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| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
16/931,333 04/20/2021 10980934 130670-80103 7421
86738 7590 03/31/2021
MCCARTER & ENGLISH, LLP BOSTON
265 Franklin Street

Boston, MA 02110

ISSUE NOTIFICATION

The projected patent number and issue date are specified above.

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

The Patent Term Adjustment is 0 day(s). Any patent to issue from the above-identified application will include
an indication of the adjustment on the front page.

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

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

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office
of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments
should be directed to the Application Assistance Unit (AAU) of the Office of Data Management (ODM) at
(571)-272-4200.

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

Michael Ragusa, Hingham, MA;
Haemonetics Corporation, Boston, MA;

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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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.
16931333 16-Jul-2020 Michael Ragusa 130670-80103 7421
TITLE OF INVENTION :

SYSTEM AND METHOD FOR COLLECTING PLASMA

Entity Status Application Type ArtUnit |Class - Subclass EXAMINER
Regular Undiscounted Utility under 35 USC 111(a) 3799 006040 LESLIE DEAK
Issue Fee Due Publication Due Total Fee(s) Due Date Due Prev. Paid Fee
$1200 $0 $1200 05-May-2021 $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:

86738
MCCARTER & ENGLISH, LLP BOSTON

265 Franklin Street

Boston MA 02110
UNITED STATES
617-449-6500

docket@mccarter.com

[ Change of correspondence address requested, system [ Fee Address indication requested, system generated SB/47-EFS
generated AlA/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.

O Applicant asserting small entity status. See 37 CFR 1.27.

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
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Doc Code: IFEE PTOL/85B-EFS

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

3.The Following Fee(s) Are Submitted:

[ | 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
9

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 def%e2§¥ or credit any
overpayment, to Deposit Account Number

X 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.

[] Advance Order - # of copies

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. McCarter & English, LLP

2. Jonathan C. Lovely

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
HAEMONETICS CORPORATION Boston MASES_(_\I_CSHUS 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 /Jonathan C. Lovely/ Date 03-18-2021
Name Jonathan C. Lovely Registration Number | 60821
WEB IFEE 1.0
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Electronic Patent Application Fee Transmittal

Application Number:

16931333

Filing Date:

16-Jul-2020

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Filer:

Jonathan Lovely

Attorney Docket Number:

130670-80103

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:

Terumo v. Haemonetics - | PR2026-00045
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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

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0005




Electronic Acknowledgement Receipt

EFS ID: 42214879
Application Number: 16931333
International Application Number:
Confirmation Number: 7421

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Customer Number:

86738

Filer:

Jonathan Lovely

Filer Authorized By:

Attorney Docket Number: 130670-80103
Receipt Date: 18-MAR-2021
Filing Date: 16-JUL-2020
Time Stamp: 14:55:35

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type DA

Payment was successfully received in RAM $1200

RAM confirmation Number E20213HE55322217

Deposit Account

Authorized User

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

Terumo v. Haemonetics - | PR2026-00045
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File Listing:

Document i . File Size(Bytes)/ Multi Pages
Document Description File Name A . .
Number Message Digest | Part/.zip| (if appl.)
46314
1 Issue Fee Payment (PTO-85B) Web85b.pdf no 2
5752c4e48ba3666cee3ef66cc044a536dcar]
dd29
Warnings:
Information:
31989
2 Fee Worksheet (SB06) fee-info.pdf no 2
Scdf5aa401c3121819a1796d1f5dd7 19654
dssa
Warnings:
Information:
Total Files Size (in bytes){ 78303

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.

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0007




UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
86738 7590 02/05/2021
MCCARTER & ENGLISH, LLP BOSTON DEAK, LESLIE R
265 Franklin Street
BOStOIl, MA 021 10 | ART UNIT PAPER NUMBER |
3799
DATE MAILED: 02/05/2021
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
16/931,333 07/16/2020 Michael Ragusa 130670-80103 7421

TITLE OF INVENTION: SYSTEM AND METHOD FOR COLLECTING PLASMA

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 05/05/2021

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

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

HOW TO REPLY TO THIS NOTICE:

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

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

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

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

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

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

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

www.uspto.gov/PatentMaintenanceFees.
Page 1 of 3

PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

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

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

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

86738 7590 02/05/2021 Certificate of Mailing or Transmission
MCCARTER & ENGLISH. LLP BOSTON 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
265 Franklin Street addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
Boston, MA 02110 the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
(Typed or printed name)
(Signature)
(Date)|
I APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
16/931,333 07/16/2020 Michael Ragusa 130670-80103 7421
TITLE OF INVENTION: SYSTEM AND METHOD FOR COLLECTING PLASMA
| APPLN. TYPE I 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 05/05/2021

I EXAMINER | ART UNIT | CLASS-SUBCLASS |
DEAK, LESLIE R 3799 604-006040
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/SB/122) attached (2) The name of a single firm (having as a member a

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/
SB/47; Rev 03-09 or more recent) attached. Use of a Customer
Number is required.

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

9%}

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

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

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

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

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

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

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

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

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

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

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

M| Applicant changing to regular undiscounted fee status.

