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Name/Print Philip H. Burrus Registration Number 45,432

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the
public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14.
This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed application
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Doc code: IDS

PTO/SB/08a (01-10)

Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031

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

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

INFORMATION DISCLOSURE

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

Application Number 16/721,718

Filing Date Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit | 3781

Examiner Name |Adam M Marcetich

Attorney Docket Number | BPMDLO00SJT.P3.C1.C1.C1

form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Electronic Patent Application Fee Transmittal

Application Number:

16721718

Filing Date:

19-Dec-2019

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Filer:

Philip Henry Burrus/Kayla Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount SuB—;’;(t;)l in
Basic Filing:
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Sub-Total in

Description Fee Code Quantity Amount USD($)
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 1806 1 260 260
Total in USD ($) 260
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Electronic Acknowledgement Receipt

EFS ID: 47155984
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1C1
Receipt Date: 06-DEC-2022
Filing Date: 19-DEC-2019
Time Stamp: 18:12:59

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes
Payment Type CARD
Payment was successfully received in RAM $260

RAM confirmation Number

E2022B6113254544

Deposit Account

Authorized User

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

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
134208
1 Information Disclosure Statement (IDS) | 10055U_CIP3_C1_C1_C1_USA_| no 3
Form (SBOS) 2022_1 2_6_| Dspdf 38d8e79bb7574b46cf5daa3d07d18c70204]
Oe16f

Warnings:

Information:

This is not an USPTO supplied IDS fillable form
676814

10055U_D1_C2_C1_C1_USA 2
i D162 C1_C1_USA 10
2 Non Patent Literature 022-10-12_NonFinalOA pdf no

49¢763738d9c349cb332ddab6421a32649

Warnings:
Information:
38271
3 Fee Worksheet (SB06) fee-info.pdf no 2
75d6c7cc3912d5b9b21f1834c7e9f30c1 bba

Warnings:

Information:

Total Files Size (in bytes){ 849293

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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Receipt date: 12/08/2022

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - - .
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1
U.S.PATENTS
Examiner Cite Patent Kind Issue Dat Name of Patentee or Applicant Ea?es, (tltgumns, LinesliV:/heret
Initial* No Number Code' ue Late of cited Document FiZSéasnAp;ZZ?ges orkelevan

U.S.PATENT APPLICATION PUBLICATIONS

Pages, Columns, Lines, Where
Relevant Passages or Relevant
Figures Appear

Examiner Cite | Publication Kind Publication Name of Patentee or Applicant
Initial* No Number Code’ Date of cited Document

FOREIGN PATENT DOCUMENTS

Pages,Columns,Lines where T
Name of Patentee Relevant Passages or °
. . Foreign . — or Applicant of Relevant Figures Appear
E>_<s_am*|ner Cite Document Coungry Kind . Publication cited Document
Initial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

number(s), publisher, city and/or country where published.

POON, ROBERT , "NonFinal Office Action”, USSN 17/835,747; Filed
/ R/ June 8, 2022; Attorney Docket NO. 10055U D1 C2 C1 C1; Mailed
October 12, 2022,

EXAMINER SIGNATURE

Examiner Signature /adam Marcetich/ Date Considered 12/19/2022

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /aMM/
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Receipt date: 12/08/2022

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19, 2019
STATEMENT BY APPLICANT - : -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO00SJT.P3.C1.C1.C1

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

' See Kind Codes of USPTO Patent Documents at www. USPT( GOV or MPEP 901.04. ° Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). ® For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

E That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

|:| See attached certification statement.
X Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
[ None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2022-12-06
Name/Print Philip H. Burrus Registration Number 45,432

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the
public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14.
This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed application

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
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Receipt date: 12/08/2022

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

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.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
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Doc code: RCEX PTO/SBI30EFS (02-18)

Doc description: Request for Continued Examination (RCE} Approved for use through 11/30/2020. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF GOMMERCE

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

REQUEST FOR CONTINUED EXAMINATION(RCE)TRANSMITTAL
{Submitted Only via EFS-Web)

Application | | o.01748 Filing | bo19.12-19 Dackst Number | |, 001, cips 1 c1 ¢ At 1 g
Number Date (if applicable) Unit

First Named Jennifer E. Tomes Examiner Adam M Marcetich

Inventor Name

This is a Request for Continued Examination (RCE) under 37 CFR 1.114 of the above-identified application.
Request for Continued Examination (RCE) practice under 37 CFR 1.114 does not apply to any utility or piant application filed prior to June 8,
1995, or to any design application. The Instruction Sheet for this form is located at WWW USPTO.GOV

SUBMISSION REQUIRED UNDER 37 CFR 1.114

Note: if the RCE is proper, any previously filed uneniered amendments and amendmenis enclosed with the RCE will be entered in the order
in which they were filed unless applicant instructs otherwise. If applicant does not wish to have any previously filed unentered amendment(s}
entered, applicant must request non-entry of such amendment{s).

D Previously submitted. If 2 final Office action is outsianding, any amendments filed after the final Office action may be considered as a
submission even if this box is not checked.

l:l Consider the arguments in the Appeal Brief or Reply Brief previously filed on

{ ] other

Enclosed

[ ] Amendment/Reply
Information Disclosure Statement {IDS)

i:| Affidavit(s)y Declaration{s)

[] Other

MISCELLANEQOUS

D Suspension of action on the above-identified application is requested under 37 CFR 1.103(c) for a pernod of months
(Period of suspension shall not exceed 3 months; Fee under 37 CFR 1.17{i) required)

[] Other

FEES

The RCE fee under 37 CFR 1.17(e} is required by 37 CFR 1.114 when the RCE is filed.
<] The Director is hereby authorized to charge any underpayment of fees, or credit any overpayments, to
Deposit Account No }5036{}8

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT REQUIRED

»  Patent Practiticner Signature

Applicant Signature

EFS - Web2.1.16
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Doc code: RCEX

Doc description: Request for Continued Examination {(RCE}

PTO/SBf30EFS {02-18)
Approved for use through 11/30/2020. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Signature of Registered U.S. Patent Practitioner

Signature

Philip H. Burrus, IV/

Date (YYYY-MM-DD) p023-01-18 I

Name

Philip H. Burrus, IV

Registration Number 5432

This colliection of information is required by 37 CFR 1.114. 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 12 minutes to complete, including gathenng, preparing, and submitting the completed application form fo the USPTO. Time
will vary depending upon the individual case. Any comments on the amount of time you reguire to complete this form andfor suggestions for
reducing this burden, should be sent to the Chief information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce,
P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in compieting the form, cafl 1-800-PT0O-9199 and select option 2.

EFS - Web 2.

1.16
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 83-579) 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. 5352} and the Privacy Act (5 U.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of information Act requires disclosure of these records.

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 sysiem 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.

8. 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.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.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
2908. 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 recerd may
be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, fo the public if the record was filed in an
application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

8. A record from this system of records may be disclosed, as a routine use, o a Federal, State, or local law
enfarcement agency, if the USPTO becomes aware of a viclation or potential violation of law or regulation.

EFS - Web 2.1.16
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Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date Dec 19, 2019
First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam Marcetich

Attorney Docket Number

| BPMDLO0005JT.P3.C1.C1.C1

U.S.PATENTS
Examiner | Cite Patent Kind Name of Patentee or Applicant Pages, Columns, Lines, Where
Initial* No Number Code’ Issue Date of cited Document Relevant Passages or Relevant
! u u Figures Appear
1984-03-
4439184 57 Wheeler, Robert P.
U.S.PATENT APPLICATION PUBLICATIONS
Examiner Cite | Publication Kind Publication Name of Patentee or Applicant Pages, Columns, Lines, Where
Initial* No Number Code' Date of cited Document Relevant Passages or Relevant
Figures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or s
Examiner Cite E(())r;'?#em Country Kind Publication Z;ijglgcsnr:]g;t Relevant Figures Appear
Initial* No 3 Code? Code* | Date : u
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials™ No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

number(s), publisher, city and/or country where published.

REIP, DAVID O. , "Re-Exam Non-Final Office Action", USSN
90/015,051; Filed June 8, 2022; Reference No. 10055U CIP2 D1; Mailed
December 14, 2022,

EXAMINER SIGNATURE
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19, 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1
Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

' See Kind Codes of USPTO Patent Documents at w / or MPEP 901.04. * Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. * Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT
Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[] see attached certification statement.
[] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
E None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-01-18
Name/Print Philip H. Burrus Registration Number 45,432
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

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

Application Number:

16721718

Filing Date:

19-Dec-2019

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Filer:

Philip Henry Burrus/Kayla Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount SuB—;’;(t;)l in
Basic Filing:
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Suz';;(t:)l in
Miscellaneous:
RCE- 1ST REQUEST 1801 1 1360 1360
Total in USD ($) 1360
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Electronic Acknowledgement Receipt

EFS ID: 47390706
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1C1
Receipt Date: 18-JAN-2023
Filing Date: 19-DEC-2019
Time Stamp: 16:19:36

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $1360

RAM confirmation Number E20231HG20103149

Deposit Account

Authorized User

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

Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
1350083
1 Request for Continued Examination 10055U_CIP3_C1C1C1_USA_20 no 3
(RCE) 23-1-18_RCE.pdf d0262f19547cObddfeca 2050ac2aa1c3302)
eaSf
Warnings:
Information:
135256
) Information Disclosure Statement (IDS) | 10055U_CIP3_C1C1C1_USA_20| no 3
Form (SBOS) 237’] 71 8_IDS pdf 4299142868a3fbd9b0b52e972c7a01e24fd
7e7f4
Warnings:
Information:
This is not an USPTO supplied IDS fillable form
815869
10055U_CIP2_D1_USA_2022-1
3 Non Patent Literature - - = — no 12
2_1 4_ReeXamOA.pdf c0bfodb045dfe6d550c198d8437db8sf152
2ebbd
Warnings:
Information:
38128
4 Fee Worksheet (SB06) fee-info.pdf no 2
832b623cc4f3d923dc521f606a12b4f5f3c2
Warnings:
Information:
Total Files Size (in bytes){ 2339336
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE | Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - - -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1
U.S.PATENTS
Examiner | Cite | Patent Kind Issue Date Name of Patentee or Applicant ;Z?eevsén?g;g]sr;s'el‘sir:)?sﬁ!:@gst
Initial* No Number Code' of cited Document Figures Appearg
4411656 2283'10' Cornett IIl, Walter
9693756 3217'07' Tomes, Jennifer
9745088 5817'08' Tomes, Jennifer
9808596 3217'1 1- Tomes, Jennifer
10512752 2219_12_ Tomes, Jennifer
10046169 202103 Lockwood, Robert
10946992 f221_03_ Tomes, Jennifer
U.S.PATENT APPLICATION PUBLICATIONS
Examiner Cit Publication Kind Publication Name of Patentee or Applicant ;alges' ??Jumns’ Linesév:/heret
Initial* ﬁo Number Code' | Date of cited Document F.e evant Fassages or kelevan
igures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or °
. Cit | Foreign . I or Applicant of Relevant Figures Appear
E});t?ar?*mer eI Doculment gggggw glgg et Bg?{!’lcatlon cited D:)cument ’ o
No | Number®
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

NON-PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published.

KLEIN, BENJAMIN , "Non-Final Office Action", USSN 16/688,185; Filed
November 19, 2019; Attorney Docket No. BPMDL10055U P1C2D1;
Mailed January 31, 2023,

EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

or MPEP 901.04. > Enter office that issued the document, by the two-letter code
tion of the year of the reign of the Emperor must precede the serial number of

' See Kind Codes of USPTO Patent Documents at
(WIPO Standard ST.3). ® For Japanese patent docu
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

nts,

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[ That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam M Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[] see attached certification statement.
[ Fee set forth in 37 CFR 1.17 (p) has been submitted herewith.
E None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-02-01
Name/Print Philip H. Burrus Registration Number 45,432

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

EFS ID: 47465732
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1CT
Receipt Date: 01-FEB-2023
Filing Date: 19-DEC-2019
Time Stamp: 16:40:55

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document ... . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)
137712
1 Information Disclosure Statement (IDS) | 10055U_CIP3_C1C1C1_USA_20 no 3

Form (SB08)

23-2-1_IDS.pdf

554f344.849762ad%af
Sfad

Warnings:
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Information:

This is not an USPTO supplied IDS fillable form

748254

10055U_CIP_C2_D1_USA_2023
i - =T = - no 11
2 Non Patent Literature -1-31_NonFinalOA pdf
7230c6ecd 248bc633128bb097ce1013af50)
7e638

Warnings:

Information:

Total Files Size (in bytes){ 885966

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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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

189038 7590 02/09/2023 | EXAMINER |
Philip H. Burrus, IV MARCETICH, ADAM M
Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE | ART UNIT PAPER NUMBER |
Suite 1803 3781

Atlanta, GA 30309 DATE MAILED: 02/09/2023

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

16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1C1C1 7602

TITLE OF INVENTION: Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

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

nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 05/09/2023

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 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.

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

IMPORTANT REMINDER: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980.
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at
www.uspto.gov/PatentMaintenanceFees.

