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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MONTHS FROM THE MAILING 
DATE OF THIS COMMUNICATION. 
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date of this communication. 
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5a) Of the above claim(s) __ is/are withdrawn from consideration. 

6) □ Claim(s) __ is/are allowed. 

7) □ Claim(s) __ is/are rejected. 

8) □ Claim(s) __ is/are objected to. 

9) ~ Claim(s) 1,29,62,67,71,73-75,78,81,97,106,109,112-114,154,157,163 and 256 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)□ The specification is objected to by the Examiner. 

11 )□ The drawing(s) filed on __ is/are: a)□ accepted or b)D 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)□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

a)□ All b)D Some** c)□ None of the: 

1.□ Certified copies of the priority documents have been received. 

2.□ Certified copies of the priority documents have been received in Application No. __ . 

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

** See the attached detailed Office action for a list of the certified copies not received. 
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2) D Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

Notice of Pre-A/A or AJA Status 

The present application, filed on or after March 16, 2013, is being examined under the first 

inventor to file provisions of the AIA. 

DETAILED ACTION 

Page 2 

1. The preliminary amendment filed on 03/10/2020 is entered. Claims 1, 29, 62, 67, 71, 73-75, 78, 

81, 97, 106, 109, 112-114, 154, 157, 163 and 256 are pending. 

REQUIREMENT FOR UNITY OF INVENTION 

2. As provided in 37 CFR 1.475(a), a national stage application shall relate to one invention only or to a group of inventions 
so linked as to form a single general inventive concept ("requirement of unity of invention"). Where a group of inventions is claimed in 
a national stage application, the requirement of unity of invention shall be fulfilled only when there is a technical relationship among 
those inventions involving one or more of the same or corresponding special technical features. The expression "special technical 
features" shall mean those technical features that define a contribution which each of the claimed inventions, considered as a whole, 
makes over the prior art. 

The determination whether a group of inventions is so linked as to form a single general inventive concept shall be made without 
regard to whether the inventions are claimed in separate claims or as alternatives within a single claim. See 37 CFR 1.475(e). 

When Claims Are Directed to Multiple Categories of Inventions: 

As provided in 37 CFR 1.475(b), a national stage application containing claims to different categories of invention will be considered 
to have unity of invention if the claims are drawn only to one of the following combinations of categories: 

(1 )A product and a process specially adapted for the manufacture of said product; or 
(2)A product and process of use of said product; or 
(3)A product, a process specially adapted for the manufacture of the said product, and a use of the said product; or 
(4)A process and an apparatus or means specifically designed for carrying out the said process; or 
(5)A product, a process specially adapted for the manufacture of the said product, and an apparatus or means specifically 

designed for carrying out the said process. 

Otherwise, unity of invention might not be present. See 37 CFR 1.475(c). 

3. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not so linked 

as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a single 

invention to which the claims must be restricted. 

Group I, claims 1 (in part), 71, 73, 74, 75, 78, 81, 97,106, 109 and 256 drawn to a pharmaceutical 

composition and a method of making composition, 

(See paragraph # 5). 

Group 2-4, Claims 29 or 62 or 67 drawn to a pharmaceutical composition comprising at least two 

immunogenic polypeptide conjugates 

(See paragraph # 5). 

Group 5 or 6 claims 112-114, 154,157 or 163 drawn to a method comprising administering a 

pharmaceutical composition. 

(See paragraph # 5). 
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4. The groups of inventions1 -6 listed above do not relate to a single general inventive concept under 

PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special technical 

features for the following reasons: 

The technical feature of linking groups appears to be that they are all related to polysaccharides. 

However, US 2015/0374811 A1 teaches a pharmaceutical composition (pharmaceutical immunogenic 

composition; paragraph [0136]) comprising a plurality of at least eight unique immunogenic saccharide­

polypeptide conjugates each comprising individually a capsular polysaccharide conjugated to a 

polypeptide (plurality of at least eight unique immunogenic saccharide-polypeptide conjugates 

each comprising individually a capsular polysaccharide conjugated to a pneumococcal antigen 

polypeptide; paragraph # 0134, wherein the capsular polysaccharide (capsular polysaccharide; paragraph 

# 0134 is from a unique Streptococcus pneumoniae serotype selected from a group consisting of 2 

(paragraph# 0134), 8 (paragraph# 0134), 9N (paragraph# 0134), 10A (paragraph# 0134), 11A 

(paragraph# 0134), 12F (paragraph #0134, 15B (paragraph# 0134), 17F (paragraph #0134), 22F 

(paragraph# 0134), 23A (paragraph# 0134]), 24F (paragraph# 0134), 33F (paragraph #0134) and 34 

(paragraph# 0134). Therefore, the technical feature of linking groups 1-5 does not constitute a special 

technical feature as defined by PCT Rule 13.2, as it does not define a contribution over the prior art and 

hence unity of invention is lacking. 

5. This application contains claims directed to more than one invention. These inventions are 

deemed to lack unity of invention because they are not so linked as to form a single general inventive 

concept under PCT Rule 13.1 as indicated above. 

The inventions are as follows: 

Claim 1 Or claim 112 , please select at least eight or more or any one combination of eight or more 

capsular polysaccl1aride conjugated to a polypeptide from serotype 2, 6C, 8, 9N, i 0A, ii A, 7 2F, i 5A, 

158, 15C, i6F, i7F,20A,20B,22F,23A,23B,24F,24B,31,33F,34,358,35F, and 38. 

Claim 2, please select at least two or more or any one combination of two or more capsu!a, 

po!ysacchar!de conjugated to a polypeptide from serotype 6C and at least one additional serotype is 

selected from the group consisting of i, 2, 3, 4, 5, 6A, 68, 7F, 9V, 14, 1 SC, i 9A, i 9F, 23F, 8, 9N, i 0A, 

ii A, 12F, 15A, 15B, i5C, 76F, i7F, 20A, 208, 22F, 2:jA, 23B, 24F, 37, :j3F, 34, 35B, and 38. 

Claim 3, please select at least two or more or any one combination of two or more capsu!a, 

po!ysaccr1ar!de conjugated to a polypeptide from serotype 208 and at !east one addit!onal serotype is 

selected 1rorn Fie group consisting ol i, 2, 3, 4, 5, GA, 6B, GC, 7F, 9V, 7 4, i8C, i9A, 19F, 23F, 8, 9N, 

i0A, 11A, i2F, 15A, i5B, i5C, 16F, i7F,20A,22F,23A,23B,24F,3i,33F,34,35B,and38. 
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Claim 67, please select at least two or more or any one combination of two or more capsular 

poiysacchande conjugated lo a polypeptide 1rorn serotype 1, 2, 3, 4, 5, GA, 6B, 7F, 9V, i4, me, i9A, 

19F,23F,6C,8,9N, 10A, 11A, 12F, 15A, 15B, 15C, 16F, i7F,20A,20B,22F,23A,238,24F,248,31, 

33F, 34, 35F, 358, and 38. 

Applicant is required, in reply to this action, to elect a single combination of serotype and indicate 

clearly what are the serotypes selected for prosecution to which the claims shall be restricted. The reply 

must also identify the claims readable on the elected invention, including any claims subsequently added. 

An argument that a claim is allowable is considered non-responsive unless accompanied by an election. 

6. Applicant is advised that the reply to this requirement to be complete must include (i) an election 

of 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 preserve 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 on the elected invention. 

Should applicant traverse on the ground that the inventions have unity of invention (37 CFR 1.475(a)), 

applicant must provide reasons in support thereof. Applicant may 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. Where such evidence or admission is provided by applicant, 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(a) of the other invention. 

7. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 

inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently named 

inventors is no longer an inventor of at least one claim remaining in the application. Any amendment of 

inventorship must be accompanied by a request under 37 CFR 1.48(b) and by the fee required under 37 

CFR 1.17(i). 

8. Any inquiry concerning this communication or earlier communications from the examiner should 

be directed to Padmavathi Baskar whose telephone number is (571 )272-0853. The examiner can 

normally be reached on Mon-Fri 9-5:30pm. 

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, Gary 

Nickol can be reached on 571-272-0835. The fax phone number for the organization where this 

application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 

Information Retrieval (PAIR) system. Status information for published applications may be obtained from 

either Private PAIR or Public PAIR. Status information for unpublished applications is available through 

Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 

at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 

or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-

1000. 