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

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

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

I APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
16/931,333 07/16/2020 Michael Ragusa 130670-80103 7421
| EXAMINER |
86738 7590 02/05/2021

MCCARTER & ENGLISH, LLP BOSTON
265 Franklin Street
Boston, MA 02110

DEAK, LESLIE R

| ART UNIT PAPER NUMBER

3799

DATE MAILED: 02/05/2021

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

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

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

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

outlined in 37 CFR 1.705.

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

directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.

PTOL-85 (Rev. 02/11)

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 (§ 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.

Terumo v. Haemonetics - | PR2026-00045
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Application No. Applicant(s)
. . 16/931,333 Ragusa, Michael
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
LESLIE R DEAK 3799 Yes

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

1.[¥] This communication is responsive to TD and arguments filed 8 January 2021.
[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 1-30. 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) LJAIl b) (JSome  *c) [J None of the:
1. [0 Certified copies of the priority documents have been received.
2. [J Certified copies of the priority documents have been received in Application No. ___
3. [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.

(O 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
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Docket No.: 130670-80103
(PATENT)

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Utility Application of:
Haemonetics Corporation

Application No.: 16/931,333 Confirmation No.: 7421
Filed: July 16, 2020 Art Unit: 3799

For: SYSTEM AND METHOD FOR COLLECTING  Examiner: L. R. Deak
PLASMA

AMENDMENT IN RESPONSE TO NON-FINAL OFFICE ACTION UNDER 37 C.F.R. § 1.111

MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450
Dear Sir:

INTRODUCTORY COMMENTS

In response to the Office Action dated November 17, 2020, please amend the above-

identified U.S. patent application as follows:

Amendments to the Claims are reflected in the listing of claims which begins on page 2 of

this paper.

Remarks/Arguments begin on page 8 of this paper.
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AMENDMENTS TO THE CLAIMS

The following Listing of Claims will replace all prior versions, and listing, of claims in the

application.

Listing of Claims

1. (Original) A method for collecting plasma comprising:

(a) determining the weight and height of a donor;

(b) determining the hematocrit of the donor;

(c) calculating a donor plasma volume based, at least in part, on the weight and height of the
donor and the hematocrit of the donor;

(d) calculating a target plasma volume to collect based, at least in part, on the calculated
donor plasma volume and a target percentage of plasma;

(e) withdrawing whole blood from the donor through a venous-access device and a first line,
the first line connected to a blood component separation device;

(f) introducing anticoagulant into the withdrawn whole blood through an anticoagulant line;

(g) separating the withdrawn whole blood into a plasma component and at least a second
blood component;

(h) collecting the plasma component from the blood component separation device and into a
plasma collection container;

(i) continuing steps (e) through (h) until the target plasma volume to collect is reached in the

plasma collection container.

2. (Original) A method according to claim 1, further comprising:
calculating a volume of anticoagulant to be collected with the plasma component in the
plasma collection container, the volume of anticoagulant to be collected with the plasma component

based, at least in part, on the hematocrit of the donor.

3. (Original) A method according to claim 2, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.
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4. (Original) A method according to claim 2, wherein the target plasma volume to collect is a target
volume of pure plasma to collect in the plasma collection container, the target volume of pure
plasma to collect based, at least in part, upon the volume of anticoagulant to be collected with the

plasma component in the plasma collection container.

5. (Original) A method according to claim 1, further comprising:
calculating the donor’s body mass index based, at least in part on the weight and height of
the donor, the donor plasma volume calculated based, at least in part, on the donor’s body mass

index.

6. (Original) A method according to claim 1, wherein the target plasma volume to collect is

calculated before withdrawing whole blood.

7. (Original) A method according to claim 1, wherein the target percentage of plasma is between

26.5 and 29.5 percent of the donor’s plasma volume.

8. (Currently Amended) A system for collecting plasma comprising:

a venous-access device for drawing whole blood from a sabjeet donor and returning blood
components to the donor;

a blood component separation device for separating the drawn blood into a plasma
component and a second blood component, the blood component separation device having an outlet
and being configured to send the plasma component to a plasma collection container;

a first line fluidly connected to the venous-access device and configured to transport drawn
whole blood to the blood component separation device and return fluid within the blood component
separation device to the donor, the flow through the first line being controlled by a first pump;

an anticoagulant line connected to an anticoagulant source, the anticoagulant line configured
to introduce anticoagulant into the drawn whole blood; and

a controller configured to control the operation of the blood component separation device
and the first pump, the controller configured to calculate (1) a donor plasma volume based, at least
in part, on a weight and height of the donor and a hematocrit of the donor, (2) a target plasma

volume to collect based, at least in part, on the calculated donor plasma volume and a target
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percentage of plasma, and (3) a volume of plasma component collected within the plasma collection
container, the controller configured to stop the first pump when the calculated volume of plasma
component collected within the plasma collection container equals the target plasma volume to

collect.

9. (Original) A system according to claim 8, wherein the controller is further configured to calculate
a volume of anticoagulant to be collected with the plasma component in the plasma collection
container, the volume of anticoagulant to be collected with the plasma component based, at least in

part, on the hematocrit of the donor.

10. (Original) A system according to claim 9, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.

11. (Original) A system according to claim 9, wherein the target plasma volume to collect is a target
volume of pure plasma to collect within the plasma collection container, the target volume of pure
plasma to collect based, at least in part, upon the volume of anticoagulant to be collected with the
plasma component in the plasma collection container, the controller configured to stop the first
pump when the volume of pure plasma collected within the plasma collection container equals the

target plasma collection volume.

