [] Abandoned [X] Expired

-5-
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Attorney Docket Number 33320.03087.US2E/3087K

Application Number

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| X Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208 2012-11-01

Prior Application No. 61/796,208- Status:

[ Patented [] Pending [] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status:

[[] Patented [] Pending [[] Abandoned [X] Expired

Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 also is a continuation 13/694,731 2012-12-28 9,447,401 2016-09-20
of

Prior Application No. 13/694,731 - Status:

‘ [ Patented [] Pending [] Abandoned [] Expired

Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208 - Status: O Patented [J Pending [ Abandoned Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [ Patented [] Pending [ Abandoned [X] Expired
Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Divisional of 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: | Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
16/912,590 is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
Number (YYYY-MM-DD) Number (YYYY-MM-DD)
6-
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Attorney Docket Number

33320.03087.US2E/3087K

Application Number

Title of Invention

| PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

16/912,590

| also is a Divisional of

13/694,731

| 20121228 |

9,447,401 | 2016-09-20

Prior Application No. 13/694,731 - Status:

‘ [ Patented [] Pending

[0 Abandoned [] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208- Status:

[] Patented [] Pending []

Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/631,313

2011-12-30

Prior Application No. 61/631,313 - Status:

[] Patented [] Pending []

Abandoned [X] Expired

Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Divisional of 16/824,572 2020-03-19 11,041,149 2021-06-22
Prior Application No. 16/824,572 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | XI Patented [] Pending [ Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 also is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [[] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208 - Status: [ Patented [] Pending [J Abandoned [X] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [] Patented [J Pending [] Abandoned [X] Expired

Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Continuation of 15/226,489 2016-08-02 10,865,400 | 2020-12-15
Prior Application No. 15/226,489 - Status: | XI Patented [ Pending [ Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

‘ X Patented [] Pending [] Abandoned [] Expired

-7-
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Modified Application Data Sheet
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Application Data Sheet 37 CFR 1.76

Attorney Docket Number

33320.03087.US2E/3087K

Application Number

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AN

D USES THEREOF

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [] Pending

[] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [] Patented [] Pending [] Abandoned [X] Expired
Present Continuity Type Prior Application Filing Date Patent Issue Date
Application No. No. (YYYY-MM- Number (YYYY-MM-
DD) DD)
This application also is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208- Status:

[] Patented [] Pending []

Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status: [] Patented [] Pending [[] Abandoned [X] Expired

Foreign Priority Information:

This section allows for the applicant to claim benefit of foreign priority and to identify any prior foreign application for which priority is not claimed.
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.

Country Filing Date (YYYY-MM- Priority Claimed Access Code

DD) (if applicable)

Application Number

[IYes‘IZI No

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

|:| If checked, 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 to a claimed invention that has an effective filing date
on or after March 16, 2013.

Authorization or Opt-Out of Authorization to Permit Access:

When this Application Data Sheet is properly 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 (EPO) access to any search results from the instant application (see
paragraph B in subsection 1 below).

Should applicant choose not to 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 to provide or rescind authorization for access
by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate.

1. Authorization to Permit Access by a Foreign Intellectual Property Office(s)
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Attorney Docket Number 33320.03087.US2E/3087K

Application Data Sheet 37 CFR 1.76 ——
Application Number

Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

A. Priority Document Exchange (PDX) - Unless box A in subsection 2 (opt-out of authorization) is checked, the undersigned
hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office (JPO), the Korean
Intellectual Property Office (KIPO), the State Intellectual Property Office of the People’s Republic of China (SIPO), the World
Intellectual Property Organization (WIPO), and any other foreign intellectual property office participating with the USPTO in a
bilateral or multilateral priority document exchange agreement in which a foreign application claiming priority to the instant patent
application is filed, access to: (1) the instant patent application-as-filed and its related bibliographic data, (2) any foreign or
domestic application to which priority 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-out of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the EPO access to the bibliographic data and search results 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 European patent application that claims priority to the instant
application.

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

D A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access 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.

D B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent
application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application.

NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the application
in accordance with 37 CFR 1.14.

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of
CFR to 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 1.45), 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 1.46. If the applicant is an applicant under 37 CFR 1.46 (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 applicant should be identified in this section.

X Assignee | [ Legal Representative under 35 U.S.C. 117 | [] Joint Inventor

[C] Person to whom the inventor is obligated to assign | [C] Person who shows sufficient proprietary interest
If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

[] Deceased [] Legally incapacitated |

Name of the Deceased or Legally Incapacitated Inventor: |

If the Applicant is an Organization check here. ‘ ]

Organization Name: | HALOZYME, INC.

Mailing Address Information For Applicant:

Address 1 11388 Sorrento Valley Road

Address 2

City San Diego State/Province CA
Country us Postal Code | 92121

Phone Number Fax Number

-0-
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Attorney Docket Number 33320.03087.US2E/3087K

Application Number

Application Data Sheet 37 CFR 1.76

Title of Invention | PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Email Address |

If needed, Additional Applicant Data may be added within this form.

Signature:

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

Signature /Stephanie Seidman/ Date (YYYY-MM-DD) | 2022-12-19

First Name | Stephanie Last Name | Seidman Registration Number | 33,779

Additional Signatures may be added within this form.

This collection of information is required by 37 CFR 1.76. 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. SEND TO: Commissioner for
Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

-10-

Petitioner Merck, Ex. 1002, p. 366



Application Number: 18068418

Reviewed by: c¢cSmvAsj2Eeg/p9KRnl1Q7Xvx6SK8jnDazO0z1lUmNPrTuL70u65e6sKHw==

Note: This wvalidation report concerns the sequence listing filed 12-19-2022 19:09:12
and indicates that NO errors were found by the USPTO during validation of the sequence
listing. This wvalidation report should not be construed as meaning that the sequence
listing complies with all of the requirements of 37 CFR §§ 1.821-1.825, 37 CFR §S§
1.831-1.835 and 1.839, WIPO Standard ST.25, or WIPO Standard ST.Z26.

For any sequence listing related questions or concerns, the Applicant is invited to
contact the USPTO Sequence Listing Help Desk at 571-272-2510 or
SequenceHelpDesk@USPTO.GOV.

Timestamp: [year=2022; month=12; day=20; hr=10; min=42; sec=27; ms=880]
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Validated By CRFValidator v 1.5.0

Application No: 18068418 Version No: 1.1
CRF Copy Request from application Version :
Input Set: /slic/CRF_WORKFLOW/18/068/418/1.1/report_18068418_1_1.x
ml
Output Set: /slic/CRF_WORKFLOW/18/068/418/1.1/report_18068418_1_1.x
ml.pdf

Started: 2022-12-19 19:20:39.000

Finished: 2022-12-19 19:20:59.837
Elapsed: 0 hr(s) 0 min(s) 20 sec(s) 837 ms
Total Warnings: 5
Total Errors: 0
No. of SeqIDs Defined: 927
Actual SeqID Count: 927
Error code Error Description
W 26105 DataElement :PROPERTY_NAMES.QUALIFIER_VALUE;DetectedValue:Vespula
9 vulgaris;MessageKey:X_QUALIFIER_VALUE_UNRECOGNISED_ORGANISM; Locali

zedMessage: This organism name has not been found in the list of
predefined or custom organism names. Verify this name is a
taxonomically acceptable organism name.; Sequence ID: 872

W 26105 DataElement :PROPERTY_NAMES.QUALIFIER_VALUE;DetectedvValue:Vespula
9 vulgaris;MessageKey:X_ QUALIFIER_VALUE_UNRECOGNISED_ORGANISM; Locali
zedMessage: This organism name has not been found in the list of
predefined or custom organism names. Verify this name is a
taxonomically acceptable organism name.; Sequence ID: 873

W 26105 DataElement :PROPERTY_NAMES.QUALIFIER_VALUE;DetectedValue:Polistes
9 annularis;MessageKey:X_QUALIFIER_VALUE_UNRECOGNISED_ORGANISM; Local
izedMessage:This organism name has not been found in the list of
predefined or custom organism names. Verify this name is a
taxonomically acceptable organism name.; Sequence ID: 876

W 26105 DataElement :PROPERTY_NAMES.QUALIFIER_VALUE; DetectedValue:Vibrio
9 fischeri;MessageKey:X QUALIFIER_VALUE_UNRECOGNISED_ORGANISM; Locali
zedMessage: This organism name has not been found in the list of
predefined or custom organism names. Verify this name is a
taxonomically acceptable organism name.; Sequence ID: 920

W 26117 DataElement :PROPERTY_NAMES.ORIGINAL_FREE_TEXT_LANGUAGE_CODE;Messag
8 eKey:ORIGINAL_FREE_TEXT_LANGUAGE_CODE_MISSING; LocalizedMessage:An
original free text language code has not been entered.;
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<?xml version="1.0" encoding="UTF-8"?>

<!DOCTYPE ST26SequencelListing PUBLIC "-//WIPO//DTD Sequence Listing 1.3//EN"
"ST26Sequencelisting V1_3.dtd">

<8T26Sequencelisting dtdVersion="V1l_3" fileName="3087Kseq00l.xml" softwareName="WIPO
Sequence" softwareVersion="2.2.0" productionDate="2022-12-19">
<ApplicationIdentification>

<IPOfficeCode>US</IPOfficeCode>
<ApplicationNumberText>18/068,418</ApplicationNumberText>
<FilingDate>2022-12-19</FilingDate>

</ApplicationIdentification>
<ApplicantFileReference>33320.03087.US2E/3087K</ApplicantFileReference>
<EarliestPriorityApplicationIdentification>
<IPOfficeCode>US</IPOfficeCode>

<ApplicationNumberText>US 61/631,313</ApplicationNumberText>
<FilingDate>2011-12-30</FilingDate>
</EarliestPriorityApplicationIdentification>

<ApplicantName languageCode="en">Halozyme, Inc.</ApplicantName>
<InventionTitle languageCode="en">PH20 Polypeptide Variants, Formulations and Uses
Thereof</InventionTitle>
<SequenceTotalQuantity>927</SequenceTotalQuantity>

<Sequence

Data sequenceIDNumber="1">

<INSDSeqg>

<INSDSeq length>1413</INSDSeq length>

<INSDSeq moltype>DNA</INSDSeq moltype>
<INSDSeq_division>PAT</INSDSeq_division>

<INSDSeq_feature-table>

<INSDFeature>

<INSDFeature_key>misc_feature</INSDFeature_key>
<INSDFeature_location>1..1413</INSDFeature_location>

<INSDFeature quals>

<INSDQualifier id="gl">

<INSDQualifier_pame>note</INSDQualifier_pame>

<INSDQualifier wvalue>human PH20 hyaluronidase encoding 36-482 containing IgG kappa
signal sequence</INSDQualifier value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

<INSDFeature>

<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1..1413</INSDFeature_location>

<INSDFeature quals>

<INSDQualifier>

<INSDQualifier_pame>mol_type</INSDQualifier_name>

<INSDQualifier value>other DNA</INSDQualifier_value>

</INSDQualifier>

<INSDQualifier id="ql855">

<INSDQualifier name>org
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anism</INSDQualifier name>

<INSDQualifier wvalue>Homo sapiens</INSDQualifier_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

</INSDSeq feature-table>

<INSDSeq sequence>atggacatgagggtaccagcccagctgttgggccttettetgetttggetecctggggecaaggggactt
aacttcagagctccceccectgtaateccaaacgtececttectgtgggecatggaacgecectagegaattetgtttggggaaatttgac
gaacctctggacatgtctectgttttettttateggtagecctegaatcaacgetaceggacagggggtgacaatettttacgtggat
cgtctgggctattacecttacategacagecattactggggtgacegtgaacggaggcattectcagaaaatatcactgcaggaccac
ctggacaaagctaagaaggatattacattctacatgecagtggacaatecteggaatggectgtgattgactgggaggagtggagacect
acttgggcccgaaattggaagecccaaggatgtgtataagaaccgatecattgagetggtgecagecagecagaacgtgecagetgtecctt
acagaagccaccgaaaaagctaagcaggaattecgagaaagectgggaaggatttecetggttgagacaataaaacttgggaaactgett
agacctaaccacctctggggctattatttgttececcecgattgetacaatcaccactataagaageccecggetacaacggatecttgttte
aacgtcgaaattaaaagaaacgatgacctctecttggttgtggaatgagtctactgecactctaccecctetatatatetcaacacacag
cagtccccagtagececgectacecectetacgtteggaatagagtgaggg
aagccatcagggtgtccaagatcecececgatgeccaaatetececcteccagtgtttgectacaccaggategtgtttacegaccaggtgt
tgaagttectgageccaggacgagectegtgtatacttttggegagacagttgetetgggagectetgggategtgatetggggecacte
tgagtattatgcgatcaatgaagtecctgectgetgttggataactacatggagacaatcetgaaceccatatatcattaacgtgactt
tggcecgctaagatgtgttcacaggtgetgtgtcaagagecagggagtatgecattaggaagaactggaactcaagegattatetecate
tgaacccagataattttgecaatccagetggaaaagggtggtaaattcactgtecgagggaageccacactecgaggatetegaacagt
ttagtgaaaagttctactgtagectgectatagcactectgagttgtaaggaaaaagecgatgtgaaagacactgatgecgttgacgttt
gcatcgeccgatggggtgtgtattgacgectttetcaagecaccaatggagactgaggagecccagatettttactgataa</INSDS
eq_sequence>

</INSDSeq>

</SequenceData>

<SequenceData sequenceIDNumber="2">

<INSDSeqg>

<INSDSeq length>469</INSDSeq length>

<INSDSeq moltype>AA</INSDSeq moltype>

<INSDSeq_division>PAT</INSDSeq_division>

<INSDSeq feature-table>

<INSDFeature>

<INSDFeature key>REGION</INSDFeature key>
<INSDFeature_location>1..469</INSDFeature_}ocation>

<INSDFeature_ quals>

<INSD

Qualifier id="ql856">

<INSDQualifier_pame>note</INSDQualifier_name>

<INSDQualifier value>Precursor human PH20 hyaluronidase 36-482 containing IgG kappa
signal sequence</INSDQualifie;_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

<INSDFeature>

<INSDFeature key>source</INSDFeature key>
<INSDFeature_location>1..469</INSDFeature_}ocation>

<INSDFeature_ quals>
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<INSDQualifier>

<INSDQualifier_name>mol_type</INSDQualifier_pame>
<INSDQualifier_value>protein</INSDQualifier_value>

</INSDQualifier>

<INSDQualifier id="ql857">

<INSDQua1ifier_pame>organism</INSDQualifier_name>

<INSDQualifier value>Homo sapiens</INSDQualifiep_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

</INSDSeq feature-table>
<INSDSeq_sequence>MDMRVPAQLLGLLLLWLPGARGLNFRAPPVIPNVPFLWAWNAPSEFCLGKFDEPLDMSLFSFIGSPRIN
ATGQGVTIFYVDRLGYYPYIDSITGVTVNGGIPQKISLQOQDHLDKAKKDITFYMPVDNLGMAVIDWEEWRPTWARNWKPKDVYKNR
SIELVQQONVQLSLTEATEKAKQEFEKAGKDFLVETIKLGKLLRPNHLWGYYLFPDCYNHHYKKPGYNGSCFNVEIKRNDDLSWLWN
ESTALYPSIYLNTQQSPVAATLYVRNRVREATRVSKIPDAKSPLPVFAYTRIVFTDQVLKFLSQDELVYTFGETVALGASGIVIWGT
LSIMRSMKSCLLLDNYMETILNPYIINVTLAAKMCSQVLCQEQGVCIRKNWNS SDYLHLNPDNFAIQLEKGGKFTVRGKPTLEDLEQ
FSEKFYCSCYSTLSCKEKADVKDTDAVDVCIADGVCIDAFLKPPMETEEPQIFY</INSDSeq;sequence>

</INSDSeq>

</SequenceData>

<SequenceData sequenceIDNumber="3">

<INSDSeqg>

<INSDSeq length>447</INSDSeq length>

<INSDSeq moltype>AA</INSDSeq moltype>

<INSDSeq_division>PAT</INSDSeq_division>

<INSDSeq_ feature-table>

<INSDFeature>

<INSDFeature_key>REGION</INSDFeature_key>
<INSDFeature_;ocation>1..447</INSDFeature_;ocation>

<INSDFeature quals>

<INSDQualifier id="gl858">

<INSDQua1ifier_pame>note</INSDQualifier_pame>

<INsSDQualifier value>Mature PH20 36—482</INSDQualifie:_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

<INSDFeature>

<INSDFeature key>source</INSDFeature key>
<INSDFeature_;ocation>1..447</INSDFeature_}ocation>

<INSDFeature_quals>

<INSDQualifier>

<INSDQua1ifier_pame>mol_type</INSDQualifier_pame>
<INSDQua1ifier_value>protein</INSDQualifiep_value>

</INSDQualifier>

<INSDQualifier id="ql859">

<INSDQualifier_pame>organism</INSDQua1ifier_pame>

<INSDQualifier wvalue>Homo sapiens</INSDQualifiep_value>

</INSDQualifier>

</INSDFeature_quals>
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</INSDFeature>

</INSDSeq feature-table>
<INSDSeq_sequence>LNFRAPPVIPNVPFLWAWNAPSEFCLGKFDEPLDMSLFSFIGSPRINATGQGVTIFYVDRLGYYPYIDS
ITGVTVNGGIPQKISLODHLDKAKKDI TFYMPVDNLGMAVIDWEEWRPTWARNWKPKDVYKNRSIELVQQONVQLSLTEATEKAKQE
FEKAGKDFLVETIKLGKLLRPNHLWGYYLFPDCYNHHYKKPGYNGSCFNVEIKRNDDLSWLWNESTALYPSIYLNTQQSPVAATLYV
RNRVREAIRVSKIPDAKSPLPVFAYTRIVFTDQVLKFLSQDELVYTFGETVALGASGIVIWGTLSIMRSMKSCLLLDNYMETILNPY
IINVTLAAKMCSQVLCQEQGVCIRKNWNS SDY LHLNPDNFAIQLEKGGKFTVRGKPTLEDLEQFSEKFYCSCYSTLSCKEKADVKDT
DAVDVCIADGVCIDAFLKPPMETEEPQIFY</INSDSeq sequence>

</INSDSeq>

</SequenceData>

<SequenceData sequenceIDNumber="4">

<INSDSeqg>

<INSDSeq length>7470</INSDSeq length>

<INSDSeq_moltype>DNA</INSDSeq_moltype>

<INSDSeq_division>PAT</INSDSeq_division>

<INSDSeq_feature-table>

<INSDFeature>

<INSDFeature_key>misc_feature</INSDFeature_key>
<INSDFeature_location>1..7470</INSDFeature_location>

<INSDFeature quals>

<INSDQualifier id="ql860">

<INSDQualifier_pame>note</INSDQualifier_pame>
<INSDQualifier_value>HZ24—PH20—IRES—SEAP</INSDQualifier_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

<INSDFeature>

<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_;ocation>1..7470</INSDFeature_location>

<INSDFeature quals>

<INSDQualifier>

<INSDQualifier_pame>mol_type</INSDQualifier_name>

<INSDQualifier value>other DNA</INSDQualifier_value>

</INSDQualifier>

<INSDQualifier id="ql861">

<INSDQualifier_pame>organism</INSDQualifier_pame>

<INSDQualif

ier value>synthetic construct</INSDQualifier_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

</INSDSeq feature-table>

<INSDSeq sequence>tcaatattggccattagccatattattcattggttatatagcataaatcaatattggectattggeccatt
gcatacgttgtatctatatcataatatgtacatttatattggctcatgteccaatatgacegecatgttggecattgattattgactag
ttattaatagtaatcaattacggggtcattagttcatagecccatatatggagttecgegttacataacttacggtaaatggececegece
tggctgaccgeccaacgaccececcgeccattgacgtcaataatgacgtatgtteccatagtaacgecaatagggactttecattgacyg
tcaatgggtggagtatttacggtaaactgcccacttggcagtacatcaagtgtatcatatgeccaagtecegececectattgacgtcaa
tgacggtaaatggcecegectggecattatgeccagtacatgacettacgggactttectacttggecagtacatectacgtattagtecat
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cgctattaccatggtgatgeggttttggcagtacaccaatgggegtggatageggtttgactcacggggattteccaagtecteccacce
cattgacgtcaatgggagtttgttttggcaccaaaatcaacgggactttccaaaatgtecgtaataaccecegeccegttgacgecaaat
gggcggtaggecgtgtacggtgggaggtctatataagecagagetegtttagtgaacegtcagatcactagaagetttattgeggtagt
ttatcacagttaaattgctaacgcagtcagtgecttetgacacaacagtectegaacttaagetgecagaagttggtegtgaggcact
gggcaggtaagtatcaaggttacaagacaggtttaaggagaccaatagaaactgggecttgtecgagacagagaagactcettgegttte
tgataggcacctattggtettactgacatccactttgectttetetecacaggtgtecacteccagttecaattacagetettaagge
tagagtacttaatacgactcactataggctagecatggacatgagggtaccagecccagetgttgggecttettetgetttggetecet
ggggcaaggggacttaacttcagagcteccececctgtaateccaaacgtececttectgtgggecatggaacgececctagegaattetgt
ttggggaaatttgacgaacctectggacatgtctetgttttettttateggtageecctegaatcaacgetaceggacagggggtgaca
atcttttacgtggategtetgggectattacecttacategacagecattactggggtgacegtgaacggaggcattectcagaaaata
tcactgcaggaccacctggacaaagctaagaaggatattacattectacatgecagtggacaatecteggaatggetgtgattgactgg
gaggagtggagacctacttgggccecgaaattggaageccaaggatgtgtataagaacecgateccattgagetggtgecagecagecagaac
gtgcagctgtceccecttacagaageccaccgaaaaagectaagcaggaattecgagaaagetgggaaggatttectggttgagacaataaaa
cttgggaaactgcttagacctaaccacctetggggctattatttgtteccecgattgetacaatcaccactataagaageceggetac
aacggatcttgtttcaacgtcgaaattaaaagaaacgatgacctectettggttgtggaatgagtctactgcactctaccectetata
tatctcaacacacagcagtcceccagtagecgctacecctectacgtteggaatagagtgagggaageca
tcagggtgtccaagatccececgatgecaaatctececcteccagtgtttgectacaccaggategtgtttacegaccaggtgttgaagt
tectgageccaggacgagectegtgtatacttttggegagacagttgetetgggagectetgggategtgatetggggecactetgagta
ttatgegatcaatgaagtectgectgetgttggataactacatggagacaatecectgaacecatatatcattaacgtgactttggeeg
ctaagatgtgttcacaggtgectgtgtcaagagcagggagtatgecattaggaagaactggaactcaagecgattatetccatetgaace
cagataattttgcaatccagectggaaaagggtggtaaattcactgtecgagggaageccacactegaggatectegaacagtttagtg
aaaagttctactgtagectgectatagcactectgagttgtaaggaaaaageecgatgtgaaagacactgatgecgttgacgtttgeateg
ccgatggggtgtgtattgacgectttetcaagecaccaatggagactgaggagececccagatettttactgataaggatecatageta
acgcccctctecctececececececectaacgttactggecgaageegettggaataaggecggtgtgegtttgtetatatgttatttte
caccatattgeccgtecttttggcaatgtgagggeceggaaacctggeecctgtettettgacgagecattectaggggtettteceectet
cgccaaaggaatgcaaggtctgttgaatgtegtgaaggaagcagttectetggaagettettgaagacaaacaacgtetgtagegac
cctttgcaggcageggaaccececccacctggegacaggtgectetgeggecaaaagecacgtgtataagatacacectgecaaaggegge
acaaccccagtgccacgttgtgagttggatagttgtggaaagagtcaaatggetcectectcaagegta
ttcaacaaggggctgaaggatgecccagaaggtaceccecattgtatgggatetgatetggggecteggtgecacatgggtettttetgea
gtcaccgtcegtcgacaagettectgecatgetgetgetgetgetgetgetgggectgaggetacageteteecectgggecatecateccag
ttgaggaggagaacceggacttectggaaccgegaggecagecgaggececctgggtgecgecaagaagetgecagectgecacagacageeg
ccaagaacctcatcatcttectgggegatgggatgggggtgtectacggtgacagetgecaggatectaaaagggcagaagaaggaca
aactggggcctgagatacccctggeccatggacegetteccatatgtggetectgtecaagacatacaatgtagacaaacatgtgecag
acagtggagccacagccacggcctacctgtgeggggtcaagggcaacttecagaccattggettgagtgecagecgecegetttaace
agtgcaacacgacacgcggcaacgaggtcatectecegtgatgaategggecaagaaagecagggaagtcagtgggagtggtaaccacca
cacgagtgcagcacgcctecgecageecggecacctacgeccacacggtgaacecgcaactggtacteggacgecgacgtgectgectegg
ccegeccaggaggggtgeccaggacategetacgecagetecateteccaacatggacattgacgtgatectaggtggaggeecgaaagtaca
tgtttegecatgggaaccccagacecctgagtacccagatgactacagecaaggtgggaccaggetggacgggaagaatectggtgecagg
aatggctggcgaagecgeccagggtgeccecggtatgtgtggaacegecactgagetecatgecaggettecectggacecegtetgtgacecate
tcatgggtctetttgagectggagacatgaaatacgagatccacecgagacteccacactggaccececte
cctgatggagatgacagaggctgeccctgegectgetgagecaggaaceccecegeggettettectettegtggagggtggtegeatega
ccatggtcatcatgaaagcagggecttacegggecactgactgagacgatcatgttegacgacgecattgagagggegggeccagetcac
cagcgaggaggacacgctgagcctegtcactgecgaccacteccacgtetteteetteggaggetacecectgegagggagetecat
cttegggetggecececctggecaaggecegggacaggaaggectacacggtectectatacggaaacggtecaggetatgtgetcaagga
cggcgecceggecggatgttacegagagegagagegggagececgagtateggecagecagtcagecagtgecectggacgaagagacceca
cgcaggcgaggacgtggeggtgttegegegeggecegecaggegecacetggttecacggegtgecaggagecagacettecatagegeacgt
catggeccttegecgectgectggagecctacacegectgegacetggegeceeccegeecggecaccacecgacgecgegecacecegggtta

aacgcgtggtacctctagagtecgacecgggeggecgettegagecagacatgataagatacattgatgagtttggacaaaccacaact
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agaatgcagtgaaaaaaatgctttatttgtgaaatttgtgatgectattgetttatttgtaaccattataagetgecaataaacaagtt
aacaacaacaattgcattcattttatgtttcaggttcagggggagatgtgggaggttttttaaagcaagtaaaacctctacaaatgt
ggtaaaatcgataaggatcecgggectggegtaatagegaagaggeccecgcacecgategecctteccaacagttgegecagectgaatgge
gaatggacgcgccctgtageggegecattaagegeggegggtgtggtggttacgegecagegtgacege
tacacttgccagegeccctagegecegetectttegetttettecettectttetegecacgttegecggetttececegtcaagetet
aaatcgggggctcecctttagggttecegatttagtgetttacggecacetegaceccaaaaaacttgattagggtgatggttcacgtag
tgggccatecgecctgatagacggtttttegecctttgacgttggagteccacgttetttaatagtggactettgttecaaactggaac
aacactcaaccctatcteggtctattettttgatttataagggattttgecgattteggectattggttaaaaaatgagetgattta
acaaaaatttaacgcgaattttaacaaaatattaacgcttacaatttecectgatgeggtatttteteccttacgecatetgtgeggtatt
tcacaccgcatatggtgcactectcagtacaatectgetetgatgecgecatagttaagecagececegacacecgecaacacecegetgac
gcgecectgacgggettgtetgeteceggecatecegettacagacaagetgtgacegteteecgggagetgecatgtgtcagaggttttea
ccgtcatcaccgaaacgecgecgagacgaaagggectegtgatacgectatttttataggttaatgtcatgataataatggtttettag
acgtcaggtggcactttteggggaaatgtgegeggaacccctatttgtttatttttctaaatacattcaaatatgtateecgectecatg
agacaataaccctgataaatgcttcaataatattgaaaaaggaagagtatgagtattcaacatttcegtgtegececttattecettt
tttgeggcattttgecttectgtttttgetcaceccagaaacgetggtgaaagtaaaagatgetgaagatcagttgggtgecacgagtg
ggttacatcgaactggatctcaacageggtaagatccttgagagttttegececcgaagaacgtttte
caatgatgagcacttttaaagttetgectatgtggegeggtattateecegtattgacgecgggcaagagcaacteggtegecgeatac
actattctcagaatgacttggttgagtactcaccagtcacagaaaagcatcttacggatggcatgacagtaagagaattatgecagtg
ctgccataaccatgagtgataacactgeggccaacttacttetgacaacgateggaggacegaaggagectaacecgettttttgecaca
acatgggggatcatgtaactegeccttgategttgggaaccggagetgaatgaagecataccaaacgacgagegtgacaccacgatge
ctgtagcaatggcaacaacgttgegcaaactattaactggegaactacttactctagetteceggcaacaattaatagactggatgg
aggcggataaagttgecaggaccacttectgegeteggecettecggetggetggtttattgetgataaatetggagecggtgagegtg
ggtctegeggtatcattgecagecactggggecagatggtaagececteecegtategtagttatetacacgacggggagtecaggcaacta
tggatgaacgaaatagacagatcgctgagataggtgecctcactgattaagcattggtaactgtcagaccaagtttactcatatatac
tttagattgatttaaaacttcatttttaatttaaaaggatctaggtgaagatecctttttgataatectcatgaccaaaatcecttaac
gtgagttttegtteccactgagegtcagaccececgtagaaaagatcaaaggatecttettgagatectttttttetgegegtaatetget
gcttgcaaacaaaaaaaccaccgctaccageggtggtttgtttgecggatcaagagectaccaactetttttecgaaggtaactgget
tcagcagagcgcagataccaaatactgttecttectagtgtagecgtagttaggeccaccacttcaagaa
ctctgtagcaccgectacatacctegetetgetaatectgttaccagtggetgetgecagtggegataagtegtgtettacegggtt
ggactcaagacgatagttaceggataaggegecageggtegggectgaacggggggttegtgecacacageccagettggagegaacgac
ctacaccgaactgagatacctacagegtgagectatgagaaagecgeccacgettecegaagggagaaaggeggacaggtateceggtaag
cggcagggtcggaacaggagagcgcacgagggagctteccagggggaaacgecectggtatetttatagtectgtegggtttegecacet
ctgacttgagegtecgatttttgtgatgetegtcaggggggeggagectatggaaaaacgecagcaacgeggectttttacggttect
ggccttttgctggccttttgctcacatggctcgacagatct</INSDSeq_sequence>

</INSDSeq>

</SequenceData>

<SequenceData sequenceIDNumber="5">

<INSDSeqg>

<INSDSeq;length>6630</INSDSeq;length>

<INSDSeq_moltype>DNA</INSDSeq_moltype>

<INSDSeq_division>PAT</INSDSeq_division>

<INSDSeq feature-table>

<INSDFeature>

<INSDFeature key>misc_ feature</INSDFeature key>
<INSDFeature_location>1..6630</INSDFeature_location>

<INSDFeature_ quals>

<INSDQualifier id="ql862">

<INSDQualifier_pame>note</INSDQualifier_pame>
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<INSDQualifier value>HZ24-DHFR ex

pression vector</INSDQualifier_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

<INSDFeature>

<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1..6630</INSDFeature_location>