Respectfully, 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 
Padmavathi Baskar, Ph.D. (Microbiology and Immunology) 
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UNITED STATES PATENT AND TRADEMARK OFFICE 
UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 

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

NOTICE OF ALLOWANCE AND FEE(S) DUE 

23628 7590 03/10/2021 

WOLF GREENFIELD & SACKS, P.C. 
600 ATLANTIC A VENUE 
BOSTON, MA 02210-2206 

APPLICATION NO. FILING DATE 

16/089,040 09/27/2018 

FIRST NAMED INVENTOR 

Bruce D. FORREST 

EXAMINER 

BASKAR, PADMAVATHI 

ART UNIT PAPER NUMBER 

1645 

DATE MAILED: 03/10/2021 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

Pl 143.70000US04 8702 

TITLE OF INVENTION: SACCHARIDE-POLYPEPTIDE CONJUGATE COMPOSITIONS AND METHODS OF USE THEREOF 

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE PUBLICATION FEE DUE PREY. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

nonprovisional SMALL $600 $0.00 $0.00 $600 06/10/2021 

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

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

HOW TO REPLY TO THIS NOTICE: 

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that 
entity status still applies. 

If the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above. 

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

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

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

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 EFS-Web. 

By mail, send to: Mail Stop ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, Virginia 22313-1450 

By fax, send to: (571)-273-2885 

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate. All 
further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as indicated unless corrected 
below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications. 

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

23628 7590 03/10/2021 

WOLF GREENFIELD & SACKS, P.C. 
600 ATLANTIC A VENUE 
BOSTON, MA 02210-2206 

APPLICATION NO. FILING DATE 

16/089,040 09/27/2018 

Note: A certificate of mailing can only be used for domestic mailings of the 
Fee(s) Transmittal. This certificate cannot be used for any other accompanying 
papers. Each additional paper, such as an assignment or formal drawing, must 
have its own certificate of mailing or transmission. 

Certificate of Mailing or Transmission 
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 
addressed to the Mail Stop ISSUE FEE address above, or being transmitted to 
the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below. 

(Typed or printed name) 

(Signature) 

(Date) 

FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

Bruce D. FORREST Pl 143.70000US04 8702 

TITLE OF INVENTION: SACCHARIDE-POLYPEPTIDE CONJUGATE COMPOSITIONS AND METHODS OF USE THEREOF 

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE 

nonprovisional SMALL $600 

EXAMINER ART UNIT 

BASKAR, PADMAVATHI 1645 

1. Change of correspondence address or indication of "Fee Address" (37 
CFR 1.363). 

0 Change of correspondence address ( or Change of Correspondence 
Address form PTO/SB/122) attached. 

0 "Fee Address" indication (or "Fee Address" Indication form PTO/ 
SB/47; Rev 03-09 or more recent) attached. Use of a Customer 
Number is required. 

PUBLICATION FEE DUE PREY. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

$0.00 $0.00 

CLASS-SUBCLASS 

424-244100 

2. For printing on the patent front page, list 
( 1) The names of up to 3 registered patent attorneys 
or agents OR, alternatively, 
(2) The name of a single firm (having as a member a 
registered attorney or agent) and the names of up to 
2 registered patent attorneys or agents. If no name is 
listed, no name will be printed. 

$600 06/10/2021 

2 ______________ _ 

3 ______________ _ 

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 3.8l(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) : 0 Individual O Corporation or other private group entity O Government 

4a. Fees submitted: □Issue Fee □Publication Fee (if required) □Advance Order - # of Copies _________ _ 

4b. Method of Payment: (Please first reapply any previously paid fee shown above) 

0 Electronic Payment via EFS-Web 0 Enclosed check 0 Non-electronic payment by credit card (Attach form PTO-2038) 

0 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) 

0 Applicant certifying micro entity status. See 37 CFR 1.29 

0 Applicant asserting small entity status. See 37 CFR 1.27 

0 Applicant changing to regular undiscounted fee status. 

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

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 _______________________ _ 

Typed or printed name ______________________ _ 

PTOL-85 Part B (08-18) Approved for use through 01/31/2020 
Page 2 of3 

0MB 0651-0033 

Date ____________________ _ 

Registration No. ________________ _ 

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

16/089,040 09/27/2018 

23628 7590 03/10/2021 

WOLF GREENFIELD & SACKS, P.C. 
600 ATLANTIC A VENUE 
BOSTON, MA 02210-2206 

FIRST NAMED INVENTOR 

Bruce D. FORREST 

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 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

Pl 143.70000US04 8702 

EXAMINER 

BASKAR, PADMAVATHI 

ART UNIT PAPER NUMBER 

1645 

DATE MAILED: 03/10/2021 

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 l(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the requirement 
that the Office provide a patent term adjustment determination with the notice of allowance. See Revisions to Patent 
Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer providing an initial 
patent term adjustment determination with the notice of allowance. The Office will continue to provide a patent term 
adjustment determination with the Issue Notification Letter that is mailed to applicant approximately three weeks prior 
to the issue date of the patent, and will include the patent term adjustment on the patent. Any request for reconsideration 
of the patent term adjustment determination (or reinstatement of patent term adjustment) should follow the process 
outlined in 37 CFR 1.705. 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571 )-272-4200. 
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0MB 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 0MB approves an agency request to 
collect information from the public, 0MB (i) provides a valid 0MB 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 0MB 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 0MB control number. 

Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your 
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the requirements 
of the Act, please be advised that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b) 
(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information 
is used by the U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent 
application or patent. If you do not furnish the requested information, the U.S. Patent and Trademark Office may not 
be able to process and/or examine your submission, which may result in termination of proceedings or abandonment 
of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 
1. The information on this form will be treated confidentially to the extent allowed under the Freedom of 

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

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence 
to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of 
settlement negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting 
a request involving an individual, to whom the record pertains, when the individual has requested assistance 
from the Member with respect to the subject matter of the record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having 
need for the information in order to perform a contract. Recipients of information shall be required to comply 
with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of 
records may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property 
Organization, pursuant to the Patent Cooperation Treaty. 

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

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

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of 
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record 
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed 
in an application which became abandoned or in which the proceedings were terminated and which application 
is referenced by either a published application, an application open to public inspection or an issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law 
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation. 
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Notice of Allowability 

Application No. 
16/089,040 
Examiner 
Padmavathi Baskar 

Applicant(s) 
FORREST et al. 

Art Unit I AIA (FITF) Status 
1645 Yes 

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

1.~ This communication is responsive to 12/28/2020. 

D A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on __ . 

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

3.~ The allowed claim(s) is/are See Continuation Sheet. As a result of the allowed claim(s), you may be eligible to benefit from the 
Patent Prosecution Highway program at a participating intellectual property office for the corresponding application. For more 
information, please see http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to 
PPHfeedback@uspto.gov. 

4.0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

a) □All b) 0 Some *c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 

* Certified copies not received: __ . 

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

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

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

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

6.0 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. D Notice of References Cited (PTO-892) 

2.~ Information Disclosure Statements (PTO/SB/08), 
Paper No./Mail Date 03/10/2020 and 12/28/2020. 

5. ~ Examiner's Amendment/Comment 

6. ~ Examiner's Statement of Reasons for Allowance 

3. D Examiner's Comment Regarding Requirement for Deposit 7. D Other 
of Biological Material . 

4.~ Interview Summary (PTO-413), 
Paper No./Mail Date. 03/04/2021. 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 

U.S. Patent and Trademark Office 

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20210304 

Pfizer EX1043, Page 17 of 63



Continuation Sheet (PTOL-37) Application No. 16/089,040 

Continuation of 3. The allowed claim(s) is/are: 67,74-75,78,81,97,106,109,112-114,154,256,297 and 299-
303 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

DETAILED ACTION 

Notice of Pre-A/A or A/A Status 

1. The present application, filed on or after March 16, 2013, is being examined under the first 

inventor to file provisions of the AIA. 

Response to Restriction Requirement 

Page 2 

2. Applicant's response 12/28/2020 to election is acknowledged. Applicant elected App!icant ilmeby 

elects Group 4 (claim 67), drawn to a pi1armaceutical composition comprisiniJ at !east two im,-i-1uno£1Gnic 

poiypeptidG conjugatGs, :35B and 23A and 23B. 

Status of claims 

3. Claims 67, 71, 73-75, 78, 81, 97,106,109, 112-114, 154,256, and 296-300 are pending. 

Claims 1, 29, 62, 157, 163, and 256 have been canceled. 

Claims 71, 74, 75, 68, 81, 97, 106, 109, 112, 113, and 256 have been amended 

New claims 296-300 have been added. 

Claims 67, 71, 73-75, 78, 81, 97, 106, 109 and 296-300 are under examination with respect to 

358, 23A and 238. 