12. (Original) A system according to claim 8, wherein the controller is further configured to
calculate the donor’s body mass index based, at least in part on the weight and height of the donor,

the donor plasma volume calculated based, at least in part, on the donor’s body mass index.

13. (Original) A system according to claim 8, wherein the target plasma volume to collect is

calculated before withdrawing whole blood.

14. (Original) A system according to claim 8, wherein the target percentage of plasma is between

26.5 and 29.5 percent of the donor’s plasma volume.

15. (Original) A method for programming a blood processing device comprising:
(a) receiving, in a control system, a weight and height of a donor;
(b) receiving, in a control system, a hematocrit of the donor;

4
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(c) calculating, using the control system, a donor plasma volume, the control system
calculating the donor plasma volume based, at least in part, on the weight and height of the donor
and the hematocrit of the donor;

(d) calculating, using the control system, a target plasma volume to collect, the control
system calculating the target plasma volume to collect based, at least in part, on the calculated donor
plasma volume and a target percentage of plasma;

(e) determining a target collection volume based, at least in part, on the calculated target
plasma volume to collect; and

(f) programming a controller of a blood processing device with a blood processing end point,

the blood processing end point being based, at least in part, on the target collection volume.

16. (Original) A method according to claim 15, further comprising:

calculating, using the control system, a volume of anticoagulant to be collected with a
plasma component in a plasma collection container, the control system calculating the volume of
anticoagulant to be collected with the plasma component based, at least in part, on the hematocrit of

the donor.

17. (Original) A method according to claim 16, wherein the target plasma volume to collect is a
target volume of pure plasma to collect, the target volume of pure plasma to collect based, at least in

part, upon the volume of anticoagulant to be collected with the plasma component.

18. (Original) A method according to claim 17, wherein the target collection volume is the target

volume of pure plasma to collect.

19. (Original) A method according to claim 17, wherein the target collection volume is the target
volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected in the

plasma collection container.

20. (Original) A method according to claim 15, further comprising:
calculating, using the control system, the donor’s body mass index based, at least in part on
the weight and height of the donor, the control system calculating the donor plasma volume based,

at least in part, on the donor’s body mass index.
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21. (Original) A method according to claim 15, wherein the blood processing end point is when the
target collection volume has been collected within a plasma collection container of the blood

processing device.
22. (Original) A method according to claim 15, wherein the control system includes the controller.

23. (Original) A system for collecting plasma comprising:
a blood processing device including:

a venous-access device for drawing whole blood from a donor and returning blood
components to the donor,

a blood component separation device for separating the drawn blood into a plasma
component and a second blood component, the blood component separation device having an outlet
and being configured to send the plasma component to a plasma collection container,

a blood draw line fluidly connected to the venous-access device and configured to
transport drawn whole blood to the blood component separation device, the flow through the blood
draw line being controlled by a blood draw pump, and

an anticoagulant line connected to an anticoagulant source, the anticoagulant line
configured to introduce anticoagulant into the drawn whole blood; and

a controller configured to (1) calculate a donor plasma volume based, at least in part, on the
weight and height of the donor and the hematocrit of the donor, (2) calculate a target plasma volume
to collect based, at least in part, on the calculated donor plasma volume and a target percentage of
plasma, and (3) calculate a target collection volume based, at least in part, on the calculated target

plasma volume to collect.

24. (Original) The system according to claim 23, wherein the blood processing device is configured
to stop the blood draw pump when the target collection volume is collected within the plasma

collection container.

25. (Original) The system according to claim 23, wherein the controller is part of the blood

processing device.
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26. (Original) The system according to 23, wherein the controller is further configured to program
the blood processing device with a blood processing end point based, at least in part, on the target

collection volume.

27. (Original) A system according to claim 26, wherein the blood processing end point is when the

target collection volume has been collected within the plasma collection container.

28. (Original) A system according to claim 23, wherein the target plasma volume to collect is a
target volume of pure plasma to collect in the plasma collection container, the target volume of pure
plasma to collect based, at least in part, upon a volume of anticoagulant to be collected with the

plasma component in the plasma collection container.

29. (Original) A system according to claim 28, wherein the target collection volume is the target
volume of pure plasma to collect and/or the target volume of pure plasma to collect plus the volume

of anticoagulant to be collected in the plasma container.

30. (Original) A system according to claim 23, wherein the controller is further configured to
calculate the donor’s body mass index based, at least in part on the weight and height of the donor,

the donor plasma volume based, at least in part, on the donor’s body mass index.
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REMARKS
Applicants would like to thank the examiner for the review of the present application.
Applicants request reconsideration of the pending claims in view of the following remarks.

Applicant has amended claim 8 herewith such that the claim consistently uses the term “donor.”

Claims 1-30 are currently pending in the application.