<INSDFeature_ quals>

<INSDQualifier>

<INSDQualifier_pame>mol_ﬁype</INSDQualifier_pame>

<INSDQualifier value>other DNA</INSDQualifier_value>

</INSDQualifier>

<INSDQualifier id="ql863">

<INSDQualifier_pame>organism</INSDQualifier_pame>

<INSDQualifier wvalue>synthetic construct</INSDQualifier_value>

</INSDQualifier>

</INSDFeature_quals>

</INSDFeature>

</INSDSeq feature-table>

<INSDSeq_ sequence>tcaatattggccattagccatattattcattggttatatagcataaatcaatattggctattggeccatt
gcatacgttgtatctatatcataatatgtacatttatattggctcatgteccaatatgacegecatgttggecattgattattgactag
ttattaatagtaatcaattacggggtcattagttcatagecccatatatggagttecgegttacataacttacggtaaatggececegece
tggctgaccgeccaacgaccececcgeccattgacgtcaataatgacgtatgtteccatagtaacgecaat
agggactttccattgacgtcaatgggtggagtatttacggtaaactgecccacttggcagtacatcaagtgtatcatatgecaagtce
gcccectattgacgtcaatgacggtaaatggecegectggecattatgeccagtacatgaccttacgggactttectacttggecagta
catctacgtattagtcatecgctattaccatggtgatgeggttttggecagtacaccaatgggegtggatageggtttgactcacgggg
atttccaagtctccacceccattgacgtcaatgggagtttgttttggecaccaaaatcaacgggacttteccaaaatgtegtaataacce
cgcccecgttgacgcaaatgggeggtaggegtgtacggtgggaggtetatataagcagagetegtttagtgaacegtcagatcactag
aagctttattgeggtagtttatcacagttaaattgectaacgecagtcagtgecttectgacacaacagtetecgaacttaagetgcagaag
ttggtegtgaggcactgggcaggtaagtatcaaggttacaagacaggtttaaggagaccaatagaaactgggettgtegagacagag
aagactcttgegtttectgataggcacctattggtettactgacatccactttgecttteteteccacaggtgtecacteccagttecaa
ttacagctcttaaggetagagtacttaatacgactcactataggectagecatgggagtgectaaaattcaagecacatectttttcagaag
ctttgttaaatcaagtggagtatcccagatagttttcaccttecttetgattecatgttgettgactetgaatttcagagecacetee
tgttatteccaaatgtgectttectetgggectggaatgecccaagtgaattttgtettggaaaatttgatgagecactagatatgag
cctcecttetetttecataggaagececcecgaataaacgecacecgggecaaggtgttacaatattttatgtt
gatagacttggctactateccttacatagattcaatcacaggagtaactgtgaatggaggaatccececcagaagatttecttacaagac
catctggacaaagctaagaaagacattacattttatatgeccagtagacaatttgggaatggectgttattgactgggaagaatggaga
cccacttgggcaagaaactggaaacctaaagatgtttacaagaataggtctattgaattggttcagcaacaaaatgtacaacttagt
ctcacagaggccactgagaaagcaaaacaagaatttgaaaaggcagggaaggatttecctggtagagactataaaattgggaaaatta
cttecggccaaatcacttgtggggttattatetttttecggattgttacaaccatcactataagaaacceggttacaatggaagttge
ttcaatgtagaaataaaaagaaatgatgatctcagetggttgtggaatgaaagcactgectectttaceccatccatttatttgaacact
cagcagtctcetgtagetgetacactectatgtgegecaatecgagttegggaagecatcagagtttecaaaatacctgatgecaaaaagt
ccacttceggtttttgecatataceccgecatagtttttactgatcaagttttgaaattecectttetcaagatgaacttgtgtatacattt
ggcgaaactgttgetetgggtgettectggaattgtaatatggggaaccctcagtataatgegaagtatgaaatecttgettgetecta
gacaattacatggagactatactgaatccttacataatcaacgtcacactagcageccaaaatgtgtageccaagtgetttgecaggag
caaggagtgtgtataaggaaaaactggaattcaagtgactatcttcacctcaacccagataattttgectattcaacttgagaaaggt
ggaaagttcacagtacgtggaaaaccgacacttgaagacctggagcaattttctgaaaaattttatt
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gcagctgttatagcaccttgagttgtaaggagaaagectgatgtaaaagacactgatgetgttgatgtgtgtattgetgatggtgtet
gtatagatgcttttctaaaacctecccatggagacagaagaacctcaaattttectactgaggatceccatagetaacgecececteteccte
cccccceccecctaacgttactggecgaagecgettggaataaggeecggtgtgegtttgtetatatgttattttecaccatattgeegte
ttttggcaatgtgagggcceggaaacectggecctgtettettgacgagecattectaggggtetttecectetegecaaaggaatgea
aggtctgttgaatgtegtgaaggaagcagttecctetggaagettettgaagacaaacaacgtetgtagegacecctttgecaggecageg
gaaccccccacctggegacaggtgectetgeggecaaaagecacgtgtataagatacacectgecaaaggeggcacaaceccagtgeca
cgttgtgagttggatagttgtggaaagagtcaaatggctctectcaagegtattcaacaaggggectgaaggatgeccagaaggtace
ccattgtatgggatctgatectggggeccteggtgecacatgetttacatgtgtttagtecgaggttaaaaaaacgtectaggecececceecgaa
ccacggggacgtggttttectttgaaaaacacgatgataagettgecacaacccacageggecgetgecatcatggttegacecattg
aactgcatecgtegecgtgteccaaaatatggggattggecaagaacggagacctacecctggectecgetcaggaacgagttcaagtac
ttccaaagaatgaccacaacctcttcagtggaaggtaaacagaatctggtgattatgggtaggaaaacctggtteteccattectgag

aagaatcgacctttaaaggacagaattaatatagttctcagtagagaactcaaagaaccaccacgag
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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) : Weieral Art Unit . Notyet assigned
Serial No. . 18/068,418 Examiner : Not yet assigned
Filed . December 19, 2022 Conf No. : 5769
Cust. No. . 13565
Title : PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT IN
ACCORDANCE WITH 37 C.F.R. §§ 1.97-1.98

Dear Sir:

Because this Information Disclosure Statement is filed before the receipt of a First Office
Action on the Merits for the above-captioned application, a fee is not required. If a fee for filing
these papers is required, the Commissioner is authorized to charge the fee to Deposit Account No.
50-0911.

In accordance with the duty of disclosure imposed by 37 C.F.R. § 1.56 to inform the
Patent Office of all information known by Applicant or Applicant's representative that may be
material to the examination of the subject application, Applicant's representative hereby provides
this Information Disclosure Statement that is prepared in accordance with 37 C.F.R. §§ 1.97-1.98.
Forms PTO-1449 (25 pages) and copies of the cited non-U.S. patent documents listed thereon are
provided herewith in connection with the above-captioned application. The documents cited
comprise the references cited in the application and incorporated by reference, and any additional
information of which those associated with the prosecution are aware.

In accordance with 37 C.F.R. § 1.98(d), copies of the references listed on the Forms PTO-
1449 that are marked with a double asterisk (**) are not provided herewith as they have been
previously provided in connection with U.S. Patent Application Serial No. 13/694,731,
15/226,489, 16/824,572, 17/327,568 and/or 17/327,586, which is relied upon for an earlier filing
date in accordance with 35 U.S.C. § 120.

The documents cited on the Forms PTO-1449 are in the English Language with the
exception of the items noted below. Item GB (CN 102065886A) is in the Chinese Language and
an English Language equivalent is listed (Item GR). Item GI (JP 2007-153797) is in the Japanese
Language and an English Language Abstract is listed (Item IM). Item GJ (KR 10-2020-0017538)

is in the Korean Language and an English Language equivalent is listed (Item GG). Hence, in

CERTIFICATE OF TRANSMISSION VIA EFS-WEB

I hereby certify that this paper is being transmitted via the
Electronic Filing System (EFS-WEB) to the United States
Patent and Trademark Office on March 16, 2023.

/Anh Nguyen /
Anh Nguyen
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Inventor(s) Wei et al. Attorney Docket No.: 33320.03087.US2E/3087K
Serial No. 18/068.418 Information Disclosure Statement
Filed December 19, 2022

accordance with the requirements of 37 C.F.R. § 1.98, no further explanation of the listed items is
necessary.
Applicant also makes known to the Examiner the following pending U.S. Applications

that have one or more common inventors and/or an owner in common.

Examiner’s | U.S.S.N. Filing Date Publ. No. Publ. Date Docket
Initials No.

16/930,766 | 07/16/2020 | 2020/0368330 11/26/2020 3066D
17/062,425 | 10/02/2020 | 2021/0023184 | 01/28/2021 3051M
17/327,568 | 05/21/2021 | 2021/0284985 | 09/16/2021 3087E
17/327,586 | 05/21/2021 | 2021/0277376 | 09/09/2021 3087F
17/850,903 | 06/27/2022 | 2022/0372151 11/24/2022 3122B
18/064,886 | 12/12/2022 n.a. n.a. 3087G
18/066,960 | 12/15/2022 n.a. n.a. 3087H
18/068,218 | 12/19/2022 n.a. n.a. 30871
18/068,327 | 12/19/2022 n.a. n.a. 3087J
18/068,443 | 12/19/2022 n.a. n.a. 3087L
18/069,651 | 12/21/2022 n.a. n.a. 3087M

Although these documents and applications are made known to the Patent and Trademark
Office in compliance with Applicant's duty of disclosure, such disclosure is not to be construed as
an admission by Applicant or Applicant's representative that any of the documents, singly or in
any combination thereof, is effective as prior art against the subject application. In accordance
with 37 C.FR. §§ 1.97(g) and (h), the filing of this Information Disclosure Statement shall not be
construed to mean that a search has been made or that no other material information as defined in
37 C.FR. § 1.56(b) exists.

Applicant respectfully requests that the Examiner review the foregoing documents and

they be made of record in the file history of the above-captioned application.
Respectfully submitted,
/Stephanie Seidman/

Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Ste. 700

San Diego, California 92121

Telephone: (619) 595-8010

Facsimile: (619) 595-8135

email: stephanie.seidman@dentons.com
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Substitute Form PTO-1449 U.S. Department of Commerce | Attomey Docket No. Application No.
(Modified) Patent and Trademark Office | 33320.03087 . US2E/3087K 18/068,418
Inventor(s)
List of Patents and Publications for Applicant’s Wei et al.
Information Disclosure Statement - .
Filing Date Group Art Unit
December 19, 2022 Not yet assigned

(37 CFR §1.98(b))

U.S. Patent Documents
Examiner | Desig. Document Publication Filing Date
Initial 1D Number Date Patentee Class | Subclass | If Appropriate
AA 3.536.809 10/27/1970 Applezweig 424 28 02/17/1969
AB 3,598,123 08/10/1971 Zaffaroni 128 268 04/01/1969
AC 3,630,200 12/28/1971 Higuchi 128 260 06/09/1969
AD 3,710,795 01/16/1973 Higuchi et al. 128 260 09/29/1970
AE 3,845,770 11/05/1974 Theeuwes et al. 128 260 06/05/1972
AF 3,916,899 11/04/1975 Theeuwes et al. 128 260 02/07/1974
AG 4,002,531 01/11/1977 Royer 195 68 01/22/1976
AH 4,008,719 02/22/1977 Theeuwes et al. 128 260 02/02/1976
Al 4,044,126 08/23/1977 Cook et al. 514 180 07/09/1976
Al 4,179,337 12/18/1979 Davis et al. 435 181 07/28/1977
AK 4,364,923 12/21/1982 Cook et al. 424 46 04/30/1981
AL 4,414,209 11/08/1983 Cook et al. 514 180 06/13/1977
AM 4,769,027 09/06/1988 Baker ct al. 424 493 02/24/1987
AN 4,952,496 08/28/1990 Studier et al. 435 91 12/29/1986
AO 4,980,286 12/25/1990 Morgan et al. 435 371 01/03/1989
AP 5,033,252 07/23/1991 Carter 53 425 07/30/1990
AQ 5,052,558 10/01/1991 Carter 206 439 07/27/1990
AR 5.059.595 10/22/1991 Le Grazie 424 468 03/20/1990
AS 5.073.543 12/17/1991 Marshall et al. 514 21 07/21/1988
AT 5,120,548 06/09/1992 McClelland et al. 424 473 11/07/1989
AU 5,122,614 06/16/1992 Zalipsky 548 520 04/19/1990
AV 5,323,907 06/28/1994 Kalvelage 206 531 03/15/1993
AW 5,324,844 06/28/1994 Zalipsky 548 520 01/08/1992
AX 5,446,090 08/29/1995 Harris 525 54.1 11/12/1993
AY 5,591,767 01/07/1997 Mohr et al. 514 413 06/06/1995
AZ 5,612,460 03/18/1997 Zalipsky 530 391.9 02/17/1994
BA 5.639.476 06/17/1997 Oshlack et al. 424 468 06/02/1995
BB 5,643,575 07/01/1997 Martinez et al. 424 194.1 10/27/1993
BC 5,672,662 09/30/1997 Harris et al. 525 408 10/02/1995
BD 5,674,533 10/07/1997 Santus et al. 424 493 05/26/1995
BE 5,721,348 02/24/1998 Primakoff et al. 536 22.1 10/21/1991
BF 5,733,566 03/31/1998 Lewis 424 426 10/30/1995
BG 5,766,581 06/16/1998 Bartley et al. 424 85.1 03/30/1995
BH 5.795.569 08/18/1998 Bartley et al. 424 85.1 10/12/1994
BI 5.808.096 09/15/1998 Zalipsky 548 520 01/21/1997
BJ 5,854,046 12/29/1998 Au-Young et al. 435 201 01/20/1998
BK 5,900,461 05/04/1999 Harris 525 54.11 02/23/1998
Examiner Signature Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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U.S. Patent Documents
Examiner | Desig. Document Publication Filing Date
Initial 1D Number Date Patentee Class | Subclass | If Appropriate
BL 5.919.455 07/06/1999 Greenwald et al. 424 178.1 03/20/1997
BM 5.932.462 08/03/1999 Harris et al. 435 188 05/17/1995
BN 5.958.750 09/28/1999 Au-Young et al. 435 201 07/03/1996
BO 5.985.263 11/16/1999 Lec et al. 424 85.2 12/19/1997
BP 5,990,237 11/23/1999 Bentley et al. 525 542 05/20/1998
BQ 6,057,110 05/02/2000 Au-Young et al. 435 6 12/17/1998
BR 6,113,906 09/05/2000 Greenwald et al. 424 194.1 12/29/1998
BS 6,193,963 02/27/2001 Stern et al. 424 94.6 08/21/1997
BT 6,214,966 04/10/2001 Harris 528 322 09/25/1997
BU 6,258,351 07/10/2001 Harris 424 78.3 11/05/1997
BV 6.340,742 01/22/2002 Burg et al. 530 351 06/28/2000
BW 6.413,507 07/02/2002 Bentley et al. 424 78.02 12/23/1999
BX 6.420,339 07/16/2002 Gegg et al. 514 12 10/14/1998
BY 6,437,025 08/20/2002 Harris et al. 523 406 11/05/2001
BZ 6,448,369 09/10/2002 Bentley et al. 528 425 11/05/1998
CA 6,461,802 10/08/2002 Van Thillo et al. 430 336 07/31/2000
CB 6,461,863 10/08/2002 Jarvis 435 320.1 11/29/1999
CcC 6,495,659 12/17/2002 Bentley et al. 528 425 12/20/2000
CD 6,615,063 09/02/2003 Ntziachristos et al. 600 312 11/27/2000
CE 6.737.505 05/18/2004 Bentley et al. 528 425 10/30/2002
CF 6.828.401 12/07/2004 Nho et al. 526 333 10/29/2003
CG 6,858,736 02/22/2005 Nho et al. 546 290 12/23/2002
CH 7,105,330 09/12/2006 Stern et al. 435 200 07/18/2003
CI 7,279,457 10/09/2007 Pohl et al. 514 3 03/11/2005
CJ 7,585,940 09/08/2009 Skerra et al. 530 350 05/11/2006
CK 7,767,429 08/03/2010 Bookbinder et al. 435 201 03/05/2004
CL 7.781,397 08/24/2010 Stern et al. 424 94.62 10/03/2006
CM 7.829.,081 11/09/2010 Bookbinder et al. 424 94.62 03/04/2010
CN 7.846.431 12/07/2010 Bookbinder et al. 424 94.62 03/04/2010
CO 7.871,607 01/18/2011 Bookbinder et al. 424 094.620 02/23/2005
CP 8,105,586 01/31/2012 Bookbinder et al. 424 94.3 06/15/2010
cQ 8,187,855 05/29/2012 Baker ct al. 435 201 11/09/2010
CR 8,202,517 06/19/2012 Bookbinder et al. 424 094.620 02/20/2009
CS 8,257,699 09/04/2012 Bookbinder et al. 424 094.620 12/15/2011
CT 8,318,154 11/27/2012 Frost et al. 424 094.500 04/28/2009
CU 8,343,487 01/01/2013 Baker et al. 424 094.620 03/13/2012
CV 8,431,124 04/30/2013 Bookbinder et al. 424 94.62 04/16/2009
Examiner Signature Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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U.S. Patent Documents
Examiner | Desig. Document Publication Filing Date
Initial 1D Number Date Patentee Class | Subclass | If Appropriate
CW 8.431.380 04/30/2013 Bookbinder et al. 435 201 02/20/2009
CX 8.450.470 05/28/2013 Bookbinder et al. 536 023.200 06/03/2009
CY 8,568,713 10/29/2013 Frost et al. 424 094.500 05/18/2012
CZ 8,580,252 11/12/2013 Bookbinder et al. 424 85.2 07/06/2012
DA 8,765,685 07/01/2014 Bookbinder et al. 514 020.900 05/16/2012
DB 8,772,246 07/08/2014 Bookbinder et al. 435 200 10/18/2012
DC 9,284,543 03/15/2016 Wei et al. 435 201 02/21/2012
DD 9,447,401 09/20/2016 Wei et al. 424 094.62 12/28/2012
DE 9,913,822 03/13/2018 Maneval et al. 435 195 03/15/2013
DF 10,016,491 07/10/2018 Bookbinder et al. 424 94.62 11/09/2015
DG 10,328,130 06/25/2019 Frost et al. 424 094.620 02/22/2012
DH 10,588,983 03/17/2020 Bookbinder et al. 435 069.100 02/23/2018
DI 11,041,149 06/22/2021 Wei et al. 435 069.100 03/19/2020
DJ 11,066,656 07/20/2021 Wei et al. 435 069.100 06/25/2020
DK 2001/0021763 09/13/2001 Harris 528 75 04/02/2001
DL 2001/0044526 11/22/2001 Shen 530 409 02/21/2001
DM 2001/0046481 11/29/2001 Bentley et al. 424 78.18 04/21/2001
DN 2002/0052430 05/02/2002 Harris et al. 523 406 11/05/2001
DO 2002/0072573 06/13/2002 Bentley et al. 525 409 02/08/2002
DP 2002/0156047 10/24/2002 Zhao 514 58 01/22/2002
DQ 2003/0017108 01/23/2003 Zamora et al. 424 001.490 04/30/2002
DR 2003/0114647 06/19/2003 Harris et al. 530 402 04/10/2002
DS 2003/0143596 07/31/2003 Bentley et al. 435 6 11/07/2002
DT 2003/0158333 08/21/2003 Roberts et al. 530 402 10/09/2002
DU 2003/0220447 11/27/2003 Harris 528 322 12/12/2002
DV 2004/0013637 01/22/2004 Bentley et al. 424 78.17 02/10/2003
DW 2004/0235734 11/25/2004 Bossard et al. 514 12 02/26/2004
DX 2004/0268425 12/30/2004 Bookbinder et al. 800 18 03/05/2004
DY 2005/0054048 03/10/2005 Grasso ct al. 424 133.100 07/29/2004
DZ 2005/0114037 05/26/2005 Desjarlais et al. 702 19 09/30/2004
EA 2005/0171328 08/04/2005 Harris 528 322 02/04/2005
EB 2005/0209416 09/22/2005 Harris 525 523 04/22/2005
EC 2005/0260186 11/24/2005 Bookbinder et al. 424 094.610 02/23/2005
ED 2006/0104968 05/18/2006 Bookbinder et al. 424 094.610 09/27/2005
EE 2007/0067855 03/22/2007 Jarvis et al. 800 13 04/28/2006
EF 2007/0189962 08/16/2007 Pastan et al. 424 133.100 04/11/2007
EG 2009/0028829 01/29/2009 Gruskin et al. 424 093.7 05/17/2004
Examiner Signature Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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EH 2009/0042785 02/12/2009 Matschiner et al. 514 012 04/28/2008
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EM 2009/0304665 12/10/2009 Frost et al. 424 94.5 04/28/2009
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EQ 2010/0074885 03/25/2010 Schiff et al. 424 130.100 03/16/2009
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FP 2014/0105824 04/17/2014 Shepard et al. 424 009.200 10/16/2013
FQ 2014/0135682 05/15/2014 Frost et al. 424 094.500 09/24/2013
FR 2014/0199282 07/17/2014 Bookbinder et al. 435 200 02/26/2014
Examiner Signature Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.

Petitioner Merck, Ex. 1002, p. 382



Sheet _5 of _25

Substitute Form PTO-1449 U.S. Department of Commerce | Attomey Docket No. Application No.
(Modified) Patent and Trademark Office | 33320.03087 . US2E/3087K 18/068,418
Inventor(s)
List of Patents and Publications for Applicant’s Wei et al.
Information Disclosure Statement - .
Filing Date Group Art Unit
December 19, 2022 Not yet assigned

(37 CFR §1.98(b))

U.S. Patent Documents
Examiner | Desig. Document Publication Filing Date
Initial 1D Number Date Patentee Class | Subclass | If Appropriate
FS 2015/0010529 01/08/2015 Wei 424 94.62 07/03/2014
FT 2016/0362670 12/15/2016 Wei et al. 424 094.620 08/02/2016
FU 2017/0290796 10/12/2017 Maneval et al. 435 195 06/16/2017
FV 2019/0336587 11/07/2019 Frost et al. 424 78.17 05/21/2019
FwW 2020/0255814 08/13/2020 Wei et al. 435 069.100 03/19/2020
FX 2020/0318091 10/08/2020 Wei et al. 424 094.620 06/25/2020
FY 2020/0368330 11/26/2020 Frost et al. 424 078.170 07/16/2020
FZ 2021/0277376 09/09/2021 Wei et al. 424 094.620 05/21/2021
GA 2021/0284985 09/16/2021 Wei et al. 424 094.620 05/21/2021
Foreign Patent Documents or Published Foreign Patent Applications
Examiner | Desig. Publication Country or Translation
Initial ID Document Number Date Patent Office Yes No
GB** CN 102065886A 05/18/11 CN X* (Item GR)
GC** EP 0400472 12/05/90 EP
GD** EP 0822199 09/22/04 EP
GE** EP 1064951 08/22/07 EP
GF** EP 3130347 09/18/19 EP
GG** EP 3636752 04/15/20 EP
GH** EP 3785701 03/03/21 EP
GI** JP 2007-153797 06/21/07 JP X** (Item IM)
GJ** KR 10-2020-0017538 02/18/20 KR X (Item GG)
GK** WO 1992/16640 10/01/92 WIPO
GL** WO 1994/028024 12/08/94 WIPO
GM** WO 2000/002017 01/13/00 WIPO
GN** WO 2001/087925 11/22/01 WIPO
GO** WO 2002/049673 06/27/02 WIPO
GP** WO 2004/056312 07/08/04 WIPO
GQ** WO 2005/000360 01/06/05 WIPO
GR** WO 2009/128917 10/22/09 WIPO
GS** WO 2009/134380 11/05/09 WIPO
GT** WO 2010/077297 07/08/10 WIPO
Examiner Signature Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.

Petitioner Merck, Ex. 1002, p. 383



Sheet _6 of _25

Substitute Form PTO-1449

(Modified) Patent and Trademark Office | 33320.03087 . US2E/3087K 18/068,418
Inventor(s)
List of Patents and Publications for Applicant’s Wei et al.
Information Disclosure Statement - .
Filing Date Group Art Unit

(37 CFR §1.98(b))

Attomey Docket No. Application No.

U.S. Department of Commerce

December 19, 2022 Not yet assigned

Foreign Patent Documents or Published Foreign Patent Applications

Examiner | Desig. Publication Country or Translation
Initial ID Document Number Date Patent Office Yes No
GU** WO 2010/149772 12/29/10 WIPO
GV** WO 2012/136768 10/11/12 WIPO
GW** WO 2012/174478 12/20/12 WIPO
GX** WO 2013/102144 07/04/13 WIPO
GY** WO 2015/003167 01/08/15 WIPO

** = Copies not provided herewith as they have been previously provided in connection with U.S. Patent Application Serial
No. 13/694,731, 15/226,489, 16/824,572, 17/327,568 and/or 17/327,586, which are relied upon for an earlier filing date in
accordance with 35 U.S.C. §120.

X* = An English language equivalent has been previously provided in connection with U.S. Serial No. 13/694,731.
X** = An English Abstract (Item IM) for Japanese Publication No. JP 2007-153797 has been previously provided in
connection with with U.S. Serial No. 13/694,731.

X = An English language equivalent has been previously provided in connection with U.S. Serial No. 15/226.489.

Other Documents (include Author, Title, Date, and Place of Publication)

Examiner | Desig.
Initial 1D Document
GZ Letter/Written Disclosure of the Information Disclosure Statement for the above-referenced

application, filed herewith on March 16, 2023, 2 pages.

HA** Adams, G.E. and 1.J. Stratford, "Bioreductive drugs for cancer therapy: the search for tumor
specificity," Int. J. Radiat. Oncol. Biol. Phys., 29(2): 231-238 (1994).

HB** Alexander et al., “Expression of the c-myc oncogene under control of an immunoglobulin enhancer in
Ep-myc transgenic mice,” Mol. Cell. Biol. 7(4):1436-1444 (1987).

HC#* Ansel, H. C., Introduction to Pharmaceutical Dosage Forms, Lea & Febiger, Philadelphia, PA, Fourth
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Pinkstaff et al., “Evaluation of the compatibility and pharmacokinetics of co-formulated biologics

PS#* with recombinant human hyaluronidase: Dose Response,” American Association of Pharmaceutical
Scientists Conference, November 2006. Abstract, 2 pages.
Pinkstaff et al., “Evaluation of the compatibility and pharmacokinetics of co-formulated biologics

PT** with recombinant human hyaluronidase: Dose Response,” American Association of Pharmaceutical
Scientists Conference, November 2006. Poster, 1 page.
Byerley et al., “*Cutting out the bull’. Recombinant human hyaluronidase: Moving to an animal-free

PU** system,” Association of Clinical Embryologists, 2006, Dublin, Ireland. Abstract published in Human
Fertility, June 2006; 9(2): 110.

py#+ | FTost, “Punctuated Equilibrium: The Evolution of Recombinant Human Hyaluronidase,” Ophthalmic
Anesthesia Society, 2006, Chicago, IL. Abstract, 1 page.

PWH* Frost, “Punctuated Equilibrium: The Evolution of Recombinant Human Hyaluronidase,” Ophthalmic
Anesthesia Society, 2006, Chicago, IL. Presentation, 35 pages.

PXH* Haller et al., “Enhanze Technology — A Revolution in Drug Dispersion,” Biotechnology Industry
Organization (BIO) Annual Meeting, June 19-22, 2005, Philadelphia, PA. Abstract, 3 pages.
Haller et al., “Recombinant Human Hyaluronidase for the Interstitial Transport of Therapeutics,”

PY** American Association of Pharmaceutical Scientists Conference, June 2006, San Antonio, TX.
Abstract, 2 pages.

PZ#* Haller et al., “Revolutionizing Drug Dispersion with Enhanze Technology.” American Association of
Pharmaceutical Scientists Annual Meeting, Nov 6-10, 2005, Nashville, TN, Poster, 1 page.

QA** Haller et al., “Revolutionizing Drug Dispersion with Enhanze Technology,” Biotechnology Industry
Organization (BIO) Annual Meeting, June 19-22, 2005, Philadelphia, PA. Poster, 1 page.
Haller et al., “The Effects of Recombinant Human Hyaluronidase on Drug Dispersion,” American

QB** Association of Pharmaceutical Scientists Annual Meeting, Nashville, TN, Abstract in AAPS Journal
7(S2) May 5, 2005; 3 pages.

QC*+ Haller, “Enhanze Technology — An Enzymatic Drug Delivery System (DDS),” Japanese Export Trade
Organization, November 2005, Santa Clara, CA. Abstract, 2 pages.

QD** Haller, “Focus on Enhanced and Innovative Recombinant Human Enzymes,” Japanese Export Trade
Organization, September 2004, Chicago, IL. PRESENTATION, 16 pages.
Haller, “Halozyme’s Enhanze Technology for the Enhanced Dispersion of Co-Injected

QE#** | Pharmaceuticals,” Japanese Export Trade Organization, September 2004, Chicago, IL. Abstract, 2
pages.
Haller, M., “Enzyme-facilitated Parenteral Drug Transport.” Strategic Research Institute’s 10™

QF** | Anniversary Drug Delivery Technology and Deal-making Summit, 2005 New Brunswick, NJ.
Presentation, 24 pages.
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QG**

Hofer et al., “Human recombinant hyaluronidase increases the convection of molecules up 0.2 pm in
athymic nude mice,” J. Am. Assoc. Lab. Animal Sci., 45(4):120, abstract P97 (2006).

QH**

Hofer et al., “Human Recombinant Hyaluronidase (rHuPh20) Increases the Convection of Molecules
up to 0.2 um in Athymic Nude Mice,” American Association for Laboratory Animal Science, 2006,
Salt Lake City, UT. Poster P97, 1 page.

QI

Jiang et al., “Effects of Recombinant Human PH20 (rHuPH20) on Interstitial Matrices: Creating a
Favorable Environment for The Delivery of Cytostatic Agents,” [abstract]. In: Proceedings of the 96th
Annual Meeting of the American Association for Cancer Research; 2005 Apr 16-20; Anaheim,
CA.:AACR; 2005. Vol. 46, page 1198, Abstract no. 5075, April 2005.

QJ

Keller et al., “Pharmacokinetic, Pharmacodynamic and Toxicologic Effects of a Recombinant Human
Hyaluronidase (ftHuPH20) in Rodent and Non-Human Primate models,” Hyaluronan (ISHAS) 2007,
Charleston, SC. Abstract, 1 page.

QK**

Keller et al., “Pharmacokinetic, Pharmacodynamic and Toxicologic Effects of a Recombinant Human
Hyaluronidase (rtHuPH20) in Rodent and Non-Human Primate models,” Presented at International
Society for Hyaluronan Sciences (ISHAS) Annual Meeting 2007, Charleston, SC. Poster and
individual panels, 14 pages.

QL**

Kodandapani et al., “Diverse Structural and Functional Roles of N-glycosylations on tHuPH20,”
Glycan Abstract, 1 page (2009).

QM**

Morrow et al., "Human Hyaluronidase Coinjection Accelerates Insulin Pharmacokinetics and
Glucodynamics of 3 Rapid Insulin Analogs," American Diabetes Association Scientific Sessions, held
on June 28, 2010 in Orlando, FL., Abstract # 353-OR, 2 pages.

QN**

Nadjsombati et al., "Evaluation of Developmental and Prenatal/Postnatal Reproduction Toxixity of
rHuPH20 in Mice," American College of Toxicology 30th annual meeting 2009. (November 1-4)
Palm Springs, CA. Abstract, 1 page.

QO**

Nagy et al., “Prospective, randomized study on bovine and recombinant human (Cumulase®)
Hyaluronidases,” American Society of Reproductive Medicine, 2006, New Orleans, LA, 06-A-886-
ASRM, Abstract O-213.

QP+

Nagy et al., "Prospective study on tHuPH20." European Society of Human Reproduction &
Embryology Annual Meeting, June 19-22, 2005, Copenhagen, Denmark. Abstract O-213, 1 page.

QQ**

Halozyme Therapeutics, Inc., "PEGPH20: The Science & The Strategy," presented at J. P. Morgan
Healthcare Conference on Jan. 7, 2015. Presentation. 81 pages.

QR**

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Abstract, 2
pages.

QS

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Poster and
individual panels, 8 pages.