Information Disclosure Statement 

4. The information disclosure statements (IDS) submitted on 03/10/2020 and 12/28/2020 are in 

compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure statements are 

being considered by the examiner and a signed copy of each is attached to this office action. 

Examiner's amendment 

5. An examiner's amendment to the record appears below. Should the changes and/or additions be 

unacceptable to applicant, an amendment may be filed as provided by 37 CFR 1.312. To ensure 

consideration of such an amendment, it MUST be submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with Chelsea E. 

Witte-Garcia, on 03/04/2021 and the application has been amended as follows: 

Claims 71, 73, 296 and 298 are cancelled. 

Pfizer EX1043, Page 19 of 63



Application/Control Number: 16/089,040 Page 3 
Art Unit: 1645 

67. (Currently Amended) A pharmaceutical composition comprising a plurality of at least 

two unique aA- immunogenic saccharide-polypeptide conjugates, each comprising, individually a, at least 

two unique capsular polysaccharides, fragments thereof, or eombinations thereof, conjugated to a 

polypeptide, wherein each of the at least t'A'O unique capsular polysaccharides, or fragments thereof, is 

from a Streptococcus pneumoniae serotype selected from a group consisting of 1, 2, 3, 4, 5, 6A, 6B, n:::, 

9V, 14, 18G, 19A, 19F,23F,6C,8,9N, 10A, 11A, 12F, 15A, 15B, 15G, 16F, 17F,20A,20B,22F,23A, 

23B, 24F, 24B, 31, 33F, 34, 35F, and 35B, and 38. 

74. (Currently Amended) The pharmaceutical composition of claim 67, wherein at least 

one polypeptide of the plurality is an oligopeptide and/or at least one polypeptide comprises a mixture of 

polypeptides. 

78. (Currently Amended) The pharmaceutical composition of claim 67, further comprising 

an adjuvant; a chelating agent; a surfactant, an emulsifier, or a eombination thereof; a buffering agent; a 

preservative; a salt; a-A-G!0f an anti-fungal compound; or a combination or a salt thereof. 

97. (Currently Amended) The pharmaceutical composition of claim 67, wherein at least 

one of the unique immunogenic saccharide-polypeptide conjugate elicits an opsonophagocytic response. 

106. (Currently Amended) The pharmaceutical composition of claim 67, wherein the 

immunogenic saccharide-polypeptide conjugates eonjugate(s) are individually, respeetively, or collectively 

present in an amount of at least aeeblt-0.001 %, by weight, based on the weight of the pharmaceutical 

composition. 

114. (Currently Amended) The method of claim 113, wherein the second composition comprises 

an immunogenic saccharide-polypeptide conjugate comprising a capsular polysaccharide or fragment of 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

Page 4 

the capsular polysaccharide from a serotype of Streptococcus pneumoniae conjugated to #le 2 second 

polypeptide. 

154. (Currently Amended) The method of claim 112 ~ wherein the subject is a human. 

299. (Currently Amended) The pharmaceutical composition of claim 67, wherein each of the 

immunogenic saccharide-polypeptide conjugates is present in an amount of about: at least 0.001 %, by 

weight, based on the weight of the pharmaceutical composition. 

301. (New) The pharmaceutical composition of claim 67, further comprising at least one 

additional immunogenic saccharide-polypeptide conjugate comprising a capsular polysaccharide from a 

unique Streptococcus pneumoniae serotype selected from the group consisting of 6C, 8, 9N, 1 0A, 11 A, 

12F, 15A, 15B, 15C, 16F, 20A, 20B, 22F, and 34. 

302. (New) The pharmaceutical composition of claim 67, wherein plurality of unique 

immunogenic saccharide-polypeptide conjugate comprises individually Streptococcus pneumoniae 

serotype comprising 6C, 9N, 15A, 15C, 16F, 23A, 23B, and 35B. 

303. (New) The pharmaceutical composition of claim 67, wherein plurality of unique 

immunogenic saccharide-polypeptide conjugate comprises individually Streptococcus pneumoniae 

serotype consisting of 6C, 9N, 15A, 15C, 16F, 23A, 23B, and 35B. 

Reasons for Allowance 

6. The following is an examiner's statement of reasons for allowance: 

The claimed pharmaceutical composition comprising capsular polysaccharides from a 

Streptococcus pneumoniae serotype 23A, 23B and 35B of the instant application is novel and 

nonobvious. The specification teaches (Table 2 and examples) the capsular conjugates and therefore 

induce an immune response when administered. The claimed composition has not been disclosed or 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

Page 5 

studied in the prior art and the specification meets 35 U.S.C. 112, first paragraph, requirements because 

it contains an adequate written description of the invention that enables one of ordinary skill in the art to 

make and use the invention. The specification also sets forth the best mode to carry out the invention. 

The claims also meet 35 U.S.C. 112, second paragraph, requirements because the claims point out and 

distinctly claim the invention. 

7. Claims 67, 74-75, 78, 81, 97, 106, 109, 297 and 299-303 are directed to an allowable product. 

Pursuant to the procedures set forth in MPEP § 821.04(8), claims 112-114, 154 and 256 (group 5), 

directed to the process of making or using an allowable product, previously withdrawn from consideration 

as a result of a restriction requirement, 06/29/2020 hereby rejoined and fully examined for patentability 

under 37 CFR 1 .1 04. Because all claims previously withdrawn from consideration under 37 CFR 1 .142 

have been rejoined, the restriction requirement as set forth in the Office action mailed on 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 continuation or 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 In re Ziegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131-32 

(CCPA 1971 ). See also MPEP § 804.01. 

Conclusion 

8. Claims 67, 74-75, 78, 81, 97, 106, 109, 297, 299-303, 112-114, 154 and 256 are allowed and are 

numbered as 1-19 respectively. 

Correspondence 

9. Any inquiry concerning this communication or earlier communications from the examiner should 

be directed to Padmavathi Baskar whose telephone number is (571 )272-0853. The examiner can 

normally be reached on Mon-Fri 9-5:30 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

Page 6 

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, Gary 

Nickol can be reached on 571-272-0835. The fax phone number for the organization where this 

application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 

Information Retrieval (PAIR) system. Status information for published applications may be obtained from 

either Private PAIR or Public PAIR. Status information for unpublished applications is available through 

Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 

at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 

or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-

1000. 

Respectfully, 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 
Padmavathi Baskar, Ph.D. (Microbiology and Immunology) 
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Padmavathi Baskar Unit to File) Status 

1645 Yes 1 of 1 

Padmavathi Baskar Primary Examiner Telephonic 
Chelsea E. Witte-Garcia Attorne of Record 

Date of Interview: 04 March 2021 

Issues Discussed: 

Other 

The examine and the attorney discussed the allowable subject matter of pharmaceutical composition 
comprising polysaccharide conjugates 35B, 23A and 23B from Streptococcus pneumoniae. These 
serotypes along with 6C, 8, 9N, 10A, 11A, 12F, 15A, 15B, 15C, 16F, 20A, 20B, 22F, and 34 or 6C, 9N, 
15A, 15C, 16F, 23A, 23B, and 35B appear to be free of prior art and the specification table 2 has support 
doe said composition. The applicant agreed to the examiner's amendment as set forth in the attached 
offfice action. 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 I 
Applicant is reminded that a complete written statement as to the substance of the interview must be made of record in 
the application file. It is the applicants responsibility to provide the written statement, unless the interview was initiated 
by the Examiner and the Examiner has indicated that a written summary will be provided. See MPEP 713.04 
Please further see: 
MPEP 713.04 
Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews, paragraph (b) 
37 CFR § 1 .2 Business to be transacted in writing 

Applicant recordation instructions:lt is not necessary for applicant to provide a separate record of the substance of interview. 

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete 
and proper recordation of the substance of an interview should include the items listed in MPEP 713.04 for complete 
and proper recordation including the identification of the general thrust of each argument or issue discussed, a general 
indication of any other pertinent matters discussed regarding patentability and the general results or outcome of the 
interview, to include an indication as to whether or not agreement was reached on the issues raised. 

U.S. Patent and Trademark Office 
PTOL-413/413b (Rev. Oct. 2019) Interview Summary Paper No. 20210304 
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16/089,040 

Examiner 

Padmavathi Baskar 

Applicant(s)/Patent Under Reexamination 

FORREST et al. 