Examiner Interview Summary

Applicant would like to thank Examiner Deak for the telephone interview on December 11,
2020. During the interview, Examiner Deak and Applicant’s counsel discussed the present
application and the related pending application U.S. 16/866,078 (Attorney Docket No. 130670-
08005). With respect to this application, Examiner Deak, and Applicant’s counsel discussed the
pending claims, the Office Action dated November 17, 2020 and the cited prior art (e.g., U.S.
Application No. 2003/012881 to Ryan, hereinafter “Ryan”). In particular, Applicant’s counsel and
Examiner Deak discussed the double patenting rejection raised within the office action. During the
discussion, Examiner Deak agreed to withdraw the double patenting rejection over U.S. Patent No.
10,758,562 and co-pending application 16/866,0778 and noted the double patenting rejection should
be over U.S. Patent No. 10,792,416. Applicant’s counsel indicated that Applicant will file a terminal
disclaimer with respect to U.S. Patent No. 10,792,416 with the response.

With regard to the prior art rejections, Applicant’s counsel explained, among other things,
(1) the reason why the present claims calculate the donor plasma volume and then take a percentage
of the donor plasma volume to calculate a target plasma volume to collect and (2) that Ryan doesn’t
calculate a total plasma volume and, therefore, cannot then calculate the target plasma volume based
on the total plasma volume. Additionally, Applicant’s counsel explained that Ryan does not/cannot
determine the total plasma volume because they don’t look at height (e.g., it is not included in the
list of donor factors in paragraph [0014]) and, therefore, cannot calculate BMI. In the response,
Examiner Deak asked Applicant to clarify that the “at least in part” language within the claims does
not omit the use of one or more of the cited parameters in the calculation, but rather allows
additional parameters as part of the calculations. Examiner Deak indicated that, based on our
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discussion and if we include the above in the response, the response should result in a notice of

allowance.

Double Patenting

The office action originally rejected claims 1-3, 8-17 and 23-30 on the grounds of
nonstatutory double patenting as being unpatentable over claims 1 and 8 of U.S. Patent No.
10,758,652. Additionally, the office action provisionally rejected claims 1-3, 8-17 and 23-30 on the
grounds of nonstatutory double patenting as being unpatentable over claims 1-3, 8-17 and 23-30 of
copending application no. 16/866,078. As discussed during the examiner interview on
December 11, 2020, the examiner has withdrawn the double patenting rejection based on U.S.
Patent No. 10,758,652 and U.S. Application No. 16/866,078 and issued a new double patenting
rejection with respect to U.S. Patent No. 10,792,416. To expedite prosecution, Applicant files
herewith a terminal disclaimer with respect to U.S. Patent No. 10,792,416. Accordingly, Applicant

believes that this rejection is now moot.

35 USC §102

Claims 8-14 and 23-30 are rejected under 35 U.S.C. 102(a)(1) and (a)(2) as being anticipated
by U.S. 2003/0125881 to Ryan.

Claim 8 defines, in relevant part, a system for collecting plasma that includes a venous-
access device for drawing whole blood from a subject and returning blood components to the donor,
a blood component separation device for separating the drawn blood into a plasma component and a
second blood component, a first line and an anticoagulant line. The blood component separation
device has an outlet and is configured to send the plasma component to a plasma collection
container. The first line is fluidly connected to the venous-access device, transports drawn whole
blood to the blood component separation device, and returns fluid within the blood component
separation device to the donor. The flow through the first line is controlled by a first pump. The
anticoagulant line is connected to an anticoagulant source and introduces anticoagulant into the

drawn whole blood. The system also has a controller that controls the operation of the blood
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component separation device and the first pump. The controller calculates (1) a donor plasma
volume based, at least in part, on a weight and height of the donor and a hematocrit of the donor, (2)
a target plasma volume to collect based, at least in part, on the calculated donor plasma volume and
a target percentage of plasma, and (3) a volume of plasma component collected within the plasma
collection container. The controller stops the first pump when the calculated volume of plasma
component collected within the plasma collection container equals the target plasma volume to

collect.

Applicant would like to note that, as discussed during the examiner interview dated
December 11, 2020, the phrase “based, at least in part,..” within claim 8 (and the other independent
claims) means that the related calculation uses at least all of the criteria listed and may use
additional criteria. The language is not meant to imply that only a subset of the listed criteria is
used. For example, with respect to the donor plasma volume, the claimed controller (or method

step) uses the weight, height and hematocrit of the donor, and perhaps additional criteria.

Ryan fails to teach or suggest the claimed system. Rather, Ryan teaches a method and
apparatus for collecting a plasma portion and that withdraws donor-weight specific plasma and
blood volumes. Ryan’s plasmapheresis systero 10 includes a controller 46 that is in commanicative
control of a2 whole blood pump 14 as a function of either the volume of blood pumped by pump 14
or the volure of plastoa contained in plasma reservoir 32 (2.g., as determined by the weight of the
plasma reservolr 32 or by volome using optical sensors). The data from the scale or from the optical
sensor 18 transtoitted to the controller 46 and g processor 48 which mounitor the amouwt of plasma
collected. Dhuring operation, a donor 11 is weighed on a conventional scale, and the donor-specific
body weight of the donor is obtained. Ryan then provides the processor 48 with the donor-specific
body weight and the processor 43 calculates a particular plasma volume 1o be exiracted from the
donor based upon the donor-specific body weight and a selected standard of milliliters of plasma per
pound of body weight. Ryvan continues processing whole blood and collecting plasma voail the
caicolated plasma volume is collected as determined by the number of revolutions of the pump 14
or the “actual” voluroe of plasima collected in the plasia reservoir 32 as measured by the weight of

the reservoir 32 or the optical sensor.