QT**

Stelzer, L., "Platforms for Growth: Building a Premier Oncology Biotech," Presented at the
Canaccord Genuity 38th Annual Growth Conference on Aug. 09, 2018, 24 pages.

Torley, H., "Halozyme Therapeutics, Inc. The next chapter begins: creating value through growth,"
Presented at the 32nd Annual J.P. Morgan Healthcare Conference January 2014, 26 pages.

QV**

Wei et al., “Functions of N-linked glycans on human hyaluronidase PH20,” presented at San Diego
Glycobiology Symposium 2009. Poster 83 and individual panels, 5 pages.
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QW**

Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Matrix Biology 27
(Supplement 1):S41, December 2008, American Society for Matrix Biology (ASMB) Biennial
Meeting, San Diego, CA, (available on-line November 17, 2008), ABSTRACT 132 (corresponding
to poster B4), 2 pages.

QX

Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Presented at American
Society for Matrix Biology (ASMB) Biennial Meeting, San Diego, CA, December 9, 2008. Poster B4
and individual panels, 5 pages.

QY**

Wilson, M.S., “Enhanze Technology — An Enzymatic Drug Delivery System (DDS),” Japanese
Export Trade Organization, November 2005, Santa Clara, CA. Oral presentation, 22 pages.

QZ**

News Release, "Halozyme Announces Presentation Of Clinical Data At The American Diabetes
Association 74th Scientific Sessions," Published on 06-15-2014 [online][retrieved on 08-18-2014]
Retrieved from the internet: <URL: halozyme.com/Investors/News-Releases/News-Release-
Details/2014/Halozyme-Announces-Presentation-Of-Clinical-Data-At-The-American-Diabetes-
Association-74th-Scientific-Sessions/default.aspx [3 pages].

RA**

News Release, Halozyme Therapeutics, Inc "Halozyme Licenses New Enhanze Target For $30
Million Upfront Payment, Future Milestones And Royalties," Published Sept. 14, 2017 [online]
Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Halozy me-
Licenses-New-Enhanze-Target-For-30-Million-Upfront-Pay ment-Future-Milestones-And-
Royalties/default.aspx [retrieved on 09-14-17], 3 pages.

RB**

News Release, Halozyme Therapeutics, Inc., "Bristol-Myers Squibb and Halozyme Enter Global
Collaboration and License Agreement for ENHANZE Technology," Published Sept. 14, 2017 [online]
Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Bristol-
Myers-Squibb-and-Halozy me-Enter-Global-Collaboration-and-License-Agreement-for-ENHANZE -
Technology/default.aspx [Retrieved on Sept. 14, 2017], 7 pages.

News Release, "Bristol, Roche tap Halozyme for tech platform," Published September 14, 2017
[online] Retrieved from:<URL: biopharmadive.com/news/bristol-roche-tap-halozyme-for-tech-
platform/504958/ [retrieved on 09-18-17], 3 pages.

RD**

News Article, "Alteogen Inc. to Develop Herceptin Biosimilar for Subcutanecous Injection," Published
on Aug. 23, 2018 [online] Retrieved from: <URL:thebell.co kr/free/Content/ArticleView.asp?
key=201808220100037100002360 [Original documents retrieved from the internet and English
translation], 4 pages.

RE**

News Article, "[Promising biocompany | Alteogen Inc. tries to differentiate itself with specialized bio
technology and strategy," Published on Sept. 17, 2018 [online]| Retrieved from:
<URL:edaily.co.kr/news/read ?7newsId=01105366619341104&mediaCodeNo=257&OutLnkChk=Y
[Original documents retrieved from the internet and English translation], 4 pages.

RF**

News Release, Halozyme Therapeutics, Inc., "Halozyme Publication In The Journal Clinical Cancer
Research Highlights New Nonclinical Data Supporting Multiple Effects Of PEGPH20 On The Tumor
Microenvironment," Published Oct. 04, 2018 [online] Retrieved from:<URL:

halozy me.com/investors/news-releases/news-release-details/2018/Halozy me-Publication-In-The-
Journal-Clinical-Cancer-Research-Highlights-New-Nonclinical-Data-Supporting-Multiple-Effects-
Of-PEGPH20-On-The-Tumor-Microenvironment/default.aspx [retrieved on Oct. 05, 2018], 4 pages.

RG**

News Article, "Alteogen, Inc. challenges to the ethical drug market by utilizing 'Human
Hyaluronidase'," Published on Oct. 29, 2018 [online] Retrieved from:
<URL:fnnews.com/news/201810290941498520 [Original documents retrieved from the internet and
English translation], 6 pages.
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RH**

News Article, "Alteogen names bio drug business development expert Arun Swaminathan as new
CBO," Published on Dec. 19, 2018 [online] Retrieved from: <URL :biospectator.com/view/
news_view.php?varAtcld=6825 [Original documents retrieved from the internet and English
translation], 7 pages.

RI#*

News Article, "Maximizing patient convenience by changing intravenous injection to subcutaneous
injection ... Alteogen expects increased exports of the technology this year," Published on Jan. 20,
2019 [online] Retrieved from: <URL:http://news.hankyung.com/article/2019012023181 [Original
documents retrieved from the internet and English translation], 5 pages.

RJ**

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces Actions To Focus Strategy On
ENHANZE® Drug Delivery Technology," Published Nov. 04, 2019 [online], Retrieved from: <URL:
halozyme.com/investors/news-releases/news-release-details/2019/Halozy me-Announces-Actions-To-
Focus-Strategy-On-ENHANZE-Drug-Delivery-Technology/default.aspx [retrieved on Nov. 11,
2019]. 4 pages.

RK**

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces HALO-301 Phase 3 Study Fails
To Meet Primary Endpoint," Published Nov. 04, 2019 [online], Retrieved from: <URL:
halozyme.com/investors/news-releases/news-release-details/2019/Halozyme-Announces-HALO-301-
Phase-3-Study -Fails-To-Meet-Primary-Endpoint/default.aspx [retrieved on Nov. 11, 2019], 3 pages.

RL**

News Article, "Alteogen files a PCT application for subcutaneous pharmaceutical composition,"
Published on Mar. 24, 2020 [online], retrieved from <URL:
medipana.com/news/news_viewer.asp?NewsNum=254556&MainKind=A&NewsKind=5&vCount=1
2&vKind [retrieved on Mar. 26, 2020] [Original documents retrieved from the internet and English
translation], 2 pages.

RM**

News Article, "MK biotech publishes an article demonstrating the safety of Alteogen’s human
hyaluronidase (ALT-B4) in germ cells," Published on Apr. 29, 2021 [online], retrieved on Aprl. 29,
2021 from <URL:news.heraldcorp.com/view.php?ud=20210429000267 [Original article in Korean
and English translation], 3 pages.

RN**

Invitation to Pay Additional Fees, sent by facsimile Sept. 9, 2013, in connection with International
Patent Application No. PCT/US2012/072182, 6 pages.

RQO**

International Search Report and Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 18 pages.

RP**

Response, dated March 17, 2014, to Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 94 pages.

Second Written Opinion, mailed May 21, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 8 pages.

RR**

Response, dated July 21, 2014, to second Written Opinion, mailed May 21, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 72 pages.

RS**

Second Written Opinion, mailed July 30, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 9 pages.

RT**

Response, dated Sept. 1, 2014, to second Written Opinion, mailed July 30, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 73 pages

RU**

International Preliminary Report on Patentability, mailed Sept. 12, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 11 pages.

RV**

Office Action, mailed November 2, 2015, in connection with U.S. Patent Application Serial No.
13/694.,731, 14 pages.

RW**

Response, filed April 20, 2016, to Office Action, mailed November 2, 2015, in connection with U.S.
Patent Application Serial No. 13/694,731, 43 pages.
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R Notice of Allowance, mailed May 20, 2016, in connection with U.S. Patent Application Serial No.
13/694,731, 16 pages.
RY** Office Action, issued May 15, 2019, in connection with U.S. Patent Application No. 15/226,489, 16
pages.
RZ#* Response, filed Oct. 15, 2019, to Office Action, issued May 15, 2019, in connection with U.S. Patent
Application No. 15/226,489, 30 pages.
SAHH Office Action, issued Jan. 23, 2020, in connection with U.S. Patent Application No. 15/226,489, 19
pages.
SR** Response, filed Apr. 24, 2020, to Office Action, issued Jan. 23, 2020, in connection with U.S. Patent
Application No. 15/226,489, 25 pages.
SO Notice of Allowance, issued Jul. 16, 2020, in connection with U.S. Patent Application No.
15/226,489, 13 pages.
SD** Office Action, issued Oct. 27, 2020, in connection with U.S. Patent Application No. 16/824,572, 9
pages.
QE#* Response, filed Jan. 27, 2021, to Office Action, issued Oct. 27, 2020, in connection with U.S. Patent
Application Serial No. 16/824,572, 23 pages.
Notice of Allowance, mailed Feb. 18, 2021, and Examiner-Initiated Interview Summary, summarizing
SEo* the interview held on Feb. 10, 2021, issued in connection with U.S. Patent Application Serial No.
16/824.572. 10 pages.
SGH* Non-final Office Action, issued Dec. 09, 2020, in connection with U.S. Patent Application No.
16/912.590, 12 pages.
SH** Response, filed Mar. 17, 2021, to Non-final Office Action, issued Dec. 09, 2020 in connection with
U.S. Patent Application No. 16/912,590, 24 pages.
Pk Notice of Allowance, issued Apr. 14, 2021, and Examiner-Initiated Interview Summary, of interview
conducted Apr. 08, 2021, in connection with U.S. Patent Application No. 16/912,590, 10 pages.
g Examination Report, issued Jan. 13, 2017, in connection with Australian Patent Application No.
2012362141, 3 pages.
SKC## Response, filed Aug. 14, 2017, to Examination Report, issued Jan. 13, 2017, in connection with
Australian Patent Application No. 2012362141, 43 pages.
QL#* Notice of Acceptance, dated Sept. 11, 2017, issued in connection with Australian Patent Application
No. 2012362141, 3 pages.
SM* Office Action (claims deemed allowable), dated Oct. 19, 2018, issued in connection with Australian
Patent Application No. 2017245352, 7 pages.
SN Notice of Acceptance, issued Jul. 17, 2019, in connection with Australian Patent Application No.
2017245352, 3 pages.
Preliminary Office Action, issued April 14, 2021, in connection with Brazilian Patent Application No.
SO** | BR112014016195-0 [Machine generated English translation and Office Action as issued in
Portuguese]. 11 pages.
Response, filed Jul. 26, 2021, to Preliminary Office Action, published April 27, 2021, in connection
SP** | with Brazilian Patent Application No. BR112014016195-0 [English instructions for Response and
Response as filed in Portuguese]. 111 pages.
Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian
SQ** | Patent Application No. BR 112014016195-0 [Machine generated English translation and Office

Action as issued in Portuguese], 10 pages.
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Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,
SR** 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English instructions
for Response and Response as filed in Portuguese], 57 pages.
Office Action, dated November 10, 2022 and published on Dec. 06, 2022, in connection with
SS Brazilian Patent Application No. BR 112014016195-0 [Machine generated English translation and
Office Action as issued in Portuguese], 6 pages.
Response, filed February 06, 2023, to Office Action, dated November 10, 2022 and published on Dec.
ST 06, 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English
instructions for Response and Response as-filed in Portuguese], 33 pages.
Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian

SU** | Patent Application No. BR 122021016549-1 [Machine generated English translation and Office
Action as issued in Portuguese], 8 pages.

Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,

SV#** | 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions
for Response and Response as filed in Portuguese], 101 pages.

Office Action, dated Nov. 11, 2022 and published on Dec. 06, 2022, in connection with Brazilian
SwW Patent Application No. BR 122021016549-1 [Machine generated English translation and Office

Action as issued in Portuguese]. 8 pages.

Response, filed March 06, 2023, to Office Action, dated Nov. 11, 2022 and published on Dec. 06,
SX 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions

for Response and Response as filed in Portuguese], 170 pages.

Sy Examiner's Report, issued March 1, 2016, in connection with Canadian Patent Application No.
2861919, 7 pages.

q7#x Response, filed July 14, 2016, to Examiner's Report, issued March 1, 2016, in connection with
Canadian Patent Application No. 2861919, 37 pages.

TA#* Examiner's Report, issued Jan. 24, 2017, in connection with Canadian Patent Application No.
2861919, 4 pages.

TR** Response, filed July 24, 2017, to Examiner's Report, issued Jan. 24, 2017, in connection with
Canadian Patent Application No. 2861919, 26 pages.

TC#x Examiner's Report, issued Jan. 23, 2018, in connection with Canadian Patent Application No.
2861919, 4 pages.

TD** Response, filed Jun. 21, 2018, to Examiner's Report, dated Jan. 23, 2018, issued in connection with
Canadian Patent Application No. 2861919, 39 pages.

TE#* Notice of Allowance, dated Dec. 12, 2018, issued in connection with Canadian Patent Application No.
2861919, 1 page.

TE** Office Action, issued May 25, 2015, in connection with Chinese Patent Application No.
201280070954.9 [English language translation and original document in Chinese], 7 pages.
Response, filed Oct. 9, 2015, to Office Action, issued May 25, 2015, in connection with Chinese

TG** | Patent Application No. 201280070954.9 [English instructions and document as filed in Chinese], 37
pages.

TH** Office Action, issued Feb. 3, 2016, in connection with Chinese Patent Application No.
201280070954.9 [English language translation and original document in Chinese], 6 pages.
Response, filed June 20, 2016, to Office Action, issued Feb. 3, 2016, in connection with Chinese

TI** | Patent Application No. 201280070954.9 [English language instructions, document as filed in Chinese

and claims, as filed, in English|, 58 pages.
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Ty Office Action, issued Oct. 17, 2016, in connection with Chinese Patent Application No.

201280070954.9 [English language translation and original document in Chinese], 4 pages.
Response, filed Dec. 27, 2016, to Office Action, issued Oct. 17, 2016, in connection with Chinese

TK** | Patent Application No. 201280070954.9 [English language instructions and document as-filed in
Chinese], 18 pages.

TL#* Letter, dated March 15, 2017, reporting Telephonic Interview with Examiner in connection with
Chinese Patent Application No. 201280070954.9, 1 page.
Response, filed Mar. 23, 2017 to Telephonic Interview with Examiner in connection with Chinese

TM** | Patent Application No. 201280070954.9 [English translation of pending claims and original document
as filed in Chinese], 10 pages.
Notice of Granting Patent Right for Invention, issued April 28, 2017, in connection with Chinese

TN#*#* | Patent Application No. 201280070954.9 [English translation and original document in Chinese], 4
pages.

TO** Notice of Allowance, dated Dec. 7, 2017, issued in connection with Eurasian Patent Application No.
201400772 [English letter and original document in Russian], 2 pages.

TP+ Communication Pursuant to Rule 71(3) (Intention to Grant), issued April 22, 2016, in connection with
European Patent Application No. 12816624.6, 5 pages.

TQ#* Extended European Search Report, dated Jan. 12, 2017, issued in connection with European Patent
Application No. 16189970.3, 11 pages.

TR** Response, filed Aug. 15, 2017, to Extended European Search Report, dated Jan. 12, 2017, issued in
connection with European Patent Application No. 16189970.3, 55 pages.

TS Examination Report, dated Sept. 14, 2017, issued in connection with European Patent Application No.
16189970.3, 3 pages.

TT#* Response, dated Oct. 13, 2017, to Examination Report, dated Sept. 14, 2017, issued in connection
with European Patent Application No. 16189970.3, 19 pages.

TU** Communication Pursuant to Article 94(3) EPC (claims deemed allowable), dated Feb. 26, 2018,
issued in connection with European Patent Application No. 16189970.3, 3 pages.
Response, filed Sept. 10, 2018, to Communication Pursuant to Article 94(3) EPC (claims deemed

TV#** | allowable), issued Feb. 26, 2018, issued in connection with European Patent Application No.
16189970.3, 821 pages.

TWH* Communication Pursuant to Article 71(3) EPC (Intention to Grant), dated Apr. 08, 2019, issued in
connection with European Patent Application No. 16189970.3, 7 pages.

TX Decision to Grant, issued Aug. 22, 2019, in connection with European Patent Application No.
16189970.3, 2 pages.

Ty #* Examination Report, issued Dec. 4, 2018, in connection with Indian Patent Application No.
6272/DELNP/2014, 6 pages.

T7Z#% Response, filed Sept. 04, 2019, to Examination Report, issued Dec. 4, 2018, in connection with Indian
Patent Application No. 6272/DELNP/2014, 79 pages.

UA** Hearing Notice, issued Jun. 17, 2020, in connection with Indian Patent Application No.
6272/DELNP/2014, 2 pages.

UB** Written Submissions, filed Oct. 09, 2020, responsive to Hearing Notice, issued Aug. 10, 2020, in
connection with Indian Patent Application No. 6272/DELNP/2014, 27 pages.

UCH* Amended claims and abstract, filed Nov. 19, 2020, responsive to Examiner request, in connection
with Indian Patent Application No. 6272/DELNP/2014, 22 pages.

UD#* Certificate of Grant, issued Dec. 28, 2020, in connection with Indian Patent Application No.

6272/DELNP/2014, 1 page.

Examiner Signature

Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Substitute Form PTO-1449 U.S. Department of Commerce | Attomey Docket No. Application No.
(Modified) Patent and Trademark Office | 33320.03087 . US2E/3087K 18/068,418
Inventor(s)
List of Patents and Publications for Applicant’s Wei et al.
Information Disclosure Statement - .
Filing Date Group Art Unit
December 19, 2022 Not yet assigned

(37 CFR §1.98(b))

Other Documents (include Author, Title, Date, and Place of Publication)

Examiner | Desig.
Initial 1D Document
UE** Examination Report, issued Aug. 29, 2022, in connection with Indian Patent Application No.
201918041329, 7 pages.
U+ Office Action, dated August 3, 2016, in connection with Israeli Patent Application No. 233192
[English language translation], 3 pages.
UGH* Response, filed Jan. 3, 2017, to Office Action, dated August 3, 2016, in connection with Isracli Patent
Application No. 233192 [English language translation], 32 pages.
UH** Office Action, dated Nov. 20, 2017, issued in connection with Isracli Patent Application No. 233192
[English language translation], 2 pages.
UL+ Response, filed May 21, 2018, to Office Action, dated Nov. 20, 2017, issued in connection with
Israeli Patent Application No. 233192 [English language translation], 22 pages.
Office Action (claims deemed allowable), dated Feb. 20, 2019, issued in connection with Isracli
UJ** | Patent Application No. 233192 [English letter reporting Office Action and original document in
Hebrew], 5 pages.
UK** Certificate of Grant, issued Oct. 01, 2020, in connection with Isracli Patent Application No. 233192, 3
pages.
Notification Prior to Acceptance, dated Dec. 14, 2020, issued in connection with Israeli Patent
UL** | Application No. 274798 [English reporting letter; original document as issued in Hebrew; and English
translation of allowed claims], 10 pages.
UM#* Official Action, issued on Aug. 11, 2021, in connection with Israeli Patent Application No. 280949
[English translation and original document as issued in Hebrew], 6 pages.
UN#** Response, filed Dec. 05, 2021, to Official Action, issued on Aug. 11, 2021, in connection with Israeli
Patent Application No. 280949, 11 pages.
UO** Notification Prior to Acceptance, issued Aug. 22, 2022, in connection with Israeli Patent Application
No. 280949 [Reporting letter in English and Notification as issued in Hebrew], 6 pages.
Up#* Official Action, issued Jan. 19, 2016, in connection with Japanese Patent Application No. 2014-
550526 |English translation and original document in Japanese], 8 pages.
Response, filed July 15, 2016, to Official Action, issued January 19, 2016, in connection with
UQ** | Japanese Patent Application No. 2014-550526 [English instructions and document as filed in
Japanese], 138 pages.
UR** Decision to Grant, issued November 22, 2016, in connection with Japanese Patent Application No.
2014-550526 [Letter reporting decision to grant and original document in Japanese], 5 pages.
UsH* Office Action, issued Dec 12, 2017, in connection with Japanese Patent Application No. 2016-247708
[English translation and original document in Japanese]. 6 pages.
Response, filed May 22, 2018, to Office Action, issued Dec. 12, 2017, in connection with Japanese
UT** | Patent Application No. 2016-247708 [English instructions with amended claims, documents as filed
in Japanese and English translation of claims as-filed], 90 pages.(3087BJP)
U Decision to Grant, issued Sept. 18, 2018, in connection with Japanese Patent Application No. 2016-
247708 [English reporting letter and original document in Japanese]. 4 pages.
Uy Office Action, dated May 25, 2018, in connection with Mexican Patent Application No.
MX/a/2014/007966 |English translation and original document in Spanish], 6 pages.
Response, filed Oct. 10, 2018, to Office Action, dated May 25, 2018, in connection with Mexican
UWw=#* | Patent Application No. MX/a/2014/007966 [English instructions and document as-filed in Spanish],
13 pages.
UXH Notice of Allowance, issued Oct. 18, 2018, in connection with Mexican Patent Application No.
MX/a/2014/007966 |English reporting letter and original document in Spanish], 4 pages.

Examiner Signature

Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Substitute Form PTO-1449 U.S. Department of Commerce | Attomey Docket No. Application No.
(Modified) Patent and Trademark Office | 33320.03087 . US2E/3087K 18/068,418
Inventor(s)
List of Patents and Publications for Applicant’s Wei et al.
Information Disclosure Statement - .
Filing Date Group Art Unit
December 19, 2022 Not yet assigned

(37 CFR §1.98(b))

Other Documents (include Author, Title, Date, and Place of Publication)

Examiner | Desig.
Initial 1D Document

Uy Office Action, dated Nov. 15, 2022, in connection with Mexican Patent Application No.
MX/a/2018/012394 |English translation and original document in Spanish], 14 pages.

Uz Examination Report, dated March 26, 2015, in connection with New Zealand Patent Application No.
626126, 32 pages.

VA Response, dated May 16, 2016, to Examination Report, dated March 26, 2015, in connection with
New Zealand Patent Application No. 626126, 70 pages.

VB#* Notice of Acceptance, dated June 8, 2016, in connection with New Zealand Patent Application No.
626126, 1 page.

VC#** | Letters Patent, issued Sept. 27, 2016, in connection with New Zealand Patent No. 626126, 1 page.

VD Examination Report, dated July 27, 2017, issued in connection with New Zealand Patent Application
No. 720075, 4 pages.

VE#* Response, filed Feb. 26, 2018, to Examination Report, dated July 27, 2017, issued in connection with
New Zealand Patent Application No. 720075, 88 pages.

VE#* Notice of Acceptance, dated Mar. 10, 2020, issued in connection with New Zealand Patent
Application No. 720075, 1 page.

VG Search Report and Written Opinion, dated Dec. 4, 2015, in connection with Singaporean Patent
Application No. 11201403714T, 7 pages.

VH#** Response, filed May 23, 2016, to Search Report and Written Opinion, dated Dec. 4, 2015, in
connection with Singaporean Patent Application No. 11201403714T, 21 pages.

VI Written Opinion, dated Sept. 18, 2017, in connection with Singapore Patent Application No.

11201403714T, 9 pages.

Vs Response, filed Oct. 27, 2017, to Written Opinion, dated Sept. 18, 2017, in connection with Singapore
Patent Application No. 11201403714T, 6 pages.

VIC#* Notice of Eligibility for Grant and Examination Report, dated Jul. 02, 2018, in connection with
Singapore Patent Application No. 11201403714 T, 8 pages.

VIL#* Certificate of Grant, dated Oct. 3, 2018, in connection with Singapore Patent Application No.
11201403714 T [Grant Certificate and Granted Claims], 6 pages.

VM Search Report and Written Opinion, issued Oct. 20, 2017, in connection with Singapore Patent
Application No. 10201604470T, 14 pages.
Response, filed Mar. 20, 2018, to Search Report and Written Opinion, issued Oct. 20, 2017, in

VN#** | connection with Singapore Patent Application No. 10201604470T [Response, replacement
specification pages, amended claims and cited document], 105 pages.

VO Examination Report, dated Aug. 06, 2018, and Notice of Eligibility for Grant, dated Aug. 07, 2018,
issued in connection with Singapore Patent Application No. 10201604470T, 6 pages.

VP English translation of Official Action, issued Mar. 20, 2020, in connection with Korean Application
No. 10-2020-7002955, 6 pages.

VO* English Translation of International Search Report and Written Opinion, issued Oct. 29, 2019, in

connection with International application No. PCT/KR2019/009215, 10 pages.

** = Copies not provided herewith as they have been previously provided in connection with U.S. Patent Application Serial
No. 13/694,731, 15/226.,489, 16/824,572, 17/327,568 and/or 17/327,586, which are relied upon for an carlier filing date in
accordance with 35 U.S.C. §120.

Examiner Signature

Date Considered

EXAMINER: I[nitial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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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
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If a new international application is being filed and the international application includes the necessary components for
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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) : Weietal Art Unit . Not yet assigned
Serial No. . 18/068,418 Examiner : Not yet assigned
Filed . December 19, 2022 Conf. No. : 5769
Cust. No. : 13565
Title : PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT TRANSMITTAL LETTER

Dear Sir:
Transmitted herewith are an Information Disclosure Statement (2 pages), Forms PTO-

1449 (25 pages), and cited non-U.S. patent documents in connection with the above-identified
application. Because this Information Disclosure Statement is filed before the receipt of a
First Office Action on the Merits for the above-captioned application, a fee is not required.
However, if a fee for filing these papers is required, the Commissioner is authorized to charge
the fee to Deposit Account No. 50-0911, as stated below:

X The Commissioner is hereby authorized to charge any fees that may be due in connection with
this paper or with this application during its entire pendency to Deposit Account No. 50-0911.

Respectfully submitted,

/Stephanie Seidman/
Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Ste. 700

San Diego, California 92121

Telephone: (619) 595-8010

Facsimile: (619) 595-8135

email: stephanie.seidman@dentons.com

CERTIFICATE OF TRANSMISSION VIA EFS-WEB
I hereby certify that this paper is being transmitted via the
Electronic Filing System (EFS-WEB) to the United States
Patent and Trademark Office on March 16, 2023.

/Anh Nguyen/
Anh Nguyen
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UNITED STATES PATENT AND TRADEMARK OFFIGE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
P.0O. Box 1450
Alexandria, Virginia 22313-1450

Www.uspto.gov
APIS%J[&QE;ON | 35 {ZI;NSA?;E | G%ﬁ\lﬁn | FIL FEE REC'D ATTY.DOCKET.NO |TOT CLAIMS | IND CLAIMS |
18/068,418 12/19/2022 5000 33320.03087.US2E/3087K 35 1
13565 FILING RIE(:COIETI!’:':'RMATION NO. o768
Domons USLP O A
Suite 700

San Diego, CA 92121
Date Mailed: 03/30/2023

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)
Ge Wei, San Diego, CA;
H. Michael Shepard, Springfield, OR;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;
Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney:
STEPHANIE SEIDMAN -33779
FRANK MISKIEL -53332
JOSHUA GALGANO -74802

Domestic Priority data as claimed by applicant

This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012

and claims benefit of 61/631,313 12/30/2011

and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
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and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
and claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/912,590 06/25/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/824,572 03/19/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011

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.
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Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

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: 03/29/2023
The country code and number of your priority application, to be used for filing abroad under the Paris Convention,

is US 18/068,418

Projected Publication Date: 07/06/2023
Non-Publication Request: No

Early Publication Request: No

Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Preliminary Class

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,
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this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
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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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) . Ge WEl eral. Art Unit . Not yet assigned
Serial No. : 18/068,418 Examiner . Not yet assigned
Filed . December 19, 2022 Conf. No. . 5769
Cust. No. o 13565
Title : PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Missing Parts
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

REQUEST FOR CORRECTED FILING RECEIPT

Dear Sir:

Transmitted herewith are this Request for Corrected Filing Receipt, a copy of the Filing
Receipt, mailed March 30, 2023, with annotated corrections, and an updated Application Data Sheet
(ADS), marked to show the changes.

Please update the second Inventor’s City of Residence to read as follows:

H. Michael Shepard, Eugene, OR;

Applicant requests the inventor’s city of residence be updated from “Springfield, OR” to
“Eugene, OR”. The marked-up ADS provides the Office with H. Michael Shepard’s new residence
and mailing address information. The marked-up ADS also provides the Office with applicant
Halozyme, Inc.’s change of address.

Please correct the Power of Attorney section to read as follows:

STEPHANIE SEIDMAN - 33779
FRANK MISKIEL - 53332
FOSHEAGALEGANO-74802

Applicant requests correction of the error introduced by the USPTO in the Power of Attorney
section, which erroneously lists Joshua Galgano — 74802. The Power of Attorney filed on
December 19, 2022, does not list Joshua Galgano. Please remove Joshua Galgano—74802.

Applicant respectfully requests provision of a corrected filing receipt to reflect the updated
information and correction to the power of attorney section.

Respectfully submitted,
/Stephanie Seidman/

Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565

Stephanie Seidman CERTIFICATE OF TRANSMISSION VIA EFS-WEB
Dentons US LLP I hereby certify that this paper is being transmitted via the Electronic
4655 Executive Dr.. Suite 700 Filing System (EFS-WEB) to the United States Patent and

. ’ Trad rk Offi April 05, 2023.
San Diego, CA 92121 racemarie THice on Apriids,
Telephone: (619) 595-8010 [Javier Wong/
Facsimile: (619) 595-8135 Javier Wong

email: stephanie.seidman@dentons.com
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Inventor(s) : : Ge Wei et al. Attorney’s Docket No.: 33320.03087.US2E/3087K.
Serial No. . 18/068,327 Request for Corrected Filing Receipt
Filed . December 19, 2022

ATTACHMENT 1

Copy of Filing Receipt, mailed March 30, 2023,
with annotated corrections
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UNITED STATES PATENT AND TRADEMARK OFFIGE

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 FILING or GRP ART
371(c) DATE UNIT FIL FEE REC'D ATTY DOCKET.NO TOT CLAIMS | IND CLAIMS

NUMBER
18/068,418 12/19/2022 5000 33320.03087.US2E/3087K 35 1
CONFIRMATION NO. 5769
13565 FILING RECEIPT
4655 Exsoutiva Drive AR 8 R
Suite 700

San Diego, CA 92121
Date Mailed: 03/30/2023

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.

Eugene

Inventor(s)
Ge Wei, San Diego, CA;
H. Michael Shepard,-Sprirgfiete; OR;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;

Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney:

STEPHANIE SEIDMAN -33779

FRANK MISKIEL -53332
—dOSHHACALEANO=T74802—

Domestic Priority data as claimed by applicant

This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012

and claims benefit of 61/631,313 12/30/2011

and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
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COPY

and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 13/694,731 12/28/2012 PAT 9,447 401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/912,590 06/25/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/824,572 03/19/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011

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.
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Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

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: 03/29/2023

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 18/068,418

Projected Publication Date: 07/06/2023

Non-Publication Request: No

Early Publication Request: No

Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Preliminary Class

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,
page 3 of 5
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this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
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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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Attorney Docket Number 33320.03087.US2E/3087K
Application Number 18/068,418

Application Data Sheet 37 CFR 1.76

Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

The application data sheet is part of the provisional or nonprovisional application for which it is being submitted. The following form contains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Office as outlined in 37 CFR 1.76.