Art Unit 

1645 

D Claims renumbered in the same order as presented by applicant D CPA D T.D. D R.1.47 
CLAIMS 

Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original 

1 67 10 299 19 256 
2 74 11 300 
3 75 12 301 
4 78 13 302 
5 81 14 303 
6 97 15 112 
7 106 16 113 
8 109 17 114 
9 297 18 154 

NONE 
Total Claims Allowed: 

(Assistant Examiner) (Date) 19 

/Padmavathi Baskar/ 04 March 2021 
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DWPI, 
TDBD, 
FPRS 

35B 23A 23B 6C, 8, 9N, lOA, llA, 12F, 15A, PGPB, 0 ADJ YES 03-04-2021 
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APPLICATION NO.: 16/089,040 ATTY. DOCKET NO.: Pl 143.70000US014 
FORM PTO-1449/A and B (modified PTO/SB/08) 

FILING DATE: September 27, 2018 CONFIRMATION NO.: 8702 
INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT FIRST NAMED INVENTOR: Bruce D. Forrest 

GROUP ART UNIT: 1645 EXAMINER: Padmavathi Baskar 
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U.S. Patent Document Date of Publication or Issue Examiner's Cite Name of Patentee or Applicant of Cited 
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of Cited Document 
Number 

Code 
MM-DD-YYYY 
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FOREIGN PATENT DOCUMENTS 

Foreign Patent Document Date of 
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Initials# No. Office/ 

Number 
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Country Code MM-DD-
yyyy 
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WO 2016/149771 Al Gamma Vaccines Pty Limited 09-29-2016 

ilp,B/ WO 2017/067962 Al Glaxosmithkline Biologicals S.A. 04-27-2017 

OTHER ART - NON PATENT LITERATURE DOCUMENTS 

Examiner's Cite 
Include name of the author (in CAP IT AL LETTERS). title of the article (when appropriate). title of the 

Translation 
Initials # No 

item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s). volume-issue number(s). 
(YIN) 

publisher, city and/or country where published. 

/P.B/ 
International Search Report and Written Opinion, mailed February 11, 2019, in connection with 
Application No. PCT/US2018/054391 (Pl 143.70001 WO00). 

International Preliminary Report on Patentability, mailed April 16, 2020, in connection with 

/P.B/ Application No. PCT/US2018/054391 (Pl 143.70001 WO00). 

[NOTE - No copies of U.S. patents. published U.S. patent applications. or pending. unpublished patent applications stored in the USPTO's Image File Wrapper (IFW) system, 
are included. See 37 CFR § 1.98 and 12870Gl63. Copies of all other patent(s), publication(s), unpublished, pending U.S. patent applications, or other information listed are 
provided as required by 37 CFR § 1.98 unless I) such copies were provided in an IDS in an earlier application that complies with 37 CFR § 1.98, and 2) the earlier application is 
relied upon for an earlier filing date under 35 U.S.C. § 120.] 

EXAMINER: DATE CONSIDERED: 

/Padmavathi Baskar/ 
01/28/2021 

# EXAMINER: Initial if reference 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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=> d his ful 

Ll 

L2 

L3 

L4 

L5 

L6 

L7 

LS 

L9 

Ll0 
Lll 

FILE 'REGISTRY' ENTERED AT 07:54:24 ON 08 JAN 2021 
E CRM197/CN 

1 SEA ABB=ON PLU=ON "CRM197 PROTEIN"/CN 
E CRM 197/CN 

5 SEA ABB=ON PLU=ON ("CRM 197"/CN OR "CRM 197 (173-LYSINE) ( 
SYNTHETIC CATALYTICALLY INACTIVATED DIPHTHERIA TOXIN 
PRECURSOR)"/CN OR "CRM 197 (CORYNEBACTERIUM DIPHTHERIAE 
INACTIVE DIPHTHERIA TOXIN CRM197 GENE)"/CN OR "CRM 197 
(CORYNEBACTERIUM DIPHTHERIAE INACTIVE DIPHTHERIA TOXIN 
CRM197 PRECURSOR)"/CN OR "CRM 197 (CORYNEBACTERIUM 
DIPHTHERIAE)"/CN OR "CRM 197 (SYNTHETIC CATALYTICALLY 
INACTIVATED DIPHTHERIA TOXIN PRECURSOR)"/CN) 

34 SEA ABB=ON PLU=ON TETANUS TOXOID?/CN 
E TETANUS TOXIN/CN 

1 SEA ABB=ON PLU=ON "TETANUS TOXIN"/CN 
E DIPHTHERIA TOXOID/CN 

2 SEA ABB=ON PLU=ON ("DIPHTHERIA TOXOID"/CN OR "DIPHTHERIA 
TOXOID (CORYNEBACTERIUM DIPHTHERIAE)"/CN OR "DIPHTHERIA 
TOXOIDS"/CN) 
E DIPHTHERIA TOXIN/CN 

1 SEA ABB=ON PLU=ON "DIPHTHERIA TOXIN" /CN 
E PERTUSSIS TOXOID/CN 

1 SEA ABB=ON PLU=ON ("PERTUSSIS TOXOID"/CN OR "PERTUSSIS 
TOXOIDS"/CN) 
E PERTUSSIS TOXIN/CN 

1 SEA ABB=ON PLU=ON "PERTUSSIS TOXIN" /CN 
E CHOLERA TOXOID/CN 

2 SEA ABB=ON PLU=ON ("CHOLERA TOXOID (METHIONYL,41-TYROSINE 
(VIBRIO CHOLERAE GENE CTXA SUBUNIT A FRAGMENT)"/CN OR 

"CHOLERA TOXOID (METHIONYL, 63-TYROSINE) (VIBRIO CHOLERAE 
GENE CTXA SUBUNIT A FRAGMENT)"/CN) 
E CHOLERA TOXIN/CN 

1 SEA ABB=ON PLU=ON "CHOLERA TOXIN"/CN 
5 SEA ABB=ON PLU=ON PNEUMOCOCCAL SURFACE PROTEIN A ?/CN 

E PNEUMOCOCCAL PNEUMOLYSIN/CN 
L12 3 SEA ABB=ON PLU=ON ("PNEUMOCOCCAL SURFACE ADHESIN A 

(STREPTOCOCCUS PNEUMONIAE GENE PSAA FRAGMENT)"/CN OR 
"PNEUMOCOCCAL SURFACE ADHESIN A (STREPTOCOCCUS PNEUMONIAE 
GENE PSAA PRECURSOR)"/CN) 

L13 7 SEA ABB=ON PLU=ON KEYHOLE LIMPET HEMOCYANIN?/CN 
L14 19 SEA ABB=ON PLU=ON CSA PEPTIDASE ?/CN 
L15 6 SEA ABB=ON PLU=ON TUBERCULIN ?/CN 
L16 88 SEA ABB=ON PLU=ON (Ll OR L2 OR L3 OR L4 OR L5 OR L6 OR 

L7 OR LS OR L9 OR Ll0 OR Lll OR L12 OR L13 OR L14 OR L15) 

FILE 'HCAPLUS' ENTERED AT 07:59:27 ON 08 JAN 2021 
L17 216410 SEA ABB=ON PLU=ON (?SACCHARIDE? OR CPS OR CP) AND 

L18 42375 

L19 1513 

L20 9 
L22 27442 

(PROTEIN OR PEPTIDE OR OLIGOPEPTIDE OR POLYPEPTIDE OR 
POLYPROTEIN) 
SEA ABB=ON PLU=ON L17 AND (CONJUGAT? OR ?LINK? OR 
COUPL?) 
SEA ABB=ON PLU=ON L18 AND ( (STREPTOCOCC? ORS ORD 
DIPLOCOCCI?) (W) PNEUMON? OR PNEUMOCOCC?) 
SEA ABB=ON PLU=ON L19 AND (23A OR 23B OR 35B) 

OR 

SEA ABB=ON PLU=ON "STREPTOCOCCUS PNEUMONIAE"+OLD,PFT/CT 
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L23 

L24 

L25 
L26 

4159 SEA ABB=ON PLU=ON L22 AND (OLIGOPEPTIDES+OLD,PFT OR 
PEPTIDES OR PROTEINS)/CT 

945 SEA ABB=ON PLU=ON L23 AND (MONOSACCHARIDES+OLD,PFT OR 
OLIGOSACCHARIDES+OLD,PFT OR POLYSACCHARIDES+OLD,PFT OR 
CAPSULAR POLYSACCHARIDES+OLD,PFT OR SACCHARIDES OR 
CARBOHYDRATES)/CT 