10
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The office action snggests that Ryan’s controller/processor 46/48 constitutes the claimed
controller and that Ryan’s controller/processor 46/48 performs the calenlations of claim 8 {e.z., (D a
donor plasma volume based, at least in part, on a weight and height of the donor and a hematocrit of
the donor, and (2) a target plasma volume to collect based, at least in part, on the calculated donor
plasma volume and a target percentage of plasma). Applicant respectfully disagrees. As a
prefuminary matter, Applicant would like to note that Byan fails to teach or suggest calculating a
donor plasma volume based on the weight, height, and hematocrit of the donor. Rather, as
discussed above, Ryan merely calculates a total collection volume based on the weight of the donor
- for example. Ryan’s collection volume is 5.8mL X the weight of the donor. Ryan does not
calculate the donor plasma volome and then calculate a target plasma to collected based on a

percentage of the total donor plasma volume.
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Puring the examiner interview dated Decomber 11, 2020, Examiner Deak pointed to
paragraph [0014] of Ryan as possibly teaching the donor plasma volume caleulation. However, this
paragraph merely states “The determination of the amount of plasma which can be derived from an
individual donor is calenlated hased on the donor’s body weight, hematocrit, and the amount of
anticoagulant in the procedare.” It is uot clear what Ryan means by “aimount plasma that cag be
derived from an individual donor’™ but it does not appear to refor to the donor’s total plasma volome
{how much plasma the donor has) — it appears to refer 1o how much plasma roay be collected from
the donor. in fact, as discussed during the Exaniner Interview dated December 11, 2620, because
Ryan does not use the dones”s height, Ryan cannot calenlate the donor’s total plasma vohioe and

use the donor’s Body Mass Index {e.g.. claim 12},

Accordingly, claim 8 is aliowable over Ryan. Moreover, claims 9-14 which depend from

claira 8 arc aiso allowable over Ryan

In a manner similar to claim ¥, clanm 23 teaches g systemn for collecting plasma with a
controtler that caleulates (1) a donor plasma volume based, at least in part, on a weight and height of
the donor and a hematocrit of the donor, and (2) a target plasma volume to collect based, at least in
part, on the calculated donor plasma volume and a target percentage of plasma. Therefore, claim 23
is allowable over Byan for at lpast the same reasons as discussed above for claim €. Morsover,

clairns 24-30 which depend from claim 23 are allowable over Ryan for at least the same reasons.
35USC§103

Claims 1-7 and 15-22 are rejected under 35 U.S.C. 103 as being unpatentable over U.S.
2003/0125881 to Ryan in view of U.S. Patent No. 7,270,645 (Langley et al., hereinafter “Langley™).

I g manner simidlar to claim 8, claims T and 15 teach mwethods that caleulate (1) a donor
plasma volume based, at least in part, on a weight and height of the donor and a hematocrit of the
donor, and a (2) a target plasma volume to collect based, at least in part, on the calculated donor

plasma volume and a target percentage of plasma. Thercfore. claims 1 and 15 are allowable over
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Ryan for at least the same reasons as discussed above for claim 8. Moreover, claims 2-7 and 16-22

which depend from claims 1 and 13 are allowable over Ryan for af least the sarae reasons.

Additionally, Langley fails to teach or suggest the deficiencies of Ryan. In particular,
Langley teaches an apparatus for producing blood component products that uses two on-line yield
determination techniques to determine the yield for the harvested blood components. One is a
predetermined yield prediction technique and the second is a predetermined yield monitoring
technique, each of which are individually calibrated in relation to a predetermined off-line yield
determination technique. The predetermined yield prediction and monitoring techniques each
provide the yield for the harvested blood components and each is then utilized to provide a
determined yield. When the harvested blood components are packaged, the determined yield may

be associated therewith, thereby providing a blood component product.

Langley provides several yield calculation/predictions. However, nowhere does Langley
teach or suggest calculating (1) a donor plasma volume based, at least in part, on a weight and
height of the donor and a hematocrit of the donor, and a (2) a target plasma volume to collect based,
at least in part, on the calculated donor plasma volume and a target percentage of plasma. Rather, at
best, Langley suggests that the plasma volume may be based solely on weight (e.g., 600 mL if the
donor weighs more than 175 pounds or 500 mL if the donor weighs less than 175 pounds) or may
just be a percentage of the blood volume — Langley does not calculate the donor’s plasma volume
based on the weight, height and hematocrit and then calculate the target plasma volume to collected
based on the calculated donor plasma volume and a target percentage of plasma. Accordingly,
claims 1 and 15 are allowable over Ryan and Langley, alone or in combination with one another.
Moreover, claims 2-7 and 16-22, which depend from claims 1 and 15 are allowable over the

combination of Ryan and Langley for at least the same reasons.

CONCLUSION

It is believed that the application is now in order for allowance and Applicant respectfully
requests that a notice of allowance be issued. Applicant does not believe that any extension of time

is required. However, if an extension of time is required, please charge the associated fee and any
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additional fees required by this paper or credit any overpayment to deposit account number 50-
4876. Applicants also request that the examiner contact applicant’s attorney, Jonathan C. Lovely, if

it will assist in processing this application through issuance.