Inventor Information:

Inventor 1

Legal Name

Prefix Given Name Middle Name Family Name Suffix
Ge Wei

Residence Information (Select One) US Residency [] Non US Residency [] Active US Military Service

City | San Diego State/Province ‘ CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 11530 Miro Circle

Address 2

City San Diego | State/Province CA

Postal Code 92131 | Country us

Inventor 2

Legal Name

Prefix Given Name Middle Name Family Name Suffix
H. Michael Shepard

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | Springfield—Eugene | State/Province ‘ OR | Country of Residence | us

Mailing Address of Inventor:

Address 1 870-Mountaingate-Drive 4133 Sabrena Avenue

Address 2

City Springfield-Eugene | State/Province OR

Postal Code 97478 97404 | country us

Inventor 3

Legal Name

Prefix Given Name Middle Name Family Name Suffix
Qiping Zhao

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | San Diego | State/Province ‘ CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 | 11240 Windbrook Way
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

33320.03087.US2E/3087K
18/068,418

. . Attorney Docket Number
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Address 2 |

City | San Diego | State/Province CA

Postal Code | 92131 | country us

Inventor 4

Legal Name

Prefix Given Name Middle Name Family Name Suffix

Robert James Connor

Residence Information (Select One) [X] US Residency [] Non US Residency [] Active US Military Service

City | Oceanside State/Province ‘ CA | Country of Residence | us

Mailing Address of Inventor:

Address 1 451 Lexington Circle

Address 2

City San Diego | State/Province CA
Postal Code 92057 | country us

All Inventors Must Be Listed — Add Additional Inventor Information blocks for each inventor.

Correspondence Information:

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

Customer Number

13565

Email Address stephanie.seidman@dentons.com

Email Address

milaipsd@dentons.com

Application Information:

Title of the Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Attorney Docket Number | 33320.03087.US2E/3087K | Small Entity Status Claimed []

Application Type X Nonprovisional [ Provisional

Subject Matter X utility [ Plant [J Design

Total Number of Drawing Sheets (if any) ‘ 13 ‘ Suggested Figure for Publication (if any) |

Representative Information:

Please Select One: ‘ [ customer Number | X Us Patent Practitioner [ Limited Recognition (37 CFR 11.9)

Prefix Given Name Middle Name Family Name Suffix
Stephanie Seidman

Registration Number: | 33,779

Prefix Given Name Middle Name Family Name Suffix
Frank J. Miskiel

Registration Number: | 53,332
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Application Data Sheet 37 CFR 1.76

33320.03087.US2E/3087K
18/068,418

Attorney Docket Number

Application Number

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, or 365(c) or indicate National Stage entry from a
PCT application. Providing this information in the application data sheet constitutes the specific reference required by 35 U.S.C. 119(e) or 120,

and 37 CFR 1.78.

Present Application

No. | Continuity Type

Prior Application Number Filing Date (YYYY-MM-DD)

This application

is a Divisional of

17/1327,568 2021-05-21

Prior Application No

. 17/327,568 - Status:

[ Patented Pending [] Abandoned [] Expired

Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,568 is a Continuation of 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
16/912,590 is a Continuation of | 15/226,489 | 2016-08-02 | 10,865,400 ‘ 2020-12-15
Prior Application No. 15/226,489 - Status: | X Patented [] Pending [[] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No

. 13/694,731 - Status:

| Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208 2012-11-01

Prior Application No

. 61/796,208- Status:

[] Patented [] Pending [] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/631,313 2011-12-30

Prior Application No

. 61/631,313 - Status:

[ Patented [] Pending [] Abandoned [X] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,568 also is a Continuation of | 16/824,572 2020-03-19 11,041,149 | 2021-06-22
Prior Application No. 16/824,572 - Status: ‘ [ Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: ‘ X Patented [J Pending [0 Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208 - Status: [] Patented [ Pending [] Abandoned Expired

Application Number

Continuity Type

Prior Application Number

‘ Filing Date (YYYY-MM-DD)

-3-
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Application Data Sheet 37 CFR 1.76

Attorney Docket Number

33320.03087.US2E/3087K

Application Number

18/068,418

Title of Invention

| PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

13/694,731 I claims priority to 61/631,313 ‘ 2011-12-30

Prior Application No. 61/631,313 - Status: [] Patented [ Pending [J Abandoned [X Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)

17/327,568 also is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15

Prior Application No. 15/226,489 - Status:

| X Patented [] Pending [] Abandoned [] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [J] Pending

[] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status: [] Patented ] Pending [] Abandoned [X] Expired

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)

17/327,568 also is a Continuation of | 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

XI Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [] Pending

[ Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: ] Patented [ Pending [] Abandoned [X Expired
4-
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Modified Application Data Sheet
(for applications filed after 9/16/2012)

Attorney Docket Number 33320.03087.US2E/3087K
Application Data Sheet 37 CFR 1.76 ——
Application Number 18/068,418
Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Present Application No. Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
This application also is a Divisional of 17/327,586 2021-05-21
Prior Application No. 17/327,586 - Status: [ Patented XI Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 is a Continuation of | 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: | XI Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
16/912,590 is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | X Patented [J Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: | X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208- Status: [J] Patented [] Pending [] Abandoned [X] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [J] Patented [] Pending [] Abandoned [X] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 also is a Continuation of | 16/824,572 2020-03-19 11,041,149 2021-06-22
Prior Application No. 16/824,572 status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: I X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: | X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208- Status: [] Patented [] Pending [] Abandoned [X] Expired
Application Number Continuity Type Prior Application No. Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [[] Patented [] Pending [] Abandoned [X] Expired
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Attorney Docket Number

Application Number

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | Patented [[] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
No. (YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| X Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208 2012-11-01

Prior Application No. 61/796,208- Status:

[ Patented [] Pending [] Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No. Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

2011-12-30

61/631,313

Prior Application No. 61/631,313 - Status:

[[] Patented [] Pending [] Abandoned [X] Expired

Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
17/327,586 also is a continuation 13/694,731 2012-12-28 9,447,401 2016-09-20
of

Prior Application No. 13/694,731 - Status:

‘ [ Patented [] Pending [] Abandoned [] Expired

Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208 - Status: [ Patented [J Pending [J Abandoned Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [J Patented [J Pending [J Abandoned [X] Expired
Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Divisional of 16/912,590 2020-06-25 11,066,656 2021-07-20
Prior Application No. 16/912,590 - Status: | Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
16/912,590 is a Continuation of | 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date
(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application Filing Date Patent Issue Date
Number (YYYY-MM-DD) Number (YYYY-MM-DD)
6-
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Application Number

18/068,418

Title of Invention

| PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

16/912,590

| also is a Divisional of

13/694,731 |

20121228 |

9,447,401 | 2016-09-20

Prior Application No. 13/694,731 - Status:

‘ [ Patented [J Pending

[J Abandoned [] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208- Status:

[] Patented [] Pending []

Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/631,313

2011-12-30

Prior Application No. 61/631,313 - Status:

[] Patented [] Pending []

Abandoned [X] Expired

Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Divisional of 16/824,572 2020-03-19 11,041,149 2021-06-22
Prior Application No. 16/824,572 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 is a Continuation of 15/226,489 2016-08-02 10,865,400 2020-12-15
Prior Application No. 15/226,489 - Status: | XI Patented [ Pending [ Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
16/824,572 also is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20
Prior Application No. 13/694,731 - Status: ‘ X Patented [] Pending [] Abandoned [] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/796,208 2012-11-01
Prior Application No. 61/796,208 - Status: [ Patented [J Pending [J Abandoned [X] Expired
Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)
13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [J Patented [J Pending [ Abandoned [X] Expired

Present Continuity Type Prior Application No. Filing Date Patent Issue Date
Application No. (YYYY-MM-DD) Number (YYYY-MM-DD)
This application is a Continuation of 15/226,489 2016-08-02 10,865,400 | 2020-12-15
Prior Application No. 15/226,489 - Status: | XI Patented [ Pending [ Abandoned [] Expired
Application No. Continuity Type Prior Application No. Filing Date Patent Issue Date

(YYYY-MM-DD) Number (YYYY-MM-DD)
15/226,489 is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

‘ X Patented [] Pending [] Abandoned [] Expired
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Attorney Docket Number

33320.03087.US2E/3087K

Application Number

18/068,418

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AN

D USES THEREOF

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208 - Status:

[ Patented [] Pending

[ Abandoned [X] Expired

Application Number

Continuity Type

Prior Application Number

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30
Prior Application No. 61/631,313 - Status: [ Patented [] Pending [] Abandoned [X] Expired
Present Continuity Type Prior Application Filing Date Patent Issue Date
Application No. No. (YYYY-MM- Number (YYYY-MM-
DD) DD)
This application also is a Divisional of 13/694,731 2012-12-28 9,447,401 2016-09-20

Prior Application No. 13/694,731 - Status:

| Patented [] Pending [] Abandoned [] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731

claims priority to

61/796,208

2012-11-01

Prior Application No. 61/796,208- Status:

[] Patented [] Pending []

Abandoned [X] Expired

Application Number

Continuity Type

Prior Application No.

Filing Date (YYYY-MM-DD)

13/694,731 claims priority to 61/631,313 2011-12-30

Prior Application No. 61/631,313 - Status: [J Patented [] Pending [] Abandoned [X] Expired

Foreign Priority Information:

This section allows for the applicant to claim benefit of foreign priority and to identify any prior foreign application for which priority is not claimed.
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.

Filing Date (YYYY-MM- Priority Claimed Access Code
DD) (if applicable)

Application Number Country

[IYes‘IZI No

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

|:| If checked, 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 to a claimed invention that has an effective filing date
on or after March 16, 2013.

Authorization or Opt-Out of Authorization to Permit Access:

When this Application Data Sheet is properly 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 (EPO) access to any search results from the instant application (see
paragraph B in subsection 1 below).

Should applicant choose not to 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 to provide or rescind authorization for access
by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate.

1. Authorization to Permit Access by a Foreign Intellectual Property Office(s)
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Application Data Sheet 37 CFR 1.76

Title of Invention PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

A. Priority Document Exchange (PDX) - Unless box A in subsection 2 (opt-out of authorization) is checked, the undersigned
hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office (JPO), the Korean
Intellectual Property Office (KIPO), the State Intellectual Property Office of the People’s Republic of China (SIPO), the World
Intellectual Property Organization (WIPO), and any other foreign intellectual property office participating with the USPTO in a
bilateral or multilateral priority document exchange agreement in which a foreign application claiming priority to the instant patent
application is filed, access to: (1) the instant patent application-as-filed and its related bibliographic data, (2) any foreign or
domestic application to which priority 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-out of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the EPO access to the bibliographic data and search results 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 European patent application that claims priority to the instant
application.

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

D A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access 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.

D B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent
application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application.

NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the application
in accordance with 37 CFR 1.14.

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of
CFR to 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 1.45), 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 1.46. If the applicant is an applicant under 37 CFR 1.46 (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 applicant should be identified in this section.

X Assignee | [J Legal Representative under 35 U.S.C. 117 | [ Joint Inventor

[C] Person to whom the inventor is obligated to assign | [C] Person who shows sufficient proprietary interest
If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

[J Deceased [J Legally incapacitated |

Name of the Deceased or Legally Incapacitated Inventor: |

If the Applicant is an Organization check here. ‘ X

Organization Name: | HALOZYME, INC.

Mailing Address Information For Applicant:

Address 1 11388-Seorrento-Valley-Read-12390 El Camino Real
Address 2
City San Diego | State/Province CA
Country us Postal Code | 82121 92130
Phone Number Fax Number

_O-
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Attorney Docket Number 33320.03087.US2E/3087K
Application Number 18/068,418

Application Data Sheet 37 CFR 1.76

Title of Invention | PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Email Address |

If needed, Additional Applicant Data may be added within this form.

Signature:

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

Signature /Stephanie Seidman/ Date (YYYY-MM-DD) | 2023-04-05

First Name | Stephanie Last Name | Seidman Registration Number | 33,779

Additional Signatures may be added within this form.

This collection of information is required by 37 CFR 1.76. 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. SEND TO: Commissioner for
Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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First Named Inventor/Applicant Name: Ge Wei
Customer Number: 13565
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Attorney Docket Number: 33320.03087.US2E/3087K
Receipt Date: 05-APR-2023
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Time Stamp: 15:46:02
Application Type: Utility under 35 USC 111(a)
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Submitted with Payment no
File Listing:
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Information:

This is not an USPTO supplied ADS fillable form

Total Files Size (in bytes){ 874362

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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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) : Weietal Art Unit . Tobe assigned
Serial No. : 18/068,418 Examiner : To be assigned
Filed . December 19, 2022 Conf. No. : 5769
Cust. No. . 13565
Title . PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Missing Parts
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

TRANSMITTAL LETTER

Dear Sir:
Transmitted herewith are a Request for Corrected Filing Receipt (1 page), a copy of the
Filing Receipt, mailed March 30, 2023, with annotated corrections (5 pages), and an updated

Application Data Sheet (10 pages) for filing in connection with the above-captioned application.

A fee for filing this request should not be due. However, should it be determined that a
fee for filing these papers is required, the Commissioner is authorized to charge Deposit Account
No. 50-0911, as stated below.

|z The Commissioner is hereby authorized to charge any fees that may be due in connection with

this paper or with this application during its entire pendency to Deposit Account No. 50-0911.
Respectfully submitted,
[Stephanie Seidman/

Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Ste. 700

San Diego, California 92121

Telephone: (619) 595-8010

Facsimile: (619) 595-8135

email: stephanie.seidman@dentons.com

CERTIFICATE OF TRANSMISSION VIA EFS-WEB
I hereby certify that this paper is being transmitted via the
Electronic Filing System (EFS-WEB) to the United States
Patent and Trademark Office on April 05, 2023.

[Javier Wong/

Javier Wong
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UNITED STATES PATENT AND TRADEMARK OFFIGE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
P.0O. Box 1450
Alexandria, Virginia 22313-1450

WWW.uspto.gov.
APIS%J[&QE;ON | 35 {ZI;NSA?;E | G%ﬁ\lﬁn | FIL FEE RECD ATTY.DOCKET.NO |TOT CLAIMS | IND CLAIMS |
18/068,418 12/19/2022 OPAP 5000 33320.03087.US2E/3087K 35 1
CONFIRMATION NO. 5769
13565 REPLACEMENT FILING RECEIPT
Dentons US LLP H l me
T T
Suite 700

San Diego, CA 92121
Date Mailed: 04/28/2023

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)
Ge Wei, San Diego, CA;
H. Michael Shepard, Eugene, OR;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;
Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney:
STEPHANIE SEIDMAN -33779
FRANK MISKIEL -53332
JOSHUA GALGANO -74802

Domestic Priority data as claimed by applicant

This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012

and claims benefit of 61/631,313 12/30/2011

and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
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and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
and claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/912,590 06/25/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/824,572 03/19/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011

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.
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Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

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: 03/29/2023

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,

is US 18/068,418
Projected Publication Date: 07/06/2023
Non-Publication Request: No

Early Publication Request: No
Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Preliminary Class

424
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.
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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
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
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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

technology, manufacture products, deliver services, and grow your business, visit http:/www.SelectUSA.gov or call
+1-202-482-6800.
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ENTAND

I
SN %'*% UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO, Box 1450

Alexandria, Virginia 22313-1450

WIWWLSPLO GOV
| APPLICATION NUMBER FILING OR 371(C) DATE FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
18/068,418 12/19/2022 Ge Wei 33320.03087.US2E/3087K
CONFIRMATION NO. 5769
13565 IMPROPER CPOA LETTER

Dentons US LLP
4655 Executive Drive
Suite 700

San Diego, CA 92121

*0C000000056443935*

Date Mailed: 04/28/2023

NOTICE REGARDING POWER OF ATTORNEY

This is in response to the power of attorney filed 04/05/2023. The power of attorney in this application is not
accepted for the reason(s) listed below:

+ The power of attorney you provided did not comply with the power of attorney rules that became effective on
June 25, 2004. See 37 CFR 1.32 and 69 Fed. Reg. 29865.

/byemane/

Office of Data Management, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101

13565

Dentons US LLP
4655 Executive Drive

Suite 700

San Diego, CA 92121
UNITED STATES
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Electronic Acknowledgement Receipt

EFS ID: 48025241
Application Number: 18068418
International Application Number:
Confirmation Number: 5769
Title of Invention: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
First Named Inventor/Applicant Name: Ge Wei
Customer Number: 13565
Filer: Stephanie L. Seidman/Jimmy Schaub
Filer Authorized By: Stephanie L. Seidman
Attorney Docket Number: 33320.03087.US2E/3087K
Receipt Date: 18-MAY-2023
Filing Date: 19-DEC-2022
Time Stamp: 16:55:58
Application Type: Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number P ! Message Digest | Part/.zip| (ifappl.)
142455
1 Transmittal Letter 3087Ktra_000.pdf no 1
e8a350bb206f06fa8228af72d7bae4c5b94
Warnings:
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Information:

178758
2 Request for Corrected Filing Receipt 3087Kcfr_000.pdf no 2
d9038febf72df526942085743771747d4044
e871
Warnings:
Information:
273182
3087K-04-28-2023-
3 Miscellaneous Incoming Letter Annotated_Filing_Receipt-180 no 5
68418. pdf dca28eaf5741130e975927daasaaecSde62a
Warnings:
Information:
Total Files Size (in bytes){ 594395

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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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) : Weietal Art Unit . Tobe assigned
Serial No. : 18/068,418 Examiner : To be assigned
Filed . December 19, 2022 Conf. No. : 5769
Cust. No. . 13565
Title . PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Missing Parts
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

TRANSMITTAL LETTER

Dear Sir:
Transmitted herewith are a Request for Corrected Filing Receipt (1 page), a copy of the
Replacement Filing Receipt, mailed April 28, 2023, with annotated corrections (5 pages), for

filing in connection with the above-captioned application.

A fee for filing this request should not be due. However, should it be determined that a
fee for filing these papers is required, the Commissioner is authorized to charge Deposit Account
No. 50-0911, as stated below.

X The Commissioner is hereby authorized to charge any fees that may be due in connection with

this paper or with this application during its entire pendency to Deposit Account No. 50-0911.
Respectfully submitted,
[Stephanie Seidman/

Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Ste. 700

San Diego, California 92121

Telephone: (619) 595-8010

Facsimile: (619) 595-8135

email: stephanie.seidman(@dentons.com

CERTIFICATE OF TRANSMISSION VIA EFS-WEB

I hereby certify that this paper is being transmitted via the
Electronic Filing System (EFS-WEB) to the United States
Patent and Trademark Office on May 18, 2023.

/Jimmy Schaub/
Jimmy Schaub
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Attorney Docket No.: 33320.03087.US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) . Ge WEl eral. Art Unit . Not yet assigned
Serial No. : 18/068,418 Examiner . Not yet assigned
Filed . December 19, 2022 Conf. No. . 5769
Cust. No. o 13565
Title : PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Mail Stop Missing Parts
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

REQUEST FOR CORRECTED FILING RECEIPT

Dear Sir:

Transmitted herewith are this Request for Corrected Filing Receipt, a copy of the
Replacement Filing Receipt, mailed April 28, 2023, marked to show the correction.
Please correct the Power of Attorney section to read as follows:

STEPHANIE SEIDMAN - 33779
FRANK MISKIEL - 53332
JOSHUA-GALGANO-74802 JAMES M. TURNER — 74,602

Applicant requests correction of the error introduced by the USPTO in the Power of Attorney

section, which erroneously lists Joshua Galgano — 74802. The Power of Attorney filed on
December 19, 2022, does not list Joshua Galgano and does not list attorney registration number
74802. There is a one digit difference between the attorney registration numbers (74802 vs. 74602).
Due to a USPTO clerical error in transcribing the attorney registration number, an incorrect attorney
has been listed in the Power of Attorney section. Please remove Joshua Galgano—74802 and replace
with the correct attorney supplied above.

Applicant respectfully requests provision of a corrected filing receipt to reflect the updated
information and correction to the power of attorney section.

Respectfully submitted,

/Stephanie Seidman/
Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Suite 700

. CERTIFICATE OF TRANSMISSION VIA EFS-WEB
San Dlegoﬁ CA 92121 T hereby certify that this paper is being transmitted via the Electronic
Telephone: (619) 595-8010 Filing System (EFS-WEB) to the United States Patent and
Facsimile: (619) 595-8135 Trademark Office on May 18, 2023.

email: stephanie.seidman@dentons.com
/Jimmy Schaub/

Jimmy Schaub
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Inventor(s) : : Ge Wei et al. Attorney’s Docket No.: 33320.03087.US2E/3087K.
Serial No. . 18/068,327 Request for Corrected Filing Receipt
Filed . December 19, 2022

ATTACHMENT 1

Copy of Filing Receipt, mailed April 28, 2023,
with annotated correction
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: sg}];/loﬂls“SION'ER FOR PATENTS

O, X

50
Alexandria, Virginia 22313-1450
Www.uspto.gov

UNITED STATES PATENT AND TRADEMARK OFFICE

| Aplzbﬁf;&m | 3;{101)1\1 ];'A?[rE G]:J];\I?”F ! FIL FEE REC'D ATTY DOCKET.NO ITOT CLAIMS | IND CLAIMS |
18/068,418 12/19/2022 OPAP 5000 33320.03087.US2E/3087K 35 1
CONFIRMATION NO. 5769
13565 REPLACEMENT FILING RECEIPT
4655 Exocutive Drive AR RO
Suite 700

San Diego, CA 92121
Date Mailed: 04/28/2023

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)
Ge Wei, San Diego, CA;
H. Michael Shepard, Eugene, OR;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;
Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney:
STEPHANIE SEIDMAN -33779
FRANK MISKIEL -53332
~JOSHUA-GALGANO—#4302- JAMES M. TURNER - 74602

Domestic Priority data as claimed by applicant

This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012

and claims benefit of 61/631,313 12/30/2011

and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
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COPY

and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/912,590 06/25/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/824,572 03/19/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011

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.
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Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

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: 03/29/2023

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,

is US 18/068,418
Projected Publication Date: 07/06/2023
Non-Publication Request: No

Early Publication Request: No
Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Preliminary Class

424
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.
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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
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
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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
technology, manufacture products, deliver services, and grow your business, visit http:/www.Sel A.gov or call
+1-202-482-6800.
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UNITED STATES PATENT AND TRADEMARK OFFIGE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
P.0O. Box 1450
Alexandria, Virginia 22313-1450

WWW.uspto.gov.
APIS%J[&QE;ON | 35 {ZI;NSA?;E | G%ﬁ\lﬁn | FIL FEE RECD ATTY.DOCKET.NO |TOT CLAIMS | IND CLAIMS |
18/068,418 12/19/2022 OPAP 5000 33320.03087.US2E/3087K 35 1
CONFIRMATION NO. 5769
13565 REPLACEMENT FILING RECEIPT
Dentons US LLP H ‘ Ujm
N A
Suite 700

San Diego, CA 92121
Date Mailed: 05/23/2023

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)
Ge Wei, San Diego, CA;
H. Michael Shepard, Eugene, OR;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;
Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney:
STEPHANIE SEIDMAN -33779
FRANK MISKIEL -53332
JAMES TURNER -74602

Domestic Priority data as claimed by applicant

This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012

and claims benefit of 61/631,313 12/30/2011

and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
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and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
and claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,586 05/21/2021 is a CON of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/912,590 06/25/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
and said 16/824,572 03/19/2020 is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/201 1
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
This application is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011

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.
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Permission to Access Application via Priority Document Exchange: Yes
Permission to Access Search Results: Yes

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: 03/29/2023

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,

is US 18/068,418
Projected Publication Date: 07/06/2023
Non-Publication Request: No

Early Publication Request: No
Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Preliminary Class

424
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.
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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
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
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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

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 PATENT AND TRADEMARK OFFIGE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
P.0O. Box 1450
Alexandria, Virginia 22313-1450

www.uspto.gov
| APPLICATION NUMBER FILING OR 371(C) DATE FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
18/068,418 12/19/2022 Ge Wei 33320.03087.US2E/3087K
CONFIRMATION NO. 5769
13565 PUBLICATION NOTICE
Dentons US LLP
4655 Exeoutive Drive A O
Suite 700 0C000000060428970

San Diego, CA 92121
Date Mailed: 08/11/2023

Title:PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Publication No.US-2023-0250409-A1
Publication Date:08/10/2023

NOTICE OF PUBLICATION OF APPLICATION

The above-identified application will be electronically published as a patent application publication pursuant to 37
CFR 1.211, et seqg. The patent application publication number and publication date are set forth above.

The publication may be accessed through the USPTQO's publically available Searchable Databases via the
Internet at www.uspto.gov. The direct link to access the publication is currently http://www.uspto.gov/patft/.

The publication process established by the Office does not provide for mailing a copy of the publication to
applicant. A copy of the publication may be obtained from the Office upon payment of the appropriate fee set
forth in 37 CFR 1.19(a)(1). Orders for copies of patent application publications are handled by the USPTO's
Public Records Division. The Public Records Division can be reached by telephone at (571) 272-3150 or (800)
972-6382, by facsimile at (571) 273-3250, by mail addressed to the United States Patent and Trademark Office,
Public Records Division, Alexandria, VA 22313-1450 or via the Internet.

In addition, information on the status of the application, including the mailing date of Office actions and the

dates of receipt of correspondence filed in the Office, may also be accessed via the Internet through the Patent
Electronic Business Center at www.uspto.gov using the public side of the Patent Application Information and
Retrieval (PAIR) system. The direct link to access this status information is currently https:/portal.uspto.gov/pair/
PublicPair. Prior to publication, such status information is confidential and may only be obtained by applicant
using the private side of PAIR.

Further assistance in electronically accessing the publication, or about PAIR, is available by calling the Patent
Electronic Business Center at 1-866-217-9197.

Office of Data Managment, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101
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Doc Code: PA..
PTO/AIA/82A (07-13)

Document Description: Power of Attorney Approved for use through 03/31/2021. OMB 0651-0035
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 displays a valid OMB control number.

TRANSMITTAL FOR POWER OF ATTORNEY TO ONE OR MORE
REGISTERED PRACTITIONERS

NOTE: This form is to be submitted with the Power of Attorney by Applicant form (PTO/AIA/82B) to identify the application to which the
Power of Attorney is directed, in accordance with 37 CFR 1.5, unless the application number and filing date are identified in the Power of
Attorney by Applicant form. If neither form PTO/AIA/82A nor form PTO/AIA82B identifies the application to which the Power of Attorney is
directed, the Power of Attorney will not be recognized in the application.

Application Number 18/068,418

Filing Date 12/19/2022

First Named Inventor Ge Wei
Title PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREOF

Art Unit NYA

Examiner Name NYA

Attorney Docket Number |063995-01-5105-US10

SIGNATURE of Applicant or Patent Practitioner
Signature /RObe r-t Smyth/ Date (Optional)

Name Robert Smyth Registration 50,801

Number

Title (if Applicant is a
juristic entity)

Applicant Name (if Applicant is a juristic entity)

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications. If
more than one applicant, use multiple forms.

*Total of ] forms are submitted.

This collection of information is required by 37 CFR 1.131, 1.32, and 1.33. 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
1.11 and 1.14. This collection is estimated to take 3 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, 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.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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DocusSign Envelope ID: EBBE6CB1-4652-49E1-8F17-B8D1D8886884

. FTO/AIAEZB (07-13)
Document Description. Power of Altorney Approved for use trough 03/31/2021. OMB D651-0038

.8, Patent and Trademark Office; UL.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1895, no persorns are raquired to respond to a collaction of information unless it displays a valid OMB control number

POWER OF ATTORNEY BY APPLICANT

| hereby revoke all previous powers of altorney given in the application identified in either the atiachad transmitial lefter or
the boxas below,

Application Mumber Filing Date

{Note: The boxes above may be left blank if information is provided on form PTO/AIABZA}

| heraby appoint the Patent Practitioner{s) associated with the following Customer Number as my/our attomey({s) or agent{s}, and
to transact all business in the United Statas Patent and Trademark Office connecied therewith for the application referenced in

the attachad transmittal letter (form PTO/AIA/BZA) or identified above:
OR 28877

D i heraby appoint Practitioner(s) namead in the altached list form PTO/RIAB2C) as my/our attornay(s) or ageni{s}, and fo transact
all business in the United States Patent and Trademark Office connected therewith for the patent application referenced in the
attached fransmittal letter form PTO/AIA/GZA) or identified above. (Note: Complete form PTO/AIABZC.)

Plsase recognize or change the correspondence address for the application identified in the atfached transmiital
latter or the boxes above to:

...... The address associated with the above-mentioned Custormner Number

OR

E} The address associated with Customer Number:
OR

D Firm or
individual Name

Address

City | State | Zip

Country

Telephone ; Ernail E

{ am the Applicant {if the Applicant is a juristic entily, list the Applicant name in the box):

HALOZYME, INC.

invenior or Joint Inventor {litle not raquired below}

Legal Representative of a Deceased or Legally incapacitated Inventor (litle not requirsd below)
Assignes or Person to Whom the Inventor is Under an Obligation to Assign {provide signer’s iitle if applicant is a juristic entily}

Parson Who Otherwise Shows Sufficient Propristary Interest {s.g., a petition under 37 CFR 1.48(b}{2) was granted in the
application or is concurrantly being filed with this document) {provide signer's title if applicant is a juristic entity}

SIGNATURE of Applicant for Patent

The undersigned (whose title j§ SIRIBIRITEIGW) is authorizad to act on behalf of the applicant (e.g., where the applicant is a juristic entity).

Signature / m,ay{: SMW / E Bate (Optional} E 05-Jan-2023
Name Y arm?gag 768404,
Titie Senior Vice President, General Counsel, CCO & Secretary

MOTE: Signatura - This form must be signed by the applicant in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature regquirements
and certifications, If more than one applicant, use multiple forms,

Tcstai of 1 forms are submitted.

This coftection of information is required by 37 GFR 1,131, 1.32, and 1.33. The information is required to obtain of retain 3 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 1.11 and 1.14. This collection is sstimated to take 3 minutes to complete,
inchuding gathering, preparing, and submitiing the completed application form to the USPTO. Tima will vary depending upoen the individual case. Any comments on the amount
of time you requirs to complets this form and/or suggestions for reducing this burden, should be sent to the Chief information Officer, U.8, Patent and Trademark Office, U.S,
Depariment 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.

if you need assistance In completing the form, call 1-800-PTO-8198 and select option 2.
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UNITED STATES .0, Box1450
m PATENT AND TRADEMARK OFFICE A, Y aepto oy

ELECTRONIC ACKNOWLEDGEMENT RECEIPT

APPLICATION # RECEIPT DATE /TIME ATTO

RNEY DOCKET
18/068,418 10/27/2023 02:34:53 PM ET 33320.03087.U§2E/3087K

Title of Invention
PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Application Information

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

CONFIRMATION # 5769 FILED BY Collins Mba-J onas
PATENT CENTER # 63084735 FILING DATE 12/19/2022
CUSTOMER # 13565 FIRST NAMED Ge Wei
INVENTOR
CORRESPONDENCE AUTHORIZED BY RobertSmyth
ADDRESS

Documents TOTAL DOCUMENTS: 1
DOCUMENT PAGES DESCRIPTION SIZE (KB)
20231026 _POA.pdf 2 Power of Attorney 463 KB
Digest
DOCUMENT MESSAGE DIGEST(SHA-512)
20231026_POA.pdf D538DEADBBDSB182E6139F05C8F2F0OF103E098AA861196C4F

7B185BB550CEAF59BF50C24C34D5722ED9B446B65A6853CB9
0415EBAABI9E69E0942BEASB55BIEC]

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
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described in MPEP 503.

New Applications Under 35 U.5.C. 111

If a new application is being filed and the application includes the necessary components for 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/E0O/903 indicating acceptance of the application as a national stage
submission under 35 U.S.C. 371 will be issued in addition fo 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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ENTAND

23
SN %'*% UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO, Box 1450

Alexandria, Virginia 22313-1450
WWW.uspto.gov

| APPLICATION NUMBER FILING OR 371(C) DATE

FIRST NAMED APPLICANT [ ATTY. DOCKET NO/TITLE |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US10
CONFIRMATION NO. 5769
28977 POA ACCEPTANCE LETTER
1707 MARKET STREET ! (R AT
PHILADELPHIA, PA 19103-2921 ©C000000063959464

Date Mailed: 11/01/2023

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY
This is in response to the Power of Attorney filed 10/27/2023.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.