7 SEA ABB=ON PLU=ON L24 AND (23A OR 23B OR 35B) 
10 SEA ABB=ON PLU=ON L20 OR L25 

FILE 'REGISTRY' ENTERED AT 08:09:35 ON 08 JAN 2021 
L31 1 SEA ABB=ON PLU=ON 100179-39-3/RN 

FILE 'HCAPLUS' ENTERED AT 08:10:33 ON 08 JAN 2021 
L33 85765 SEA ABB=ON PLU=ON (?SACCHARIDE? OR CPS OR CP) (10A) (PROTE 

L34 

L35 

L36 

L40 

L42 
L43 
L44 

L45 

L46 

L47 
L48 

L51 

L54 
L55 

FILE 

IN OR PEPTIDE OR OLIGOPEPTIDE OR POLYPEPTIDE OR POLYPROTEIN 
) 

6964 SEA ABB=ON PLU=ON L33(10A) (CONJUGAT? OR ?LINK? OR 
COUPL?) 

643 SEA ABB=ON PLU=ON L34 (S) (L16 OR CRM197 OR (CROSS REACT? 
OR CRM) (2W) 197 OR TT OR DT OR CT OR ?TOXOID? OR PT OR 
?TOXIN? OR PNEUMOCOCCAL PNEUMOLYSIN OR PNEUMOCOCC?(5W) (SPA 
OR PROTEIN A) OR PSPA OR (PSA OR PSP) (W)A OR PSSA OR 
C5A(S) PEPTIDASE OR NTHI OR INFLUENZA OR USPA OR USP A OR 
KLH) 

289 SEA ABB=ON PLU=ON L34(S) (L31 OR KEYHOLE LIMPET OR OMPC 
OR OUTER MEMBRANE? OR PPD OR TUBERCULIN OR PROTEIN D) 

285 SEA ABB=ON PLU=ON (L35 OR L36) AND (?ADJUVANT? OR 
CHELAT? OR SURFACTANT OR SURFACE(2A)ACTIVE OR EMULSIF? OR 
EMULSION OR BUFFER? OR PRESERVATIVE OR ANTIFUNG## OR 
FUNGICID? OR ANTI FUNG##) 

18 SEA ABB=ON PLU=ON L40 AND OPSONOPHAGOCY? 
96 SEA ABB=ON PLU=ON L19 AND OPSONOPHAGOCY? 
57 SEA ABB=ON PLU=ON L43 AND (L16 OR CRM197 OR (CROSS 

REACT? OR CRM) (2W)197 OR TT OR DT OR CT OR ?TOXOID? OR PT 
OR ?TOXIN? OR PNEUMOCOCCAL PNEUMOLYSIN OR PNEUMOCOCC?(5W) (S 
PA OR PROTEIN A) OR PSPA OR (PSA OR PSP) (W)A OR PSSA OR 
C5A(S) PEPTIDASE OR NTHI OR INFLUENZA OR USPA OR USP A OR 
KLH) 

24 SEA ABB=ON PLU=ON L43 AND (L31 OR KEYHOLE LIMPET OR OMPC 
OR OUTER MEMBRANE? OR PPD OR TUBERCULIN OR PROTEIN D) 

28 SEA ABB=ON PLU=ON (L44 OR L45) AND (?ADJUVANT? OR 
CHELAT? OR SURFACTANT OR SURFACE(2A)ACTIVE OR EMULSIF? OR 
EMULSION OR BUFFER? OR PRESERVATIVE OR ANTIFUNG## OR 
FUNGICID? OR ANTI FUNG##) 
E OPSONOPHAGOCYSIS+ALL/CT 
E E4+ALL 

1186 SEA ABB=ON PLU=ON OPSONOPHAGOCYTOSIS+OLD,PFT/CT 
24 SEA ABB=ON PLU=ON L24 AND L47 

'MEDLINE, BIOSIS, EMBASE, WPIX, JAPIO, PQSCITECH' ENTERED AT 
08:22:02 ON 08 JAN 2021 

55 SEA ABB=ON PLU=ON L20 

FILE 'WPIX, PQSCITECH' ENTERED AT 08:22:33 ON 08 JAN 2021 
43 SEA ABB=ON PLU=ON L20 
25 SEA ABB=ON PLU=ON L54 AND PER/PHP 
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FILE 'HCAPLUS' ENTERED AT 08:25:23 ON 08 JAN 2021 
D QUE L20 
D QUE L25 
D L26 1-10 

FILE 'MEDLINE, BIOSIS, EMBASE, WPIX, JAPIO, PQSCITECH' ENTERED AT 
08:25:25 ON 08 JAN 2021 

L56 48 DUP REM L55 L51 (32 DUPLICATES REMOVED) 
D L56 1-48 

FILE 'HCAPLUS' ENTERED AT 08:26:10 ON 08 JAN 2021 
L57 44 SEA ABB=ON PLU=ON (L42 OR L46 OR L48) NOT L26 

L58 
L59 
L60 

L61 
L62 
L63 
L64 

D QUE L42 
D QUE L46 
D QUE L48 
D L57 1-44 

FILE 'MEDLINE, BIOSIS, EMBASE, WPIX, JAPIO, PQSCITECH' ENTERED AT 
08:27:33 ON 08 JAN 2021 

14 SEA ABB=ON PLU=ON L42 
26 SEA ABB=ON PLU=ON L46 
29 SEA ABB=ON PLU=ON (L58 OR L59) NOT L51 

FILE 'WPIX, PQSCITECH' ENTERED AT 08:31:23 ON 08 JAN 2021 
10 SEA ABB=ON PLU=ON L42 
10 SEA ABB=ON PLU=ON L46 

9 SEA ABB=ON PLU=ON (L61 OR L62) AND PER/PHP 
8 SEA ABB=ON PLU=ON L63 NOT L55 

FILE 'WPIX, MEDLINE, BIOSIS, EMBASE, PQSCITECH' ENTERED AT 08:32:42 
ON 08 JAN 2021 

L65 23 DUP REM L64 L60 (14 DUPLICATES REMOVED) 
D L65 1-23 

FILE 'MEDLINE' ENTERED AT 08:33:20 ON 08 JAN 2021 
L66 22959 SEA ABB=ON PLU=ON ("STREPTOCOCCUS PNEUMONIAE"/CT OR 

B3.353.750.737.872.550./CT OR B3.510.400.800.872.550./CT 
OR B3.510.550.737.872.550./CT) 

L67 216 SEA ABB=ON PLU=ON L66 AND (23A OR 23B OR 35B) 
L68 572648 SEA ABB=ON PLU=ON (POLYSACCHARIDES/CT OR D9.698./CT) 
L69 8 SEA ABB=ON PLU=ON L67 AND (L68 OR D9./CT) 
L70 3366 SEA ABB=ON PLU=ON L66 AND (L68 OR D9./CT) 
L71 560 SEA ABB=ON PLU=ON L70 AND (CS OR BI)/CT 
L72 300739 SEA ABB=ON PLU=ON (OLIGOPEPTIDES/CT OR D12.644.456./CT) 

E PEPTIDES+ALL/CT 
L73 2752045 SEA ABB=ON PLU=ON (PEPTIDES/CT OR D12.644./CT) 
L74 423 SEA ABB=ON PLU=ON L71 AND (D12.776./CT OR L72 OR L73) 
L75 153 SEA ABB=ON PLU=ON L74 AND (CONJUGAT? OR ?LINK? OR 

COUPL?) 
L76 50066 SEA ABB=ON PLU=ON (PHAGOCYTOSIS/CT OR G12.450.564.809./CT 

OR G12.688./CT OR G4.417.350./CT OR G9.188.665./CT) 
L77 4161 SEA ABB=ON PLU=ON ("OPSONIN PROTEINS"/CT OR D12.776.124.4 

86.485.114.767./CT OR D12.776.124.486.657./CT OR D12.776.12 
4.790.651.114.767./CT OR D12.776.377.715.548.114.767./CT) 

L78 7 SEA ABB=ON PLU=ON L75 AND L76 
L79 
L80 

4 SEA ABB=ON PLU=ON L75 AND L77 
16 SEA ABB=ON PLU=ON L69 OR L78 OR L79 
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D QUE L69 
D QUE L78 
D QUE L79 
D LS0 1-16 