Dated: January 8, 2021 Respectfully submitted,

Electronic signature: /Jonathan C. Lovely, Reg.
No. 60,821/
Jonathan C. Lovely
Registration No.: 60,821
MCCARTER & ENGLISH, LLP
265 Franklin Street
Boston, Massachusetts 02110
(617) 449-6500
(617) 607-9200 (Fax)
Attorney/Agent For Applicant
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- is in any manner terminated prior to the expiration of its full statutory term as presently shortened by any terminal disclaimer.

(® Terminal disclaimer fee under 37 CFR 1.20(d) is included with Electronic Terminal Disclaimer request.
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O | certify, in accordance with 37 CFR 1.4(d)(4), that the terminal disclaimer fee under 37 CFR 1.20(d)
required for this terminal disclaimer has already been paid in the above-identified application.

Applicant claims the following fee status:

O Small Entity
(O Micro Entity

(® Regular Undiscounted

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

THIS PORTION MUST BE COMPLETED BY THE SIGNATORY OR SIGNATORIES

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

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

Registration Number 60821

(O Asoleinventor

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

(O Ajointinventor; all of whom are signing this request

Signat
ey /Jonathan C. Lovely/

Name Jonathan C. Lovely

*Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner).
Form PTO/SB/96 may be used for making this certification. See MPEP § 324.
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Electronic Patent Application Fee Transmittal

Application Number:

16931333

Filing Date:

16-Jul-2020

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Filer:

Jonathan Lovely

Attorney Docket Number:

130670-80103

Filed as Large Entity

Filing Fees for Utility under 35 USC 111(a)

Description Fee Code Quantity Amount Suz-;l'g(t;)l in
Basic Filing:
STATUTORY OR TERMINAL DISCLAIMER 1814 1 170 170
Pages:
Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:
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Description

Fee Code

Quantity

Amount

Sub-Total in
UsSD(S)

Extension-of-Time:

Miscellaneous:

Total in USD ($)

170
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Doc Code: DISQ.E.FILE
Document Description: Electronic Terminal Disclaimer — Approved

Application No.: 16931333
Filing Date: 16-Jul-2020

Applicant/Patent under Reexamination: Ragusa

Electronic Terminal Disclaimer filed on  January 8, 2021

X APPROVED

This patent is subject to a terminal disclaimer

1 DISAPPROVED

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

U.S. Patent and Trademark Office
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Electronic Acknowledgement Receipt

EFS ID: 41590053
Application Number: 16931333
International Application Number:
Confirmation Number: 7421

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Customer Number:

86738

Filer:

Jonathan Lovely

Filer Authorized By:

Attorney Docket Number: 130670-80103
Receipt Date: 08-JAN-2021
Filing Date: 16-JUL-2020
Time Stamp: 10:49:56

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type DA

Payment was successfully received in RAM $170

RAM confirmation Number E202118A49534060

Deposit Account

Authorized User

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

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0046




File Listing:

Document i . File Size(Bytes)/ Multi Pages
Document Description File Name A . .
Number Message Digest | Part/.zip| (if appl.)
33274
1 Terminal Disclaimer-Filed (Electronic) eTerminal-Disclaimer.pdf no 2
5156dc6eff77977ba08e191f77cd 173822
e814
Warnings:
Information:
30146
2 Fee Worksheet (SB06) fee-info.pdf no 2
cacdc2f246c2ebdcaal 75b7e2b6d8ech209)|
Warnings:
Information:
Total Files Size (in bytes){ 63420

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 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. |
16/931,333 07/16/2020 Michael Ragusa 130670-80103 7421
86738 7590 12/16/2020 | EXAMINER |
MCCARTER & ENGLISH, LLP BOSTON
265 Franklin Street DEAK, LESLIE R
Boston, MA 02110
| ART UNIT | PAPER NUMBER |
3799
| NOTIFICATION DATE | DELIVERY MODE |
12/16/2020 ELECTRONIC

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

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

docket@mccarter.com

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)

. L . 16/931,333 Ragusa, Michael
Examiner-initiated Interview Summary 9
Examiner Art Unit AlA (FITF) Status
LESLIE R DEAK 3799 Yes

All participants (applicant, applicant’s representative, PTO personnel):

(1) LESLIE R. DEAK. @) __.

(2) Jonathan Lovely, counsel. (4) .

Date of Interview: 11 December 2020.

Type: Telephonic [ Video Conference
O Personal [copy given to: (J applicant (J applicant's representative]

Exhibit shown or demonstration conducted: (JYes O No.
If Yes, brief description:

Issues Discussed 101 [O112 102 103 Others

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)

Claim(s) discussed: 1.

Identification of prior art discussed: US 2003/0125881 to Ryan.

Substance of Interview
(For each issue discussed, provide a detailed description and indicate if agreement was reached. Some topics may include: identification or clarification of a reference

or a portion thereof, claim interpretation, proposed amendments, arguments of any applied references etc...)

See Continuation Sheet.

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

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

O Attachment

/LESLIE R DEAK/
Primary Examiner, Art Unit 3799

U.S. Patent and Trademark Office
PTOL-413B (Rev. 8/11/2010) Interview Summary Paper No. 20201211
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Continuation Sheet (PTOL-413B) Application No. 16/931,333

Continuation of Substance of Interview including description of the general nature of what was agreed
to if an agreement was reached, or any other comments:

Discussed double patenting rejection. Examiner agrees to withdrawn double patenting rejection over
copending case 16/866,078 and its parent, US 10,758,562. Applicant will file a Terminal Disclaimer
over this application's parent case, US 10,792,416.