Questions about the contents of this notice and the
requirements it sets forth should be directed to the Office
of Data Management, Application Assistance Unit, at
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101.

/dtdinh/
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ENTAND

I
SN %'*% UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO, Box 1450

Alexandria, Virginia 22313-1450

WIWWLSPLO GOV
| APPLICATION NUMBER FILING OR 371(C) DATE FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
18/068,418 12/19/2022 Ge Wei 33320.03087.US2E/3087K
CONFIRMATION NO. 5769
13565 POWER OF ATTORNEY NOTICE

e

PO. Box 570489
Atlanta, GA 30357-0037

Date Mailed: 11/01/2023

NOTICE REGARDING CHANGE OF POWER OF ATTORNEY

This is in response to the Power of Attorney filed 10/27/2023.
» The Power of Attorney to you in this application has been revoked by the applicant. Future correspondence
will be mailed to the new address of record(37 CFR 1.33).

Questions about the contents of this notice and the
requirements it sets forth should be directed to the Office
of Data Management, Application Assistance Unit, at
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101.

/dtdinh/
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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

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US 10 5769
28977 7590 . 02/20/2024 | EXAMINER |
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street MCKNIGHT, CIARA A
Philadelphia, PA 19103
| ART UNIT | PAPER NUMBER |
1656
| NOTIFICATION DATE | DELIVERY MODE |
02/20/2024 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):
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Application/Control Number: 18/068,418 Page 2
Art Unit: 1656

DETAILED ACTION

Notice of Pre-AlA or AIA Status
The present application is being examined under the pre-AlA first to invent
provisions.

Election/Restrictions

Restriction to one of the following inventions is required under 35 U.S.C. 121:

l. Claims 1-30 and 34-35, drawn to a modified PH20 polypeptide comprising
one or more amino acid substitutions or modifications and pharmaceutical
composition comprising said polypeptide, classified in CPC C12N 9/2474.

. Claims 31-33, drawn to a method of treating hyaluronan-associated
conditions or diseases, including inflammatory disease, tumor, or cancer, with a
PH20 polypeptide and therapeutic agent, classified GO1N 2333/914.

Inventions | and Il are related as product and process of use. The inventions
can be shown to be distinct if either or both of the following can be shown: (1) the
process for using the product as claimed can be practiced with another materially
different product or (2) the product as claimed can be used in a materially different
process of using that product. See MPEP § 806.05(h). In the instant case the
polypeptide of invention | can be used in a material different process apart from
invention Il, such as raising polyclonal antibodies in mice for diagnostic or laboratory

use.
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Application/Control Number: 18/068,418 Page 3
Art Unit: 1656

Restriction for examination purposes as indicated is proper because all the
inventions listed in this action are independent or distinct for the reasons given
above and there would be a serious search and/or examination burden if
restriction were not required because one or more of the following reasons apply:
a. the inventions have acquired a separate status in the art in view of their
different classification;

b. the inventions have acquired a separate status in the art due to their
recognized divergent subject matter;
C. the inventions require a different field of search (for example, searching

different classes/subclasses or electronic resources, or employing different search

queries);
d. another invention;
e. the prior art applicable to one invention would not likely be applicable to the

inventions are likely to raise different non-prior art issues under 35 U.S.C. 101
and/or 35 U.S.C. 112, first paragraph.

Each group is under a unique CPC class and will require a separate and
distinct keyword search, where group | is classified under CPC C12N 9/2474 and

group Il is classified under GO1N 2333/914.
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Application/Control Number: 18/068,418 Page 4
Art Unit: 1656

Applicant is advised that the reply to this requirement to be complete
mustinclude (i) an election of an invention to be examined even though the
requirement may be traversed (37 CFR 1.143) and (ii) identification of the claims
encompassing the elected invention.

The election of an invention may be made with or without traverse. To
reserve a right to petition, the election must be made with traverse. If the reply
does not distinctly and specifically point out supposed errors in the restriction
requirement, the election shall be treated as an election without traverse.
Traversal must be presented at the time of election in order to be considered
timely. Failure to timely traverse the requirement will result in the loss of right to
petition under 37 CFR 1.144. If claims are added after the election, applicant
must indicate which of these claims are readable upon the elected invention.

Should applicant traverse on the ground that the inventions are not
patentably distinct, applicant should submit evidence or identify such evidence
now of record showing the inventions to be obvious variants or clearly admit on
the record that this is the case. In either instance, if the examiner finds one of the
inventions unpatentable over the prior art, the evidence or admission may be
used in a rejection under 35 U.S.C. 103 or pre-AlA 35 U.S.C. 103(a) of the other

invention.
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Application/Control Number: 18/068,418 Page 5
Art Unit: 1656

The examiner has required restriction between product or apparatus claims
and process claims. Where applicant elects claims directed to the
product/apparatus, and all product/apparatus claims are subsequently found
allowable, withdrawn process claims that include all the limitations of the
allowable product/apparatus claims should be considered for rejoinder. All
claims directed to a nonelected process invention must include all the limitations
of an allowable product/apparatus claim for that process invention to be
rejoined.

In the event of rejoinder, the requirement for restriction between the
product/apparatus claims and the rejoined process claims will be withdrawn, and
the rejoined process claims will be fully examined for patentability in accordance
with 37 CFR 1.104. Thus, to be allowable, the rejoined claims must meet all
criteria for patentability including the requirements of 35 U.S.C. 101, 102, 103
and 112.

Until all claims to the elected product/apparatus are found allowable, an
otherwise proper restriction requirement between product/apparatus claims and
process claims may be maintained. Withdrawn process claims that are not
commensurate in scope with an allowable product/apparatus claim will not be

rejoined. See MPEP § 821.04. Additionally, in order for rejoinder to occur,
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Application/Control Number: 18/068,418 Page 6
Art Unit: 1656

applicant is advised that the process claims should be amended during
prosecution to require the limitations of the product/apparatus claims. Failure to
do so may result in no rejoinder. Further, note that the prohibition against double
patenting rejections of 35 U.S.C. 121 does not apply where the restriction
requirement is withdrawn by the examiner before the patent issues. See MPEP §
804.01.

Any inquiry concerning this communication or earlier communications from
the examiner should be directed to CIARA A MCKNIGHT whose telephone number
is (703)756-4791. The examiner can normally be reached M-F 8:00am-4:30pm.
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, Manjunath Rao can be
reached on (571)272-0939. 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:
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Application/Control Number: 18/068,418 Page 7
Art Unit: 1656

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.

/CIARA A MCKNIGHT/
Examiner, Art Unit 1656

/SUZANNE M NOAKES/
Primary Examiner, Art Unit 1656
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18/068,418 03/05/2024 12:28:29 PM Z ET 063995-01-5105-US10

Title of Invention
PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
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APPLICATION TYPE  Utility - Nonprovisional Application PATENT #
under 35 USC 111(a)

CONFIRMATION # 5769 FILED BY  Kimberly Pollard
PATENT CENTER # 64552261 FILING DATE  12/19/2022
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INVENTOR
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ADDRESS
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If a timely submission to enter the national stage of an international application is compliant with the conditions of 35 U.S.C.
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PATENT
Attorney Docket 063995-01-5105-US10

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of Ge Wei et al.
Confirmation No. 5769
U.S. Application No. 18/068,418
Group Art Unit: 1656
Filing Date: 12/19/2022
Examiner: Ciara A. McKnight
For: PH20 Polypeptide Variants, Formulations
and Uses Thereof

— — — — — — — —

RESPONSE TO RESTRICTION REQUIREMENT

In response to the Restriction Requirement dated 2/20/2024, please enter the following
provisional election for examination on the merits. This response is considered timely filed. To the
extent any additional fee is due, the Director is hereby authorized to charge additional fees which

may be required, or credit any overpayment, to Deposit Account No. 50-0310.

Listing of the Claims begins on page 2 of this paper.

Remarks begin on page 5 of this paper.

DB1/ 144937442.1
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LISTING OF THE CLAIMS

This version of the claims will replace all previous versions.

1. (Original) A modified PH20 polypeptide, comprising one or more amino acid modifications
in an unmodified PH20 polypeptide, wherein:

the unmodified PH20 polypeptide consists of the amino acid sequence selected from among
SEQID NOs: 3, 7 and 32-66;

amino acid modifications are selected from among amino acid replacements(s), deletion(s),
and/or insertion(s);

the modified PH20 polypeptide comprises an amino acid replacement at a position
corresponding to residue 324, with reference to amino acid positions set forth in SEQ ID NO:3;

the replacement at the position corresponding to residue 324 is selected from among A, D,
H, M, N,RandS§s;

corresponding amino acid positions are identified by alignment of the PH20 polypeptide
with the polypeptide having the amino acid sequence of SEQ ID NO:3; and

the modified PH20 polypeptide has at least 91 % sequence identity to a polypeptide having
the amino acid sequence selected from among SEQ ID NOs: 3, 7 and 32-66.

2. (Original) The modified PH20 polypeptide of claim 1, wherein the modified PH20
polypeptide has at least 95% sequence identity to the amino acid sequence selected from among
SEQ ID NOs: 3, 7, and 32-66.

3. (Original) The modified PH20 polypeptide of claim 1 that has increased
resistance to or stability in denaturing conditions compared to an unmodified PH20 polypeptide that
does not contain the amino acid modification(s).

4. (Original) The modified PH20 polypeptide of claim 1 that exhibits increased hyaluronidase
activity compared to the unmodified PH20 polypeptide not containing the amino acid replacement
at position 324.

5. (Original) The modified PH20 polypeptide of claim 1 that is a soluble PH20 polypeptide.

6. (Original) The modified PH20 polypeptide of claim 1, wherein the replacement at the
position corresponding to residue 324 is D.

7. (Original) The modified PH20 polypeptide of claim 1, wherein the replacement at the
position corresponding to residue 324 is Nor R.

8. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20
polypeptide comprises the amino acid sequence selected from among SEQ ID NOs: 3 and 32-66.

9. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20
polypeptide consists of the amino acid sequence selected from among SEQ ID NOs: 3 and 32-66.

10. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20

polypeptide consists of the amino acid sequence selected from among SEQ ID NOs: 3 and 32-66.

DB1/ 144937442.1 2
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11. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20
polypeptide consists of the amino acid sequence of SEQ ID NO:35.

12. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20
polypeptide consists of the amino acid sequence of SEQ ID NO:32.

13. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20
polypeptide consists of the amino acid sequence of SEQ ID NO:35.

14. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20
polypeptide consists of the amino acid sequence of SEQ ID NO:32.

15. (Original) The modified PH20 polypeptide of claim 1, comprising a sequence of amino
acids that exhibits at least 91 % sequence identity to the sequence of amino acids set forth in any of
SEQ ID NOs: 3, 32-66, 623, and 624 and that contains an amino acid replacement D at the residue
corresponding to residue 324 with reference to SEQ ID NO:3.

16. (Original) The modified PH20 polypeptide of claim 1 that is C-terminally truncated,
whereby the polypeptide is soluble.

17. (Original) The modified PH20 polypeptide of claim 1 that comprises one or more
modifications of the polypeptide selected from among glycosylation, sialylation, albumination,
famesylation, carboxylation, hydroxylation, and phosphorylation.

18. (Original) The modified PH20 polypeptide of claim 1 that is glycosylated.

19. (Original) The modified PH20 polypeptide of claim 18, wherein the polypeptide is a
glycoprotein that comprises an N-acetylglucosamine moiety linked to each of at least three
asparagine (N) residues.

20. (Original) The modified PH20 polypeptide of claim 1 that is conjugated to a polymer.

21. (Original) The modified PH20 polypeptide of claim 20, wherein the polymer is dextran or
polyethylene glycol (PEG).

22. (Original) The modified PH20 polypeptide of claim 1, further comprising a heterologous
signal sequence, wherein the unmodified PH20 polypeptide consists of the amino acid sequence
selected from among SEQ ID NOs: 3 and 32-66.

23. (Original) A chimeric polypeptide, comprising the modified PH20 polypeptide of claim 1.

24. (Original) A pharmaceutical composition, comprising the modified PH20 polypeptide of
claim 1.

25. (Original) The modified PH20 polypeptide of claim 6, wherein:

the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:32; and

the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:32.

26. (Original) The modified PH20 polypeptide of claim 6, wherein:

the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:35; and

DB1/ 144937442.1 3
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the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:35.

27. (Original) The pharmaceutical composition of claim 24, further comprising a
therapeutically active agent formulated in the same composition or in a separate composition.

28. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically
active agent is a polypeptide, a protein, a nucleic acid, a drug, a small molecule, or an organic
molecule.

29. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically
active agent is selected from among a chemotherapeutic agent, an analgesic agent, an anti-
inflammatory agent, an antimicrobial agent, an amoebicidal agent, a trichomonacidal agent, an anti-
Parkinson agent, an anti-malarial agent, an anticonvulsant agent, an anti-depressant agent, an
antiarthritics agent, an anti-fungal agent, an antihypertensive agent, an antipyretic agent, an anti-
parasite agent, an antihistamine agent, an alpha-adrenergic agonist agent, an alpha blocker agent,
an anesthetic agent, a bronchial dilator agent, a biocide agent, a bactericide agent, a bacteriostat
agent, a beta adrenergic blocker agent, a calcium channel blocker agent, a cardiovascular drug
agent, a contraceptive agent, a decongestant agent, a diuretic agent, a depressant agent, a
diagnostic agent, an electrolyte agent, a hypnotic agent, a hormone agent, a hyperglycemic agent, a
muscle relaxant agent, a muscle contractant agent, an ophthalmic agent, a parasympathomimetic
agent, a psychic energizer agent, a sedative agent, a sympathomimetic agent, a tranquilizer agent, a
urinary agent, a vaginal agent, a viricide agent, a vitamin agent, a non-steroidal anti-inflammatory
agent, an angiotensin converting enzyme inhibitor agent, and a sleep inducer.

30. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically
active agent is an antibody.

31. (Withdrawn) A method for treating a hyaluronan-associated disease or condition,
comprising administering to a subject a modified PH20 polypeptide of claim 1.

32. (Withdrawn) The method of claim 31, wherein the hyaluronan-associated disease or
condition is an inflammatory disease or a tumor or cancer.

33. (Withdrawn) The method of claim 32, wherein the hyaluronan-associated disease or
condition is a solid tumor.

34. (Withdrawn) The modified PH20 polypeptide of claim 1 that is modified by conjugation
to a moiety selected from among a multimerization domain, a toxin, a detectable label, and a drug.

35. (Original) The modified PH20 polypeptide of claim 34, wherein the modified

PH20 polypeptide is conjugated to a multimerization domain that is an Fe domain.
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REMARKS

In response to the Restriction Requirement, Applicant elects with traverse, Group | (claims 1-
30 and 34-35) drawn to a modified PH20 polypeptide.

With regard to the traversal, the Examiner has required restriction between claims drawn to a
product and claims drawn to a process of making and/or using the product. Where Applicant elects
claims directed to the product, and all the product claims are subsequently found allowable,
withdrawn process claims that include all the limitations of the allowable product claims should be
considered for rejoinder. See MPEP § 821.04(b). Here, the features of the modified PH20
polypeptide as set forth in claim 1 are all included in the method for treating a hyaluronan-
associated disease or condition as set forth in claims 31-33. For this reason alone, rejoinder of claims
31-33 is proper and requested by Applicant in view of the above remarks.

Applicant is thus entitled to a rejoinder of the non-elected claims should the elected claims be

deemed allowable.

Conclusion
In view of the foregoing, Applicant awaits a favorable action on the merits. Should the
Examiner feel that there are any issues outstanding after consideration of this response, the

Examiner is invited to contact the undersigned representative to expedite prosecution.

Respectfully submitted,
Date: March 5, 2024
By: /Kalpesh V. Upadhye/

MORGAN LEWIS & BOCKIUS LLP Kalpesh V. Upadhye, Ph.D.
1111 Pennsylvania Ave, NW Registration No. 70,236
Washington, DC 20004

Customer Number: 28977 Robert Smyth, Ph.D.
Telephone: 202.739.5139 Registration No. 50,801

robert.smyth@morganlewis.com

DB1/ 144937442.1 5

Petitioner Merck, Ex. 1002, p. 477



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

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US 10 5769
28977 7590 . 05/01/2024 | EXAMINER |
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street MCKNIGHT, CIARA A
Philadelphia, PA 19103
| ART UNIT | PAPER NUMBER |
1656
| NOTIFICATION DATE | DELIVERY MODE |
05/01/2024 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):

judith.troilo@morganlewis.com
phpatentcorrespondence @ morganlewis.com

PTOL-90A (Rev. 04/07)

Petitioner Merck, Ex. 1002, p. 478



Application No. Applicant(s)

18/068,418 Wei et al.
Office Action Summary Examiner ArtUnit | AIA (FITF) Status
CIARA A MCKNIGHT 1656 No

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

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

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the mailing
date of this communication.

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any earned patent term
adjustment. See 37 CFR 1.704(b).

Status
1) Responsive to communication(s) filed on 03/05/2024.
0J A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon .
2a)(] This action is FINAL. 2b) ¥ This action is non-final.

3)O An election was made by the applicant in response to a restriction requirement set forth during the interview
on ; the restriction requirement and election have been incorporated into this action.

4)[OJ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5) Claim(s) 1-35 is/are pending in the application.
5a) Of the above claim(s) 31-33 is/are withdrawn from consideration.

6) (0 Claim(s) ____is/are allowed.

7) Claim(s) 1-30 and 34-35 is/are rejected.

8) [ Claim(s) _____is/are objected to.

9) ([0 Claim(s) are subject to restriction and/or election requirement

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see

http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
Application Papers
10)(J The specification is objected to by the Examiner.

11)@ The drawing(s) filed on 12/19/2022 is/are: a)¥ accepted or b)[(] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

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

a)[d All b)(J Some** ¢)(J None of the:
1.0 Certified copies of the priority documents have been received.
2.(] Certified copies of the priority documents have been received in Application No.

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

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

Attachment(s)
1) [J Notice of References Cited (PTO-892) 3) [J Interview Summary (PTO-413)
Paper No(s)/Mail Date
2) Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 4 0 Otr?er' (s)
Paper No(s)/Mail Date —
U.S. Patent and Trademark Office
PTOL-326 (Rev. 11-13) Office Action Summary Part of Paper No./Mail Date 20240419

Petitioner Merck, Ex. 1002, p. 479
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DETAILED ACTION
Notice of Pre-AlA or AIA Status

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

Status of the Application
1. Claims 1-35 are pending and subject to examination on the merits. Claims 31-33 are

withdrawn from consideration as being drawn to non-elected subject matter.

Election/Restrictions

2. Applicant's election with traverse of Group |, claims 1-30 and 34-35, in the reply filed on
05 March 2024 is acknowledged. There seems to be an inadvertent mistake with the withdrawal
of 34, where elected Group | includes claim 34 in the previous office action. The examiner will
treat said claim as being under examination despite the status identifier indicating otherwise.
Please update the status identifier in the next response.

The traversal is on the ground(s) that a rejoinder would be required if the product claims
were found allowable, since the withdrawn claims are drawn to a process of using said product.
Should the product claims become allowable, a rejoinder of the process claims will be

considered. The requirement is still deemed proper and is therefore made FINAL.

Priority

3. This application ultimately derives benefit to US Provisional 61/631,313 filed 12/30/2011.

Information Disclosure Statement

4, The information disclosure statements (IDS) submitted on 16 March 2023 have been

considered by the examiner. See initialed and signed PTO/SB/08’s.
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Objections
5. Claims 1 (lines 3, 5, 9,and 14), 2, 8, 9, 10, 17, 22, and 29 are objected to because of the
following informalities: “selected from among” should be changed to a proper Markush term,
“selected from the group consisting of,” to maintain consistency with the previously allowed

parent patents. Appropriate correction is required.

6. Claims 7 is objected to because of the following informalities: in claim 7, “Nor” should be

changed to “N or.” Appropriate correction is required.

7. Claim 15 is objected to because of the following informalities: “set forth in any of’ should
be changed to a proper Markush term, “selected from the group consisting of,” to maintain

consistency with the previously allowed parent patents. Appropriate correction is required.

Claim Rejections - 35 USC § 112(b)

8. The following is a quotation of 35 U.S.C. 112(b):
(b) CONCLUSION.—The specification shall conclude with one or more claims particularly
pointing out and distinctly claiming the subject matter which the inventor or a joint inventor
regards as the invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:
The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

9. Claims 17 and 34-35 are rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-
AlA), second paragraph, as being indefinite for failing to particularly point out and
distinctly claim the subject matter which the inventor or a joint inventor (or for

applications subject to pre-AlA 35 U.S.C. 112, the applicant), regards as the invention.

10. The term "modifications” in claim 17 is a relative term which renders the claim

indefinite. It is unclear if "modifications" here holds the same definition as "modification"”
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in claim 1, where "modification” refers to "a modification at a position ... " Here in claim
17, however, it appears to be defined as any of the posttranslational modifications listed
afterwards. For examining purposes, the term "modification” is interpreted as referring to
the possible posttranslational modifications of the modified PH20 of claim 1. Itis
recommended to change "madifications™ to "posttranslational modifications” for

increased clarity.

11. The term “is modified” in claim 34 renders the claim indefinite. Claim 1 already
recites a “modified PH20;” therefore, “is modified” should be changed to “is further
modified” to increase clarity to mitigate any confusion between the usage of the similar

terms.

12. The term “Fe domain” in claim 35 renders the claim indefinite. It is unclear what a
“Fe domain” is, as it is not well-known in the art or defined in the specification. If “Fe” is a
typographical error for “Fc domain”, then it should be changed to “Fc domain,” which is
well-known in the art and cited in the specification as a multimerization domain on p. 37

at line 7.

Claim Rejections - 35 USC § 112(d)

13. The following is a quotation of 35 U.S.C. 112(d):

(d) REFERENCE IN DEPENDENT FORMS.—Subject to subsection (e), a claim in dependent
form shall contain a reference to a claim previously set forth and then specify a further
limitation of the subject matter claimed. A claim in dependent form shall be construed to
incorporate by reference all the limitations of the claim to which it refers.

The following is a quotation of pre-AlA 35 U.S.C. 112, fourth paragraph:
Subject to the following paragraph [i.e., the fifth paragraph of pre-AIA 35 U.S.C. 112], a claim
in dependent form shall contain a reference to a claim previously set forth and then specify a

further limitation of the subject matter claimed. A claim in dependent form shall be construed
to incorporate by reference all the limitations of the claim to which it refers.
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14. Claims 8 and 15 rejected under 35 U.S.C. 112(d) or pre-AlA 35 U.S.C. 112, 4th
paragraph, as being of improper dependent form for failing to further limit the subject matter of
the claim upon which it depends, or for failing to include all the limitations of the claim upon
which it depends. Claim 1 recites that the unmodified PH20 polypeptide consists of the amino
acid sequence of SEQ ID NOs: 3, 7, and 32-66, whereas claim 8 recites that the unmodified
polypeptide comprises SEQ ID NOs: 3 and 32-66. Since “comprises” is broader than
“consisting of,” claim 8 does not further limit claim 1. Regarding claim 15, the recitation of
comprises SEQ ID NOs: 3, 32-66, 623, and 624 makes these claims broader than claim 1, and
therefore, not further limiting. Applicant may cancel the claim(s), amend the claim(s) to place the
claim(s) in proper dependent form, rewrite the claim(s) in independent form, or present a

sufficient showing that the dependent claim(s) complies with the statutory requirements.

Double Patenting
15. The nonstatutory double patenting rejection is based on a judicially created doctrine
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or
improper timewise extension of the “right to exclude” granted by a patent and to prevent
possible harassment by multiple assignees. A nonstatutory double patenting rejection is
appropriate where the conflicting claims are not identical, but at least one examined application
claim is not patentably distinct from the reference claim(s) because the examined application
claim is either anticipated by, or would have been obvious over, the reference claim(s). See,
e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir.
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d
438, 164 USPQ 619 (CCPA 1970); In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA

1969).
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be
used to overcome an actual or provisional rejection based on nonstatutory double patenting
provided the reference application or patent either is shown to be commonly owned with the
examined application, or claims an invention made as a result of activities undertaken within the
scope of a joint research agreement. See MPEP § 717.02 for applications subject to
examination under the first inventor to file provisions of the AlA as explained in MPEP § 2159.
See MPEP § 2146 et seq. for applications not subject to examination under the first inventor to
file provisions of the AlA. A terminal disclaimer must be signed in compliance with 37 CFR
1.321(b).

The filing of a terminal disclaimer by itself is not a complete reply to a nonstatutory
double patenting (NSDP) rejection. A complete reply requires that the terminal disclaimer be
accompanied by a reply requesting reconsideration of the prior Office action. Even where the
NSDP rejection is provisional the reply must be complete. See MPEP § 804, subsection |.B.1.
For a reply to a non-final Office action, see 37 CFR 1.111(a). For a reply to final Office action,
see 37 CFR 1.113(c). A request for reconsideration while not provided for in 37 CFR 1.113(c)
may be filed after final for consideration. See MPEP §§ 706.07(e) and 714.13.

The USPTO Internet website contains terminal disclaimer forms which may be used.
Please visit www.uspto.gov/patent/patents-forms. The actual filing date of the application in
which the form is filed determines what form (e.g., PTO/SB/25, PTO/SB/26, PTO/AIA/25, or
PTO/AIA/26) should be used. A web-based eTerminal Disclaimer may be filled out completely
online using web-screens. An eTerminal Disclaimer that meets all requirements is auto-
processed and approved immediately upon submission. For more information about eTerminal

Disclaimers, refer to www.uspto.gov/patents/apply/applying-online/eterminal-disclaimer.

16. Claims 1-30 and 34-35 are rejected on the ground of nonstatutory double patenting as

being unpatentable over claims 1, 2, 4, 6-8, 10, 12-13, 19, 23, and 27 of U.S. Patent No.
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10865400. Although the claims at issue are not identical, they are not patentably distinct from
each other because the claims in ‘400 would anticipate the instant claims.

The instant claims in their broadest are drawn to a modified PH20 polypeptide with one
or more amino acid modifications at position 324 (claim 1) with some sequence identity to the
PH20 polypeptide encoded in SEQ ID NOs: 3, 7, and 32-66 (claim 2). Additionally, dependent
claims 3 and 5 recite increased resistance or stability and solubility. Claim 4 recites increased
hyaluronidase activity. Dependent claims 6-16, 22-23, and 25-26 recite variation modifications
to amino acid 324 in reference to SEQ ID NOs: 3 and 32-66. Dependent claims 17-19 recite an
additional modification of PH20, where the modification can be N-linked glycosylation.
Dependent claims 20-21 recite conjugation to a polymer. Dependent claims 24 and 27-30 recite
the modified PH20 polypeptide comprising a pharmaceutical composition.

The claims in the ‘400 patent in their broadest are drawn to a modified PH20 polypeptide
with an amino acid replacement at a number of positions, including 324, resulting in an increase
in hyaluronidase activity compared to an unmodified PH20 polypeptide, where the reference
PH20 is selected from SEQ ID NOs: 3, 7, 32-66 (claims 1, 2, 4, 6 and 13).

Dependent claims 7-8 recite additional modifications, such as N-linked glycosylation.
Dependent claim 10 and 12 recite polymer conjugation. Dependent claims 19 and 23 recite a
pharmaceutical composition comprising the modified PH20 polypeptide. Dependent claim 27
recites that the modified PH20 is soluble.

It is noted that the reference sequences, SEQ ID NOs: 3, 7, and 32-66 are identical
between the two claim sets. Thus, the difference between the claims in the ‘400 claim set
specifies a modified PH20 at a variety of different amino acids. This, however, will still anticipate

the instant claims because position 324 can be selected from the amino acids to be modified.

17. Claims 1-30 and 34-35 are rejected on the ground of nonstatutory double patenting as

being unpatentable over claims 1-3, 5-10, and 14-18 of copending Application No. 18/340,786.
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Although the claims at issue are not identical, they are not patentably distinct from each other
because the claims in ‘786 would anticipate the instant claims.

The instant claims in their broadest are drawn to a modified PH20 polypeptide with one
or more amino acid modifications at position 324 with some sequence identity to the PH20
polypeptide encoded in SEQ ID NOs: 3, 7, and 32-66 (claims 1, 2, 7-15, 22-23, and 25-26).
Additionally, dependent claim 4 recite increased hyaluronidase activity. Dependent claims 5 and
16 recite that the modified PH20 is soluble. Claim 6 recites that the amino acid replacement at
324 of PH20 is specifically D. Dependent claims 17-19 recite an additional modification of PH20,
where the modification can be N-linked glycosylation. Dependent claims 24 and 27-30 recite the
modified PH20 polypeptide comprising a pharmaceutical composition.

The claims in the ‘786 application in their broadest are drawn to a modified PH20
polypeptide with an amino acid replacement of N, R, or D at position 324 in SEQ ID NO: 3, and
the mutant PH20 has some sequence identity to SEQ ID NO: 35 (claims 1-4), and the PH20
polypeptide is soluble (claim 7). Dependent claims 5-6 recite increased hyaluronidase activity.
Dependent claims 8-10 recite additional modifications, such as N-linked glycosylation.
Dependent claims 14-18 recite a pharmaceutical composition comprising the modified PH20
polypeptide.

It is noted that the reference sequences, SEQ ID NOs: 3 and 35 are identical between
the two claim sets. Thus, the difference between the claims in the ‘786 claim set specifies a
modified PH20 with reference polypeptide SEQ ID NO: 35, specifically. However, since the
instant claim set recites the reference sequences, SEQ ID NOs: 3, 7, and 32-66, SEQ ID NO:

35 is included in the reference sequence choices.

Conclusion

All claims are rejected. Additionally, claims 1, 7, and 15 are objected to.
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Any inquiry concerning this communication or earlier communications from the examiner
should be directed to CIARA A MCKNIGHT whose telephone number is (703)756-4791. The
examiner can normally be reached M-F 8:00am-4:30pm.

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, Manjunath Rao can be reached on (571) 272-0939. 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.

/CIARA A MCKNIGHT/
Examiner, Art Unit 1656

/SUZANNE M NOAKES/
Primary Examiner, Art Unit 1656
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Attorncy Docket No.: 33320.03087. US2E/3087K

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s) : Weietal Art Unit . Notyet assigned
Serial No. . 18/068,418 Examiner : Notyet assigned
Filed . December 19, 2022 Conf. No. : 5769
Cust. No. 13565
Title . PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES
THEREQOF
Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

INFORMATION DISCLOSURE STATEMENT IN
ACCORDANCE WITH 37 C.F.R. §§ 1.97-1.98

Dear Sir:

Because this Information Disclosure Statement is filed before the receipt of a First Office
Action on the Merits for the above-captioned application, a fee is not required. If a fee for filing
these papers is required, the Commissioner is authorized to charge the fee to Deposit Account No.
50-0911.

In accordance with the duty of disclosure imposed by 37 C.F.R. § 1.56 to inform the
Patent Office of all information known by Applicant or Applicant's representative that may be
material to the examination of the subject application, Applicant's representative hereby provides
this Information Disclosure Statement that is prepared in accordance with 37 CF.R. §§ 1.97-1.98.
Forms PTO-1449 (25 pages) and copies of the cited non-U.S. patent documents listed thereon are
provided herewith in connection with the above-captioned application. The documents cited
comprise the references cited in the application and incorporated by reference, and any additional
information of which those associated with the prosecution are aware.

In accordance with 37 C.F.R. § 1.98(d), copies of the references listed on the Forms PTO-
1449 that are marked with a double asterisk (**) are not provided herewith as they have been
previously provided in connection with U.S. Patent Application Serial No. 13/694,731,
15/226,489, 16/824,572, 17/327,568 and/or 17/327,586, which is relied upon for an earlier filing
date in accordance with 35 U.S.C. § 120.