FILE 'HCAPLUS, MEDLINE, BIOSIS, EMBASE, WPIX, JAPIO, PQSCITECH' 
ENTERED AT 08:42:16 ON 08 JAN 2021 

L81 862 SEA ABB=ON PLU=ON "FORREST B"?/AU 
L82 
L83 
L84 
L85 
L86 
L87 
LBS 

6550 
4 

11 
2 
5 

11 
4 

SEA ABB=ON 
SEA ABB=ON 
SEA ABB=ON 
SEA ABB=ON 
SEA ABB=ON 
SEA ABB=ON 
DUP REM L87 
D LBS 1-4 

PLU=ON "LOVE J"?/AU 
PLU=ON L81 AND L82 
PLU=ON (L81 OR L82) AND L19 
PLU=ON (L81 OR L82) AND L24 
PLU=ON (L81 OR L82) AND L36 
PLU=ON (L83 OR L84 OR L85 OR L86) 
( 7 DUPLICATES REMOVED) 
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U.S. Patent Document Date of Publication or Issue Examiner's Cite Name of Patentee or Applicant of Cited 
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9,764,039 Thanos et al. 09-19-2017 
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2015-0374811 Al Malley et al. 12-31-2015 

FOREIGN PATENT DOCUMENTS 

Foreign Patent Document Date of 
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Initials# No. Office/ 

Number 
Kind Document Document (YIN) 
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yyyy 
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WO 2008/143709 A2 Wyeth 11-27-2008 

WO 2011/100151 Al Merck Sharp & Dahme Corp. 08-18-2011 

WO 2016/207905 A2 Biological E Limited 12-19-2016 

WO 2018/064444 Al Biological E Limited 04-05-2018 

WO 2019/070994 Al Liffey Biotech Limited 04-11-2019 

OTHER ART- NON PATENT LITERATURE DOCUMENTS 

Examiner's Cite 
Include name of the author (in CAPITAL LETTERS), title of the article ( when appropriate), title of the 

Translation 
Initials# No 

item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
(YIN) 

publisher, city and/or country where published. 
Extended European Search Report, mailed November 4, 2019, in connection with Application 
No. EP 17776881 (P1143.70000EP00). 
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DATE CONSIDERED: 

02/01/2021 
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FILlNG DATE: September 27, 2018 CONFIRMATION NO.: 8702 
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GROUP ART UNIT: 1645 EXAMINER: Not Yet Assigned 
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Include copy of this form with next communication to Applicant. 
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APPLICATION NO.: 16/089.040 ATTY. DOCKET NO.: Pl143.70000US04 
FOR:.vI PT0-1449/A ,md B (modified PTO/SB/08) 

FIUNG DATE: September 27, 2018 CONFIRMATION NO.: 8702 
INFORMATION DISCLOSURE 
STATEl\/IENT BY APPLICANT FIRST NA.1\,fED INVENTOR: Bmce D. Forrest 

GROUP ART UN[T: 1645 EXAMINER: Padrnavathi Baskar 
Sheet I l I of I l 

l.J.S. PATENT DOCUMENTS 

U.S. Patem Document Date of Publication or Issue Examiner's Cite Name of Patentee or AppliGmt of Cited 
of Cited Document 

Initials " No. Number 
Kind Document l\1fVI-DD-YYYY 
Code 

FOREIGN PATENT DOCUMENTS 

Foreign Patent Document Date of 
Publication of 

Examiner's Cite Name of Patemee or Applicant of Cited Cited Translation 
Initials ,; No. Office/ 

Number 
Kind Document Document (Y/N) 

Country Code J\!JJ'v1-DD-
yyyy 

on-rnR ART--- NON PAH:N"f LffERATIJIU: DOCUMENTS 

Examiner's Cite 
Include JtL.'Ile of the author (in CAPITAL LETTERS), title of the a1ticle (when appropriate). title of the 

Translation 
lninals # No 

item (book. magazine, journal. serial, symposium, catalog, etc.). date. page(s). volume-issue number(s). 
(YIN) 

publisher, city and/or com1try where nublished. 

GUO et al.. Genetic diversity of fluoroquinolone-nonsusceptible Streptococcus pneumoniae 
clinical isolates and the first identification of serotype 20B in China. Eur J Clin Microbiol Infect 
Dis. 2014 Mar;33(3):465-70. doi: 10.l007/sl0096-013-1979-5. Epub 2013 Oct 4. 

NUNES et al .. The impact of private use of PCV7 in 2009 and 2010 on serotypes and 
antimicrobial resistance of Streptococcus pneumoniae carried by young children in Portugal: 
Comparison \Nith data obtained since 1996 generating a 15-year study prior to PCVU 
introduction. Vaccine. 2016 Mar 29J4(14):l648-56. doi: 10.1016/j.vaccine.2016.02.045. Epub 
2016 Feb 23. 

fNOTE- No copies of U.S. patents, published U.S. patent applications, or pending, llilpublished patent applications stored in the USPT(Ys Image File Wrapper (IFW) system. 
arc included. See 37 CFR § l.98 and l287OGl 63. Cop,cs of aJJ other patent(,), publication(s}, unpublished, pending U.S. patent applications, or otherinfonnation listed are 
provided as reqttired by 37 CFR § l.98 unless l) such copies were provided irt art IDS irt art earlier application lhal complies with 37 CFR § 1.98, and 2) lhe earlier application is 
relied upon for an earlierfiling date under 35 1J .S. C. § 120 ] 
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DOCKET NO.: Pl 143.70000US04 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

First Named Inventor: 
Application No.: 
Confirmation No.: 
Filed: 
For: 

Examiner: 
Art Unit: 

Bruce D. Forrest 
16/089,040 
8702 
September 27, 2018 
SACCHARIDE-POLYPEPTIDE CONJUGATE 
COMPOSITIONS AND METHODS OF USE THEREOF 
Padmavathi Baskar 
1645 

Certificate of Electronic Filing under 37 C.F.R. § 1.8 
I hereby certify that this paper (along with any paper referred to as being attached or enclosed) is being transmitted via the Office's electronic filing 
system in accordance with 37 C.F.R. § 1.6(a)(4). 

Dated: May 14, 2021 

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

Electronic Signature for Luke B. Brand: /Luke B. Brand/ 

STATEMENT FILED PURSUANT TO THE DUTY OF 
DISCLOSURE UNDER 37 C.F.R. §§ 1.56, 1.97 AND 1.98 

Commissioner: 

Pursuant to the duty of disclosure under 37 C.F.R. §§ 1.56, 1.97 and 1.98, the undersigned 

requests consideration of this Information Disclosure Statement. 

PART I: Compliance with 37 C.F.R. § 1.97 

This Information Disclosure Statement has been filed after the mailing date of either a Final 

Action under 37 C.F.R. § 1.113 or a Notice of Allowance under 37 C.F.R. § 1.311 and is being filed 

on or before payment of an Issue Fee. 

The undersigned hereby states, as specified in 37 C.F.R. § 1.97(e), that each item of 

information contained in this Information Disclosure Statement was first cited in any 

communication from a foreign patent office in a counterpart for the present Application not more 

than three months prior to the filing of this Statement. Therefore, please charge our credit card in the 

amount of $130.00 to cover the fee set forth in 37 C.F.R. § l.17(p). 

9238752.1 
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Application No.: 16/089,040 
Conf. No.: 8702 

PART II: Information Cited 

- 2 - Art Unit: 1645 

The undersigned hereby makes of record in the present Application the information listed on 

the attached Form PTO-1449 (modified PTO/SB/08). The order of presentation of the references 

should not be construed as an indication of the importance of the references. 

PART III: Remarks 

Documents cited anywhere in the Information Disclosure Statement are enclosed unless 

otherwise indicated. It is respectfully requested that: 

1. The Examiner consider completely the cited information, along with any other 

information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed Form PTO-1449 (modified PTO/SB/08) be signed by the Examiner to 

evidence that the cited information has been fully considered by the United States Patent and 

Trademark Office during the examination of the present Application; and 

3. The citations for the information be printed on any patent which issues from the present 

Application. 

By submitting this Information Disclosure Statement, the undersigned makes no 

representation that a search has been performed, of the extent of any search performed, or that more 

relevant information does not exist. 

By submitting this Information Disclosure Statement, the undersigned makes no 

representation that the information cited in the Statement is, or is considered to be, material to 

patentability as defined in 37 C.F.R. § 1.56(b ). 

By submitting this Information Disclosure Statement, the undersigned makes no 

representation that the information cited in the Statement is, or is considered to be, in fact, prior art 

as defined by 35 U.S.C. § 102. 

Notwithstanding any statements by the undersigned, the Examiner is urged to form his or her 

own conclusion regarding the relevance of the cited information. 
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Application No.: 16/089,040 
Conf. No.: 8702 

- 3 - Art Unit: 1645 

An early and favorable action is hereby requested. 

The Director is hereby authorized to charge any deficiency in the fees due, or credit any 

overpayment, by the filing of this Information Disclosure Statement to our Deposit Account No. 