Page 1 of 3
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

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

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

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

189038 7590 02/09/2023 Certificate of Mailing or Transmission

Phﬂip H. Burrus, IV I hereby certify that this Fee(s) Transmittal is being deposited with the United
: i States Postal Service with sufficient postage for first class mail in an envelope
Burrus Intellectual Property Law Group LLC (MDL) addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
222 12th Street NE the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
Suite 1 803 (Typed or printed name)
Atlanta, GA 30309 (Signature)
(Date)|
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |

16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1C1C1 7602

TITLE OF INVENTION: Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

| APPLN. TYPE | ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 05/09/2023
I EXAMINER | ART UNIT | CLASS-SUBCLASS |
MARCETICH, ADAMM 3781 604-540000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

M| Applicant changing to regular undiscounted fee status.

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

Authorized Signature Date
Typed or printed name Registration No.
Page 2 of 3
PTOL-85 Part B (08-18) Approved for use through 01/31/2020 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1CIC1 7602
| EXAMINER |
189038 7590 02/09/2023
Philip H. Burrus, IV MARCETICH, ADAM M
Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE | ART UNIT PAPER NUMBER |
Suite 1803 3781

Atlanta, GA 30309 DATE MAILED: 02/09/2023

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
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

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

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

Privacy Act Statement

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

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

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5§ U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

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

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

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

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

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

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

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

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Application No. Applicant(s)
. . 16/721,718 Tomes et al.
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
Adam M Marcetich 3781 No

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.
1.4} This communication is responsive to 18 January 2023.

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

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

3¢ The allowed claim(s) is/are 1-20 . As a result of the allowed claim(s), you may be eligible to benefit from the Patent Prosecution
Highway program at a participating intellectual property office for the corresponding application. For more information, please see
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al b) (J Some* ¢) [J None of the:
1. (O Certified copies of the priority documents have been received.
2. [J Certified copies of the priority documents have been received in Application No. ___
3. [J Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).

* Certified copies not received:

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

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

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

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

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

Attachment(s)

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

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

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

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

/{Adam Marcetich/
Primary Examiner, Art Unit 3781

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20230202
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EXAMINER’S COMMENT / REASONS FOR ALLOWANCE
Notice of Pre-AIA or AIA Status

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

provisions.
Continued Examination Under 37 CFR 1.114

A request for continued examination under 37 CFR 1.114, including the fee set
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this
application is eligible for continued examination under 37 CFR 1.114, and the fee set
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 18

January 2023 has been entered.

Examiner’s Comment
The objections to claims 4 and 7 for minor informalities are withdrawn in view of
the amendments filed 07 October 2022.
Terminal Disclaimer
The terminal disclaimer filed on 07 October 2022 disclaiming the terminal portion
of any patent granted on this application which would extend beyond the expiration
dates of:

o Tomes; Jennifer E. et al. (US 10624614 B2)

x
e Tomes; Jennifer E. et al. (US 10640243 B2)
e Tomes; Jennifer E. et al. (US 9745088 B2)
e Tomes; Jennifer E. et al. (US 10946992 B2)
-
-

e Tomes; Jennifer E. et al. (US 9808596 B2)

e Tomes; Jennifer E. et al. (US 10512752 B2)
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e Lockwood; Robert et al. (US 10946169 B2)
e Dickinson; Sarah et al. (US 11116937 B2)

has been reviewed and is accepted. The terminal disclaimer has been recorded.
Allowable Claims
Claims 1-20 are allowed.
Reasons for Allowance

All references on the IDS’s filed 18 January 2023 and 01 February 2023 have
been considered.

Wheeler; Robert P. (US 4439184 A) and Cornett, Ill; Walter G. (US 4411656
A) each describes a syringe configured to hold lubricant. However, neither Wheeler nor
Cornett discloses a tray having separate compartments separated by a barrier. At most,

Wheeler and Cornett describe the construction of their respective syringes.

Also cited on the recent IDS, the Re-Exam Non-Final Office Action for USSN
90/015,051 cites Pilger Nicholas J. (US 3485352 A) in view of Wheeler; Robert P.
(US 4439184 A), McMichael; Donald J. et al. (US 6896141 B2) and Serany Jr.;
Frank J et al. (US 3329261 A). However, the cited combination of references fails to
teach or suggest the features of pending claims 1-20.

Pilger lacks a tray having separate compartments separated by a barrier,
wherein first and second syringes are disposed in a first compartment and a medical
assembly is stored in a second compartment. At most, Pilger constrains a catheter with
a series of posts (col. 2, lines 40-50, Extending upwardly from bottom 2 are a series of
posts 5, 6 and 7 which are near but spaced from the side wall 3. As illustrated in

FIGURE 1, a flexible catheter 8 is held in a generally circular coil between the posts and
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the upstanding wall). Pilger discloses only a single syringe which is stored in the same
compartment as the catheter (col. 2, lines 60-65, hypodermic syringe 15 which is shown
in the dish portion of the film member within a coil formed by the catheter).

The Office Action for USSN 90/015,051 does not reject claim 25 of Tomes;
Jennifer E. et al. (US 9522753 B2), which describes “the at least two compartments
further comprising a second compartment separated from the first compartment by a
wall, further comprising placing the coiled medical device within the second

compartment.”

Also cited on the recent IDS, the Non-Final Office Action for USSN 16/688,185
cites Cornett, lll; Walter G. (US 4411656 A), Paikoff; Myron et al. (US 4523679 A),
Reif; Thomas H. et al. (US 4811847 A), Gawarecki; Herbert (US 6142152 A),
Kubalak; Thomas P. et al. (US 7789873 B2), Misra; Vijay K. (US 6012586 A),
Solazzo; Anthony (US 7278987 B2) and Beddow; David V. (US 4226328 A) in a
statement of reasons for the indication of allowable subject matter.

Beddow discloses a catheterization package comprising a tray (col. 2, lines 30-
35, a generally rectangular box-like outer tray 11); a catheter (col. 2, lines 50-55,
catheter 13); and one syringe (col. 2, lines 50-55, syringe 14).

However, Beddow lacks a second syringe and coiled tubing. Beddow also lacks
a syringe containing lubricating jelly and instead stores lubricant in a different container,
which is not stored in the same tray as the catheter or syringe (col. 3, lines 10-15, an
individually sealed foil container 26 of lubricating jelly 27 packed within an elongated

rectangular recess 28).
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Applicant’s arguments filed 07 October 2022 have been considered and are
persuasive. Examiner advances additional reasons for allowance.

Reif; Thomas H. et al. (US 4811847 A), the closest art of record, discloses a
catheter assembly including a tray, one syringe and a catheter (Fig. 2). However, Reif
lacks a second syringe, and does not arrange the syringe and catheter in separate

compartments.

Another cited reference, Pilger; Nicholas J. (US 3485352 A), discloses a
procedure kit including a tray, coiled catheter and one syringe (Fig. 5). However, Pilger
lacks a second syringe and a second compartment. Instead, Pilger arranges one
syringe and a catheter in one compartment (Figs. 1, 2, syringe 15 and catheter 8 are

both arranged inside wall 3).

Also of record, Rauschenberger; Richard A. (US 4160505 A) discloses a
catheterization tray comprising multiple compartments (col. 1, lines 50-55, Tray 10 is
formed with a dished portion 11; col. 2, lines 1-5, Compartments 23 and 24 are defined
within dish 11 by walls 27, 28 and 29), and a medical assembly comprising a urinary
catheter (col. 1, lines 60-65, Channel 21 is adapted to receive a conventional urethral
catheter which is positioned within channel 21).

However, Rauschenberger lacks first and second syringes containing lubricating
jelly and water. Instead, Rauschenberger describes a separate lubricant packet (col. 2,
lines 20-30, The remaining components generally are arranged ... in the order: gloves,

lubricant ... and specimen container). Rauschenberger also lacks a coiled tubing
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coupled between a fluid drain bag and a Foley catheter, and at most discloses a urinary
catheter (Fig. 1, conventional urethral catheter stored in channel 21).

The following newly cited references fail to teach or suggest all limitations of the
amended claims.

Nishizawa; Yasushi et al. (JP 2002068309 A) discloses a catheterization tray
comprising several compartments (§ [0001], [0004], [0008], [0031], In the vicinity of the
center of the first sheet material 28, a first concave portion 231 having a substantially
square planar shape is formed); including a catheter (§ [0024], FIG. 1, the package 1A
is A has a configuration in which a catheter 7 and a container 8 in which a liquid 89 is
sealed are housed in A), and a container of liquid (§ [0024], before opening the package
1A, the user strongly presses the container 8 to break it, and wets the catheter 7 with
the liquid 89). However, Nishizawa lacks medical assembly comprising a coiled tubing
coupled between a fluid drain bag and a Foley catheter and at most describes a

catheter (Figs. 1, 2, 5, 6, catheter 7).

Shimura; Kenichi et al. (JP 2000281144 A) describes a catheterization
package comprising several compartments (9§ [0001], [0017], [0035], a package 1
includes a packaging material 2 having a first space and a second space; § [0037], The
partition 22 divides the inside of the packaging material 2 into a first space 4 and a
second space 5), including a urinary catheter (§ [0046], The catheter 7 is inserted into,
for example, the trachea, digestive tract, urethra ... and other living tissues). However,

Shimura lacks a tray and instead discloses a bag-type container (§ [0036], The
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packaging material 2 is a bag-like material). Shimura also lacks first and second

syringes containing lubricating jelly and water.

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.”

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to:
Tel 571-272-2590
Fax 571-273-2590
Email Adam.Marcetich@uspto.gov

The Examiner can be reached 8am-4pm Mon-Fri.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Nicholas Weiss can be reached at 571-270-1775. The fax phone number
for the organization where this application is assigned is 571-273-8300.

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.

Information regarding the status of published or unpublished applications may be

obtained from Patent Center. Unpublished application information in Patent Center is
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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.

/Adam Marcetich/
Primary Examiner, Art Unit 3781
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applicant.

or MPEP 901.04. ” Enter office that issued the document, by the two-letter code
tion of the year of the reign of the Emperor must precede the serial number of

' see Kind Codes of USPTO Patent Documents at wway. LISETG
(WIPO Standard ST.3). ® For Japanese patent documents, the in
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. * Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT
Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[] see attached certification statement.
[] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
E None
SIGNATURE

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

Signature

/Philip H. Burrus, IV/

Date (YYYY-MM-DD)

2023-01-18

Name/Print

Philip H. Burrus

Registration Number

45,432

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /aMM/
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Receipt date: 01/18/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - B -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name |Adam Marcetich
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
Bard Exhibit 1004.0899



Doc code: RCEX PTO/SBI30EFS (02-18)

Doc description: Request for Continued Examination (RCE} Approved for use through 11/30/2020. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF GOMMERCE

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

REQUEST FOR CONTINUED EXAMINATION(RCE)TRANSMITTAL
{Submitted Only via EFS-Web)

Application | | o.01748 Filing | bo19.12-19 Dackst Number | |, 001, cips 1 c1 ¢ At 1 g
Number Date (if applicable) Unit

First Named Jennifer E. Tomes Examiner Adam M Marcetich

Inventor Name

This is a Request for Continued Examination (RCE) under 37 CFR 1.114 of the above-identified application.
Request for Continued Examination (RCE) practice under 37 CFR 1.114 does not apply to any utility or piant application filed prior to June 8,
1995, or to any design application. The Instruction Sheet for this form is located at WWW USPTO.GOV

SUBMISSION REQUIRED UNDER 37 CFR 1.114

Note: if the RCE is proper, any previously filed uneniered amendments and amendmenis enclosed with the RCE will be entered in the order
in which they were filed unless applicant instructs otherwise. If applicant does not wish to have any previously filed unentered amendment(s}
entered, applicant must request non-entry of such amendment{s).

D Previously submitted. If 2 final Office action is outsianding, any amendments filed after the final Office action may be considered as a
submission even if this box is not checked.

l:l Consider the arguments in the Appeal Brief or Reply Brief previously filed on

{ ] other

Enclosed

[ ] Amendment/Reply
Information Disclosure Statement {IDS)

i:| Affidavit(s)y Declaration{s)

[] Other

MISCELLANEQOUS

D Suspension of action on the above-identified application is requested under 37 CFR 1.103(c) for a pernod of months
(Period of suspension shall not exceed 3 months; Fee under 37 CFR 1.17{i) required)

[] Other

FEES

The RCE fee under 37 CFR 1.17(e} is required by 37 CFR 1.114 when the RCE is filed.
<] The Director is hereby authorized to charge any underpayment of fees, or credit any overpayments, to
Deposit Account No }5036{}8

SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT REQUIRED

»  Patent Practiticner Signature

Applicant Signature

EFS - Web2.1.16

Bard Exhibit 1004.0900



Doc code: RCEX

Doc description: Request for Continued Examination {(RCE}

PTO/SBf30EFS {02-18)
Approved for use through 11/30/2020. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Signature of Registered U.S. Patent Practitioner

Signature

Philip H. Burrus, IV/

Date (YYYY-MM-DD) p023-03-17 I

Name

Philip H. Burrus, IV

Registration Number 5432

This colliection of information is required by 37 CFR 1.114. 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 12 minutes to complete, including gathenng, preparing, and submitting the completed application form fo the USPTO. Time
will vary depending upon the individual case. Any comments on the amount of time you reguire to complete this form andfor suggestions for
reducing this burden, should be sent to the Chief information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce,
P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in compieting the form, cafl 1-800-PT0O-9199 and select option 2.

EFS - Web 2.