With regard to the prior art rejection, Ryan in para 14 doesn't use height for donor calculations, so
can't use BMI and can't calculate total plasma volume, only the amount that can be derived from pt.
Examiner noted Applicant should define "at least in part" from the claims as not omitting the use of the
claimed parameters in calculations, but allowing additional parameters as part of the calculations.

Applicant will submit formal arguments pointing out the above, which Examiner thinks will overcome
the Ryan reference.
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

www.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
16/931,333 07/16/2020 Michael Ragusa 130670-80103 7421
86738 7590 11/17/2020 | EXAMINER |
MCCARTER & ENGLISH, LLP BOSTON
265 Franklin Street DEAK, LESLIE R
Boston, MA 02110
| ART UNIT | PAPER NUMBER |
3799
| NOTIFICATION DATE | DELIVERY MODE |
11/17/2020 ELECTRONIC

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

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

docket@mccarter.com

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)

16/931,333 Ragusa, Michael
Office Action Summary Examiner ArtUnit | AIA (FITF) Status
LESLIE R DEAK 3799 Yes

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

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

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

- 1f NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.

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

Status
1) Responsive to communication(s) filed on 29 July 2020.
UJ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .
2a)(] This action is FINAL. 2b) ¥ This action is non-final.

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

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

Disposition of Claims*
5) Claim(s)  1-30 is/are pending in the application.

5a) Of the above claim(s) _____is/are withdrawn from consideration.
6) (0 Claim(s) ___ is/are allowed.
7) Claim(s) 1-30 is/are rejected.
8) [ Claim(s) ____is/are objected to.
9) (O Claim(s) ____ are subject to restriction and/or election requirement

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

http://www.uspto.gov/patents/init _events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

Application Papers
10)(O The specification is objected to by the Examiner.
11)@ The drawing(s) filed on 29 July 2020 is/are: a)¥l accepted or b){(J objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119

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

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

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

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

Attachment(s)
1) Notice of References Cited (PTO-892) 3) (J Interview Summary (PTO-413)
. . Paper No(s)/Mail Date
2) Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 4y (] Other:
Paper No(s)/Mail Date E—
U.S. Patent and Trademark Office
PTOL-326 (Rev. 11-13) Office Action Summary Part of Paper No./Mail Date 20201109
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Application/Control Number: 16/931,333 Page 2
Art Unit: 3799

DETAILED ACTION
Notice of Pre-AlIA or AIA Status
1. The present application, filed on or after March 16, 2013, is being examined

under the first inventor to file provisions of the AlA.

Double Patenting
2. The nonstatutory double patenting rejection is based on a judicially created
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the
unjustified or improper timewise extension of the “right to exclude” granted by a patent
and to prevent possible harassment by multiple assignees. A nonstatutory double
patenting rejection is appropriate where the conflicting claims are not identical, but at
least one examined application claim is not patentably distinct from the reference
claim(s) because the examined application claim is either anticipated by, or would have
been obvious over, the reference claim(s). See, e.g., Inre Berg, 140 F.3d 1428, 46
USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed.
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum,
686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619
(CCPA 1970); In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d)
may be used to overcome an actual or provisional rejection based on nonstatutory
double patenting provided the reference application or patent either is shown to be
commonly owned with the examined application, or claims an invention made as a

result of activities undertaken within the scope of a joint research agreement. See
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Application/Control Number: 16/931,333 Page 3
Art Unit: 3799

MPEP § 717.02 for applications subject to examination under the first inventor to file
provisions of the AlA as explained in MPEP § 2159. See MPEP § 2146 ef seq. for
applications not subject to examination under the first inventor to file provisions of the
AlA. A terminal disclaimer must be signed in compliance with 37 CFR 1.321(b).

The USPTO Internet website contains terminal disclaimer forms which may be
used. Please visit www.uspto.gov/patent/patents-forms. The filing date of the application
in which the form is filed determines what form (e.g., PTO/SB/25, PTO/SB/26,
PTO/AIA25, or PTO/AIA26) should be used. A web-based eTerminal Disclaimer may
be filled out completely online using web-screens. An eTerminal Disclaimer that meets
all requirements is auto-processed and approved immediately upon submission. For
more information about eTerminal Disclaimers, refer to
www.uspto.gov/patents/process/file/efs/guidance/eTD-info- l.jsp.

3. Claims 1-3, 8-17, 23-30, are rejected on the ground of nonstatutory double
patenting as being unpatentable over claims 1 and 8 of U.S. Patent No. 10,758,652.
Although the claims at issue are not identical, they are not patentably distinct from each
other. With regard to claims 1-3, the steps of the patented method are substantially
similar to the instantly claimed method—using various patient parameters to calculate a
volume of pure plasma to be collected, and performing apheresis to collect the target
volume. |t is unclear how the methods differ from one another in a practical or
patentable way, other than the variables used and the order of the steps of the method.
With regard to claims 8 and 23, the elements of the apparatus are the same, but are
recited in a functionally different manner. With regard to claims 15-17, the programming

method claimed by Applicant is realized in the execution of the steps performed in the
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Application/Control Number: 16/931,333 Page 4
Art Unit: 3799

patented method. That is, if the patented method performs the steps that are
“‘programmed’ into a processing device, the method of programming is already known
as a part of the patented method.