23/2825, under Docket No. Pl 143.70000US04, from which the undersigned is authorized to draw. 

Docket No.: Pl 143.70000US04 
Date: May 14, 2021 

Respectfully submitted, 

Electronic signature: /Chelsea E. Witte-Garcia/ 
Chelsea E. Witte-Garcia, Ph.D. 
Registration No.: 75,713 
WOLF, GREENFIELD & SACKS, P.C. 
600 Atlantic A venue 
Boston, Massachusetts 02210-2206 
617.646.8000 
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Doc Code: TRAN.LET 
Document Description: Transmittal Letter 

USED IN LIEU OF PTO/SB/21 (07-09) 

Application Number 16/089,040-Conf. #8702 

TRANSMITTAL Filing Date 
September 27, 2018 

FORM First Named Inventor 
Bruce D. Forrest 

Art Unit 
1645 

Examiner Name 
Padmavathi Baskar (to be used for all correspondence after initial filing) 

Total Number of Pages in This Submission I Attorney Docket Number 
P1143.70000US04 

ENCLOSURES ( Check all that apply) 

0 Fee Transmittal Form D Drawing(s) □ After Allowance Communication 
to TC 

D Fee Attached D Licensing-related Papers □ Appeal Communication to Board 
of Appeals and Interferences 

D Amendment/Reply D Petition □ Appeal Communication to TC 
(Appeal Notice, Brief, Reply Brief) 

D After Final □ Petition to Convert to a 
Provisional Application 

D Proprietary Information 

D Affidavits/declaration(s) □ Power of Attorney, Revocation 
Change of Correspondence Address 

D Status Letter 

D Extension of Time Request D Terminal Disclaimer [;] Other Enclosure(s) (please 
Identify below): 

D Express Abandonment Request D Request for Refund Form PT0-1449 

[;] Information Disclosure Statement D CD, Number of CD(s) 
Copies of cited references 

□ Certified Copy of Priority 
Document(s) 

D Landscape Table on CD 

□ Reply to Missing Parts/ 
Incomplete Application I Remarks I 
□ Reply to Missing Parts 

under 37 CFR 1.52 or 1.53 

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT 

Firm Name WOLF, GREENFIELD & SACKS, P.C. 
Signature 

/Chelsea E. Witte-Garcia/ 

Printed name 
Chelsea E. Witte-Garcia, Ph.D. 

Date 
May 14, 2021 I Reg. No. 175,713 

Certificate of Electronic Filing under 37 C.F.R. § 1.8 
I hereby certify that this paper (along with any paper referred to as being attached or enclosed) is being transmitted via the Office's electronic 
filing system in accordance with 37 C.F.R. § 1.6(a)(4). 

Dated: May 14, 2021 Electronic Signature for Luke B. Brand: /Luke B. Brand/ 
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Complete if known 

FEE TRANSMITTAL 
Application Number 16/089,040-Conf. #8702 

Filing Date September 27, 2018 

0Applicant asserts small entity status. See 37 CFR 1.27. First Named Inventor Bruce D. Forrest 

□Applicant certifies micro entity status. See 37 CFR 1.29. Examiner Name Padmavathi Baskar 
Form PTO/SB/15A or B or equivalent must either be enclosed or 

Art Unit 1645 have been submitted previously. 

TOTAL AMOUNT OF PAYMENT I ($)130.00 Practitioner Docket No. P1143.70000US04 

METHOD OF PAYMENT (check all that apply) 

Ocheck 0 Credit Card D Money Order □None D Other (please identify): 

0 Deposit Account Deposit Account Number: 23/2825 Deposit Account Name: Wolf, Greenfield & Sacks, P.C. 

For the above-identified deposit account, the Director is hereby authorized to (check all that apply): 

□Charge fee(s) indicated below D Charge fee(s) indicated below, except for the filing fee 

[;]Charge any additional fee(s) or underpayment of fee(s) under □ Charge any additional fee(s) or underpayment of fee(s) under 37 
37 CFR 1.16 and 1.17, except for any excess claims fees or CFR 1.16 and 1.17 
multiple dependent claim fee 

[;]credit any overpayment of fee(s) 

WARNING: Information on this form may become public. Credit card information should not be included on this form. Provide credit card 
information and authorization on PT0-2038. 

FEE CALCULATION 

1. BASIC FILING, SEARCH, AND EXAMINATION FEES (U = undiscounted fee; S = small entity fee; M = micro entity fee) 
FILING FEES SEARCH FEES EXAMINATION FEES 

Ai:11:1lication Time .!J...ID ~ Mill .!J...ID ~ Mill .!J...ID ~ Mill Fees Paid Gl!l 
Utility 320 160' 80 700 350 175 800 400 200 

Design 220 110 55 160 80 40 640 320 160 

Plant 220 110 55 440 220 110 660 330 165 

Reissue 320 160 80 700 350 175 2,320 1,160 580 

Provisional 300 150 75 0 0 0 0 0 0 
• The $160 small entity status filing fee for a utility application is further reduced to $80 for a small entity status applicant who files the application via EFS-Web. 

2. EXCESS CLAIM FEES 

Fee Descri1;1tion Undiscounted Fee Gl!l Small Entitll Fee {$) Micro Entitll Fee Gl!l 
Each claim over 20 (including Reissues) 100 50 25 

Each independent claim over 3 (including Reissues) 480 240 120 

Multiple dependent claims 860 430 215 

Total Claims Extra Claims lli..ffi Fee Paid Gl!l Multii:1le Dei:1endent Claims 

-20orHP= X = lli..ffi Fee Paid Gl!l 
HP= highest number of total claims paid for, if greater than 20. 

lndei:1. Claims Extra Claims lli..ffi Fee Paid Glil 
-5 or HP= X = 

HP= highest number of independent claims paid for, if greater than 3. 

3. APPLICATION SIZE FEE 
If the specification and drawings exceed 100 sheets of paper (excluding electronically filed sequence or computer listings under 37 CFR 1.52(e)), the application size 
fee due is $420 ($210 for small entity) ($105 for micro entity) for each additional 50 sheets or fraction thereof. See 35 U.S.C. 41 (a)(1 )(G) and 37 CFR 1.16(s). 

Total Sheets Extra Sheets Number of each additional 50 or fraction thereof lli..ffi Fee Paid{$) 

-100 = /50 = (round up to a whole number) x = 

4. OTHER FEE(S) Fees Paid {$) 

Non-English specification, $130 fee (no small or micro entity discount) 

Non-electronic filing fee under 37 CFR 1.16(t) for a utility application, $400 fee ($200 small or micro entity) 

Other (e.g., late filing surcharge): 2806 Submission of an Information Disclosure Statement 130.00 

SUBMITTED BY 

Signature /Chelsea E. Witte-Garcia/ I Registration No. 
(Attorney/ Agent) 75,713 Telephone 617.646.8000 

Name (Print/Type) Chelsea E. Witte-Garcia, Ph.D. Date May 14, 2021 

Certificate of Electronic Filing under 37 C.F.R. § 1.8 
I hereby certify that this paper (along with any paper referred to as being attached or enclosed) is being transmitted via the Office's electronic 
filing system in accordance with 37 C.F.R. § 1.6(a)(4). 

Dated: May 14, 2021 Electronic Signature for Luke B. Brand: /Luke B. Brand/ 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

16/089,040 09/27/2018 

23628 7590 05/21/2021 

WOLF GREENFIELD & SACKS, P.C. 
600 ATLANTIC A VENUE 
BOSTON, MA 02210-2206 

FIRST NAMED INVENTOR 

Bruce D. FORREST 

UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONERFORPATENTS 

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

ATTORNEY DOCKET NO. 

P1143.70000US04 

CONFIRMATION NO. 

8702 

EXAMINER 

BASKAR. PADMA V ATHI 

ART UNIT PAPER NUMBER 

1645 

NOTIFICATION DATE DELIVERY MODE 

05/21/2021 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): 

Patents_eOfficeAction@WolfGreenfield.com 
WGS_eOfficeAction@WolfGreenfield.com 

PTOL-90A (Rev. 04/07) 
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Notice of Allowability 

Application No. 
16/089,040 
Examiner 
Padmavathi Baskar 

Applicant(s) 
FORREST et al. 

Art Unit I AIA (FITF) Status 
1645 Yes 

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

1.~ This communication is responsive to 05/14/2021. 

D A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on __ . 

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

3.~ The allowed claim(s) is/are See Continuation Sheet. As a result of the allowed claim(s), you may be eligible to benefit from the 
Patent Prosecution Highway program at a participating intellectual property office for the corresponding application. For more 
information, please see http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to 
PPHfeedback@uspto.gov. 