1.16

Bard Exhibit 1004.0901



Privacy Act Statement

The Privacy Act of 1974 (P.L. 83-579) 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. 5352} and the Privacy Act (5 U.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of information Act requires disclosure of these records.

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 sysiem 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.

8. 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.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.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
2908. 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 recerd may
be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, fo the public if the record was filed in an
application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

8. A record from this system of records may be disclosed, as a routine use, o a Federal, State, or local law
enfarcement agency, if the USPTO becomes aware of a viclation or potential violation of law or regulation.

EFS - Web 2.1.16
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Doc code: IDS

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit

| 7602

Examiner Name

|Marcetich, Adam M

Attorney Docket Number

‘ BPMDLO0005JT.P3.C1.C1.C1

U.S.PATENTS
Examiner Cite Patent Kind | D Name of Patentee or Applicant Ea?es, C?Jumns, Lines},?V\I/here
Initial* No Number Code’ ssue Date of cited Document e evant Passages or Relevant
Figures Appear
1984-07- .
4460360 17 Finegold, Aaron
U.S.PATENT APPLICATION PUBLICATIONS
Examiner Cite Publication Kind Publication Name of Patentee or Applicant Pages, Columns, Lines, Where
Initial* No Number Code’ Date of cited Document Relevant Passages or Relevant
Figures Appear
2011021 2011-09- , .
Andrich, Daniela
8520 08
2009030 2009-12-
Fvibrook, Jason
1927 10
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or 5
Examiner | Cite E°re'9” Country | Kind | Publication | ©FApplicant of Relevant Figures Appear
Initial* No ocument Code? Code* | Date cited Document
3
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the TS
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published.
MARCETICH, ADAM , "Notice of Allowance", USSN 16/833,575; Filed
March 28, 2020; Attorney Docket No 10055UCIP2D1C1C1C1C1; Mailed
February 24, 2023,
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - ; -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 7602
Examiner Name |Marcetich, Adam M
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.CI

MARCETICH, ADAM , "Notice of Allowance", USSN 16/944,667; Filed
July 31, 2023; Attorney Docket No. 10055U CIP2 D1 C1 C1 C1 C1 C1;
Mailed March 2, 2023,

MARCETICH, ADAM M. , "NonFinal Office Action", USSN 16/944,667;
Filed July 31, 2020; Attorney Docket 10055U CIP2D1C1C1C1C1CH;
Mailed October 7, 2022,

EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

1See Kind Codes of USPTO Patent Documents at w =QV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). 3 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check

mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR
[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign

patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual

Bard Exhibit 1004.0904



Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - ; -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 7602
Examiner Name |Marcetich, Adam M
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.CI

designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

|:| See attached certification statement.
[[] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
|Z None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-3-17
Name/Print Philip H. Burrus Registration Number 45,432

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

Application Number:

16721718

Filing Date:

19-Dec-2019

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Filer:

Philip Henry Burrus/Kayla Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount SuB—;’;(t;)l in
Basic Filing:
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:

Bard Exhibit 1004.0906




Description Fee Code Quantity Amount Suz';;(t:)l in
Miscellaneous:
RCE- 2ND AND SUBSEQUENT REQUEST 1820 1 2000 2000
Total in USD ($) 2000

Bard Exhibit 1004.0907




Electronic Acknowledgement Receipt

EFS ID: 47703125
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1C1
Receipt Date: 17-MAR-2023
Filing Date: 19-DEC-2019
Time Stamp: 17:53:47

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $2000

RAM confirmation Number E20233GH54449873

Deposit Account

Authorized User

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

Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
1349938
1 Request for Continued Examination 10055U_CIP3_C1C1C1_USA_20 no 3
(RCE) 23-3-17_RCE.pdf
18626324884038ea5d46660d58f08c8697 1
06116
Warnings:
Information:
197390
) Information Disclosure Statement (IDS) | 10055U_CIP3C1C1C1_USA_202] no 3
Form (SB08) 3-3-17_IDS.pdf
8af9240db9a4340e213cfc15ed1018c75b47]
f3ee
Warnings:
Information:
This is not an USPTO supplied IDS fillable form
1651123
10055U_CIP2_D1C1C1C1C1_U
3 Non Patent Literature SA_2023-2-24_NoticeOfAllowa no 20
nce. pdf 48f1b3c288dfaded 11cd697chd2881c5adb
Warnings:
Information:
1713361
10055U_CIP2_D1C1C1C1C1C1
4 Non Patent Literature _USA_2022-10-7_NonFinalOA. no 25
pdf 38d3f8d1e63cb8084f8e7966a15794b0aba
Warnings:
Information:
1834556
10055U_CIP2D1C1C1C1C1CT_
5 Non Patent Literature USA_2023-3-2_NoticeOfAllowa no 22
nce.pdf 660e46713dfdd9e6275ecaldbdfobbag788
Warnings:
Information:
38173
6 Fee Worksheet (SB06) fee-info.pdf no 2
ba94723365ebc7711c27692b5a34ae4f956)
3448a
Warnings:

Bard Exhibit 1004.0909




Information:

Total Files Size (in bytes){ 6784541

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

New Applications Under 35 U.S.C. 111
If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR

1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date Dec 19, 2019
First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name IMarcetich, Adam

Attorney Docket Number

| BPMDLO0005JT.P3.C1.C1.C1

U.S.PATENTS
Examiner Cite Patent Kind Name of Patentee or Applicant Pages, Columns, Lines, Where
Initial* No Number Code’ Issue Date of cited Document Relevant Passages or Relevant
i u u Figures Appear
U.S.PATENT APPLICATION PUBLICATIONS
. . L. . L. . Pages, Columns, Lines, Where
E)_(gm*lner Cite | Publication Kind , Publication Narpe of Patentee or Applicant Relevant Passages or Relevant
Initial No Number Code Date of cited Document .
Figures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or °
. . Foreign . — or Applicant of Relevant Figures Appear
E>_<s_am*|ner Cite Document Coungry Kind . Publication cited Document
Initial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

number(s), publisher, city and/or country where published.

REIP, DAVID O. , "Notice of Intent to Issue Ex Parte Reexam
Certificate", USSN 90/014,964; Patent Under Reexam 8448786; Mailed
March 21, 2023,

EXAMINER SIGNATURE

Examiner Signature

Date Considered

Bard Exhibit 1004.0911



Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - : .
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name IMarcetich, Adam
Attorney Docket Number | BPMDLO00SJT.P3.C1.C1.C1

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

' See Kind Codes of USPTO Patent Documents at www. USPT( GOV or MPEP 901.04. ° Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). ® For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT
Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

|:| That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

|:| See attached certification statement.
[] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
X None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-03-22

Name/Print Philip H. Burrus Registration Number 45,432

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the
public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14.
This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed application
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Doc code: IDS

PTO/SB/08a (01-10)

Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031

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

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

INFORMATION DISCLOSURE

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

Application Number 16/721,718

Filing Date Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit | 3781

Examiner Name IMarcetich, Adam

Attorney Docket Number | BPMDLO00SJT.P3.C1.C1.C1

form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Electronic Acknowledgement Receipt

EFS ID: 47728201
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Receipt Date: 22-MAR-2023
Filing Date: 19-DEC-2019
Time Stamp: 18:19:18

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document ... . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)
134310
1 Information Disclosure Statement (IDS) | 10055U_CIP3_C1C1C1_USA_20 no 3

Form (SB08)

23-3-22_IDS.pdf
- 5fe4d6658586607d56075a68c9c9af4ff5cld
15c

Warnings:
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Information:

This is not an USPTO supplied IDS fillable form

321460
10055U_CIP2_USA_2023-3-21_|
2 Non Patent Literature NoticelntentTolssueReexamCer] no 6
tificate.PDF fec8f1b0fc3aad0caasl1a7125a62a353d 1c
b2e

Warnings:

Information:

Total Files Size (in bytes){ 455770

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

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

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit

Examiner Name |

Attorney Docket Number

‘ BPMDLO0005JT.P3.C1.C1.C1

number(s), publisher, city and/or country where published.

U.S.PATENTS
Examiner Cite Patent Kind | Dat Name of Patentee or Applicant Ea?es, (tD?Jumns, LlnesF,{V\I/heret
Initial* No Number Code’ ssue Date of cited Document elevan! Fassages or Relevan
Figures Appear
U.S.PATENT APPLICATION PUBLICATIONS
) . L . s . Pages, Columns, Lines, Where
E)fgmlner Cite | Publication Kind , Publication Nanje of Patentee or Applicant Relevant Passages or Relevant
Initial No Number Code Date of cited Document Fi
igures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or 5
. . Foreign ) o or Applicant of Relevant Figures Appear
E)fgm*mer Cite Document Coungry Kind . Publication cited Document
Initial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T®
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

REIP, DAVID O. , "Notice of Intent to Issue Ex Parte Reexam
Certificate", USSN 90/014,964; Patent Under Reexam 8448786; Mailed
March 21, 2023

REIP, DAVID O. , "ReExamination Final Office Action", USSN
90/015,051; Filed June 8, 2022; Patent Under Reexam 9522753; Mailed
April 4, 2023
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718

INFORMATION DISCLOSURE Filing Date Dec 19. 2019

STATEMENT BY APPLICANT - ; 7

(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit |
Examiner Name |
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.CI

EXAMINER SIGNATURE
Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

1See Kind Codes of USPTO Patent Documents at www USPTQ.GGY or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). 3 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

[[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[[] see attached certification statement.

[J Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.

& None
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - ; 7
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit |

Examiner Name |
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.CI

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-04-06
Name/Print Philip H. Burrus Registration Number 45,432

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

EFS ID: 47805121
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1CT
Receipt Date: 06-APR-2023
Filing Date: 19-DEC-2019
Time Stamp: 16:54:59

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document ... . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)
190097
1 Information Disclosure Statement (IDS) | 10055U_CIP3_C1C1C1_USA_20 no 3

Form (SB08)

23-4-6_IDS.pdf

ec366038968ed14614aa8b2b0986e2d4a4 9

Warnings:
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Information:

This is not an USPTO supplied IDS fillable form

1009043

10055U_CIP2_D1_USA_2023-4-
i - - - no 14
2 Non Patent Literature 4_ReExamFinalOA pdf

60217249¢6fd0167dcc30808b5dbed09cfd|
70a19

Warnings:
Information:
382839
10055U_CIP2_USA_2023-3-21_|
3 Non Patent Literature Noticelntent_lssueReexamCerti no 6
ﬁcate_pdf 07a5f6bf3e1610973ca62890ac64961932f0)
518e

Warnings:

Information:

Total Files Size (in bytes){ 1581979

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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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

189038 7590 04/11/2023 | EXAMINER |
Philip H. Burrus, IV MARCETICH, ADAM M
Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE | ART UNIT PAPER NUMBER |
Suite 1803 3781

Atlanta, GA 30309 DATE MAILED: 04/11/2023

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

16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1C1C1 7602

TITLE OF INVENTION: Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

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

nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 07/11/2023

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 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.

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

IMPORTANT REMINDER: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980.
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at
www.uspto.gov/PatentMaintenanceFees.

Page 1 of 3
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

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

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate.
All further correspondence 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.

.18_9038 7590 04/11/2023 Certificate of Mailing or Transmission

Phlllp H. Burrus, IV 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
Burrus Intellectual Property Law Group LLC (MDL) addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
222 12th Street NE the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
Suite 1803 (Typed or printed name)
Atlanta, GA 30309 (Signature)
(Date)
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |

16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1C1C1 7602

TITLE OF INVENTION: Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

| APPLN. TYPE | ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 07/11/2023
I EXAMINER | ART UNIT | CLASS-SUBCLASS |
MARCETICH, ADAMM 3781 604-540000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

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

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

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

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

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

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

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

4a. Fees submitted: [dissue Fee [ IPublication Fee (if required)
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

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

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

5. Change in Entity Status (from status indicated above)
NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

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
to be a notification of loss of entitlement to micro entity status.

| Applicant asserting small entity status. See 37 CFR 1.27

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
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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. |
16/721,718 12/19/2019 Jennifer E. Tomes BPMDL10055UCIP3C1CIC1 7602
| EXAMINER |
189038 7590 04/11/2023
Philip H. Burrus, IV MARCETICH, ADAM M
Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE | ART UNIT PAPER NUMBER |
Suite 1803 3781

Atlanta, GA 30309 DATE MAILED: 04/11/2023

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(Applications filed on or after May 29, 2000)

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

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

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

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

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

Privacy Act Statement

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

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

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5§ U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

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

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

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

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

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

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

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

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.
1.4) This communication is responsive to 17 March 2023.

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

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

3¢ The allowed claim(s) is/are 1-20 . As a result of the allowed claim(s), you may be eligible to benefit from the Patent Prosecution
Highway program at a participating intellectual property office for the corresponding application. For more information, please see
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
4. Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a) Al b) (J Some* ¢) [J None of the:
1. (O Certified copies of the priority documents have been received.
2. [J Certified copies of the priority documents have been received in Application No. ___
3. [J Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).