The documents cited on the Forms PTO-1449 are in the English Language with the
exception of the items noted below. Item GB (CN 102065886A) is in the Chinese Language and
an English Language equivalent is listed (Item GR). Item GI (JP 2007-153797) is in the Japanese
Language and an English Language Abstract is listed (Item IM). Item GJ (KR 10-2020-0017538)

is in the Korean Language and an English Language equivalent is listed (Item GG). Hence, in

CERTIFICATE OF TRANSMISSION VIA EFS-WEB

I hereby certify that this paper is being transmitted via the
Electronic Filing System (EFS-WEB) to the United States
Patent and Trademark Office on March 16, 2023.

/Anh Nguyen /
Anh Nguyen
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Inventor(s) : Wciet al Attorney Docket No.: 33320.03087.US2E/3087K
Serial No. o 18/068,418 Information Disclosure Statement
Filed . December 19, 2022

accordance with the requirements of 37 C.F.R. § 1.98, no further explanation of the listed items is
necessary.
Applicant also makes known to the Examiner the following pending U.S. Applications

that have one or more common inventors and/or an owner in common.

Examiner’s | U.S.S.N. | Filing Date Publ. No. Publ. Date Docket
Initials No.
16/930,766 | 07/16/2020 | 2020/0368330 [ 11/26/2020 3066D
17/062,425 | 10/02/2020 | 2021/0023184 [ 01/28/2021 3051M
17/327,568 | 05/21/2021 | 2021/0284985 [ 09/16/2021 3087E
17/327,586 | 05/21/2021 | 2021/0277376 [ 09/09/2021 3087F
17/850,903 | 06/27/2022 | 2022/0372151 | 11/24/2022 3122B

18/064,886 | 12/12/2022 n.a. n.a. 3087G
18/066,960 | 12/15/2022 n.a. n.a. 3087H
18/068,218 | 12/19/2022 n.a. n.a. 30871
18/068,327 | 12/19/2022 n.a. n.a. 3087J
18/068,443 | 12/19/2022 n.a. n.a. 3087L
18/069,651 | 12/21/2022 n.a. na. 3087M

Although these documents and applications are made known to the Patent and Trademark
Office in compliance with Applicant's duty of disclosure, such disclosure is not to be construed as
an admission by Applicant or Applicant's representative that any of the documents, singly or in
any combination thereof, is effective as prior art against the subject application. In accordance
with 37 C.ER. §§ 1.97(g) and (h), the filing of this Information Disclosure Statement shall not be
construed to mean that a search has been made or that no other material information as defined in
37 C.ER. § 1.56(b) exists.

Applicant respectfully requests that the Examiner review the foregoing documents and

they be made of record in the file history of the above-captioned application.
Respectfully submitted,
/Stephanie Seidman/

Stephanie Seidman
Reg. No. 33,779

Attorney Docket No.: 33320.03087.US2E/3087K
Address all correspondence to: 13565
Stephanie Seidman

Dentons US LLP

4655 Executive Drive, Ste. 700

San Diego, California 92121

Telephone: (619) 595-8010

Facsimile: (619) 595-8135

email: stephanie.seidman@dentons.com

2
ALL REFERENCES CONSIDERED RXCEPT WHERE LINED THROUGH. /C.A.M./

/CIRRA B MCENIGHT/
04/18/2024
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Examiner | Desig. Document Publication Filing Date
Initial ID Number Date Patentee Class | Subclass | If Appropriate
AA 3,536,809 10/27/1970 Applezweig 424 28 02/17/1969
AB 3,598,123 08/10/1971 Zaffaroni 128 268 04/01/1969
AC 3,630,200 12/28/1971 Higuchi 128 260 06/09/1969
AD 3,710,795 01/16/1973 Higuchi et al. 128 260 09/29/1970
AE 3,845,770 11/05/1974 Theeuwes et al. 128 260 06/05/1972
AF 3,916,899 11/04/1975 Theeuwes et al. 128 260 02/07/1974
AG 4,002,531 01/11/1977 Royer 195 68 01/22/1976
AH 4,008,719 02/22/1977 Theeuwes et al. 128 260 02/02/1976
Al 4,044,126 08/23/1977 Cook et al. 514 180 07/09/1976
AJ 4,179,337 12/18/1979 Davis et al. 435 181 07/28/1977
AK 4,364,923 12/21/1982 Cook ctal. 424 46 04/30/1981
AL 4,414,209 11/08/1983 Cook et al. 514 180 06/13/1977
AM 4,769,027 09/06/1988 Baker et al. 424 493 02/24/1987
AN 4,952,496 08/28/1990 Studier et al. 435 91 12/29/1986
AO 4,980,286 12/25/1990 Morgan et al. 435 371 01/03/1989
AP 5,033,252 07/23/1991 Carter 53 425 07/30/1990
AQ 5,052,558 10/01/1991 Carter 206 439 07/27/1990
AR 5,059,595 10/22/1991 Le Grazie 424 468 03/20/1990
AS 5,073,543 12/17/1991 Marshall et al. 514 21 07/21/1988
AT 5,120,548 06/09/1992 McClelland et al. 424 473 11/07/1989
AU 5,122,614 06/16/1992 Zalipsky 548 520 04/19/1990
AV 5,323,907 06/28/1994 Kalvelage 206 531 03/15/1993
AW 5,324,844 06/28/1994 Zalipsky 548 520 01/08/1992
AX 5,446,090 08/29/1995 Harris 525 54.1 11/12/1993
AY 5,591,767 01/07/1997 Mohr et al. 514 413 06/06/1995
AZ 5,612,460 03/18/1997 Zalipsky 530 391.9 02/17/1994
BA 5,639,476 06/17/1997 Oshlack et al. 424 468 06/02/1995
BB 5,643,575 07/01/1997 Martinez et al. 424 194.1 10/27/1993
BC 5,672,662 09/30/1997 Harris et al. 525 408 10/02/1995
BD 5,674,533 10/07/1997 Santus et al. 424 493 05/26/1995
BE 5,721,348 02/24/1998 Primakoff et al. 536 221 10/21/1991
BF 5,733,566 03/31/1998 Lewis 424 426 10/30/1995
BG 5,766,581 06/16/1998 Bartley et al. 424 85.1 03/30/1995
BH 5,795,569 08/18/1998 Bartley et al. 424 85.1 10/12/1994
BI 5,808,096 09/15/1998 Zalipsky 548 520 01/21/1997
BJ 5,854,046 12/29/1998 Au-Young et al. 435 201 01/20/1998
BK 5,900,461 05/04/1999 Harris 525 54.11 02/23/1998
Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
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BT 0,214,966 04/10/2001 Harris 528 322 09/25/1997
BU 6,258,351 07/10/2001 Harris 424 78.3 11/05/1997
BV 6,340,742 01/22/2002 Burg et al. 530 351 06/28/2000
BW 6,413,507 07/02/2002 Bentley et al. 424 78.02 12/23/1999
BX 6,420,339 07/16/2002 Gegg et al. 514 12 10/14/1998
BY 6,437,025 08/20/2002 Harris et al. 523 406 11/05/2001
BZ 6,448,369 09/10/2002 Bentley et al. 528 425 11/05/1998
CA 6,461,802 10/08/2002 Van Thillo et al. 430 336 07/31/2000
CB 6,461,863 10/08/2002 Jarvis 435 320.1 11/29/1999
ce 6,495,659 12/17/2002 Bentley ct al. 528 425 12/20/2000
CD 6,615,063 09/02/2003 Ntziachristos et al. 600 312 11/27/2000
CE 6,737,505 05/18/2004 Bentley et al. 528 425 10/30/2002
CF 6,828,401 12/07/2004 Nho et al. 526 333 10/29/2003
CcG 6,858,736 02/22/2005 Nho et al. 546 290 12/23/2002
CH 7,105,330 09/12/2006 Stern et al. 435 200 07/18/2003
CI 7,279,457 10/09/2007 Pohl et al. 514 3 03/11/2005
CJ 7,585,940 09/08/2009 Skerra et al. 530 350 05/11/2006
CK 7,767,429 08/03/2010 Bookbinder et al. 435 201 03/05/2004
CL 7,781,397 08/24/2010 Stern et al. 424 94.62 10/03/2006
CM 7,829,081 11/09/2010 Bookbinder el al. 424 94.62 03/04/2010
CN 7,846,431 12/07/2010 Bookbinder et al. 424 94.62 03/04/2010
CcO 7,871,607 01/18/2011 Bookbinder et al. 424 094.620 02/23/2005
CP 8,105,586 01/31/2012 Bookbindcr ct al. 424 94.3 06/15/2010
cQ 8,187,855 05/29/2012 Baker et al. 435 201 11/09/2010
CR 8,202,517 06/19/2012 Bookbinder et al. 424 094.620 02/20/2009
CS 8,257,699 09/04/2012 Bookbinder et al. 424 094.620 12/15/2011
CT 8,318,154 11/27/2012 Frost et al. 424 094.500 04/28/2009
CU 8,343,487 01/01/2013 Baker et al. 424 094.620 03/13/2012
(8% 8,431,124 04/30/2013 Bookbinder et al. 424 94.62 04/16/2009
Examiner Signature Date Considered
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CwW 8,431,380 04/30/2013 Bookbinder et al. 435 201 02/20/2009
CcX 8,450,470 05/28/2013 Bookbinder et al. 536 023.200 06/03/2009
CY 8.568,713 10/29/2013 Frost et al. 424 094.500 05/18/2012
CZ 8,580,252 11/12/2013 Bookbinder et al. 424 852 07/06/2012
DA 8,765,685 07/01/2014 Bookbinder et al. 514 020.900 05/16/2012
DB 8,772,246 07/08/2014 Bookbinder el al. 435 200 10/18/2012
DC 9,284,543 03/15/2016 Wei et al. 435 201 02/21/2012
DD 9,447,401 09/20/2016 Wei et al. 424 094.62 12/28/2012
DE 9,913,822 03/13/2018 Maneval et al. 435 195 03/15/2013
DF 10,016,491 07/10/2018 Bookbinder et al. 424 94.62 11/09/2015
DG 10,328,130 06/25/2019 Frost et al. 424 094.620 02/22/2012
DH 10,588,983 03/17/2020 Bookbinder et al. 435 069.100 02/23/2018
DI 11,041,149 06/22/2021 Wei et al. 435 069.100 03/19/2020
DJ 11,066,656 07/20/2021 Wei ct al. 435 069.100 06/25/2020
DK 2001/0021763 09/13/2001 Harris 528 75 04/02/2001
DL 2001/0044526 11/22/2001 Shen 530 409 02/21/2001
DM 2001/0046481 11/29/2001 Bentley et al. 424 78.18 04/21/2001
DN 2002/0052430 05/02/2002 Harris et al. 523 406 11/05/2001
DO 2002/0072573 06/13/2002 Bentley et al. 525 409 02/08/2002
DP 2002/0156047 10/24/2002 Zhao 514 58 01/22/2002
DQ 2003/0017108 01/23/2003 Zamora et al. 424 001.490 04/30/2002
DR 2003/0114647 06/19/2003 Harris et al. 530 402 04/10/2002
DS 2003/0143596 07/31/2003 Bentley et al. 435 6 11/07/2002
DT 2003/0158333 08/21/2003 Roberts et al. 530 402 10/09/2002
DU 2003/0220447 11/27/2003 Harris 528 322 12/12/2002
DV 2004/0013637 01/22/2004 Bentley et al. 424 78.17 02/10/2003
DW 2004/0235734 11/25/2004 Bossard et al. 514 12 02/26/2004
DX 2004/0268425 12/30/2004 Bookbinder et al. 800 18 03/05/2004
DY 2005/0054048 03/10/2005 Grasso et al. 424 133.100 07/29/2004
DZ 2005/0114037 05/26/2005 Desjarlais el al. 702 19 09/30/2004
EA 2005/0171328 08/04/2005 Harris 528 322 02/04/2005
EB 2005/0209416 09/22/2005 Harris 525 523 04/22/2005
EC 2005/0260186 11/24/2005 Bookbinder et al. 424 094.610 02/23/2005
ED 2006/0104968 05/18/2006 Bookbinder et al. 424 094.610 09/27/2005
EE 2007/0067855 03/22/2007 Jarvis et al. 800 13 04/28/2006
EF 2007/0189962 08/16/2007 Pastan et al. 424 133.100 04/11/2007
EG 2009/0028829 01/29/2009 Gruskin et al. 424 093.7 05/17/2004
Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
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U.S. Patent Documents
Examiner | Desig. Document Publication Filing Date
Initial ID Number Date Patentee Class | Subclass | If Appropriate
EH 2009/0042785 02/12/2009 Matschiner et al. 514 012 04/28/2008
EI 2009/0123367 05/14/2009 Bookbinder et al. 424 001.490 10/09/2008
EJ 2009/0181032 07/16/2009 Bookbinder at al. 424 141.1 02/20/2009
EK 2009/0214505 08/27/2009 Bookbinder at al. 424 94.1 04/16/2009
EL 2009/0253175 10/08/2009 Bookbinder at al. 435 69.1 06/03/2009
EM 2009/0304665 12/10/2009 Frost et al. 424 94.5 04/28/2009
EN 2009/0305982 12/10/2009 Jensen et al. 435 069.100 06/11/2009
EO 2009/0311237 12/17/2009 Frost 424 094.620 04/14/2009
EP 2010/0003238 01/07/2010 Frost et al. 424 94.62 04/14/2009
EQ 2010/0074885 03/25/2010 Schiff et al. 424 130.100 03/16/2009
ER 2010/0143457 06/10/2010 Wei et al. 424 450 12/09/2009
ES 2010/0172892 07/08/2010 Uvarkina et al. 424 94.62 12/15/2009
ET 2011/0053247 03/03/2011 Baker et al. 435 201 11/09/2010
EU 2011/0066111 03/17/2011 Teschner et al. 514 183 09/16/2010
EV 2011/0152359 06/23/2011 Bookbinder et al. 435 200 12/21/2010
EwW 2012/0020951 01/26/2012 Shepard et al. 424 130.1 07/15/2011
EX 2012/0093770 04/19/2012 Bookbinder et al. 424 094.620 12/15/2011
EY 2012/0148555 06/14/2012 Bookbinder et al. 435 200 12/28/2011
EZ 2012/0171153 07/05/2012 Frost et al. 424 94.62 02/22/2012
FA 2012/0213767 08/23/2012 Wei et al. 424 450 02/21/2012
FB 2012/0251517 10/04/2012 Frost et al. 424 094.500 05/18/2012
FC 2012/0251620 10/04/2012 Bookbinder et al. 424 450 05/16/2012
FD 2012/0294830 11/22/2012 Bookbinder et al. 424 85.2 07/06/2012
FE 2013/0011378 01/10/2013 Yang ct al. 424 094.300 06/15/2012
FF 2013/0022588 01/24/2013 Yang et al. 424 094.300 06/15/2012
FG 2013/0022592 01/24/2013 Vaughn et al. 424 094.620 06/15/2012
FH 2013/0058893 03/07/2013 Bookbinder et al. 435 200 10/18/2012
FI 2013/0071394 03/21/2013 Troyer et al. 435 071.100 09/14/2012
FJ 2013/0101577 04/25/2013 Wei et al. 424 450 02/21/2012
FK 2013/0202583 08/08/2013 Jiang et al. 424 094.620 10/24/2012
FL 2013/0251786 09/26/2013 Lietal 424 094.620 02/19/2013
FM 2013/0302275 11/14/2013 Wei et al. 424 094.620 12/28/2012
FN 2013/0302400 11/14/2013 Maneval et al. 435 195 03/15/2013
FO 2014/0037613 02/06/2014 Bookbinder et al. 424 094.620 09/25/2013
FP 2014/0105824 04/17/2014 Shepard et al. 424 009.200 10/16/2013
FQ 2014/0135682 05/15/2014 Frost et al. 424 094.500 09/24/2013
FR 2014/0199282 07/17/2014 Bookbinder et al. 435 200 02/26/2014
Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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U.S. Patent Documents
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FS 2015/0010529 01/08/2015 Wei 424 94.62 07/03/2014
FT 2016/0362670 12/15/2016 Wei et al. 424 094.620 08/02/2016
FU 2017/0290796 10/12/2017 Maneval et al. 435 195 06/16/2017
FV 2019/0336587 11/07/2019 Frost et al. 424 78.17 05/21/2019
Fw 2020/0255814 08/13/2020 Wei et al. 435 069.100 03/19/2020
FX 2020/0318091 10/08/2020 Wei et al. 424 094.620 06/25/2020
FY 2020/0368330 11/26/2020 Frost et al. 424 078.170 07/16/2020
FZ 2021/0277376 09/09/2021 Wei et al. 424 094.620 05/21/2021
GA 2021/0284985 09/16/2021 Wei et al. 424 094.620 05/21/2021
Foreign Patent Documents or Published Foreign Patent Applications
Examiner | Desig. Publication Country or Translation
Initial ID Document Number Date Patent Office Yes No
GB** CN 102065886A 05/18/11 CN X* (Item GR)
GC** EP 0400472 12/05/90 EP
GD** EP 0822199 09/22/04 EP
GE** EP 1064951 08/22/07 EP
GF#* EP 3130347 09/18/19 EP
GG** EP 3636752 04/15/20 EP
GH** EP 3785701 03/03/21 EP
GI** JP 2007-153797 06/21/07 JP X** (Item IM)
GJ** KR 10-2020-0017538 02/18/20 KR X (Item GG)
GK** WO 1992/16640 10/01/92 WIPO
GL** WO 1994/028024 12/08/94 WIPO
GM** WO 2000/002017 01/13/00 WIPO
GN** WO 2001/087925 11/22/01 WIPO
GO** WO 2002/049673 06/27/02 WIPO
GP** WO 2004/056312 07/08/04 WIPO
GQ** WO 2005/000360 01/06/05 WIPO
GR** WO 2009/128917 10/22/09 WIPO
GS** WO 2009/134380 11/05/09 WIPO
GT WO 2010/077297 07/08/10 WIPO
Examiner Signature Date Considered
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GU** WO 2010/149772 12/29/10 WIPO
GV** WO 2012/136768 10/11/12 WIPO
GW** WO 2012/174478 12/20/12 WIPO
GX e WO 2013/102144 07/04/13 WIPO
GY** WO 2015/003167 01/08/15 WIPO
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QP Embrvology Annual Meeting, June 19-22, 2005, Copenhagen, Denmark. Abstract O-213, 1 page.

Halozyme Therapeutics, Inc., "PEGPH20: The Science & The Strategy," presented at J. P. Morgan

ook
QQ Healthcare Conference on Jan. 7, 2015, Presentation. 81 pages.

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
OQR** | Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Abstract, 2

pages.

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
QS** | Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Poster and
individual panels, 8 pages.

Stelzer, L., "Platforms for Growth: Building a Premier Oncology Biotech," Presented at the

QT Canaccord Genuity 38th Annual Growth Conference on Aug. 09, 2018, 24 pages.
QU Torley, H., "Halozyme Therapeutics, Inc. The next chapter begins: creating value through growth,"
Presented at the 32nd Annual J.P. Morgan Healthcarc Conference January 2014, 26 pagcs.
QU+ Wei et al., “Functions of N-linked glycans on human hyaluronidase PH20,” presented at San Diego
Glvcobiology Symposium 2009. Poster 83 and individual panels, 5 pages.
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Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Matrix Biology 27
(Supplement 1):S41, December 2008, American Society for Matrix Biology (ASMB) Biennial
Meeting, San Diego, CA, (available on-line November 17, 2008), ABSTRACT 132 (corresponding
to poster B4), 2 pages.

Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Presented at American
QX** | Society for Matrix Biology (ASMB) Biennial Meeting, San Diego. CA, December 9, 2008. Poster B4
and individual panels, 5 pages.

Wilson, M.S., “Enhanze Technology — An Enzymatic Drug Delivery System (DDS),” Japanese

s
QY Export Trade Organization, November 2005, Santa Clara, CA. Oral presentation, 22 pages.

News Release, "Halozyme Announces Presentation Of Clinical Data At The American Diabetes
Association 74th Scientific Sessions," Published on 06-15-2014 [online][retrieved on 08-18-2014]
QZ** | Retrieved from the internet: <URL: halozy me.com/Investors/News-Releases/News-Release-
Details/2014/Halozyme-Announces-Presentation-Of-Clinical-Data-At-The-American-Diabetes-
Association-74th-Scientific-Sessions/default.aspx [3 pages].

News Release, Halozyme Therapeutics, Inc "Halozyme Licenses New Enhanze Target For $30
Million Upfront Payment, Future Milestones And Royalties," Published Sept. 14, 2017 [online]
RA** | Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Halozyme-
Licenses-New-Enhanze-Target-For-30-Million-Upfront-Payment-Future-Milestones-And-
Royalties/default.aspx [retrieved on 09-14-17], 3 pages.

News Release, Halozyme Therapeutics, Inc., "Bristol-Myers Squibb and Halozyme Enter Global
Collaboration and License Agreement for ENHANZE Technology," Published Sept. 14, 2017 [online]
RB** | Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Bristol-
Myers-Squibb-and-Halozy me-Enter-Global-Collaboration-and-License-Agreement-for-ENHANZE-
Technology/default.aspx [Retrieved on Sept. 14, 2017], 7 pages.

News Release, "Bristol, Roche tap Halozyme for tech platform," Published September 14, 2017
RC** | [online] Retrieved from:<URL: biopharmadive .com/news/bristol-roche-tap-halozy me-for-tech-
platform/504958/ [retrieved on 09-18-17], 3 pages.

News Article, "Alteogen Inc. to Develop Herceptin Biosimilar for Subcutaneous Injection," Published
on Aug. 23, 2018 [online] Retrieved from: <URL:thebell.co kr/free/Content/Article View.asp?
key=201808220100037100002360 |Original documents retrieved from the internet and English
translation], 4 pages.

RD**

News Article, "[Promising biocompany|] Alteogen Inc. tries to differentiate itself with specialized bio
technology and strategy," Published on Sept. 17, 2018 [online] Retrieved from:
<URL:edaily.co.kr/news/read TnewsId=01105366619341104& mediaCodeNo=257&OulL.nkChk=Y
[Original documents retrieved from the internet and English translation], 4 pages.

RE#*

News Release, Halozyme Therapeutics, Inc., "Halozyme Publication In The Journal Clinical Cancer
Rescarch Highlights New Nonclinical Data Supporting Multiple Effccts Of PEGPH20 On The Tumor
Microenvironment," Published Oct. 04, 2018 [online] Retrieved from:<URL:

halozy me.com/investors/news-releases/news-release-details/2018/Halozy me-Publication-In-The-
Journal-Clinical-Cancer-Research-Highlights-New-Nonclinical-Data-Supporting-Multiple-Effects-
Of-PEGPH20-On-The-Tumor-Microenvironment/default. aspx [retrieved on Oct. 05, 2018], 4 pages.

RF**

News Article, "Alteogen, Inc. challenges (o the ethical drug market by utilizing 'Human
Hyaluronidase'," Published on Oct. 29, 2018 [online| Retrieved from:
<URL:fnnews.com/news/201810290941498520 [Original documents retrieved from the internet and
English translation|, 6 pages.

RG**
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News Article, "Alteogen names bio drug business development expert Arun Swaminathan as new
CBO," Published on Dec. 19, 2018 [online] Retrieved from: <URL :biospectator.com/view/

RH* news_view.php?varAtcld=6825 [Original documents retrieved from the internet and English
translation], 7 pages.
News Article, "Maximizing patient convenience by changing intravenous injection to subcutancous
RT** injection ... Alteogen expects increased exports of the technology this year," Published on Jan. 20,

2019 [online] Retrieved from: <URL:http://news.hankyung.com/article/2019012023 181 [Original
documents retrieved from the internet and English translation], 5 pages.

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces Actions To Focus Strategy On
ENHANZE® Drug Delivery Technology," Published Nov. 04, 2019 [online], Retrieved from: <URL:
RJ** | halozy me.com/investors/news-releases/news-release-details/2019/Halozy me-Announces-Actions-To-
Focus-Strategy-On-ENHANZE-Drug-Delivery-Technology/default.aspx [retrieved on Nov. 11,
2019]. 4 pagcs.

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces HALO-301 Phase 3 Study Fails
To Meet Primary Endpoint," Published Nov. 04, 2019 [online], Retrieved from: <URL:

halozy me.com/investors/news-releases/news-release-details/2019/Halozy me-Announces-HALO-301-
Phase-3-Study -Fails-To-Meet-Primary-Endpoint/default.aspx [retrieved on Nov. 11, 2019], 3 pages.

RK**

News Article, "Alteogen files a PCT application for subcutaneous pharmaceutical composition,"
Published on Mar. 24, 2020 [online], retrieved from <URL:

RL** | medipana.com/news/news_viewer.asp?NewsNum=254556&MainKind=A&NewsKind=5&vCount=1
2&vKind [retrieved on Mar. 26, 2020] [Original documents retrieved from the internet and English
translation], 2 pages.

News Article, "MK biotech publishes an article demonstrating the safety of Alteogen’s human
hyaluronidase (ALT-B4) in germ cells," Published on Apr. 29, 2021 |online], retrieved on Aprl. 29,

RM 2021 from <URL:news.heraldcorp.com/view php?ud=20210429000267 [Original article in Korean
and English translation], 3 pages.

RN#* Invitation to Pay Additional Fees, sent by facsimile Sept. 9, 2013, in connection with International
Patent Application No. PCT/US2012/072182, 6 pages.

RO* International Search Report and Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 18 pages.

Rp*+ Response, dated March 17, 2014, to Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 94 pages.

RQ** Second Written Opinion, mailed May 21, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 8 pages.

RR## Response, dated July 21, 2014, to second Written Opinion, mailed May 21, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 72 pages.

RS#* Second Written Opinion, mailed July 30, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 9 pages.

RT#* Response, dated Sept. 1, 2014, to second Written Opinion, mailed July 30, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 73 pages

RU** International Preliminary Report on Patentability, mailed Sept. 12, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 11 pages.

Ry * Office Action, mailed November 2, 2015, in connection with U.S. Patent Application Serial No.
13/694,731, 14 pages.

R Response, filed April 20, 2016, to Office Action, mailed November 2, 2015, in connection with U.S.
Patent Application Serial No. 13/694.731, 43 pages.
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Notice of Allowance, mailed May 20, 2016, in connection with U.S. Patent Application Serial No.

fesk

RX 13/694,731, 16 pages.

RY * Office Action, issued May 15, 2019, in connection with U.S. Patent Application No. 15/226,489, 16
pages.

RZ#* Response, filed Oct. 15, 2019, to Office Action, issued May 15, 2019, in connection with U.S. Patent
Application No. 15/226.489, 30 pages.

GA®H Office Action, issued Jan. 23, 2020, in connection with U.S. Patent Application No. 15/226,489, 19
pages.

QR#* Response, filed Apr. 24, 2020, to Office Action, issued Jan. 23, 2020, in connection with U.S. Patent
Application No. 15/226,489, 25 pages.

SCH* Notice of Allowance, issued Jul. 16, 2020, in connection with U.S. Patent Application No.
15/226,489, 13 pages.

gD Office Action, issued Oct. 27, 2020, in connection with U.S. Patent Application No. 16/824,572, 9
pages.

SR Response, filed Jan. 27, 2021, to Office Action, issued Oct. 27, 2020, in connection with U.S. Patent

Application Serial No. 16/824,572, 23 pages.

Notice of Allowance, mailed Feb. 18, 2021, and Examiner-Initiated Interview Summary, summarizing
SF#* | the interview held on Feb. 10, 2021, issued in connection with U.S. Patent Application Serial No.
16/824,572, 10 pages.

Non-final Office Action, issued Dec. 09, 2020, in connection with U.S. Patent Application No.

SG** 16/912.590, 12 pages.
QR Response, filed Mar. 17, 2021, to Non-final Office Action, issued Dec. 09, 2020 in connection with
U.S. Patent Application No. 16/912,590, 24 pages.
g Notice of Allowance, issued Apr. 14, 2021, and Examiner-Initiated Interview Summary, of interview
conducted Apr. 08, 2021, in connection with U.S. Patent Application No. 16/912,590, 10 pages.
STk Examination Report, issued Jan. 13, 2017, in connection with Australian Patent Application No.
2012362141, 3 pages.
QK ** Response, filed Aug. 14, 2017, to Examination Report, issued Jan. 13, 2017, in connection with
Australian Patent Application No. 2012362141, 43 pages.
QL** Notice of Acceptance, dated Sept. 11, 2017, issued in connection with Australian Patent Application
No. 2012362141, 3 pages.
SM* Office Action (claims deemed allowable), dated Oct. 19, 2018, issued in connection with Australian
Patent Application No. 2017245352, 7 pages.
SN Notice of Acceplance, issued Jul. 17, 2019, in connection with Australian Patent Application No.

2017245352, 3 pages.

Preliminary Office Action, issued April 14, 2021, in connection with Brazilian Patent Application No.
SO** | BR112014016195-0 [Machinc gencerated English translation and Office Action as issucd in
Portuguese|, 11 pages.

Response, filed Jul. 26, 2021, to Preliminary Office Action, published April 27, 2021, in connection
SP** | with Brazilian Patent Application No. BR112014016195-0 [English instructions for Response and
Response as filed in Portuguese], 111 pages.

Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian
SQ** | Patent Application No. BR 112014016195-0 [Machine generated English translation and Office
Action as issued in Portuguese], 10 pages.
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Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,
SR*#* | 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English instructions
for Response and Response as filed in Portuguese], 57 pages.

Office Action, dated November 10, 2022 and published on Dec. 06, 2022, in connection with
SS Brazilian Patent Application No. BR 112014016195-0 [Machine generated English translation and
Office Action as issued in Portuguese], 6 pages.

Response, filed February 06, 2023, to Office Action, dated November 10, 2022 and published on Dec.
ST 06, 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English
instructions for Response and Response as-filed in Portuguese], 33 pages.

Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian
SU#** | Patent Application No. BR 122021016549-1 [Machine generated English translation and Office
Action as issued in Portuguese], 8 pages.

Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,
SV#% | 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions
for Response and Response as filed in Portuguese]. 101 pages.

Office Action, dated Nov. 11, 2022 and published on Dec. 06, 2022, in connection with Brazilian
SW Patent Application No. BR 122021016549-1 [Machine generated English translation and Office
Action as issued in Portuguese], 8 pages.

Response, filed March 06, 2023, to Office Action, dated Nov. 11, 2022 and published on Dec. 06,
SX 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions
for Response and Response as filed in Portuguese], 170 pages.

Examiner's Report, issued March 1, 2016, in connection with Canadian Patent Application No.

SY* 1 1861919, 7 pages.

Qi Response, filed July 14, 2016, to Examiner's Report, issued March 1, 2016, in connection with
Canadian Patent Application No. 2861919, 37 pages.

TA* Examiner's Report, issued Jan. 24, 2017, in connection with Canadian Patent Application No.
2861919, 4 pages.

TR#* Response, filed July 24, 2017, to Examiner's Report, issued Jan. 24, 2017, in connection with
Canadian Patent Application No. 2861919, 26 pages.

TC#x Examiner's Report, issued Jan. 23, 2018, in connection with Canadian Patent Application No.
2861919, 4 pages.

p#+ | Response, filed Jun. 21, 2018, to Examiner's Report, dated Jan. 23, 2018, issued in connection with
Canadian Patent Application No. 2861919, 39 pages.

TE#** Noticc of Allowance, dated Dec. 12, 2018, issucd in conncction with Canadian Patent Application No.
2861919, 1 page.

TF#* Office Action, issued May 25, 2015, in connection with Chinese Patent Application No.

201280070954.9 [English language translation and original document in Chinese], 7 pages.

Response, filed Oct. 9, 2015, to Office Action, issued May 25, 20135, in connection with Chinese
TG** | Patent Application No. 201280070954.9 [English instructions and document as filed in Chinese], 37
pages.