4.0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

a) □All b) 0 Some *c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 

* Certified copies not received: __ . 

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

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

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

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

6.0 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. D Notice of References Cited (PTO-892) 

2.~ Information Disclosure Statements (PTO/SB/08), 
Paper No./Mail Date 05/14/2021. 

5. ~ Examiner's Amendment/Comment 

6. D Examiner's Statement of Reasons for Allowance 

3. D Examiner's Comment Regarding Requirement for Deposit 7. D Other 
of Biological Material . 

4.0 Interview Summary (PTO-413), 
Paper No./Mail Date. 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 

U.S. Patent and Trademark Office 

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20210518 
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Continuation Sheet (PTOL-37) Application No. 16/089,040 

Continuation of 3. The allowed claim(s) is/are: 67,74-75,78,81,97,106,109,112-114,154,256,297 and 299-
303 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

DETAILED ACTION 

Notice of Pre-A/A or A/A Status 

1. The present application, filed on or after March 16, 2013, is being examined under the first 

inventor to file provisions of the AIA. 

Information Disclosure Statement 

Page 2 

2. The information disclosure statement (IDS) submitted on 05/14/2021 is in compliance with the 

provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being considered by the 

examiner and a signed copy of each is attached to this office action. 

Conclusion 

3. Claims 67, 74-75, 78, 81, 97, 106, 109, 297, 299-303, 112-114, 154 and 256 are allowed and are 

numbered as 1-19 respectively. 

Correspondence 

4. Any inquiry concerning this communication or earlier communications from the examiner should 

be directed to Padmavathi Baskar whose telephone number is (571 )272-0853. The examiner can 

normally be reached on Mon-Fri 9-5:30 

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, Gary 

Nickol can be reached on 571-272-0835. The fax phone number for the organization where this 

application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 

Information Retrieval (PAIR) system. Status information for published applications may be obtained from 

either Private PAIR or Public PAIR. Status information for unpublished applications is available through 

Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 

at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
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Application/Control Number: 16/089,040 
Art Unit: 1645 

Page 3 

or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-

1000. 

Respectfully, 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 
Padmavathi Baskar, Ph.D. (Microbiology and Immunology) 
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Issue Classification 

CPC 

Symbol 

A61K I rnI 39 I rI 
A61K I rnI 47 I ff 
A61K 1m 2039 11 
A61K 1m 2039 I mt 
A61K I rnt 2039 1 rnr 

CPC Combination Sets 

Symbol 

Application/Control No. 

16/089,040 

Examiner 

Padmavathi Baskar 

092 

646 

55505 

6037 

70 

1rn1 1rn1 

NONE 

(Assistant Examiner) 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 

(Primary Examiner) 
U.S. Patent and Trademark Office 

Page 1 of 3 

Applicant(s)/Patent Under Reexamination 

FORREST et al. 

Art Unit 

1645 

Type Version 

F 2013-01-01 

I 2017-08-01 

A 2013-01-01 

A 2013-01-01 

A 2013-01-01 

Type Set Ranking Version 

Total Claims Allowed: 

(Date) 19 

18 May 2021 
O.G. Print Claim(s) O.G. Print Figure 

(Date) 1 

Part of Paper No.: 20210518 
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Issue Classification 

INTERNATIONAL CLASSIFICATION 

CLAIMED 

A61K39/09 

A61K47/64 

I NON-CLAIMED 

A61K39/00 

US ORIGINAL CLASSIFICATION 

CLASS 

CROSS REFERENCES(S) 

CLASS 

NONE 

(Assistant Examiner) 

/Padmavathi Baskar/ 
Primary Examiner, Art Unit 1645 

(Primary Examiner) 
U.S. Patent and Trademark Office 

Application/Control No. 

16/089,040 

Examiner 

Padmavathi Baskar 

I rn I 39 

I rn I 47 

Applicant(s)/Patent Under Reexamination 

FORREST et al. 

Art Unit 

1645 

It 09 

mt 64 

SUBCLASS 

SUBCLASS (ONE SUBCLASS PER BLOCK) 

I I I I I 

Total Claims Allowed: 

(Date) 19 

18 May 2021 
O.G. Print Claim(s) O.G. Print Figure 

(Date) 1 

Part of Paper No.: 20210518 

Page 2 of 3 
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Issue Classification 
Application/Control No. 

16/089,040 

Examiner 

Padmavathi Baskar 

Applicant(s)/Patent Under Reexamination 

FORREST et al. 

Art Unit 

1645 

D Claims renumbered in the same order as presented by applicant D CPA D T.D. D R.1.47 
CLAIMS 

Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original 

1 67 10 299 19 256 
2 74 11 300 
3 75 12 301 
4 78 13 302 
5 81 14 303 
6 97 15 112 
7 106 16 113 
8 109 17 114 
9 297 18 154 

NONE 
Total Claims Allowed: 

(Assistant Examiner) (Date) 19 

/Padmavathi Baskar/ 18 May 2021 
O.G. Print Claim(s) O.G. Print Figure Primary Examiner, Art Unit 1645 

(Primary Examiner) (Date) 1 

U.S. Patent and Trademark Office Part of Paper No.: 20210518 

Page 3 of 3 
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APPLICATION NO.: 16/089.040 ATTY. DOCKET NO.: Pl143.70000US04 
FOR:.vI PT0-1449/A ,md B (modified PTO/SB/08) 

FIUNG DATE: September 27, 2018 CONFIRMATION NO.: 8702 
INFORMATION DISCLOSURE 
STATEl\/IENT BY APPLICANT FIRST NA.1\,fED INVENTOR: Bmce D. Forrest 

GROUP ART UN[T: 1645 EXAMINER: Padrnavathi Baskar 
Sheet I l I of I l 

l.J.S. PATENT DOCUMENTS 

U.S. Patem Document Date of Publication or Issue Examiner's Cite Name of Patentee or AppliGmt of Cited 
of Cited Document 

Initials " No. Number 
Kind Document l\1fVI-DD-YYYY 
Code 

FOREIGN PATENT DOCUMENTS 

Foreign Patent Document Date of 
Publication of 

Examiner's Cite Name of Patemee or Applicant of Cited Cited Translation 
Initials ,; No. Office/ 

Number 
Kind Document Document (Y/N) 

Country Code J\!JJ'v1-DD-
yyyy 

on-rnR ART--- NON PAH:N"f LffERATIJIU: DOCUMENTS 

Examiner's Cite 
Include JtL.'Ile of the author (in CAPITAL LETTERS), title of the a1ticle (when appropriate). title of the 

Translation 
lninals # No 

item (book. magazine, journal. serial, symposium, catalog, etc.). date. page(s). volume-issue number(s). 
(YIN) 

publisher, city and/or com1try where nublished. 

/PoB/ 
GUO et al.. Genetic diversity of fluoroquinolone-nonsusceptible Streptococcus pneumoniae 
clinical isolates and the first identification of serotype 20B in China. Eur J Clin Microbiol Infect 
Dis. 2014 Mar;33(3):465-70. doi: 10.l007/sl0096-013-1979-5. Epub 2013 Oct 4. 

NUNES et al .. The impact of private use of PCV7 in 2009 and 2010 on serotypes and 

/PoB/ 
antimicrobial resistance of Streptococcus pneumoniae carried by young children in Portugal: 
Comparison \Nith data obtained since 1996 generating a 15-year study prior to PCVU 
introduction. Vaccine. 2016 Mar 29J4(14):l648-56. doi: 10.1016/j.vaccine.2016.02.045. Epub 
2016 Feb 23. 

fNOTE- No copies of U.S. patents, published U.S. patent applications, or pending, llilpublished patent applications stored in the USPT(Ys Image File Wrapper (IFW) system. 
arc included. See 37 CFR § l.98 and l287OGl 63. Cop,cs of aJJ other patent(,), publication(s}, unpublished, pending U.S. patent applications, or otherinfonnation listed are 
provided as reqttired by 37 CFR § l.98 unless l) such copies were provided irt art IDS irt art earlier application lhal complies with 37 CFR § 1.98, and 2) lhe earlier application is 
relied upon for an earlierfiling date under 35 1J .S. C. § 120 ] 

EXA.MlNER: 
/Padmavathi Baskar/ 

DATE CONSIDERED: 

05/18/2021 

# EXAMINER: Initial if reference considered, whether or rtot cilalion is in confmmance with MPEP 609; Draw line through citation if nol in confoimance and not considered. 
Include copy of this form with next communication to Applicant 

923875.U 
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