* Certified copies not received:

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

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

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

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

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

Attachment(s)

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

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

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

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

/{Adam Marcetich/
Primary Examiner, Art Unit 3781

U.S. Patent and Trademark Office .
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20230404
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EXAMINER’S COMMENT / REASONS FOR ALLOWANCE
Notice of Pre-AIA or AIA Status

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

provisions.
Continued Examination Under 37 CFR 1.114

A request for continued examination under 37 CFR 1.114, including the fee set
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this
application is eligible for continued examination under 37 CFR 1.114, and the fee set
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 17

March 2023 has been entered.

Examiner’s Comment
The objections to claims 4 and 7 for minor informalities are withdrawn in view of
the amendments filed 07 October 2022.
Terminal Disclaimer
The terminal disclaimer filed on 07 October 2022 disclaiming the terminal portion
of any patent granted on this application which would extend beyond the expiration
dates of:

o Tomes; Jennifer E. et al. (US 10624614 B2)

x
e Tomes; Jennifer E. et al. (US 10640243 B2)
e Tomes; Jennifer E. et al. (US 9745088 B2)
e Tomes; Jennifer E. et al. (US 10946992 B2)
-
-

e Tomes; Jennifer E. et al. (US 9808596 B2)

e Tomes; Jennifer E. et al. (US 10512752 B2)
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e Lockwood; Robert et al. (US 10946169 B2)
e Dickinson; Sarah et al. (US 11116937 B2)

has been reviewed and is accepted. The terminal disclaimer has been recorded.
Allowable Claims
Claims 1-20 are allowed.
Reasons for Allowance

All references on the IDS forms filed 17 March 2023 and 22 March 2023 have
been considered.

Finegold; Aaron N. (US 4460360 A) discloses anesthetic devices (col. 1, lines
10-20; col. 2, lines 35-50); including a syringe that contains lubricating jelly (col. 3, lines
20-25, The syringe body 12 contains a suitable anesthetic, such as a lidocaine
hydrochloride solution or jelly).

However, Finegold does not arrange the syringe in a tray. Instead, the syringe
and other accessories are provided as freestanding components (col. 2, lines 55-60, An
elongated hollow barrel 28 having a smooth exterior surface is connected to the free

end of coupler 18).

Andrich; Daniela (US 20110218520 A1) discloses a device and a related
method for urinary catheterisation (§ [0001], [0010], [0027], [0068]); including a Foley
catheter (9 [0068], a catheter 10 having a flexible elongate shaft 12);

first and second syringes containing lubricating jelly and water (§ [0086], the
balloon 24 is inflated by inserting a syringe filled with water or saline solution into the
inflation channel side arm 28 ... until the balloon 24 is filled; § [0097], Additionally

housed within the external wrapping 104 is a syringe 108 pre-filled with water for
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lubricating the guidewire 38 ... the external wrapping 104 houses two syringes filled with
water; one for lubricating the guidewire and one for inflating the balloon).

However, Andrich does not arrange the syringes in a single layer tray with first
and second compartments. At most, Andrich arranges both of the syringes and a
catheter in a compartment of a nested wrapper (§ [0096] The device of the invention
(not shown) is contained within a sterile internal wrapping 90, which is typically made
from plastic ... and is substantially rectangular in shape; § [0097] The internal wrapping

90 is housed within a sterile external wrapping 104, which is typically made of plastic or

paper).

All references on the IDS’s filed 18 January 2023 and 01 February 2023 have
been considered.

Wheeler; Robert P. (US 4439184 A) and Cornett, Ill; Walter G. (US 4411656
A) each describes a syringe configured to hold lubricant. However, neither Wheeler nor
Cornett discloses a tray having separate compartments separated by a barrier. At most,

Wheeler and Cornett describe the construction of their respective syringes.

Also cited on the recent IDS, the Re-Exam Non-Final Office Action for USSN
90/015,051 cites Pilger Nicholas J. (US 3485352 A) in view of Wheeler; Robert P.
(US 4439184 A), McMichael; Donald J. et al. (US 6896141 B2) and Serany Jr.;
Frank J et al. (US 3329261 A). However, the cited combination of references fails to

teach or suggest the features of pending claims 1-20.
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Pilger lacks a tray having separate compartments separated by a barrier,
wherein first and second syringes are disposed in a first compartment and a medical
assembly is stored in a second compartment. At most, Pilger constrains a catheter with
a series of posts (col. 2, lines 40-50, Extending upwardly from bottom 2 are a series of
posts 5, 6 and 7 which are near but spaced from the side wall 3. As illustrated in
FIGURE 1, a flexible catheter 8 is held in a generally circular coil between the posts and
the upstanding wall). Pilger discloses only a single syringe which is stored in the same
compartment as the catheter (col. 2, lines 60-65, hypodermic syringe 15 which is shown
in the dish portion of the film member within a coil formed by the catheter).

The Office Action for USSN 90/015,051 does not reject claim 25 of Tomes;
Jennifer E. et al. (US 9522753 B2), which describes “the at least two compartments
further comprising a second compartment separated from the first compartment by a
wall, further comprising placing the coiled medical device within the second

compartment.”

Also cited on the recent IDS, the Non-Final Office Action for USSN 16/688,185
cites Cornett, lll; Walter G. (US 4411656 A), Paikoff; Myron et al. (US 4523679 A),
Reif; Thomas H. et al. (US 4811847 A), Gawarecki; Herbert (US 6142152 A),
Kubalak; Thomas P. et al. (US 7789873 B2), Misra; Vijay K. (US 6012586 A),
Solazzo; Anthony (US 7278987 B2) and Beddow; David V. (US 4226328 A) in a

statement of reasons for the indication of allowable subject matter.
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Beddow discloses a catheterization package comprising a tray (col. 2, lines 30-
35, a generally rectangular box-like outer tray 11); a catheter (col. 2, lines 50-55,
catheter 13); and one syringe (col. 2, lines 50-55, syringe 14).

However, Beddow lacks a second syringe and coiled tubing. Beddow also lacks
a syringe containing lubricating jelly and instead stores lubricant in a different container,
which is not stored in the same tray as the catheter or syringe (col. 3, lines 10-15, an
individually sealed foil container 26 of lubricating jelly 27 packed within an elongated
rectangular recess 28).

Applicant’s arguments filed 07 October 2022 have been considered and are
persuasive. Examiner advances additional reasons for allowance.

Reif; Thomas H. et al. (US 4811847 A), the closest art of record, discloses a
catheter assembly including a tray, one syringe and a catheter (Fig. 2). However, Reif
lacks a second syringe, and does not arrange the syringe and catheter in separate

compartments.

Another cited reference, Pilger; Nicholas J. (US 3485352 A), discloses a
procedure kit including a tray, coiled catheter and one syringe (Fig. 5). However, Pilger
lacks a second syringe and a second compartment. Instead, Pilger arranges one
syringe and a catheter in one compartment (Figs. 1, 2, syringe 15 and catheter 8 are

both arranged inside wall 3).

Also of record, Rauschenberger; Richard A. (US 4160505 A) discloses a

catheterization tray comprising multiple compartments (col. 1, lines 50-55, Tray 10 is
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formed with a dished portion 11; col. 2, lines 1-5, Compartments 23 and 24 are defined
within dish 11 by walls 27, 28 and 29), and a medical assembly comprising a urinary
catheter (col. 1, lines 60-65, Channel 21 is adapted to receive a conventional urethral
catheter which is positioned within channel 21).

However, Rauschenberger lacks first and second syringes containing lubricating
jelly and water. Instead, Rauschenberger describes a separate lubricant packet (col. 2,
lines 20-30, The remaining components generally are arranged ... in the order: gloves,
lubricant ... and specimen container). Rauschenberger also lacks a coiled tubing
coupled between a fluid drain bag and a Foley catheter, and at most discloses a urinary
catheter (Fig. 1, conventional urethral catheter stored in channel 21).

The following newly cited references fail to teach or suggest all limitations of the
amended claims.

Nishizawa; Yasushi et al. (JP 2002068309 A) discloses a catheterization tray
comprising several compartments ( [0001], [0004], [0008], [0031], In the vicinity of the
center of the first sheet material 28, a first concave portion 231 having a substantially
square planar shape is formed); including a catheter (§ [0024], FIG. 1, the package 1A
is A has a configuration in which a catheter 7 and a container 8 in which a liquid 89 is
sealed are housed in A), and a container of liquid (§ [0024], before opening the package
1A, the user strongly presses the container 8 to break it, and wets the catheter 7 with
the liquid 89). However, Nishizawa lacks medical assembly comprising a coiled tubing
coupled between a fluid drain bag and a Foley catheter and at most describes a

catheter (Figs. 1, 2, 5, 6, catheter 7).

Bard Exhibit 1004.0931



Application/Control Number: 16/721,718 Page 8
Art Unit: 3781

Shimura; Kenichi et al. (JP 2000281144 A) describes a catheterization
package comprising several compartments (9§ [0001], [0017], [0035], a package 1
includes a packaging material 2 having a first space and a second space; 9 [0037], The
partition 22 divides the inside of the packaging material 2 into a first space 4 and a
second space 5), including a urinary catheter (§ [0046], The catheter 7 is inserted into,
for example, the trachea, digestive tract, urethra ... and other living tissues). However,
Shimura lacks a tray and instead discloses a bag-type container (§ [0036], The
packaging material 2 is a bag-like material). Shimura also lacks first and second

syringes containing lubricating jelly and water.

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.”

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to:
Tel 571-272-2590
Fax 571-273-2590
Email Adam.Marcetich@uspto.gov
The Examiner can be reached 8am-4pm Mon-Fri.
If attempts to reach the examiner by telephone are unsuccessful, the examiner’'s

supervisor, Sarah Al-Hashimi can be reached at 571-272-7159. The fax phone number

for the organization where this application is assigned is 571-273-8300.
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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.

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.

/Adam Marcetich/
Primary Examiner, Art Unit 3781
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ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
Bard Exhibit 1004.0941



Receipt date: 03/22/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE | Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name IMarcetich, Adam
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1
U.S.PATENTS
Examiner Cite Patent Kind | Name of Patentee or Applicant Pages, Columns, Lines, Where
P~ 1 ssue Date . Relevant Passages or Relevant
Initial No Number Code of cited Document Figures Appear
U.S.PATENT APPLICATION PUBLICATIONS
Examiner Cite | Publication Kind Publication Name of Patentee or Applicant ;alges' ??Jumns’ Lines"qv:/heret
Initial* No Number Code’ Date of cited Document F_e evant Fassages or Relevan
igures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
) Name qf Patentee Relevant P_assages or °
:E>_<s_am*iner Cite E(())r(;ilgr;rz]ent Coungry Kind . Publication 252?%':)0;]”;]2;‘ Relevant Figures Appear
nitial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published.
REIP, DAVID O. , "Notice of Intent to Issue Ex Parte Reexam
Certificate", USSN 90/014,964; Patent Under Reexam 8448786; Mailed
March 21, 2023,
EXAMINER SIGNATURE
Examiner Signature /Adam Marcetich/ Date Considered 04/04/2023

ALL REFERENCES CONSIDERED EXCEPT WHERE LIMNED THROUGH. /AMM/
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Receipt date: 03/22/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - : .
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name IMarcetich, Adam
Attorney Docket Number | BPMDLO00SJT.P3.C1.C1.C1

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

' See Kind Codes of USPTO Patent Documents at www. USPT( GOV or MPEP 901.04. ° Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). ® For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

|:| That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

|:| See attached certification statement.
[] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.
X None
SIGNATURE

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

Signature /Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-03-22
Name/Print Philip H. Burrus Registration Number 45,432

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the
public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14.
This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed application

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
Bard Exhibit 1004.0943



Receipt date: 03/22/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19. 2019
STATEMENT BY APPLICANT - : -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name IMarcetich, Adam
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

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.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
Bard Exhibit 1004.0944



Receipt date:

Doc code: IDS

04/08/2023

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit

Examiner Name |

Attorney Docket Number

‘ BPMDLO0005JT.P3.C1.C1.C1

U.S.PATENTS
Examiner Cite Patent Kind | Dat Name of Patentee or Applicant Ea?es, (tD?Jumns, LinesF,{V\I/heret
Initial* No Number Code’ ssue Date of cited Document elevan! Fassages or Relevan
Figures Appear
U.S.PATENT APPLICATION PUBLICATIONS
) . L . s . Pages, Columns, Lines, Where
:E{(gmlner Cite | Publication Kind , Publication Nanje of Patentee or Applicant Relevant Passages or Relevant
nitial No Number Code Date of cited Document Fi
igures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or 5
. . Foreign ) o or Applicant of Relevant Figures Appear
:E{(gm*mer Cite Document Coungry Kind . Publication cited Document
nitial No N 3 Code Code Date
umber
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T®
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue
number(s), publisher, city and/or country where published.
REIP, DAVID O. , "Notice of Intent to Issue Ex Parte Reexam
/maa/ Certificate”, USSN 90/014,964; Patent Under Reexam 8448786; Mailed
March 21, 2023
REIP, DAVID O. , "ReExamination Final Office Action", USSN
/m/ 90/015,051; Filed June 8, 2022; Patent Under Reexam 9522753; Mailed
April 4, 2023

ALL REFERENCES CONSIDERED EXCEPT WHERE LIMNED THROUGH. /AMM/
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Receipt date: 04/08/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718

INFORMATION DISCLOSURE Filing Date Dec 19, 2019

STATEMENT BY APPLICANT - ;

(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit |
Examiner Name |
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.CI

EXAMINER SIGNATURE
Examiner Signature /Bdam Marcetich/ Date Considered 04/14/2023

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

1See Kind Codes of USPTO Patent Documents at www USPTQ.GGY or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code
(WIPO Standard ST.3). 3 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

4 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

[[] That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[[] see attached certification statement.