Office Action, issued Feb. 3, 2016, in connection with Chinese Patent Application No.

sk
TH 201280070954.9 [English language translation and original document in Chinese], 6 pages.

Response, filed June 20, 2016, to Office Action, issued Feb. 3, 2016, in connection with Chinese
TI** | Patent Application No. 201280070954.9 | English language instructions, document as filed in Chinese
and claims, as filed, in English], 58 pages.
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Tr*x Office Action, issued Oct. 17, 2016, in connection with Chinese Patent Application No.
201280070954.9 [English language translation and original document in Chinese], 4 pages.

Response, filed Dec. 27, 2016, to Office Action, issued Oct. 17, 2016, in connection with Chinese
TK** | Patent Application No. 2012800709549 [English language instructions and document as-filed in
Chinese], 18 pages.

Letter, dated March 15, 2017, reporting Telephonic Interview with Examiner in connection with

et
T Chinese Patent Application No. 201280070954.9, 1 page.

Response, filed Mar. 23, 2017 to Telephonic Interview with Examiner in connection with Chinese
TM** | Patent Application No. 201280070954.9 [English translation of pending claims and original document
as filed in Chinese], 10 pages.

Notice of Granting Patent Right for Invention, issued April 28, 2017, in connection with Chinese
TN#** | Patent Application No. 201280070954.9 [English translation and original document in Chinese], 4

pages.

Notice of Allowance, dated Dec. 7, 2017, issued in connection with Eurasian Patent Application No.

O™ 201400772 [English letter and original document in Russian], 2 pages.

TP Communication Pursuant to Rulc 71(3) (Intcntion to Grant), issucd April 22, 2016, in conncction with
European Patent Application No. 12816624.6, 5 pages.

TQ#* Extended European Search Report, dated Jan. 12, 2017, issued in connection with European Patent
Application No. 16189970.3, 11 pages.

TR** Response, filed Aug. 15, 2017, to Extended European Search Report, dated Jan. 12, 2017, issued in
connection with European Patent Application No. 16189970.3, 55 pages.

TSk Examination Report, dated Sept. 14, 2017, issued in connection with European Patent Application No.
16189970.3, 3 pages.

T+« | Response, dated Oct. 13, 2017, to Examination Report, dated Sept. 14, 2017, issued in connection
with European Patent Application No. 16189970.3. 19 pages.

TU # Communication Pursuant to Article 94(3) EPC (claims dcecmed allowablc), dated Feb. 26, 2018,

issued in connection with European Patent Application No. 16189970.3, 3 pages.

Response, filed Sept. 10, 2018, to Communication Pursuant to Article 94(3) EPC (claims deemed
TV** | allowable), issued Feb. 26, 2018, issued in connection with European Patent Application No.
16189970.3, 821 pages.

Communication Pursuant to Article 71(3) EPC (Intention to Grant), dated Apr. 08, 2019, issued in

Twe connection with European Patent Application No. 16189970.3, 7 pages.

T+ Decision to Grant, issued Aug. 22, 2019, in connection with European Patent Application No.
16189970.3, 2 pages.

Ty Examination Report, issued Dec. 4, 2018, in connection with Indian Patent Application No.
6272/DELNP/2014, 6 pages.

TZ % Response, filed Sept. 04, 2019, to Examination Report, issued Dec. 4, 2018, in connection with Indian
Patent Application No. 6272/DELNP/2014, 79 pages.

UAs* Hearing Notice, issued Jun. 17, 2020, in connection with Indian Patent Application No.
6272/DELNP/2014, 2 pages.

UB** Written Submissions, filed Oct. 09, 2020, responsive to Hearing Notice, issued Aug. 10, 2020, in
connection with Indian Patent Application No. 6272/DELNP/2014, 27 pages.

UCH* Amended claims and abstract, filed Nov. 19, 2020, responsive (o Examiner request, in connectlion
with Indian Patent Application No. 6272/DELNP/2014, 22 pages.

UD** Certificate of Grant, issued Dec. 28, 2020, in connection with Indian Patent Application No.
6272/DELNP/2014, 1 page.
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Examination Report, issued Aug. 29, 2022, in connection with Indian Patent Application No.

3

UE** 201918041329, 7 pages.

UF** Office Action, dated August 3, 2016, in connection with Israeli Patent Application No. 233192
[English language translation], 3 pages.

UGH Response, filed Jan. 3, 2017, to Office Action, dated August 3, 2016, in connection with Israeli Patent
Application No. 233192 [English language translation], 32 pages.

UH* Office Action, dated Nov. 20, 2017, issued in connection with Isracli Patent Application No. 233192
|English language translation|, 2 pages.

Ure+ | Response, filed May 21, 2018, to Office Action, dated Nov. 20, 2017, issued in connection with

Israeli Patent Application No. 233192 [English language translation], 22 pages.

Office Action (claims deemed allowable), dated Feb. 20, 2019, issued in connection with Israeli
UJ** | Patent Application No. 233192 [English letter reporting Office Action and original document in
Hebrew], 5 pages.

Certificate of Grant, issued Oct. 01, 2020, in connection with Israeli Patent Application No. 233192, 3
pages.

UK*+

Notification Prior to Acceptance, dated Dec. 14, 2020, issued in connection with Israeli Patent
UL** | Application No. 274798 [English rcporting Ictter; original document as issucd in Hebrew; and English
translation of allowed claims], 10 pages.

Official Action, issued on Aug. 11, 2021, in connection with Isracli Patent Application No. 280949

UM [English translation and original document as issued in Hebrew]. 6 pages.

UN#** Response, filed Dec. 05, 2021, to Official Action, issued on Aug. 11, 2021, in connection with Israeli
Patent Application No. 280949, 11 pages.

VO Notification Prior to Acceptance, issued Aug. 22, 2022, in connection with Israeli Patent Application
No. 280949 [Reporting letter in English and Notification as issued in Hebrew], 6 pages.

Up#* Official Action, issued Jan. 19, 2016, in connection with Japanese Patent Application No. 2014-

550526 [English translation and original documcnt in Japancsc], 8 pagces.

Response, filed July 15, 2016, to Official Action, issued January 19, 2016, in connection with
UQ** | Japanese Patent Application No. 2014-550526 [English instructions and document as filed in
Japanese]. 138 pages.

Decision to Grant, issued November 22, 2016, in connection with Japanese Patent Application No.

2014-550526 [Letter reporting decision to grant and original document in Japanese], 5 pages.
s Office Action, issued Dec 12, 2017, in connection with Japanese Patent Application No. 2016-247708

[English translation and original document in Japanese], 6 pages.

Response, filed May 22, 2018, to Office Action, issued Dec. 12, 2017, in connection with Japanese
UT** | Patent Application No. 2016-247708 [English instructions with amended claims, documents as filed
in Japanese and English translation of claims as-filed]. 90 pages.(3087BJP)

Decision to Grant, issued Sept. 18, 2018, in connection with Japanese Patent Application No. 2016-

ek
uu 247708 [English reporting letter and original document in Japanese], 4 pages.

Office Action, dated May 25, 2018, in connection with Mexican Patent Application No.

sk
uv MX/a/2014/007966 [English translation and original document in Spanish], 6 pages.

Response, filed Oct. 10, 2018, to Office Action, dated May 25, 2018, in connection with Mexican
UW#* | Patent Application No. MX/a/2014/007966 [English instructions and document as-filed in Spanish],
13 pages.

Notice of Allowance, issued Oct. 18, 2018, in connection with Mexican Patent Application No.

ook
Ux MX/a/2014/007966 [English reporting letter and original document in Spanish], 4 pages.
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Singapore Patent Application No. 11201403714T, 8 pages.
VI # Certificate of Grant, dated Oct. 3, 2018, in connection with Singapore Patent Application No.
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VM Search Report and Written Opinion, issued Oct. 20, 2017, in connection with Singapore Patent
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Examination Report, dated Aug. 06, 2018, and Notice of Eligibility for Grant, dated Aug. 07, 2018,

Vo issued in connection with Singapore Patent Application No. 10201604470T, 6 pages.

VPt English translation of Official Action, issued Mar. 20, 2020, in connection with Korean Application
No. 10-2020-7002955, 6 pages.

VQ#+ English Translation of International Search Report and Written Opinion, issued Oct. 29, 2019, in

connection with International application No. PCT/KR2019/0092135, 10 pages.
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PE2E SEARCH - Search History (Prior Art)

Ref # Hits [Search Query DBs Default Plurals British Time Stamp
Operator Equivalents
L1 177 C12N9/2474.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:41 PM
L2 201200 A61P35/00.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:42 PM
L3 37518 A61K9/0019.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:42 PM
L4 5108 A61K38/28.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:42 PM
L5 3445 AB61K38/47.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:42 PM
L6 104356 AB61K45/06.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:43 PM
L7 20876 A61K47/10.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:43 PM
L8 19375 C07K14/47.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:43 PM
L9 2749 C12Q1/34.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:44 PM
L10 395 C12Y302/01035.CPC. [(US-PGPUB; USPAT) [OR ON ON 2024/02/02
02:44 PM
L11 51269 Y02A50/30.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:44 PM
L12 81483 AB61K38/00.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:45 PM
L13 14088 C07K2319/30.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:45 PM
L14 65 G01N2333/926.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:45 PM
L15 78 G01N2333/928.CPC. (US-PGPUB; USPAT) |OR ON ON 2024/02/02
02:45 PM
L16 1594 L1 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
USOCR; FIT (AU, AP, 02:49 PM
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, Fl, FR, GB,
HR, HU, ID, IE, IL, IS,
IT,JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)
L17 1768127 L2 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
04/18/2024 04:29:09 PM Page 1 of 6
Workspace: 18068418 cpc CM
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L18 280370

L19 36146

L20 24207

L3

L4

L5

USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,

OR

OR

OR

ON

ON

ON

ON

ON

ON

02:49 PM

2024/02/02
02:49 PM

2024/02/02
02:49 PM

2024/02/02
02:49 PM

04/18/2024 04:29:09 PM Page 2 of 6
Workspace: 18068418 cpc CM
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L21

L22

L23

L24

722177

169938

126070

20002

L6

L7

L8

L9

NZ, PH, PL, PT, RO,
RS, SE, SG, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA,CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, Sl, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

ON

ON

2024/02/02
02:49 PM

2024/02/02
02:49 PM

2024/02/02
02:49 PM

2024/02/02
02:49 PM

04/18/2024 04:29:09 PM Page 3 of 6
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AT, BE, BG, BR, BY,
CA,CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;

IBM_TDB)
L25 2691 L10 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
USOCR; FIT (AU, AP, 02:50 PM

AT, BE, BG, BR, BY,
CA,CH,CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;

IBM_TDB)
L26 508581 L11 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
USOCR; FIT (AU, AP, 02:50 PM

AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;

IBM_TDB)
L27 634584 L12 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
USOCR; FIT (AU, AP, 02:50 PM

AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
04/18/2024 04:29:09 PM Page 4 of 6
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L28 87091

L29 356

L30 424

L31 906

L13

L14

L15

L1 AND L2

RS, SE, SG, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
Cz, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO:
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

ON

ON

2024/02/02
02:50 PM

2024/02/02
02:50 PM

2024/02/02
02:50 PM

2024/02/02
02:50 PM

04/18/2024 04:29:09 PM Page 5 of 6
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CA,CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;

IBM_TDB)
L32 336 L1 AND L3 (US-PGPUB; USPAT; |OR ON ON 2024/02/02
USOCR; FIT (AU, AP, 02:50 PM

AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

PE2E SEARCH - Search History (Interference)

There are no Interference searches to show.
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PE2E SEARCH - Search History (Prior Art)

Ref # Hits [Search Query DBs Default Plurals British Time Stamp
Operator Equivalents
L1 3740 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT) |OR ON ON 2024/02/03
OR HYA1 OR HYAL1 03:41 PM
OR HYAL3 OR HYALS
OR PH-20 OR PH20
OR SPAG15 OR
"sperm adhesion
molecule 1")
L2 14861 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; |OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:41 PM
OR HYAL3 OR HYALS (AT, BE, BG, BR, BY,
OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
"sperm adhesion EE, EP, ES, FI, FR, GB,
molecule 1") HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)
L3 18888646 |(SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; |[OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:41 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,
OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm adhesion EE, EP, ES, FI, FR, GB,
molecule 1)) HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)
L4 14691 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:42 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,
OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion |EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
04/19/2024 09:15:43 AM Page 1 of 9
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(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYALS5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYALS5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase
AND "309"

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase
AND "position 309"

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20

TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, 8G, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

ON

ON

2024/02/03
03:42 PM

2024/02/03
03:46 PM

2024/02/03
03:46 PM

2024/02/03
03:50 PM

L5 9369

L6 2585

L7 91

L8 7278
04/19/2024 09:15:43 AM
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OR SPAG15 OR CZ, DD, DE, DK, EA,

(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,

ADJ molecule ADJ 1)) [HR, HU, ID, IE, IL, IS,

AND hyaluronidase IT,JP, KR, LT, LU, LV,

AND insertion MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

L9 8855 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:51 PM
OR HYAL3 OR HYALS5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA,CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

L10 7638 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:55 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) AND RS, SE, SG, SI, SK,
(stability OR ressitance |TH, TN, TR, TW, UA,
AND denaturing) VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

L11 7638 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 03:57 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) AND RS, SE, SG, SlI, SK,
(stability OR ressitance |TH, TN, TR, TW, UA,
04/19/2024 09:15:43 AM Page 3 of 9
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AND denaturing) AND
(arginine OR N)

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase
AND (insertion OR
deletion OR
modification OR
replacement) AND
(stability OR ressitance
AND denaturing) AND
(arginine OR N) AND
"increased
hyaluronidase acitivity"

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase
AND (insertion OR
deletion OR
modification OR
replacement) AND
(stability OR ressitance
AND denaturing) AND
(arginine OR N) AND
increaesd

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20
OR SPAG15 OR
(sperm ADJ adhesion
ADJ molecule ADJ 1))
AND hyaluronidase
AND (insertion OR
deletion OR
modification OR
replacement) AND
(stability OR ressitance
AND denaturing) AND
(arginine OR N) AND
increased

(SPAM1 OR HEL-S-96n
OR HYA1 OR HYAL1
OR HYAL3 OR HYAL5
OR PH-20 OR PH20

VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA,CH,CN, CSs, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, 8G, 8I, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,;
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

ON

ON

2024/02/03
03:58 PM

2024/02/03
03:58 PM

2024/02/03
03:58 PM

2024/02/03
04:00 PM

L12 1

L13 0

L14 7424

L15 6739
04/19/2024 09:15:43 AM
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OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) [HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) AND RS, SE, SG, 8lI, SK,
(stability OR ressitance |TH, TN, TR, TW, UA,
AND denaturing) AND [VN); FPRS; EPO;
(arginine OR N) AND JPO; DERWENT;
increased AND IBM_TDB)
glycoprotein

L16 5960 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYALA1 USOCR; FIT (AU, AP, 04:00 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) AND RS, SE, SG, SlI, SK,
(stability OR ressitance |TH, TN, TR, TW, UA,
AND denaturing) AND [VN); FPRS; EPO;
(arginine OR N) AND JPO; DERWENT;
increased AND IBM_TDB)
glycoprotein AND

glycosylation

L17 4146 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 04:01 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, OA, RU, SU, WO,
deletion OR MC, MD, MY, NL, NO,
modification OR NZ, PH, PL, PT, RO,
replacement) AND RS, SE, SG, 8lI, SK,
(stability OR ressitance |TH, TN, TR, TW, UA,
AND denaturing) AND [VN); FPRS; EPO;
(arginine OR N) AND JPO; DERWENT;
increased AND IBM_TDB)
glycoprotein AND

glycosylation AND

"pharmaceutical

composition”

L18 585 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AU, AP, 04:01 PM
OR HYAL3 OR HYAL5 |AT, BE, BG, BR, BY,

OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
04/19/2024 09:15:43 AM Page 5 of 9
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L19 41

ADJ molecule ADJ 1))
AND hyaluronidase
AND (insertion OR
deletion OR
modification OR
replacement) AND
(stability OR ressitance
AND denaturing) AND
(arginine OR N) AND
increased AND
glycoprotein AND
glycosylation AND
"pharmaceutical
composition" AND
"heterologous signal
sequence"

(Artificial Intelligence)
Similar to:

17/327,586 with 0 CPC
Selections and 0 Text
Selections

Text:

(US-9447401-B2 OR
AU-2012362141-A1 OR
AU-2012362141-B2 OR
MX-2014007966-A OR
NZ-626126-A OR EP-
2797622-B1 OR CA-
2861919-C OR US-
20130302275-A1 OR
US-20140178330-A9
OR EP-2797622-A2 OR
DK-2797622-T3 OR
NZ-626126-B2 OR ES-
2609582-T3 OR JP-
2017112999-A OR WO-
2013102144-A2 OR
EP-3130347-B1 OR
US-20160362670-A1
OR EP-3130347-A1 OR
AU-2017245352-A1 OR
US-10865400-B2 OR
1L-298330-A OR CA-
2861919-A1 OR ES-
2749620-T3 OR JP-
2015504666-A OR IL-
280949-B2 OR JP-
6067746-B2 OR NZ-
720075-A OR NzZ-
720075-B2 OR US-
11041149-B2 OR AU-
2017245352-B2 OR
US-11066656-B2 OR
CN-104244968-B OR
JP-6422933-B2 OR US-
20200255814-A1 OR
US-20210284985-A1

HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN); FPRS; EPO:
JPO; DERWENT;
IBM_TDB)

(US-PGPUB; USPAT,
USOCR; FIT (AU, AP,
AT, BE, BG, BR, BY,
CA, CH, CN, CS, CU,
CZ, DD, DE, DK, EA,
EE, EP, ES, FI, FR, GB,
HR, HU, ID, IE, IL, IS,
IT, JP, KR, LT, LU, LV,
MA, OA, RU, SU, WO,
MC, MD, MY, NL, NO,
NZ, PH, PL, PT, RO,
RS, SE, SG, SI, SK,
TH, TN, TR, TW, UA,
VN))

OR

ON

ON

2024/02/03
04:09 PM

04/19/2024 09:15:43 AM
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OR US-20200318091-
A1 OR US-
20210277376-A1 OR
BR-112014016195-A2
OR CN-104244968-A
OR EA-030252-B1 OR
US-20230295593-A1
OR US-20230357739-
A1 OR US-
20230250409-A1 OR
US-20230295592-A1
OR US-20230151346-
A1 OR US-
20230287381-A1 OR
US-20230212547-A1
OR HR-P20192249-T1
OR WO-2015003167-
A1 OR US-
20150010529-A1).did.

L20 578 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; |OR ON ON 2024/02/03
OR HYA1 OR HYAL1 USOCR; FIT (AP, AT, 04:24 PM
OR HYAL3 OR HYAL5 |AU, BE, BG, BR, BY,
OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT, JP, KR, LT, LU, LV,
AND (insertion OR MA, MC, MD, MY, NL,
deletion OR NO, NZ, OA, PH, PL,
modification OR PT, RO, RS, RU, SE,
replacement) AND SG, SI, SK, SU, TH,
(stability OR ressitance | TN, TR, TW, UA, VN,
AND denaturing) AND |WO); FPRS; EPO;
(arginine OR N) AND JPO; DERWENT;
increased AND IBM_TDB)
glycoprotein AND
glycosylation AND
"pharmaceutical
composition" AND
"heterologous signal
sequence" AND
antibody

L21 138 L18 AND proline (US-PGPUB; USPAT) |OR ON ON 2024/02/08

04:06 PM

L22 41 (Artificial Intelligence) |(US-PGPUB; USPAT; [OR ON ON 2024/04/18

Similar to: USOCR; FIT (AU, AP, 04:39 PM
18/068,418 with 0 CPC |AT, BE, BG, BR, BY,
Selections and 0 Text |CA, CH, CN, CS, CU,
Selections CZ, DD, DE, DK, EA,
Text: EE, EP, ES, FI, FR, GB,
(DK-2797622-T3 OR HR, HU, ID, IE, IL, IS,
EP-2797622-B1 OR IT, JP, KR, LT, LU, LV,
AU-2012362141-A1 OR [MA, OA, RU, SU, WO,
EP-2797622-A2 OR MC, MD, MY, NL, NO,
AU-2012362141-B2 OR [NZ, PH, PL, PT, RO,
US-9447401-B2 OR RS, SE, SG, SI, SK,
MX-2014007966-A OR [TH, TN, TR, TW, UA,
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Workspace: 18068418 keyword

CM

Petitioner Merck, Ex. 1002, p. 536




NZ-626126-A OR WO-
2013102144-A2 OR IL-
298330-A OR CA-
2861919-C OR JP-
2017112999-A OR IL-
280949-B2 OR NZ-
626126-B2 OR CA-
2861919-A1 OR US-
20140178330-A9 OR
US-20130302275-A1
OR ES-2609582-T3 OR
EP-3130347-B1 OR
EP-3130347-A1 OR
US-20160362670-A1
OR AU-2017245352-A1
OR US-10865400-B2
OR ES-2749620-T3 OR
US-11041149-B2 OR
US-20240002825-A1
OR US-20240026327-
A1 OR JP-2015504666-
A OR NZ-720075-A OR
US-11066656-B2 OR
NZ-720075-B2 OR JP-
6422933-B2 OR US-
20200255814-A1 OR
AU-2017245352-B2 OR
US-20210284985-A1
OR US-20210277376-
A1 OR US-
20200318091-A1 OR
JP-6067746-B2 OR
CN-104244968-B OR
BR-112014016195-A2
OR US-20240002826-
A1 OR US-
20240026328-A1 OR
US-20240011008-A1
OR CN-104244968-A
OR US-20230295593-
A1 OR US-
20230357739-A1 OR
US-20230250409-A1
OR US-20230287381-
A1 OR US-
20230295592-A1 OR
US-20230151346-
A1).did.

VN))

L23 230 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; [OR ON ON 2024/04/19
OR HYA1 OR HYAL1 USOCR; FIT (AP, AT, 09:03 AM
OR HYAL3 OR HYAL5 |AU, BE, BG, BR, BY,
OR PH-20 OR PH20 CA,CH, CN, CSs, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) |[HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT,JP, KR, LT, LU, LV,
AND (insertion OR MA, MC, MD, MY, NL,
04/19/2024 09:15:43 AM Page 8 of 9
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deletion OR
modification OR
replacement) AND
(stability OR ressitance
AND denaturing) AND
(arginine OR N) AND
increased AND
glycoprotein AND
glycosylation AND
"pharmaceutical
composition" AND
"heterologous signal
sequence" AND
antibody AND "324"

NO, NZ, OA, PH, PL,
PT, RO, RS, RU, SE,
SG, 8l, 8K, SU, TH,
TN, TR, TW, UA, VN,
WO); FPRS; EPO;
JPO; DERWENT;
IBM_TDB)

L24 230 (SPAM1 OR HEL-S-96n|(US-PGPUB; USPAT; |OR ON ON 2024/04/19
OR HYA1 OR HYAL1 |USOCR; FIT (AP, AT, 09:05 AM
OR HYAL3 OR HYAL5 |AU, BE, BG, BR, BY,
OR PH-20 OR PH20 CA, CH, CN, CS, CU,
OR SPAG15 OR CZ, DD, DE, DK, EA,
(sperm ADJ adhesion EE, EP, ES, FI, FR, GB,
ADJ molecule ADJ 1)) [HR, HU, ID, IE, IL, IS,
AND hyaluronidase IT, JP, KR, LT, LU, LV,
AND (insertion OR MA, MC, MD, MY, NL,
deletion OR NO, NZ, OA, PH, PL,
modification OR PT, RO, RS, RU, SE,
replacement) AND SG, SI, SK, SU, TH,
(stability OR ressitance | TN, TR, TW, UA, VN,
AND denaturing) AND [WO); FPRS; EPO;
increased AND JPO; DERWENT;
glycoprotein AND IBM_TDB)
glycosylation AND
"pharmaceutical
composition" AND
"heterologous signal
sequence" AND
antibody AND "324"
PE2E SEARCH - Search History (Interference)
There are no Interference searches to show.
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Dear Applicant,

United States Patent and Trademarl Office

Office of the Commissioner for Patents

You recently received an Office action from your examiner, Review of your patent application is under way! You con continge fo
advertise or mark any products covered by your application for your invention as “Patent Pending” for as long as this application is
pending, This letter provides information about how fo continue through the patent application process and the help available to you

on your journey.

Where are you in the patent application process? Your
patent application is now in step 3, Application Prosecution
(www.uspto gov/iilityPateniGuide. ) Though the Office action

5

includes a “rejection,

that does not mean that you don't have
a gond idea you can patent. It means vour exarniner beligves
your application is not yet ready for allowance.

Ready o raspond? Responding to the Office action is vour
opportunity to address the issueas raised by your examiner,
Responses must ba timely, complets, and in writing. In your
response, you may want to consider amending vour application
www.usnto.gov/eatents/maintain/rasponding-office-actions).

We provide Pro Se Assistance, support spacifically geared for
indapendant inventors without an agent or attorney. Visit
www.uspio.gov/ProSePatents for a consolidated list of
resources, including a sample amendment format. Full
description of amendment formatting can be found at

www.uspio.coviweb/offices/pac/mpep/s7id. miml. Call us at
17
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Have questions about the Office action? Contact your
examinar! A conversation with your examiner (called an
“interview”) may help clarify and resclve any issues and
possibly identify what you can patent. While an interview does
not stop the clock for your of

response or substitute for a
response, there is no fee for an interview. To schedule a call or
video, you can:
1. use the USPTC's Automated Interview Reguest (AIRY
form (www.uspto.zov/patents/uspto-automated-
interview-request-air-form);

N2

' file the Applicant initiated interview Request form
(PTOL-413A) ( pio.gov/st es/
documents/PTCLAIZA ) or

3. contact your exarminer directly via telephone (contact

information is provided at the end of your Office action).

Need help near you? We have regional offices across the
country (www.uspto.gov/ocations), as well as Patent and

Tradernark Resource Centers in Hibraries in nearly every state
{www.uspto.gov/plre), with specialists standing by to help you
al no cost.

Become a registered electronic filer (registered efiler). As a
registerad efiler, you can electronically view your submission,
track progress of your application, and respond to USPTO
correspondence. (www.uspto.gov/NewPatenibilers)

Contact us
*  General information: USPTO Contact Canter —
800-786-216G « TTY/TDD 8D00-877-8339 =
www.usgto.gov/help

o Palent Center: Patent Electronic Business Center
www.uspto.gov/EBC

* inveniors Assistance Center

Want to learn more?

*  HMear about resources for startups, inventors, and
entrepreneurs, as well as our initistives engaging women,
the military community, and others. These programs offer

helpful tips and tricks on identifving and managing your i

r network to

finding options for funding, and expanding you
suppaort your business,

- www.uspto.gov/startups

- www.uspto.gov/inventors

* Access our fres servicas all in one spet. Find all of our
contact centers, nationwide services, evenis, education
and training, (www.uspto.go

o Connect with us on instagram, Linkedin, Twitler, Facebook,
and YouTube.

* Hear about the great things we are doing by subseribing at
www uspiogoy/subscribe.

Yaishali Udupa
Commissioner for Patents
United States Patent and Trademark Office
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Under the Paperwork Reduction Act of 1995, no persons are req

ired to respond to a collection of informa

PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

tion unless it displays a

valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 181068418 1271972022 (7o be Mailed
ENTITY: LARGE (JsmALL [JmicrO
APPLICATION AS FILED - PART |
(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
() Basic FEE N/A N/A N/A
(37 CFR 1.16(a), (b), or ()
(L) SEARCH FEE
(37 CFR 1.16(K), (i), or (m)) N/A N/A N/A
(L) EXAMINATION FEE
(37 CFR 1.16(0), (p). or (q)) N/A NIA N/A
TOTAL CLAIMS . *
(37 GFR 1.16())) minus 20 = x 5100 -
INDEPENDENT CLAIMS . R
(37 CFR 1.16(h)) minus 3 = x $480 -
If the specification and drawings exceed 100 sheets
of paper, the application size fee due is $310 ($155
D‘SF;F;"?:‘E(CS))’\; SIZE FEE (37 for small entity) for each additional 50 sheets or
: fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
(CJ MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j))
“ If the difference in column 1 is less than zero, enter "0" in column 2. TOTAL
APPLICATION AS AMENDED - PART I
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
- 05/21/2024 QE%AF'{N'NG gggﬁ%ﬁsw PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
Total * ; *% - _
E (393:'21‘@)) 35 Minus 35 =0 x $100 = 0
| R i | 3 -0 + 3480 0
< J Application Size Fee (37 CFR 1.16(s))
D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR
1.16())
TOTAL ADD'L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REX'F/?E'":{NG PRNEL\J/hllIOBESRLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
L | Total * ; *x = -
s (393:'21‘@)) Minus = X $ 0 -
o ;
2y | - £ 30 -
s 0 Application Size Fee (37 CFR 1.16(s))
< [:] FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR
1.16()
TOTAL ADD'L FEE

* If the entry in column 1 is less than the entry in column 2, write "0" in column 3.

LIE

** If the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20".

/CAROLYN E THOMAS/

*** If the "Highest Number Previously Paid For" IN THIS SPACE is less than 3, enter "3".

The "Highest Number Previously Paid For" (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. 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, 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.

If you need assistance in completing the form, call 1-800-PT0O-9199 and select option 2.
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PATENT
Attorney Docket 063995-5105-US10

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of Ge Wei et al.
Confirmation No. 5769
U.S. Application No. 18/068,418
Group Art Unit: 1656
Filing Date: 12/19/2022
Examiner: Ciara McKnight

— — e —

For: PH20 Polypeptide Variants, Formulations
and Uses Thereof

AMENDMENT UNDER 37 C.F.R. §1.111

In response to the Non-Final Office Action dated 05/01/2024, having a three-month
shortened statutory period for response set to expire 08/01/2024, Applicant requests entry of the
following amendments and remarks in the above patent application. To the extent necessary, a
petition for an extension of time under 37 C.F.R. § 1.136 is hereby made. Please charge any shortage
in fees due in connection with the filing of this paper, including extension of time fees, to Deposit
Account 50-0310 and please credit any excess fees to such deposit account.

Listing of the Claims begins on page 2.

Remarks begin on page 6.

Conclusion is on page 7.
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LISTING OF THE CLAIMS

This version of the claims will replace all previous versions.
1. (Currently amended) A modified PH20 polypeptide, comprising one or more amino acid
modifications in an unmodified PH20 polypeptide, wherein:

the unmodified PH20 polypeptide consists of the amino acid sequence selected from ameng

the group consisting of SEQ ID NO: 3, 7 and 32-66;

amino acid modifications are selected from ameng the group consisting of amino acid

replacements(s), deletion(s), and/or insertion(s);

the modified PH20 polypeptide comprises an amino acid replacement at a position
corresponding to residue 324, with reference to amino acid positions set forth in SEQ ID NO: 3;

the replacement at the position corresponding to residue 324 is selected from ameng the
group consisting of A, D, H, M, N,Rand S;

corresponding amino acid positions are identified by alignment of the PH20 polypeptide
with the polypeptide having the amino acid sequence of SEQ ID NO: 3; and

the modified PH20 polypeptide has at least 91 % sequence identity to a polypeptide having

the amino acid sequence selected from armeng the group consisting of SEQ ID NO: 3, 7 and 32-66.

2. (Currently amended) The modified PH20 polypeptide of claim 1, wherein the modified PH20
polypeptide has at least 95% sequence identity to the amino acid sequence selected from ameng the

group consisting of SEQ ID NO: 3, 7, and 32-66.

3. (Original) The modified PH20 polypeptide of claim 1 that has increased resistance to or stability in
denaturing conditions compared to an unmodified PH20 polypeptide that does not contain the
amino acid modification(s).

4. (Original) The modified PH20 polypeptide of claim 1 that exhibits increased hyaluronidase activity
compared to the unmodified PH20 polypeptide not containing the amino acid replacement at
position 324.