[J Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.

& None

ALL REFERENCES CONSIDERED EXCEPT WHERE LIMNED THROUGH. /AMM/
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Receipt date: 04/08/2023

Doc code: IDS

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

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

Application Number

16/721,718

INFORMATION DISCLOSURE | Filing Date

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit

Examiner Name

Attorney Docket Number

BPMDLO0005JT.P3.C1.C1.C1

the signature.

SIGNATURE

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

Signature

/Philip H. Burrus, IV/ Date (YYYY-MM-DD) 2023-04-06

Name/Print

Philip H. Burrus Registration Number 45,432

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

ALL REFERENCES CONSIDERED EXCEPT WHERE LIMNED THROUGH. /AMM/

Bard Exhibit 1004.0947



Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number

16/721,718

Filing Date Dec 19, 2019
First Named Inventor | Jennifer E. Tomes
Art Unit | 3781

Examiner Name | Marcetich, Adam M.

Attorney Docket Number

| BPMDLO0005JT.P3.C1.C1.C1

U.S.PATENTS
Examiner Cite Patent Kind Name of Patentee or Applicant Pages, Columns, Lines, Where
Initial* No Number Code’ Issue Date of cited Document Relevant Passages or Relevant
i u u Figures Appear
U.S.PATENT APPLICATION PUBLICATIONS
. . L. . L. . Pages, Columns, Lines, Where
E)_(gm*lner Cite | Publication Kind , Publication Narpe of Patentee or Applicant Relevant Passages or Relevant
Initial No Number Code Date of cited Document .
Figures Appear
FOREIGN PATENT DOCUMENTS
Pages,Columns,Lines where T
Name of Patentee Relevant Passages or °
. . Foreign . — or Applicant of Relevant Figures Appear
E>_<s_am*|ner Cite Document Coungry Kind . Publication cited Document
Initial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

number(s), publisher, city and/or country where published.

Marcetich, Adam M. , "Corrected Notice of Allowability after QPIDS",
USSN 16/833,575; Filed March 28, 2020; Attorney Docket No. 10055U
CIP2 D1 C1 C1 C1 C1; Mailed April 14, 2023

Marcetich, Adam M. , "Corrected Notice of Allowability after QPIDS",
USSN 16/944,667; Filed July 31, 2020; Attorney Docket No. 10055U
CIP2 D1 C1 C1 C1 C1 C1; Mailed April 14, 2023
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Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718

INFORMATION DISCLOSURE Filing Date Dec 19. 2019

STATEMENT BY APPLICANT - : -

(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name | Marcetich, Adam M.
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

EXAMINER SIGNATURE
Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

(WIPO Standard ST.3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT
Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):
[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information

disclosure statement. See 37 CFR 1.97(e) (1).

OR

X That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[] see attached certification statement.

[X] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.

|:| None
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Doc code: IDS

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE Filing Date

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

Application Number

16/721,718

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit |

3781

Examiner Name | Marcetich, Adam M.

Attorney Docket Number |

BPMDLO0005JT.P3.C1.C1.C1

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

the signature.

SIGNATURE

Signature

/Philip H. Burrus, IV/ Date (YYYY-MM-DD)

2023-05-11

Name/Print

Philip H. Burrus Registration Number

45,432

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

Application Number:

16721718

Filing Date:

19-Dec-2019

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Filer:

Philip Henry Burrus/Kayla Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount SuB—;’;(t;)l in
Basic Filing:
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:

Bard Exhibit 1004.0951




Sub-Total in

Description Fee Code Quantity Amount USD($)
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 1806 1 260 260
Total in USD ($) 260

Bard Exhibit 1004.0952




Electronic Acknowledgement Receipt

EFS ID: 47988644
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1C1
Receipt Date: 11-MAY-2023
Filing Date: 19-DEC-2019
Time Stamp: 16:05:32

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $260

RAM confirmation Number E20235AG05538311

Deposit Account

Authorized User

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

Document s . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
135696
1 Information Disclosure Statement (IDS) | 10055U_CIP3_C1C1C1_USA_20 no 3
Form (SB08) 23-5-11_IDS.pdf
6821acf034c09d 18130972e3bfb73cda042
8ad6
Warnings:
Information:
This is not an USPTO supplied IDS fillable form
753541
10055U_CIP2_D1_C1C1C1C1_
2 Non Patent Literature USA_2023-4-14_NoticeAllowan no 13
ce.pdf 6c843d97d06576a0f1 See443c%a6da2238|
7d73a
Warnings:
Information:
1043126
10055U_CIP2_D1_C1C1C1C1C
3 Non Patent Literature 1_USA_2023-4-14_CorrectedN no 15
oticeAllowance.pdf 23577a4bd90310cb7414fad 1 22eac6cf243
519¢c
Warnings:
Information:
38271
4 Fee Worksheet (SB06) fee-info.pdf no 2
518a5a51786d6cd8f3a92ae5cf88868676ce]
ecOb
Warnings:
Information:
Total Files Size (in bytes){ 1970634
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc Code: IFEE PTOL/85B-EFS

Document Description: Issue Fee Payment (PTO-85B)

Issue Fee Transmittal Form

Application Number Filing Date First Named Inventor Atty. Docket No. Confirmation No.
16721718 19-Dec-2019 Jennifer E. Tomes BPMDL10055UCIP3C1C1C1| 7602
TITLE OF INVENTION :

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

Entity Status Application Type ArtUnit |Class - Subclass EXAMINER
Regular Undiscounted Utility under 35 USC 111(a) |3781 540000 ADAM MARCETICH
Issue Fee Due Publication Due Total Fee(s) Due Date Due Prev. Paid Fee
$1200 $0 $1200 11-Jul-2023 $0

1.Change of Correspondence Address and/or Indication Of Fee Address (37 CFR 1.33 & 1.363)

Current Correspondence Address: Current Indicated Fee Address:

189038

Philip H. Burrus, IV

Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE

Suite 1803

Atlanta GA 30309

UNITED STATES

404-797-8111

BlPLaw r‘lnrl{nfingﬂﬂhl|rr||cip|2\Al com

[ Change of correspondence address requested, system [ Fee Address indication requested, system generated SB/47-EFS
generated AIA/122-EFS form attached form attached

2.Entity Status

Change in Entity Status

Applicant certifying micro entity status; system generated Micro Entity certification form attached. See 37 CFR 1.29.

Note: Absent a valid certification of micro entity status, issue fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
O If this box is checked, you will be prompted to choose a micro entity status on the gross income basis (37 CFR 1.29(a)) or the institution of higher education basis

(37 CFR 1.29(d)), and make the applicable certification online.

Applicant asserting small entity status. See 37 CFR 1.27.

O 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.

® Applicant changing to regular undiscounted fee status.
Note: Checking this box will be taken to be a notification of loss of entitlement to small or micro entity status, as applicable.

WEB IFEE 1.0

Bard Exhibit 1004.0956



Doc Code: IFEE PTOL/85B-EFS

Document Description: Issue Fee Payment (PTO-85B)

3.The Following Fee(s) Are Submitted:

[ I authorize USPTO to apply my previously paid issue fee to the

Issue Fee
|Z| current fees due

The Director is hereby authorized to apply my previously paid
[] Publication Fee [] issue fee to the current fee due and to charge deficient fees to
Deposit Account Number

If in addition to the payment of the issue fee amount submitted
with this form, there are any discrepancies in any amount(s) due,
the Director is authorized to charge any deficiency, or credit any
overpayment, to Deposit Account Number

[ The issue fee must be submitted with this form. If payment of
the issue fee does not accompany this form, checking this box
and providing a deposit account number will NOT be
effective to satisfy full payment of the fee(s) due.

4.Firm and/or Attorney Names To Be Printed

NOTE: If no name is listed, no name will be printed
For printing on the patent front page, list to be displayed as entered

1. Philip H. Burrus, IV

5.Assignee Name(s) and Residence Data To Be Printed

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

Name City State Country Category

Medline Industries, LP Northfield ILLINOIS UNITED STATES corporation

6.Signature

| certify, in accordance with 37 CFR 1.4(d)(4) that | am an attorney or agent registered to practice before the Patent and Trademark Office who has filed and has been granted
power of attorney in this application. | also certify that this Fee(s) Transmittal form is being transmitted to the USPTO via EFS-WEB on the date indicated below.

Signature /Philip H. Burrus, IV/ Date 05-11-2023
Name Philip Henry Burrus Registration Number (45432
WEB IFEE 1.0
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Electronic Patent Application Fee Transmittal

Application Number:

16721718

Filing Date:

19-Dec-2019

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Filer:

Philip Henry Burrus/Kayla Burrus

Attorney Docket Number:

BPMDL10055UCIP3C1C1C1

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount Suz—;l'g(t;)l in
Basic Filing:
UTILITY APPL ISSUE FEE 1501 1 1200 1200
PUBL. FEE- EARLY, VOLUNTARY, OR NORMAL 1504 1 0 0

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:
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Description

Fee Code

Quantity

Amount

Sub-Total in

UsD($)
Post-Allowance-and-Post-Issuance:
Extension-of-Time:
Miscellaneous:
Total in USD ($) 1200

Bard Exhibit 1004.0959




Electronic Acknowledgement Receipt

EFS ID: 47988672
Application Number: 16721718
International Application Number:
Confirmation Number: 7602

Title of Invention:

Catheter Tray, Packaging System, Instruction Insert, and Associated Methods

First Named Inventor/Applicant Name:

Jennifer E. Tomes

Customer Number:

189038

Filer:

Philip Henry Burrus/Kayla Burrus

Filer Authorized By:

Philip Henry Burrus

Attorney Docket Number: BPMDL10055UCIP3C1C1C1
Receipt Date: 11-MAY-2023
Filing Date: 19-DEC-2019
Time Stamp: 16:10:51

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type CARD

Payment was successfully received in RAM $1200

RAM confirmation Number E20235AG10498706

Deposit Account

Authorized User

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

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (if appl.)
60281
1 Issue Fee Payment (PTO-85B) Web85b.pdf no 2
b114512a420e00d22f2f75de2f724027dcc4
2834
Warnings:
Information:
40496
2 Fee Worksheet (SB06) fee-info.pdf no 2
aB8950ab173633f15182e00f64698a0ad017
5ac79
Warnings:
Information:
Total Files Size (in bytes){ 100777

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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Receipt date: 05/11/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718
INFORMATION DISCLOSURE Filing Date Dec 19, 2019
STATEMENT BY APPLICANT - - -
(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name | Marcetich, Adam M.
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1
U.S.PATENTS
Examiner | Cite Patent Kind | Name of Patentee or Applicant Pages, Columns, Lines, Where
- 1 ssue Date . Relevant Passages or Relevant
Initial No Number Code of cited Document Figures Appear

U.S.PATENT APPLICATION PUBLICATIONS

Pages, Columns, Lines, Where
Relevant Passages or Relevant
Figures Appear

Examiner Cite | Publication Kind Publication Name of Patentee or Applicant
Initial* No Number Code’ Date of cited Document

FOREIGN PATENT DOCUMENTS

Pages,Columns,Lines where T
Name of Patentee Relevant Passages or °
. . Foreign . — or Applicant of Relevant Figures Appear
E>_<s_am*|ner Cite Document Coungry Kind . Publication cited Document
Initial No 3 Code Code Date
Number
NON-PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the T
Initials* No item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue

number(s), publisher, city and/or country where published.

) Marcetich, Adam M. , "Corrected Notice of Allowability after QPIDS",
/aom/ USSN 16/833,575; Filed March 28, 2020; Attorney Docket No. 10055U
CIP2 D1 C1 C1 C1 C1; Mailed April 14, 2023

Marcetich, Adam M. , "Corrected Notice of Allowability after QPIDS",
/BRMM/ USSN 16/944,667; Filed July 31, 2020; Attorney Docket No. 10055U
CIP2 D1 C1 C1 C1 C1 C1; Mailed April 14, 2023

ALIL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /awmM/
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Receipt date: 05/11/2023

Doc code: IDS PTO/SB/08a (01-10)
Doc description: Information Disclosure Statement (IDS) Field Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 16/721,718

INFORMATION DISCLOSURE Filing Date Dec 19, 2019

STATEMENT BY APPLICANT - B

(Not for submission under 37 CFR 1.99) First Named Inventor | Jennifer E. Tomes
Art Unit | 3781
Examiner Name | Marcetich, Adam M.
Attorney Docket Number | BPMDLO0005JT.P3.C1.C1.C1

EXAMINER SIGNATURE
Examiner Signature /Adam Marcetich/ Date Considered 05/17/2023

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line
through a citation if not in conformance and not considered. Include copy of this form with next communication to
applicant.

' or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code

' see Kind Codes of USPTO Patent Documents at wy

(WIPO Standard ST.3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of
the patent document.

* Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. > Applicant is to place a check
mark here if English language translation is attached.

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

[] That each item of information contained in the information disclosure statement was first cited in any communication from a
foreign patent office in a counterpart foreign application not more than three months prior to the filing of the information
disclosure statement. See 37 CFR 1.97(e) (1).

OR

X That no item of information contained in the information disclosure statement was cited in a communication from a foreign
patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification after making
reasonable inquiry, no item of information contained in the information disclosure statement was known to any individual
designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure statement. See 37 CFR
1.97(e) (2).

[] see attached certification statement.

[X] Fee set forth in 37 CFR 1.17 {p) has been submitted herewith.

|:| None

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /AMM/
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Receipt date: 05/11/2023

Doc code: IDS

Doc description: Information Disclosure Statement (IDS) Field

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE Filing Date

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

Application Number

16/721,718

Dec 19, 2019

First Named Inventor | Jennifer E. Tomes

Art Unit |

3781

Examiner Name | Marcetich, Adam M.

Attorney Docket Number |

BPMDLO0005JT.P3.C1.C1.C1

SIGNATURE

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

Signature

/Philip H. Burrus, IV/ Date (YYYY-MM-DD)

2023-05-11

Name/Print

Philip H. Burrus Registration Number

45,432

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

ALL REFERENCES CONSIDERED EXCEPRPT WHERE LINED

THROUGH. /awvM/
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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. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
16/721,718 06/27/2023 11684347 BPMDL10055UCIP3CICIC1 7602
189038 7590 06/07/2023

Philip H. Burrus, IV

Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE

Suite 1803

Atlanta, GA 30309

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 459 day(s). Any patent to issue from the above-identified application will include
an indication of the adjustment on the front page.

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that
determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information
Retrieval (PAIR) WEB site (http://pair.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office
of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should
be directed to the Application Assistance Unit (AAU) of the Office of Patents Stakeholder Experience (OPSE),
Stakeholder Support Division (SSD) at (571)-272-4200.

IR103 (Rev. 10/09)
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INVENTORC(S) (Please see PAIR WEB site http:/pair.uspto.gov for additional inventors):

Jennifer E. Tomes, Mundelein, IL;
Sarah Dickinson, Chicago, IL;

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

Medline Industries, LP, Northfield, IL;

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, VA 22313-1450

www.uspto.gov

APPLICATION NO. ISSUE DATE PATENT NO.

16/721,718 27-JUN-23 11684347

Philip H. Burrus, IV Burrus Intellectual Property Law Group LLC (MDL)
222 12th Street NE Suite 1803
Atlanta, GA 30309

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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U.S.S.N. 16/721,718

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO0005JT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed: December 19, 2019

Applicants: Tomes, Jennifer et al.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

November 30, 2023

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

PETITION CORRECT INVENTORSHIP UNDER 37 CFR §1.324 PURSUANT TO
35 USC §256

This Petition is filed under 37 CFR §1.324 to correct inventorship of US Patent
No. 11,684,347 The Petition is being submitted concurrently with affidavits of the
named inventors, and inventors petitioning to be named, and the assignee of record. The
Petition Fee is enclosed herewith. The Commissioner is hereby authorized to charge any

deficiency or credit any overpayment to Deposit Account No. 50-3608.
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U.S.S.N. 16/721,718

Statement of Facts and Request for Relief:

Susan E. Macinnes, Deborah B. Adler, Jack E. Maze, Kenneth Chua, and Alberto
Savage are each petitioning to be added as a named inventor. A declaration from each of
Susan E. Macinnes, Deborah B. Adler, Jack E. Maze, Kenneth Chua, and Alberto Savage
in accordance with 37 CFR 1.324(b)(1), is included herewith. Declarations from the
named inventors in accordance with 37 CFR 1.324(b)(2) are included herewith. A
declaration from the Assignee of record, Medline Industries, LP, in accordance with 37
CFR 1.324(b)(3) is included. The fee in accordance with 37 CFR 1.324(b)(4) is included.

As the requirements of 37 CFR 1.324 have been met, and as the inventorship error
of failing to include each of Susan E. Macinnes, Deborah B. Adler, Jack E. Maze,
Kenneth Chua, and Alberto Savage as an inventor of the patent occurred without any
deceptive intention on the part of either Susan E. Macinnes or Deborah B. Adler or Jack
E. Maze or Kenneth Chua or Alberto Savage, it is respectfully requested that each of
Susan E. Macinnes, Deborah B. Adler, Jack E. Maze, Kenneth Chua, and Alberto Savage

be added to this patent via a Certificate of Correction.

Philip H. Burrus, IV

Attorney for Applicant
Registration No.: 45,432
404-797-8111
404-880-9912 (fax)

pburrus@@burrusiplaw com
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U.S.S.N. 16/721,718

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO0005JT.P3.C1.C.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed. December 19, 2019

Applicants: Tomes, Jennifer et al.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

AFFIDAVIT OF MEDLINE INDUSTRIES, LP, ASSIGNEE, PURSUANT TO 37
CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, David S. Noskowicz, declare as follows:

1. Tam Patent Counsel for Medline Industries, LP, assignee of one hundred
percent (100%) interest in the above-identified US Patent Application, which
has now issued as US Patent No. 11,684,347.

2. Tam authorized to sign declarations on behalf of Medline Industries, LP.

3. Medline Industries, LP, is the assignee of the patent by way of an assignment
from inventors Jennifer E. Tomes and Sarah Dickinson (formally Sarah
Zyburt) to Medline Industries, Inc., which was recorded in the Patent Office at
Reel 026749, beginning at Frame 0907, on August 15, 2011, with a corporate

conversion converting Medline Industries, Inc. to Medline Industries LP, with
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U.S.S.N. 16/721,718

said conversation being recorded in the Patent Office at Reel 057977,
beginning at Frame 0436, on October 31, 2021.

4. Medline Industries, LP, understands that each of Susan E. Macinnes, Deborah
B. Adler, Jack E. Maze, Kenneth Chua, and Alberto Savage is filing a Petition
to be added as an inventor to this patent.

5. Medline Industries, LP., the assignee of record, agrees this requested change
in inventorship in the patent by way of the addition of each of Susan E.
Macinnes, Deborah B. Adler, Jack E. Maze, Kenneth Chua, and Alberto
Savage as an inventor.

6. The undersigned, being warned that willful false statements are punishable
under 18 USC §1001, and that willful false statements may jeopardize the
validity of the application or any registration stemming therefrom, declares
that all statements made herein are true, and all statements made on

information and belief are believed to be true.

o
Doswsd Wby
Lo

David S. Noskowicz

DATE: 12/01/2023
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U.S.SN. 16/721,718

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed. December 19, 2019

Applicants: Tomes, Jennifer et al.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

AFFIDAVIT OF JENNIFER E. TOMES, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Jennifer E. Tomes, hereby declare as follows:

1. Tam an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

2. T understand that Susan E. Macinnes, Deborah B. Adler, Jack E. Maze,
Alberto Savage, and Kenneth Chua are each filing a Petition to be added as an
iventor to this patent.

3. Thave no disagreement with, and do not object to, these requested changes.

4. The undersigned, being warned that willful false statements are punishable
under 18 USC §1001, and that willful false statements may jeopardize the

validity of the application or any registration stemming therefrom, declares
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U.S.SN. 16/721,718

that all statements made herein are true, and all statements made on

information and belief are believed to be true.

0}/49/ DATE: 10/19/2023

Jennifer E. Tomes
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U.S.SN. 16/721,718

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed. December 19, 2019

Applicants: Tomes, Jennifer et al.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

AFFIDAVIT OF SARAH DICKINSON, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Sarah Dickinson, hereby declare as follows:

1. Tam an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

2. T understand that Susan E. Macinnes, Deborah B. Adler, Jack E. Maze,
Alberto Savage, and Kenneth Chua are each filing a Petition to be added as an
iventor to this patent.

3. Thave no disagreement with, and do not object to, these requested changes.

4. The undersigned, being warned that willful false statements are punishable
under 18 USC §1001, and that willful false statements may jeopardize the

validity of the application or any registration stemming therefrom, declares
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that all statements made herein are true, and all statements made on

information and belief are believed to be true.

o )
R’\s’l“ux &;,.{ifiu;ff?,@;a:‘.rz«..

DATE: 10/17/2023

Sarah Dickinson
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U.S.SN. 16/721,718

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)
Appn. Filed. December 19, 2019

First Inventor: Tomes, Jennifer E.

Title: Catheter Tray, Packaging System, Instruction Insert, and

Associated Methods

AFFIDAVIT OF SUSAN E. MACINNES, PURSUANT TO 37 CFR §1.324

Commissioner for Patents

P.O.Box 1

450

Alexandria, Virginia 22313-1450

I, Susan E. Macinnes, declare as follows:

1.

I am an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

I was not listed as an inventor with the application was filed.

I am now hereby petitioning to be added as a named inventor to the i1ssued
patent.

The inventorship error of failing to include me as an inventor of the patent
occurred without any deceptive intention on the part of me, Susan E.
Macinnes.

The undersigned, being warned that willful false statements are punishable
under 18 USC §1001, and that willful false statements may jeopardize the

validity of the application or any registration stemming therefrom, declares
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that all statements made herein are true, and all statements made on

information and belief are believed to be true.

2 o

X P o
Neewnn ¢, 11 la

B
LACANRNL

DATE:  09/18/2023

Susan E. Macinnes
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PATENT
Customer No.: 189038 Atty. Docket No.: 10055U CIP3 C1 C1 C1

COMBINATION DECLARATION AND ASSIGNMENT
FOR UTILITY AND DESIGN APPLICATIONS

United States Patent Rights Plus
All Foreign Rights

INVENTION TITLE:

CATHETER TRAY, PACKAGING SYSTEM, INSTRUCTION INSERT, AND ASSOCIATED
METHODS

DECLARATION UNDER 37 CFR §1.63:
As a below named inventor, I hereby declare that:

This declaration is directed to the application attached hereto, OR, if the application is not
attached hereto, the application is as identified by the attorney docket number as set forth above and/or
the following:

United States Application Number 16/721,718, now US Pat. No. 11,684,347,
Which was filed on December 19, 2019.
The above-identified application was made or authorized to be made by me.

I believe that I am the original inventor or an original joint inventor of the claimed invention in
the application.

I acknowledge the duty to disclose information which is material to the patentability as defined in
37 CFR 1.56, including continuation-in-part applications, material information which became available
between the filing date of the prior application and the national or PCT international filing date of the
continuation-in-part application.

ASSIGNMENT OF RIGHTS AND AGREEMENT:

WHEREAS, as a below named inventor, I hereby declare that I have invented certain new and
useful improvements described in the application identified; and

WHEREAS, Medline Industries, LP, a limited partnership organized and existing under the laws
of Illinois, having its principal place of business at Three Lakes Drive, Northfield, IL 60093 (hereinafter
referred to as "ASSIGNEE"), is desirous of acquiring my entire right, title and interest in and to the
invention, and in and to the said application and any Letters Patent that may issue thereon;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which
is hereby acknowledged, I do hereby sell, assign and transfer unto ASSIGNEE, its successors, assigns and
legal representatives my entire right, title and interest in and to said invention and in and to said
applications and all patents which may be granted therefore, and all provisionals, nonprovisionals,
continuations, continuations-in-part, divisionals, designs, appeals, reissues, substitutions and extensions
thereof, and I hereby authorize and request the Commissioner of Patents and Trademarks to issue all
patents for said invention, or patents resulting therefrom, insofar as my interest is concerned, to the said
ASSIGNEE of my entire right, title and interest.

Page 1 of 3
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PATENT
Customer No.: 189038 Atty. Docket No.: 10055U CIP3 C1 C1 C1

I also hereby sell and assign to said ASSIGNEE, its successors, assigns and legal representatives
the full and exclusive rights, title and interest to the invention disclosed in said applications throughout
the world, including the right to file applications and obtain patents, utility models, industrial models and
designs for said invention in its own name throughout the world including all rights of priority, all rights
to publish cautionary notices reserving ownership of said invention and all rights to register said invention
in appropriate registries; and

I further agree to execute any and all powers of attorney, applications, assignments, declarations,
affidavits, and any other papers in connection therewith necessary to perfect such rights, title and interest
in ASSIGNEE, its successors, assigns and legal representatives. This includes executing all papers
necessary in connection with this application and any continuing, divisional, conversion or reissue
applications thereof, and also to execute separate assignments that may be necessary in connection with
such applications, as the ASSIGNEE may deem necessary or expedient. I further agree to execute all
papers and documents and to perform any act that may be necessary in connection with claims or
provisions of the International Convention for the Protection of Industrial Property or similar agreements,
and to perform all affirmative acts which may be necessary to obtain a grant of (a) valid United States of
America patent(s) or a grant of (a) valid United States of America and any foreign patent(s) to the
ASSIGNEE, and to vest all rights therein hereby conveyed to said ASSIGNEE as fully and entirely as the
same would have been held by the undersigned if this Assignment and sale had not been made.

I hereby further agree that I will communicate to said ASSIGNEE, or its successors, assigns and
legal representatives, any facts known to me respecting any improvements; and, at the expense of said
ASSIGNEE, to testify in any legal proceedings, sign all lawful papers, execute all provisional,
nonprovisional, continuation, continuation-in-part, divisional, design, appeals, reissue and substitute
applications, make all lawful oaths, and generally do everything possible to vest title in said ASSIGNEE
and to aid said ASSIGNEE, its successors, assigns and legal representatives to obtain and enforce proper
protection for said invention in all countries.