5. (Original) The modified PH20 polypeptide of claim 1 that is a soluble PH20 polypeptide.

6. (Original) The modified PH20 polypeptide of claim 1, wherein the replacement at the position
corresponding to residue 324 is D.

7. (Currently amended) The modified PH20 polypeptide of claim 1, wherein the replacement at the
position corresponding to residue 324 is [[Nor]] N or R.

8. (Currently amended) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20
polypeptide eemprises consists of the amino acid sequence selected from ameng the group
consisting of SEQ ID NO: 3 and 32-66.

9. (Currently amended) The modified PH20 polypeptide of claim [[1]] 7, wherein the unmodified

PH20 polypeptide consists of the amino acid sequence selected from ameng the group consisting of

SEQ D NO: 3 and 32-66.
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10. (Currently amended) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20

polypeptide consists of the amino acid sequence selected from ameng the group consisting of SEQ

ID NO: 3 and 32-66.

11. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:35.

12. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:32.

13. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:35.

14. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:32.

15. (Currently amended) The modified PH20 polypeptide of claim 1, comprising a sequence of amino
acids that exhibits at least 91 % sequence identity to the sequence of amino acids set-ferth-inany
selected from the group consisting of SEQ ID NO: 3, and 32-66[[, 623, and 624]] and that contains an

amino acid replacement D at the residue corresponding to residue 324 with reference to SEQ ID NO:
3.

16. (Original) The modified PH20 polypeptide of claim 1 that is C-terminally truncated, whereby the
polypeptide is soluble.

17. (Currently amended) The modified PH20 polypeptide of claim 1 that comprises one or more

post-translational modifications of the polypeptide selected from ameng the group consisting of

glycosylation, sialylation, albumination, famesylatien farnesylation, carboxylation, hydroxylation,
and phosphorylation.
18. (Currently amended) The modified PH20 polypeptide of claim +-thatis-glyeosylated 17, wherein

the post-translational modification is glycosylation.

19. (Original) The modified PH20 polypeptide of claim 18, wherein the polypeptide is a glycoprotein
that comprises an N-acetylglucosamine moiety linked to each of at least three asparagine (N)
residues.

20. (Original) The modified PH20 polypeptide of claim 1 that is conjugated to a polymer.

21. (Original) The modified PH20 polypeptide of claim 20, wherein the polymer is dextran or
polyethylene glycol (PEG).

22. (Currently amended) The modified PH20 polypeptide of claim 1, further comprising a
heterologous signal sequence, wherein the unmodified PH20 polypeptide consists of the amino acid

sequence selected from ameng the group consisting of SEQ ID NO: 3 and 32-66.

23. (Original) A chimeric polypeptide, comprising the modified PH20 polypeptide of claim 1.
24. (Original) A pharmaceutical composition, comprising the modified PH20 polypeptide of claim 1.

25. (Original) The modified PH20 polypeptide of claim 6, wherein:
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the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:32; and
the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:32.
26. (Original) The modified PH20 polypeptide of claim 6, wherein:
the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:35; and
the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:35.
27. (Original) The pharmaceutical composition of claim 24, further comprising a therapeutically
active agent formulated in the same composition or in a separate composition.
28. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically active agent
is a polypeptide, a protein, a nucleic acid, a drug, a small molecule, or an organic molecule.
29. (Currently amended) The pharmaceutical composition of claim 27, wherein the therapeutically

active agent is selected from ameng the group consisting of a chemotherapeutic agent, an analgesic

agent, an anti-inflammatory agent, an antimicrobial agent, an amoebicidal agent, a trichomonacidal
agent, an anti-Parkinson agent, an anti-malarial agent, an anticonvulsant agent, an anti-depressant
agent, an antiarthritics agent, an anti-fungal agent, an antihypertensive agent, an antipyretic agent,
an anti-parasite agent, an antihistamine agent, an alpha-adrenergic agonist agent, an alpha blocker
agent, an anesthetic agent, a bronchial dilator agent, a biocide agent, a bactericide agent, a
bacteriostat agent, a beta adrenergic blocker agent, a calcium channel blocker agent, a
cardiovascular drug agent, a contraceptive agent, a decongestant agent, a diuretic agent, a
depressant agent, a diagnostic agent, an electrolyte agent, a hypnotic agent, a hormone agent, a
hyperglycemic agent, a muscle relaxant agent, a muscle contractant agent, an ophthalmic agent, a
parasympathomimetic agent, a psychic energizer agent, a sedative agent, a sympathomimetic agent,
a tranquilizer agent, a urinary agent, a vaginal agent, a viricide agent, a vitamin agent, a non-
steroidal anti-inflammatory agent, an angiotensin converting enzyme inhibitor agent, and a sleep
inducer.

30. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically active agent
is an antibody.

31. (Withdrawn) A method for treating a hyaluronan-associated disease or condition, comprising
administering to a subject a modified PH20 polypeptide of claim 1.

32. (Withdrawn) The method of claim 31, wherein the hyaluronan-associated disease or condition is
an inflammatory disease or a tumor or cancer.

33. (Withdrawn) The method of claim 32, wherein the hyaluronan-associated disease or condition is

a solid tumor.
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34. (Currently amended) The modified PH20 polypeptide of claim 1 that is_further modified by

conjugation to a moiety selected from ameng the group consisting of a multimerization domain, a

toxin, a detectable label, and a drug.
35. (Currently amended) The modified PH20 polypeptide of claim 34, wherein the modified PH20

polypeptide is conjugated to a multimerization domain that is an [[Fe]] Fc domain.
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REMARKS

Claims 1-30, 34 and 35 are examination in this application. Claims 1, 2, 7-10, 15, 17, 18, 22,
29, 34 and 35 are amended herein to correct informalities. Claims 31-33 are withdrawn as being
drawn to non-elected subject matter. Written support for the claim amendments is found
throughout the specification and original claims. No prohibited new matter is added herein. Entry of
the amendments and reconsideration of the application are requested.

The arguments and contentions presented in the Office Action should not be construed as
any acquiescence or agreement by Applicant with the stated reasoning therein regardless of
whether or not the following remarks specifically address any particular argument or contention
from the Office Action. Furthermore, although certain distinctions between the claims of the present
application and the cited references are addressed below, these distinctions are not necessarily

exhaustive.

Claim Objections
Claims 1, 2, 7-10, 15, 17, 22 and 29 are objected to because of informalities. See Office Action

at Section No. 5-7. These claims have been amended in accordance with the Examiner’s suggestions.

Withdrawal of the objections is requested in view of the amendments.

Rejections Under 35 U.S.C. § 112

Claims 17, 34 and 35 stand rejected under 35 U.S.C. § 112 (second paragraph) as being
indefinite. See Office Action at Section No. 8-12. Claims 17, 34 and 35 have been amended in
accordance with the Examiner’s suggestions. Claim 18 is amended for consistency with claim 17.
Withdrawal of the rejection is requested in view of the amendments.

Claims 8 and 15 stand rejected under 35 U.S.C. § 112 (fourth paragraph) as being indefinite.
See Office Action at Section No. 13-14. Claim 8 has been amended in accordance with the Examiner’s
suggestion and Claim 9 has been amended to depend on claim 7. Withdrawal of the rejection is
requested in view of the amendment.

Claim 15 stands rejected because “the recitation of comprises SEQ ID NO: 3, 32-66, 623 and
624 makes this claim broader than claim 1, and therefore, not further limiting” (see Office Action at
Section No. 14). Without acquiescing to the propriety of the rejection and solely in an effort to
expedite prosecution, Applicant has amended claim 15 to remove the recitation of SEQ ID NO: 623

and 624. Withdrawal of the rejection is requested in view of the amendment.

Double Patenting Rejections

Claims 1-30 and 34-35 are rejected on the ground of non-statutory double patenting as being
unpatentable over claims 1, 2, 4, 6-8, 10, 12, 13, 19, 23 and 27 of U.S. Patent No. 10,865,400. See
Office Action at Section No. 16.
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Claims 1-30 and 34-35 are provisionally rejected on the ground of non-statutory double
patenting as being unpatentable over claims 1-3, 5-10 and 14-18 of co-pending Application No.
18/340,786. See Office Action at Section No. 17.

Applicant concurrently files terminal disclaimers obviating the rejections in view of the cited
patent and patent application. Withdrawal of the double patenting rejections is requested in view of

the terminal disclaimers.

Conclusion
In view of the foregoing, Applicant awaits a favorable action on the merits. Should the
Examiner feel that there are any issues outstanding after consideration of this response, the

Examiner is invited to contact the undersigned representative to expedite prosecution.

Respectfully submitted,

Date: May 21, 2024
By: /Kalpesh V. Upadhye/

MORGAN LEWIS & BOCKIUS LLP Kalpesh V. Upadhye, Ph.D.
1111 Pennsylvania Ave, NW Registration No. 70,236
Washington, DC 20004

Customer Number: 28977 Robert Smyth, Ph.D.
Telephone: 202.739.5139 Registration No. 50,801

robert.smyth@morganlewis.com
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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

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
28977 7590 07/01/2024
Morgan, Lewis & Bockius LLP (PH) MCKNIGHT, CIARA A
2222 Market Street
Philadelphia, PA 19103 | ART UNIT | papsrNuMBER |
1636
DATE MAILED: 07/01/2024
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US 10 5769

TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

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

nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 10/01/2024

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.
It 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 40% the amount of undiscounted fees, and micro entity fees are 20% the amount of
undiscounted 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.

III. 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 the USPTO patent electronic filing system.

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 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. Because electronic patent issuance may occur shortly after issue
fee payment, any desired continuing application should preferably be filed prior to payment of this issue fee in order not to jeopardize copendency.
Note: A certificate of mailing can only be used for domestic mailings of the
CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) 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.

28977 7590 07/01/2024 Certificate of Mailing or Transmission
Morgan, Lewis & Bockius LLP (PH) 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
2222 Market Street addressed to the Mail Stop ISSUE FEE address above, or being transmitted to the
Philadelphia, PA 19103 USPTO via the USPTO patent electronic filing system or by facsimile to (571)

273-2885, on the date below.

(Typed or printed name)

(Signature)

(Date)]

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

18/068.418 12/19/2022 Ge Wei 063995-01-5105-US10 5769
TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 10/01/2024
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
MCKNIGHT, CIARA A 1656 424-094620
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 2 member a

registered attorney or agent) and the names of up to 2

2 registered patent attorneys or agents. If no name is
[ "Fee Address" indication (or "Fee Address" Indication form PTO/ liste%i, 1o narpr)le will be priﬁted. &

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) : [ Individuat [ Corporation or other private group entity [ Government

4a. Fees submitted: [issue Fee [(Apublication Fee (if required)
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

[ Electronic Payment via the USPTO patent electronic filing system (] 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.

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

NOTE: If the application was previously under micro entity status, checking this box will be taken

d Applicant asserting small entity status. See 37 CFR 1.27 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

| Applicant changing to regular undiscounted fee status. entity status, as applicable.

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 (11/23) Approved for use through 03/31/2026 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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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. |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US 10 5769
| EXAMINER |
28977 7590 07/01/2024
Morgan, Lewis & Bockius LLP (PH) MCKNIGHT, CIARA A
2222 Market Street
Philadelphia, PA 19103 | ART UNIT PAPERNUMBER |

1656

DATE MAILED: 07/01/2024

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.

Page 3 of 3

PTOL-85 (Rev. 11/23)
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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. The United States Patent and Trademark
Office (USPTO) collects the information in this record under authority of 35 U.S.C. 2. The USPTO’s system of
records is used to manage all applicant and owner information including name, citizenship, residence, post office
address, and other information with respect to inventors and their legal representatives pertaining to the applicant's/
owner’s activities in connection with the invention for which a patent is sought or has been granted. The applicable
Privacy Act System of Records Notice for the information collected in this form is COMMERCE/PAT-TM-7 Patent
Application Files, available in the Federal Register at 78 FR 19243 (March 29, 2013).

hitpsfweww govinfo. sovicontentpke/FR-2013-03-29df 201307341 pdf

Routine uses of the information in this record may include disclosure to:

1) law enforcement, in the event that the system of records indicates a violation or potential violation of law;
2) afederal, state, local, or international agency, in response to its request;
3) a contractor of the USPTO having need for the information in order to perform a contract;

4) the Department of Justice for determination of whether the Freedom of Information Act (FOIA) requires
disclosure of the record;

5) a Member of Congress submitting a request involving an individual to whom the record pertains, when the
individual has requested the Member’s assistance with respect to the subject matter of the record;

6) a court, magistrate, or administrative tribunal, in the course of presenting evidence, including disclosures to
opposing counsel in the course of settlement negotiations;

7) the Administrator, General Services Administration (GSA), or their designee, during an inspection of records
conducted by GSA under authority of 44 U.S.C. 2904 and 2906, in accordance with the GSA regulations
and any other relevant (i.e., GSA or Commerce) directive, where such disclosure shall not be used to make
determinations about individuals;

8) 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));

9) the Office of Personnel Management (OPM) for personnel research purposes; and
10)the Office of Management and Budget (OMB) for legislative coordination and clearance.

If you do not furnish the information requested on this form, the USPTO may not be able to process and/or examine
your submission, which may result in termination of proceedings, abandonment of the application, and/or expiration
of the patent.
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Application No. Applicant(s)
. N 18/068,418 Wei et al.
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
CIARA A MCKNIGHT 1656 No

of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.
1.} This communication is responsive to claim amendments 05/21/2024.
[ 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
restriction requirement and election have been incorporated into this action.

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) JAll b) (J Some* ¢) [J None of the:

1. [J Certified copies of the priority documents have been received.
2. [ Cetrtified copies of the priority documents have been received in Application No.

International Bureau (PCT Rule 17.2(a}).

* Certified copies not received:

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.

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

sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6.(J 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)

2. Information Disclosure Statements (PTO/SB/08),

Paper No./Mail Date .

3.0J Examiner's Comment Regarding Requirement for Deposit 7. J Other -
of Biological Material

4.0 Interview Summary (PTO-413),

Paper No./Mail Date. .

5. (J Examiner's Amendment/Comment

-- 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

; the

3.} The allowed claim(s) is/are 1-35 . 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

3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements

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

6. Examiner's Statement of Reasons for Allowance

/CIARA A MCKNIGHT/

/SUZANNE M NOAKES/
Examiner, Art Unit 1656

Primary Examiner, Art Unit 1656

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13)

Notice of Allowability Part of Paper No./Mail Date 20240625
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Application/Control Number: 18/068,418 Page 2
Art Unit: 1656

Notice of Allowance
1. The amendments to the claims filed 21 May 2024 are acknowledged and have been

considered in their entireties. Claims 1-35 are under examination after rejoinder (See below).

Terminal Disclaimer
2. The terminal disclaimer filed on 21 May 2024 disclaiming the terminal portion of any
patent granted on this application which would extend beyond the expiration date of U.S. Patent

10865400 has been reviewed and is accepted. The terminal disclaimer has been recorded.

3. The terminal disclaimer filed on 21 May 2024 disclaiming the terminal portion of any
patent granted on this application which would extend beyond the expiration date of U.S.
Application No. 18/340,786 has been reviewed and is accepted. The terminal disclaimer has

been recorded.
Withdrawal of Previous Objections/Rejections
4, The objections to claims 1, 2, 8-10, 17, 22, and 29 for informalities are withdrawn, since

the amended claims included the suggested change from the previous office action.

5. The objection to claim 7 for informalities is withdrawn, since the amended claim included

the suggested change from the previous office action.

6. The objection to claim 15 for informalities are withdrawn, since the amended claims

included the suggested change from the previous office action.

7. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claim

17 as being indefinite for the utilization of the term “modifications” is withdrawn, since the
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Application/Control Number: 18/068,418 Page 3
Art Unit: 1656

amended claim 17 recites “post-translational modifications” as suggested in the previous office

action.

8. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claim
34 as being indefinite for the utilization of the term “is modified” is withdrawn, since the

amended claim 34 recites “is further modified” as suggested in the previous office action.

9. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claim
35 for indefiniteness for the term “Fe domain” is withdrawn, since the amended claim 35 recites

“Fc domain” as suggested in the previous office action.

10. The 35 U.S.C. 112(d) or 35 U.S.C. 112 (pre-AlA0, fourth paragraph, rejection of claim 8
for failing to further limit the subject matter for the recitation of “comprises” is withdrawn, since

the amended claims now recite “consists of.”
11. The 35 U.S.C. 112(d) or 35 U.S.C. 112 (pre-AlAO0, fourth paragraph, rejection of claim 15
for failing to further limit the subject matter for the recitation of “SEQ ID NO: 623 and 624’ is

withdrawn, since the amended claims have deleted these SEQ ID NOs.

12. The double patenting rejection over U.S. Patent 10865400 is withdrawn, since the

terminal disclaimer has been filed.

13. The double patenting rejection over U.S. Application No. 18/338189 is withdrawn,

since the terminal disclaimer has been filed.

Election/Restrictions
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Application/Control Number: 18/068,418 Page 4
Art Unit: 1656

14. Claims 1-30 and 34-35 are directed to an allowable product. Pursuant to the procedures
set forth in MPEP § 821.04(b), claims 31-33, directed to the process of using the allowable
product, previously withdrawn from consideration as a result of a restriction requirement, are
hereby rejoined and fully examined for patentability under 37 CFR 1.104.

Because all claims previously withdrawn from consideration under 37 CFR 1.142 has
been rejoined, the restriction requirement as set forth in the Office action mailed on 20
February 2024 is hereby withdrawn. In view of the withdrawal of the restriction requirement as
to the rejoined inventions, applicant(s) are advised that if any claim presented in a divisional
application is anticipated by, or includes all the limitations of, a claim that is allowable in the
present application, such claim may be subject to provisional statutory and/or nonstatutory
double patenting rejections over the claims of the instant application. Once the restriction
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. See /n re

Ziegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01.

Reasons for Allowance
15. The following is an examiner’s statement of reasons for allowance: the claims are drawn
to a modified PH20 polypeptide with a mutation corresponding to position 324 in SEQ ID NO: 3
with at least 91% identity to a sequence selected from the group consisting of SEQ ID NOs: 3,
7, and 32-66. Prior to the priority date of 30 December 2011, the closest known art was Lin et al.
(Lin et al., 1993, PNAS—cited on the Information Disclosure Statement dated 07 June 2021),
which discloses a PH20 variant that is 99.7% identical to SEQ ID NO: 3 in the instant application
(See Supplemental File, 20240201_135928_us-17-327-586-3.minpct90.rpr). Lin et al. does not
suggest mutating site 324 or functionally study the PH20 variant in any manner to determine
increased stability, solubility, or hyaluronidase activity. As such, the instant claims are deemed

novel and non-obvious and claims 1-35 are allowed.
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Application/Control Number: 18/068,418 Page 5
Art Unit: 1656

Any comments considered necessary by applicant must be submitted no later than the
payment of the issue fee and, to avoid processing delays, should preferably accompany the
issue fee. Such submissions should be clearly labeled “Comments on Statement of Reasons

for Allowance.”

16. Any inquiry concerning this communication or earlier communications from the examiner
should be directed to CIARA A MCKNIGHT whose telephone number is (703)756-4791. The
examiner can normally be reached M-F 9:00am-5:30pm.

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, Manjunath Rao can be reached on (571) 272-0939. 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.

/CIARA A MCKNIGHT/
Examiner, Art Unit 1656
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/SUZANNE M NOAKES/
Primary Examiner, Art Unit 1656
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | g6 418 Wei et al.
H “ H “H Examiner Art Unit
CIARA A MCKNIGHT 1656
CPC
Symbol Type Version
C12N 2474 F 2013-01-01
AB1K 47 | 2013-01-01
A61K 28 I 2013-01-01
AB1K 06 | 2013-01-01
c12Y 01035 | 2013-01-01
AB1K 0019 | 2013-01-01
AB1K 10 | 2013-01-01
c12Q 34 | 2013-01-01
A61P 00 | 2018-01-01
CO7K 47 | 2013-01-01
GO1N 926 A 2013-01-01
GO1N 928 A 2013-01-01
YO02A 30 A 2018-01-01
CO7K 30 A 2013-01-01
A61K 00 A 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version
A61K 28 | 1 2013-01-01
AB1K 00 | 1 2 2013-01-01
AB1K 47 | 2 1 2013-01-01
AB1K 00 | 2 2 2013-01-01
CIARA A MCKNIGHT/ 25 June 2024 .
Examiner, Art Unit 1656 Total Claims Allowed:
(Assistant Examiner) (Date) 35
/SUZANNE M NOAKES/ 26 June 2024 . . A
Primary Examiner, Art Unit 1656 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office Part of Paper No.: 20240625

Page 1 of 3
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Issue Classification

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

18/068,418 Wei et al.
Examiner Art Unit
CIARA A MCKNIGHT 1656

INTERNATIONAL CLASSIFICATION

CLAIMED

C12N

AB1K

AB1K

AB1K

AB1K

AB1K

AB1P

CO7K

c12Q

AB1K

NON-CLAIMED

US ORIGINAL CLASSIFICATION

CLASS

SUBCLASS

CROSS REFERENCES(S)

CLASS

SUBCLASS (ONE SUBCLASS PER BLOCK)

CIARA A MCKNIGHT/
Examiner, Art Unit 1656

(Assistant Examiner)

25 June 2024
Total Claims Allowed:

(Date) 35

/SUZANNE M NOAKES/
Primary Examiner, Art Unit 1656

(Primary Examiner)

26 June 2024 O.G. Print Claim(s) | O.G. Print Figure

(Date) 1 none

U.S. Patent and Trademark Office

Part of Paper No.: 20240625
Page 2 of 3
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | g6 418 Wei et al.
H “ H “H Examiner Art Unit

CIARA A MCKNIGHT 1656

Claims renumbered in the same order as presented by applicant [J CPA T.D. O RA1.47

CLAIMS
Final |Original|Final OriginallFinaI Original|Final |Original|Final |Original]Final |Original|Final |Original|Final |Original

CIARA A MCKNIGHT/ 25 June 2024

Examiner, Art Unit 1656 Total Claims Allowed:
(Assistant Examiner) (Date) 35

/SUZANNE M NOAKES/ 26 June 2024 . , —
Primary Examiner, Art Unit 1656 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none

U.S. Patent and Trademark Office Part of Paper No.: 20240625

Page 3 of 3
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Application/Control No.
Search Notes

Applicant(s)/Patent Under Reexamination

18/068,418 Wei et al.
H“m““‘ H“NH ‘ “H“‘ . o
CIARA A MCKNIGHT 1656
CPC - Searched*
Symbol Date Examiner
C12N9/2474, A61P35/00, A61K9/0019, A61K38/28, A61K38/47,
AB61K4506, A61K47/10, C07K14/47, C12Q1/34, C12Y302/01035,
Y02A50/30, A61K38/00, C07K2319/30, GO1N2333/926, GO1N2333/
928
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
PALM inventor name search, all inventors searched 04/18/2024 /CAM/
SEARCH inventor name and assignee search, all inventors searched | 04/18/2024 /CAM/
SEARCH keyword search, see attached printouts for search strategy 04/18/2024 /CAM/
and databases searched

PUBMED keyword search, see attached printout for strategy 04/18/2024 /CAM/
STIC sequence search 04/18/2024 /CAM/
SEARCH inventor name and assignee, updated 06/25/2024 /CAM/
PUBMED keyword search, updated 06/25/2024 /CAM/

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

Application/Control No.

Applicant(s)/Patent Under Reexamination

18/068,418 Wei et al.
H“N“W MH“H ‘ “H“‘ — .
CIARA A MCKNIGHT 1656
Interference Search
US Class/CPC US Subclass/CPC Group Date Examiner
Symbol
inventors names and assignee in SEARCH 06/25/2024 /ICAM/

U.S. Patent and Trademark Office

Page 2 of 2

Part of Paper No.: 20240625
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PE2E SEARCH - Search History (Prior Art)

Ref # Hits

[Search Query

DBs

Default
Operator

Plurals

British
Equivalents

Time Stamp

L1 1484

L2 66

L3 53

L4 55

L5 1505

L6 68

L7

55

L8 57

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAQO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV.

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAQO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV. AND
PH20

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAQO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV. AND
PH20

((("HALOZYME") near3
("INC")).AS,AANM.

((("WEI") near3 ("Ge"))
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PH20
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(("CONNOR") near3
("Robert"))).INV. AND
PH20
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("INC"))).AS,AANM.

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT;
USOCR)

(USPAT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT;
USOCR)

(USPAT)
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OR

OR
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ON
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ON

ON

ON

ON

ON

ON

ON

ON

2024/02/02
02:56 PM

2024/02/02
02:57 PM

2024/02/02
02:57 PM

2024/02/02
02:59 PM

2024/06/25
03:35 PM

2024/06/25
03:35 PM

2024/06/25
03:35 PM

2024/06/25

03:35 PM

06/25/2024 03:35:42 PM
Workspace: 18068418 inventor

Page 1 of 2
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There are no Interference searches to show.
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UNITED STATES PO, Box 1450
PATENT AND TRADEMARK OFFICE Alexandra, Ve e o io. g0y

ELECTRONIC ACKNOWLEDGEMENT RECEIPT

APPLICATION # RECEIPT DATE / TIME ATTORNEY DOCKET #
18/068,418 08/16/2024 09:12:20 PM Z ET 063995-01-5105-US10

Title of Invention
PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Application Information

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

CONFIRMATION # 5769 FILED BY Collins Mba-Jonas
PATENT CENTER # 66821508 FILING DATE  12/19/2022
CUSTOMER # 28977 FIRST NAMED Ge Wei
INVENTOR
CORRESPONDENCE - AUTHORIZED BY  Kalpesh Upadhye
ADDRESS
Documents TOTAL DOCUMENTS: 1
SIZE
DOCUMENT PAGES  DESCRIPTION e
igf40816—'Ssuefeepayme“t' i lssue Fee Payment (PTO-858)  125KB
Digest
DOCUMENT MESSAGE DIGEST(SHA-512)

32A63ADA65DAF744B1138014DES77FES4BODF7E1ADD5649B
F7C6C44576FA816AB1C63956673F2A347A3A00BC156862E9C
A4428C39315C950F767454D4CE56220

20240816_lssuefeepayment.pd
f

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.
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New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for 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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UNITED STATES o vp a2, Box 1450
PATENT AND TRADEMARK OFFICE el A

APPLICATION # RECEIPT DATE / TIME ATTORNEY DOCKET #

18/068,418 08/16/2024 09:12:20 PM Z ET 063995-01-5105-US10

Title of Invention

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

Application Information

APPLICATION TYPE  Utility - Nonprovisional Application PATENT # -
under 35 USC 111(a)
CONFIRMATION # 5769 FILED BY Collins Mba-Jonas
PATENT CENTER # 66821508 AUTHORIZED BY  Kalpesh Upadhye
CUSTOMER # 28977 FILING DATE  12/19/2022
CORRESPONDENCE - FIRST NAMED Ge Wei
ADDRESS INVENTOR

Payment Information

PAYMENT METHOD PAYMENT TRANSACTION ID PAYMENT AUTHORIZED BY

CARD /5344 E20248FL12528229 Kalpesh Upadhye

FEE CODE DESCRIPTION ITEM PRICE($) QUANTITY ITEM TOTAL($)

1501 UTILITY ISSUE FEE 1200.00 1 1200.00

TOTAL

AMOUNT: $1,200.00

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 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.
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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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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via the USPTO patent electronic filing system.

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 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. Because electronic patent issuance may occur shortly after issue
fee payment, any desired continuing application should preferably be filed prior to payment of this issue fee in order not to jeopardize copendency.
Note: A certificate of mailing can only be used for domestic mailings of the
CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) 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.

28977 7590 07/01/2024 Certificate of Mailing or Transmission
Morgan, Lewis & Bockius LLP (PH) 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
2222 Market Street addressed to the Mail Stop ISSUE FEE address above, or being transmitted to the
Philadelphia, PA 19103 USPTO via the USPTO patent electronic filing system or by facsimile to (571)

273-2885, on the date below.

(Typed or printed name)

(Signature)

(Date)]

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

18/068.418 12/19/2022 Ge Wei 063995-01-5105-US10 5769
TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 10/01/2024
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
MCKNIGHT, CIARA A 1656 424-094620
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 Morgan, Lewis & Bockius LLP

(2) The name of a single firm (having as a member a
registered attorney or agent) and the names of up to 2

2 registered patent attorneys or agents. If no name is
[ "Fee Address" indication (or "Fee Address" Indication form PTO/ liste%i, 1o narpr)le will be priﬁted. &

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)
Halozyme, Inc. San Diego, CA

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

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: KIssue Fee [(Apublication Fee (if required)
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

i Electronic Payment via the USPTO patent electronic filing system (] 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. 50-0310

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.

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

NOTE: If the application was previously under micro entity status, checking this box will be taken

d Applicant asserting small entity status. See 37 CFR 1.27 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

| Applicant changing to regular undiscounted fee status. entity status, as applicable.

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 /Kalpesh V. Upadhye/ Date August 16, 2024
Typed or printed name Kalpesh V. Upadhye Ph.D. Registration No. /0,236
Page 2 of 3
PTOL-85 Part B (11/23) Approved for use through 03/31/2026 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

| APPLICATION NO. ISSUE DATE I PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
18/068,418 10/08/2024 12110520 063995-01-5105-US10 5769
28977 7590 09/18/2024
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street

Philadelphia, PA 19103

ISSUE NOTIFICATION

The projected patent number and issue date are specified above. The patent will issue electronically. The
electronically issued patent is the official patent grant pursuant to 35 U.S.C. § 153. The patent may be accessed
on or after the issue date through Patent Center at https://patentcenter.uspto.gov/. The patent will be available in
both the public and the private sides of Patent Center. Further assistance in electronically accessing the patent,
or about Patent Center, is available by calling the Patent Electronic Business Center at 1-888-217-9197.

The USPTO is implementing electronic patent issuance with a transition period, during which period the
USPTO will mail a ceremonial paper copy of the electronic patent grant to the correspondence address of
record. Additional copies of the patent (i.e., certified and presentation copies) may be ordered for a fee from the
USPTO’s Certified Copy Center at https://certifiedcopycenter.uspto.gov/index.html. The Certified Copy Center
may be reached at (800)972-6382.

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 1 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 Center (https:/
patentcenter.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.

IR103 (Rev. 10/09)
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INVENTORC(s) (Please sce PATENT CENTER site https://patentcenter.uspto.gov for additional inventors):

Ge Wei, San Diego, CA;

H. Michael Shepard, Eugene, OR;
Qiping Zhao, San Diego, CA;

Robert James Connor, Oceanside, CA;

APPLICANT(s) (Please see PATENT CENTER site https://patentcenter.uspto.gov for additional applicants):

Halozyme, Inc., San Diego, 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.

IR103 (Rev. 10/09)
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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

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
18/068,418 12/19/2022 Ge Wei 063995-01-5105-US 10 5769
28977 7590 . 10/08/2024 | EXAMINER |
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street MCKNIGHT, CIARA A
Philadelphia, PA 19103
| ART UNIT | PAPER NUMBER |
1656
| NOTIFICATION DATE | DELIVERY MODE |
10/08/2024 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):

judith.troilo@morganlewis.com
phpatentcorrespondence @ morganlewis.com

PTOL-90A (Rev. 04/07)

Petitioner Merck, Ex. 1002, p. 584



APPLICATION NO. ISSUE DATE PATENT NO.
18/068,418 08-Oct-2024 12110520
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street
Philadelphia, PA 19103
EGRANT NOTIFICATION

Your electronic patent grant (eGrant) is now available, which can be accessed via Patent Center at https:/

patentcenter.uspto.gov

The electronic patent grant is the official patent grant under 35 U.S.C. 153. For more information, please visit

https://www.uspto.gov/electronicgrants
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