I further authorize and direct the ASSIGNEE and its attorneys to insert above the serial number
and filing date of said application now identified as Atty. Docket No. 10055U CIP3 C1 C1 C1 as soon as
the same shall have been made known to them by the United States Patent and Trademark Office, and/or
to insert any further identification which may be necessary or desirable in order to comply with the rules
of the U.S. Patent and Trademark Office.

The undersigned hereby covenants that no assignment, sale, agreement or encumbrance has been
or will be made or entered into which would conflict with this assignment.

I hereby declare that all statements made herein of my own knowledge are true and that all
statements made on information and belief are believed to be true; and further that these statements were
made with the knowledge that willful false statements and the like so made are punishable by fine or
imprisonment of not more than five (5) years, or both, under 18 U.S.C. 1001, and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.
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IN WITNESS WHEREOF, 1 have hereunto set my hand and seal on
09/18/2023

Wi s T foos
RO Lol F LA

Name:  Susan E. Macinnes
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COMBINATION DECLARATION AND ASSIGNMENT
FOR UTILITY AND DESIGN APPLICATIONS

United States Patent Rights Plus
All Foreign Rights

INVENTION TITLE:

CATHETER TRAY, PACKAGING SYSTEM, INSTRUCTION INSERT, AND ASSOCIATED
METHODS

DECLARATION UNDER 37 CFR §1.63:
As a below named inventor, I hereby declare that:

This declaration is directed to the application attached hereto, OR, if the application is not
attached hereto, the application is as identified by the attorney docket number as set forth above and/or
the following:

United States Application Number 16/721,718, now US Pat. No. 11,684,347
Which was filed on December 19, 2019.
The above-identified application was made or authorized to be made by me.

I believe that I am the original inventor or an original joint inventor of the claimed invention in
the application.

I acknowledge the duty to disclose information which is material to the patentability as defined in
37 CFR 1.56, including continuation-in-part applications, material information which became available
between the filing date of the prior application and the national or PCT international filing date of the
continuation-in-part application.

ASSIGNMENT OF RIGHTS AND AGREEMENT:

WHEREAS, as a below named inventor, I hereby declare that I have invented certain new and
useful improvements described in the application identified; and

WHEREAS, Medline Industries, LP, a limited partnership organized and existing under the laws
of Illinois, having its principal place of business at Three Lakes Drive, Northfield, IL 60093 (hereinafter
referred to as "ASSIGNEE"), is desirous of acquiring my entire right, title and interest in and to the
invention, and in and to the said application and any Letters Patent that may issue thercon;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which
is hereby acknowledged, I do hereby sell, assign and transfer unto ASSIGNEE, its successors, assigns and
legal representatives my entire right, title and interest in and to said invention and in and to said
applications and all patents which may be granted therefore, and all provisionals, nonprovisionals,
continuations, continuations-in-part, divisionals, designs, appeals, reissues, substitutions and extensions
thereof; and I hereby authorize and request the Commissioner of Patents and Trademarks to issue all
patents for said invention, or patents resulting therefrom, insofar as my interest is concerned, to the said
ASSIGNEE of my entire right, title and interest.
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I also hereby sell and assign to said ASSIGNEE, its successors, assigns and legal representatives
the full and exclusive rights, title and interest to the invention disclosed in said applications throughout
the world, including the right to file applications and obtain patents, utility models, industrial models and
designs for said invention in its own name throughout the world including all rights of priority, all rights
to publish cautionary notices reserving ownership of said invention and all rights to register said invention
in appropriate registries; and

I further agree to execute any and all powers of attorney, applications, assignments, declarations,
affidavits, and any other papers in connection therewith necessary to perfect such rights, title and interest
in ASSIGNEE, its successors, assigns and legal representatives. This includes executing all papers
necessary in connection with this application and any continuing, divisional, conversion or reissue
applications thereof, and also to execute separate assignments that may be necessary in connection with
such applications, as the ASSIGNEE may deem necessary or expedient. I further agree to execute all
papers and documents and to perform any act that may be necessary in connection with claims or
provisions of the International Convention for the Protection of Industrial Property or similar agreements,
and to perform all affirmative acts which may be necessary to obtain a grant of (a) valid United States of
America patent(s) or a grant of (a) valid United States of America and any foreign patent(s) to the
ASSIGNEE, and to vest all rights therein hereby conveyed to said ASSIGNEE as fully and entirely as the
same would have been held by the undersigned if this Assignment and sale had not been made.

I hereby further agree that I will communicate to said ASSIGNEE, or its successors, assigns and
legal representatives, any facts known to me respecting any improvements; and, at the expense of said
ASSIGNEE, to testify in any legal proceedings, sign all lawful papers, execute all provisional,
nonprovisional, continuation, continuation-in-part, divisional, design, appeals, reissue and substitute
applications, make all lawful oaths, and generally do everything possible to vest title in said ASSIGNEE
and to aid said ASSIGNEE, its successors, assigns and legal representatives to obtain and enforce proper
protection for said invention in all countries.

I further authorize and direct the ASSIGNEE and its attorneys to insert above the serial number
and filing date of said application now identified as Atty. Docket No. 10055U CIP3 C1 C1 C1 as soon as
the same shall have been made known to them by the United States Patent and Trademark Office, and/or
to insert any further identification which may be necessary or desirable in order to comply with the rules
of the U.S. Patent and Trademark Office.

The undersigned hereby covenants that no assignment, sale, agreement or encumbrance has been
or will be made or entered into which would conflict with this assignment.

I hereby declare that all statements made herein of my own knowledge are true and that all
statements made on information and belief are believed to be true; and further that these statements were
made with the knowledge that willful false statements and the like so made are punishable by fine or
imprisonment of not more than five (5) years, or both, under 18 U.S.C. 1001, and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.
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IN WITNESS WHEREOF, 1 have hereunto set my hand and seal on
11/29/2023

, .
gé'z:é,ércmm’jﬁgi{i\

Name: Deborah B. Adler
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO0005JT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed. December 19, 2019

Applicants: Tomes, Jennifer et al.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

AFFIDAVIT OF DEBORAH B. ADLER, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Deborah B. Adler, declare as follows:

1. Tam an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

2. T was not listed as an inventor with the application was filed.

3. Tam now hereby petitioning to be added as a named inventor to the issued
patent.

4. The inventorship error of failing to include me as an inventor of the patent
occurred without any deceptive intention on the part of me, Deborah B. Adler.

5. The undersigned, being warned that willful false statements are punishable

under 18 USC §1001, and that willful false statements may jeopardize the
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validity of the application or any registration stemming therefrom, declares
that all statements made herein are true, and all statements made on

information and belief are believed to be true.

;/,"\\ ] § 1/‘;3} f‘{;
}@W&@Wua&g&!ﬁ&&x
DATE: 11/29/2023

Deborah B. Adler
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)
Appn. Filed. December 19, 2019

First Inventor: Tomes, Jennifer E.

Title: Catheter Tray, Packaging System, Instruction Insert, and

Associated Methods

AFFIDAVIT OF ALBERTO SAVAGE, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Alberto Savage, declare as follows:

1.

I am an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

I was not listed as an inventor with the application was filed.

I am now hereby petitioning to be added as a named inventor to the i1ssued
patent.

The inventorship error of failing to include me as an inventor of the patent
occurred without any deceptive intention on the part of me, Alberto Savage.
The undersigned, being warned that willful false statements are punishable

under 18 USC §1001, and that willful false statements may jeopardize the
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validity of the application or any registration stemming therefrom, declares
that all statements made herein are true, and all statements made on

information and belief are believed to be true.

pATE 09/21/2023

Alberto Savage
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COMBINATION DECLARATION AND ASSIGNMENT
FOR UTILITY AND DESIGN APPLICATIONS

United States Patent Rights Plus
All Foreign Rights

INVENTION TITLE:

CATHETER TRAY, PACKAGING SYSTEM, INSTRUCTION INSERT, AND ASSOCIATED
METHODS

DECLARATION UNDER 37 CFR §1.63:
As a below named inventor, I hereby declare that:

This declaration is directed to the application attached hereto, OR, if the application is not
attached hereto, the application is as identified by the attorney docket number as set forth above and/or
the following:

United States Application Number 16/721,718, now US Pat. No. 11,684,347
Which was filed on December 19, 2019.
The above-identified application was made or authorized to be made by me.

I believe that I am the original inventor or an original joint inventor of the claimed invention in
the application.

I acknowledge the duty to disclose information which is material to the patentability as defined in
37 CFR 1.56, including continuation-in-part applications, material information which became available
between the filing date of the prior application and the national or PCT international filing date of the
continuation-in-part application.

ASSIGNMENT OF RIGHTS AND AGREEMENT:

WHEREAS, as a below named inventor, I hereby declare that I have invented certain new and
useful improvements described in the application identified; and

WHEREAS, Medline Industries, LP, a limited partnership organized and existing under the laws
of Illinois, having its principal place of business at Three Lakes Drive, Northfield, IL 60093 (hereinafter
referred to as "ASSIGNEE"), is desirous of acquiring my entire right, title and interest in and to the
invention, and in and to the said application and any Letters Patent that may issue thereon;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which
is hereby acknowledged, I do hereby sell, assign and transfer unto ASSIGNEE, its successors, assigns and
legal representatives my entire right, title and interest in and to said invention and in and to said
applications and all patents which may be granted therefore, and all provisionals, nonprovisionals,
continuations, continuations-in-part, divisionals, designs, appeals, reissues, substitutions and extensions
thereof, and I hereby authorize and request the Commissioner of Patents and Trademarks to issue all
patents for said invention, or patents resulting therefrom, insofar as my interest is concerned, to the said
ASSIGNEE of my entire right, title and interest.
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I also hereby sell and assign to said ASSIGNEE, its successors, assigns and legal representatives
the full and exclusive rights, title and interest to the invention disclosed in said applications throughout
the world, including the right to file applications and obtain patents, utility models, industrial models and
designs for said invention in its own name throughout the world including all rights of priority, all rights
to publish cautionary notices reserving ownership of said invention and all rights to register said invention
in appropriate registries; and

I further agree to execute any and all powers of attorney, applications, assignments, declarations,
affidavits, and any other papers in connection therewith necessary to perfect such rights, title and interest
in ASSIGNEE, its successors, assigns and legal representatives. This includes executing all papers
necessary in connection with this application and any continuing, divisional, conversion or reissue
applications thereof, and also to execute separate assignments that may be necessary in connection with
such applications, as the ASSIGNEE may deem necessary or expedient. I further agree to execute all
papers and documents and to perform any act that may be necessary in connection with claims or
provisions of the International Convention for the Protection of Industrial Property or similar agreements,
and to perform all affirmative acts which may be necessary to obtain a grant of (a) valid United States of
America patent(s) or a grant of (a) valid United States of America and any foreign patent(s) to the
ASSIGNEE, and to vest all rights therein hereby conveyed to said ASSIGNEE as fully and entirely as the
same would have been held by the undersigned if this Assignment and sale had not been made.

I hereby further agree that I will communicate to said ASSIGNEE, or its successors, assigns and
legal representatives, any facts known to me respecting any improvements; and, at the expense of said
ASSIGNEE, to testify in any legal proceedings, sign all lawful papers, execute all provisional,
nonprovisional, continuation, continuation-in-part, divisional, design, appeals, reissue and substitute
applications, make all lawful oaths, and generally do everything possible to vest title in said ASSIGNEE
and to aid said ASSIGNEE, its successors, assigns and legal representatives to obtain and enforce proper
protection for said invention in all countries.

I further authorize and direct the ASSIGNEE and its attorneys to insert above the serial number
and filing date of said application now identified as Atty. Docket No. 10055U CIP3 C1 C1 C1 as soon as
the same shall have been made known to them by the United States Patent and Trademark Office, and/or
to insert any further identification which may be necessary or desirable in order to comply with the rules
of the U.S. Patent and Trademark Office.

The undersigned hereby covenants that no assignment, sale, agreement or encumbrance has been
or will be made or entered into which would conflict with this assignment.

I hereby declare that all statements made herein of my own knowledge are true and that all
statements made on information and belief are believed to be true; and further that these statements were
made with the knowledge that willful false statements and the like so made are punishable by fine or
imprisonment of not more than five (5) years, or both, under 18 U.S.C. 1001, and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.
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IN WITNESS WHEREOF, 1 have hereunto set my hand and seal on

09/21/2023

Name:  Alberto Savage
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)

Appn. Filed. December 19, 2019

First Inventor: Tomes, Jennifer E.

Title: Catheter Tray, Packaging System, Instruction Insert, and
Associated Methods

AFFIDAVIT OF JACK E. MAZE, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Jack E. Maze, declare as follows:

1. Tam an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

2. Twas not listed as an inventor with the application was filed.

3. I am now hereby petitioning to be added as a named inventor to the issued
patent.

4. The inventorship error of failing to include me as an inventor of the patent
occurred without any deceptive intention on the part of me, Jack E. Maze.

5. The undersigned, being warned that willful false statements are punishable

under 18 USC §1001, and that willful false statements may jeopardize the
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validity of the application or any registration stemming therefrom, declares
that all statements made herein are true, and all statements made on

information and belief are believed to be true.

o Y,
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U

DATE: 09/26/2023

Jack E. Maze
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COMBINATION DECLARATION AND ASSIGNMENT
FOR UTILITY AND DESIGN APPLICATIONS

United States Patent Rights Plus
All Foreign Rights

INVENTION TITLE:

CATHETER TRAY, PACKAGING SYSTEM, INSTRUCTION INSERT, AND ASSOCIATED
METHODS

DECLARATION UNDER 37 CFR §1.63:
As a below named inventor, I hereby declare that:

This declaration is directed to the application attached hereto, OR, if the application is not
attached hereto, the application is as identified by the attorney docket number as set forth above and/or
the following:

United States Application Number 16/721,718, now US Pat. No. 11,684,347
Which was filed on December 19, 2019.
The above-identified application was made or authorized to be made by me.

I believe that I am the original inventor or an original joint inventor of the claimed invention in
the application.

I acknowledge the duty to disclose information which is material to the patentability as defined in
37 CFR 1.56, including continuation-in-part applications, material information which became available
between the filing date of the prior application and the national or PCT international filing date of the
continuation-in-part application.

ASSIGNMENT OF RIGHTS AND AGREEMENT:

WHEREAS, as a below named inventor, I hereby declare that I have invented certain new and
useful improvements described in the application identified; and

WHEREAS, Medline Industries, LP, a limited partnership organized and existing under the laws
of Illinois, having its principal place of business at Three Lakes Drive, Northfield, IL 60093 (hereinafter
referred to as "ASSIGNEE"), is desirous of acquiring my entire right, title and interest in and to the
invention, and in and to the said application and any Letters Patent that may issue thereon;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which
is hereby acknowledged, I do hereby sell, assign and transfer unto ASSIGNEE, its successors, assigns and
legal representatives my entire right, title and interest in and to said invention and in and to said
applications and all patents which may be granted therefore, and all provisionals, nonprovisionals,
continuations, continuations-in-part, divisionals, designs, appeals, reissues, substitutions and extensions
thereof, and I hereby authorize and request the Commissioner of Patents and Trademarks to issue all
patents for said invention, or patents resulting therefrom, insofar as my interest is concerned, to the said
ASSIGNEE of my entire right, title and interest.
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I also hereby sell and assign to said ASSIGNEE, its successors, assigns and legal representatives
the full and exclusive rights, title and interest to the invention disclosed in said applications throughout
the world, including the right to file applications and obtain patents, utility models, industrial models and
designs for said invention in its own name throughout the world including all rights of priority, all rights
to publish cautionary notices reserving ownership of said invention and all rights to register said invention
in appropriate registries; and

I further agree to execute any and all powers of attorney, applications, assignments, declarations,
affidavits, and any other papers in connection therewith necessary to perfect such rights, title and interest
in ASSIGNEE, its successors, assigns and legal representatives. This includes executing all papers
necessary in connection with this application and any continuing, divisional, conversion or reissue
applications thereof, and also to execute separate assignments that may be necessary in connection with
such applications, as the ASSIGNEE may deem necessary or expedient. I further agree to execute all
papers and documents and to perform any act that may be necessary in connection with claims or
provisions of the International Convention for the Protection of Industrial Property or similar agreements,
and to perform all affirmative acts which may be necessary to obtain a grant of (a) valid United States of
America patent(s) or a grant of (a) valid United States of America and any foreign patent(s) to the
ASSIGNEE, and to vest all rights therein hereby conveyed to said ASSIGNEE as fully and entirely as the
same would have been held by the undersigned if this Assignment and sale had not been made.

I hereby further agree that I will communicate to said ASSIGNEE, or its successors, assigns and
legal representatives, any facts known to me respecting any improvements; and, at the expense of said
ASSIGNEE, to testify in any legal proceedings, sign all lawful papers, execute all provisional,
nonprovisional, continuation, continuation-in-part, divisional, design, appeals, reissue and substitute
applications, make all lawful oaths, and generally do everything possible to vest title in said ASSIGNEE
and to aid said ASSIGNEE, its successors, assigns and legal representatives to obtain and enforce proper
protection for said invention in all countries.

I further authorize and direct the ASSIGNEE and its attorneys to insert above the serial number
and filing date of said application now identified as Atty. Docket No. 10055U CIP3 C1 C1 C1 as soon as
the same shall have been made known to them by the United States Patent and Trademark Office, and/or
to insert any further identification which may be necessary or desirable in order to comply with the rules
of the U.S. Patent and Trademark Office.

The undersigned hereby covenants that no assignment, sale, agreement or encumbrance has been
or will be made or entered into which would conflict with this assignment.

I hereby declare that all statements made herein of my own knowledge are true and that all
statements made on information and belief are believed to be true; and further that these statements were
made with the knowledge that willful false statements and the like so made are punishable by fine or
imprisonment of not more than five (5) years, or both, under 18 U.S.C. 1001, and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.
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IN WITNESS WHEREOF, 1 have hereunto set my hand and seal on
09/26/2023

~ N YD
Cactd & TVlane
U I

Name: Jack E. Maze
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Serial No: 16/721,718

US Pat. No.: 11,684,347

Examiner: Marcetich, Adam M

Art Group: 3781

Reference No.: BPMDLO000SJT.P3.C1.C1.C1 (10055U CIP3 C1 C1 C1)
Appn. Filed. December 19, 2019

First Inventor: Tomes, Jennifer E.

Title: Catheter Tray, Packaging System, Instruction Insert, and

Associated Methods

AFFIDAVIT OF KENNETH CHUA, PURSUANT TO 37 CFR §1.324

Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

I, Kenneth Chua, declare as follows:

1.

I am an inventor on the above-identified US Patent Application, which has
now issued as US Patent No. 11,684,347.

I was not listed as an inventor with the application was filed.

I am now hereby petitioning to be added as a named inventor to the i1ssued
patent.

The inventorship error of failing to include me as an inventor of the patent
occurred without any deceptive intention on the part of me, Kenneth Chua.
The undersigned, being warned that willful false statements are punishable

under 18 USC §1001, and that willful false statements may jeopardize the
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validity of the application or any registration stemming therefrom, declares
that all statements made herein are true, and all statements made on

information and belief are believed to be true.

FournotB (B oon.

Kenneth Chua

DATE. 09/29/2023
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COMBINATION DECLARATION AND ASSIGNMENT
FOR UTILITY AND DESIGN APPLICATIONS

United States Patent Rights Plus
All Foreign Rights

INVENTION TITLE:

CATHETER TRAY, PACKAGING SYSTEM, INSTRUCTION INSERT, AND ASSOCIATED
METHODS

DECLARATION UNDER 37 CFR §1.63:
As a below named inventor, I hereby declare that:

This declaration is directed to the application attached hereto, OR, if the application is not
attached hereto, the application is as identified by the attorney docket number as set forth above and/or
the following:

United States Application Number 16/721,718, now US Pat. No. 11,684,347
Which was filed on December 19, 2019.
The above-identified application was made or authorized to be made by me.

I believe that I am the original inventor or an original joint inventor of the claimed invention in
the application.

I acknowledge the duty to disclose information which is material to the patentability as defined in
37 CFR 1.56, including continuation-in-part applications, material information which became available
between the filing date of the prior application and the national or PCT international filing date of the
continuation-in-part application.

ASSIGNMENT OF RIGHTS AND AGREEMENT:

WHEREAS, as a below named inventor, I hereby declare that I have invented certain new and
useful improvements described in the application identified; and

WHEREAS, Medline Industries, LP, a limited partnership organized and existing under the laws
of Illinois, having its principal place of business at Three Lakes Drive, Northfield, IL 60093 (hereinafter
referred to as "ASSIGNEE"), is desirous of acquiring my entire right, title and interest in and to the
invention, and in and to the said application and any Letters Patent that may issue thereon;

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which
is hereby acknowledged, I do hereby sell, assign and transfer unto ASSIGNEE, its successors, assigns and
legal representatives my entire right, title and interest in and to said invention and in and to said
applications and all patents which may be granted therefore, and all provisionals, nonprovisionals,
continuations, continuations-in-part, divisionals, designs, appeals, reissues, substitutions and extensions
thereof, and I hereby authorize and request the Commissioner of Patents and Trademarks to issue all
patents for said invention, or patents resulting therefrom, insofar as my interest is concerned, to the said
ASSIGNEE of my entire right, title and interest.
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I also hereby sell and assign to said ASSIGNEE, its successors, assigns and legal representatives
the full and exclusive rights, title and interest to the invention disclosed in said applications throughout
the world, including the right to file applications and obtain patents, utility models, industrial models and
designs for said invention in its own name throughout the world including all rights of priority, all rights
to publish cautionary notices reserving ownership of said invention and all rights to register said invention
in appropriate registries; and

I further agree to execute any and all powers of attorney, applications, assignments, declarations,
affidavits, and any other papers in connection therewith necessary to perfect such rights, title and interest
in ASSIGNEE, its successors, assigns and legal representatives. This includes executing all papers
necessary in connection with this application and any continuing, divisional, conversion or reissue
applications thereof, and also to execute separate assignments that may be necessary in connection with
such applications, as the ASSIGNEE may deem necessary or expedient. I further agree to execute all
papers and documents and to perform any act that may be necessary in connection with claims or
provisions of the International Convention for the Protection of Industrial Property or similar agreements,
and to perform all affirmative acts which may be necessary to obtain a grant of (a) valid United States of
America patent(s) or a grant of (a) valid United States of America and any foreign patent(s) to the
ASSIGNEE, and to vest all rights therein hereby conveyed to said ASSIGNEE as fully and entirely as the
same would have been held by the undersigned if this Assignment and sale had not been made.

I hereby further agree that I will communicate to said ASSIGNEE, or its successors, assigns and
legal representatives, any facts known to me respecting any improvements; and, at the expense of said
ASSIGNEE, to testify in any legal proceedings, sign all lawful papers, execute all provisional,
nonprovisional, continuation, continuation-in-part, divisional, design, appeals, reissue and substitute
applications, make all lawful oaths, and generally do everything possible to vest title in said ASSIGNEE
and to aid said ASSIGNEE, its successors, assigns and legal representatives to obtain and enforce proper
protection for said invention in all countries.

I further authorize and direct the ASSIGNEE and its attorneys to insert above the serial number
and filing date of said application now identified as Atty. Docket No. 10055U CIP3 C1 C1 C1 as soon as
the same shall have been made known to them by the United States Patent and Trademark Office, and/or
to insert any further identification which may be necessary or desirable in order to comply with the rules
of the U.S. Patent and Trademark Office.

The undersigned hereby covenants that no assignment, sale, agreement or encumbrance has been
or will be made or entered into which would conflict with this assignment.

I hereby declare that all statements made herein of my own knowledge are true and that all
statements made on information and belief are believed to be true; and further that these statements were
made with the knowledge that willful false statements and the like so made are punishable by fine or
imprisonment of not more than five (5) years, or both, under 18 U.S.C. 1001, and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.
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IN WITNESS WHEREOF, 1 have hereunto set my hand and seal on

09/29/2023

Name: Kenneth Chua
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National Stage of an international Apphication undsr 35 UE.C. 371

¥ o timely submission o entar the nationad stage of an international application is compliant with the conditions of 35 B8.C.
371 and other applicable requirsments a Form PCT/DO/EG/AANS indicating acceptancs of the application as a national stage
subrmission under 35 U.S.C. 371 will be issued in addition o the Filing Recaipt, In dus coursa.

New International App!i{taﬁon Fitod with the USPTO as a Recalving Office

& new intermational application s being Hed and the intemalional application includes the necessary components for an
international filing date (ses PCT !\r icle 11 and MPEP 1810), a Notifleation of the infernalional Application Number and of the
international Filing Dade (Form POT/RG0E) will be ssuad in due course, subject to prascrigtions concaming national security,
and the dals shown on this Acknowledgerment Recsipt will establish the international filing dals of the application.
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This Acknowladgemend Recsipt evidencss receipt on the noled dale by the USPTG of the indicated documents, characterizad
by the applicant, and including pags L‘-OLE:’*-&:-; where appiic as evidenae of receipt sinmilar 1o a Post Sard, a8
described in MPER 501,

o)

New Applications Under 38 LLS.C 11

i & new applicalion is being fled and the application includes iha necessary components for filing date (see 37 CFR 1.585(b-(d)
ard MPER 508}, a Filing Receipt (37 GFR 1.54) will ba issued in dus courss and the date shown on this Acknowledgement
acaint will eslabiish the filing dale of the application

)L'b

33

National Stage of an international Application under 38 U8.C. 374
i a timely subrnission 1o enter the national stage of an inlermational application is compliant with the conditions of 35 UL8.C.

371 and other applicable requiremeanis a Form POT/DOEDA0S indicating acceptance of the application as a national stage
submussion under 35 LLE.C. 371 will be issued in addition 10 the Fiing Hecsipt, In dus cowsa.

New International Application Flled with the USPTO as 2 Recelving Qffics

# a new intermnational aopiicaiisr“ i3 baing filed and the international application includes ihe nacessary componanis for an
international filing date {see POT Article 11 and MPEP 1810}, a Notification of the international Application Number and of the
international Filing Date (Form POT/RO/MTOE) will be ssued in dus course, subject to praseriptions concerning national security,
and the date shown on this Acknowledpe -“-*em s-izszces_sa will eslablish the international filing dale of the application.
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