With regard to claims 9-14 and 24-30, Applicant is setting forth the intended use
of the claimed apparatus, which does not add patentable weight to the structural
limitations of the apparatus.

4. Claims 1-3, 8-17, 23-30 are provisionally rejected on the ground of nonstatutory
double patenting as being unpatentable over claims 1-3, 8-17, 23-30 of copending
Application No. 16/866,078 (reference application). Although the claims at issue are not
identical, they are not patentably distinct from each other because the instant claims
and the copending claims each recite steps of collecting variable parameters from a
patient, calculating fluid volumes to generate a desired collection value, and performing
apheresis to arrive at the desired volume. Using different variables to arrive at the same
outcome is within the skill of a worker in the art.

This is a provisional nonstatutory double patenting rejection because the

patentably indistinct claims have not in fact been patented.

Claim Rejections - 35 USC § 102
5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:
A personshall be entitled to a patentunless —
(a)(1) the claimed invention was patented, described in a printed publication, orin publicuse,

on sale,orotherwise available to the public before the effective filing date of the claimed
invention.
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Application/Control Number: 16/931,333 Page 5
Art Unit: 3799

(a)(2) the claimed inventionwas described in a patentissued under section 151, orinan
application for patent published or deemed published under section122(b), in which the
patentor application, as the case maybe, names anotherinventor and was effectively filed
before the effective filing date of the claimed invention.

6. Claims 8-14 and 23-30 are rejected under 35 U.S.C. 102(a)(1) and (a)(2) as
being anticipated by US 2003/0125881 to Ryan.

i the specification and figures, Ryan teaches the apparstus 35 claimed by
Applicant. With regard to claims 8 gnd 23, Ryan discloses avenous access device 12, a
Blood component separagtion device 26, plasma container 32, a blood draw line
cormectad 1o venous accass 12, a bicod pump 14, an anticoagulant line 20, and a
cortrolier 46/48 that calculates a percentage of anticoagulant in the oollected plasma,
and a volume of plasma collected, and an appropriaie time 1o stop blood pump 14 {(ses
FIG 2, Table 2, 4022,

With regard to claims 9-14 and 24-30, Applicant is setting forth the intended use
of the claimed apparatus, which does not add patentable weight to the structural

limitations of the apparatus.

Claim Rejections - 35 USC § 103
7. The following is a quotation of 35 U.S.C. 103 which forms the basis for all

obviousness rejections set forth in this Office action:

A patent for a claimed invention maynotbe obtained, notwithstanding thatthe claimed
invention is not identicallydisclosed as setforthinsection 102, if the differences between the
claimed invention and the prior artare such thatthe claimed invention as a whole would have
been obvious before the effective filing date of the claimed invention to a person having
ordinaryskillinthe art to which the claimed invention pertains. Patentabilityshall notbe
negated by the mannerin which the invention was made.
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Application/Control Number: 16/931,333 Page 6
Art Unit: 3799

8. Claims 1-7, 15-22 are rejected under 35 U.S.C. 103 as being unpatentable over
US 2003/0125881 to Ryan in view of US 7,270,645 to Langley et al.

in the specification and figures, Ryan teaches the method subsiantially
as clalmed by Applicant. With regard to claims 1-4, 6, and 7, Ryan lsachss a methoed
for collecting plasma comprising the sieps of using donor weight, donor hemalocrit and
amountiratio of anticosguiant used to delerming a target amount of plasma that can be
collected from a patierd (see §0014), Onee thal determination is made, the method
includes the steps of drawing blood from a patiend, adding anticoagulant, separating the
blnod, collecting the plasma, and repesting those steps untll a targe! plasma volume s
reached (ses 0711, 0012, G022, 002Z3). Ryan does not teach using a patient’s height as
a variabie nor that the steps of the method are performed in the same order as set forth
by Applicant, hut does teach using many of the same variables as those used by
Appticant {donor welght, hernatocrt, amount of anticoagulant) to generate the samea
result {target plasma volume),

Langley discloses an apparaius and method for producing blood component
products including using the height and weight of a donor 1o make fluid calculations o
generate 3 desired collection vield (see at least column 14, lines 4-22). Langley's
disclosure indicates that using 8 patient's weight {0 caiculale a desired visld is well
known in the art. Accordingly, i would have been obwious 1o a person having ardinary
skill in the art at the time of filing 1o use both height and weight as disclosed by Langley
i the calculations performed by Ryan, in order Io provide a desired yield, as taught by

Langlay,
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Application/Control Number: 16/931,333 Page 7
Art Unit: 3799

With regard to claims 15-18, 21, and 22, the programming method claimed by
Applicant is realized in the execution of the steps performed in the disclosed method.
That is, if the disclosed method performs the steps that are “programmed” into a
processing device, the method of programming is already known as a part of the

disclosed method.

Conclusion
9. Any inquiry concerning this communication or earlier communications from the
examiner should be directed to LESLIE R DEAK whose telephone number is (571)272-
4943. The examiner can normally be reached on Monday-Friday, 9am to 5:30pm.

Examiner interviews are available via telephone, in-person, and video
conferencing using a USPTO supplied web-based collaboration tool. To schedule an
interview, applicant is encouraged to use the USPTO Automated Interview Request
(AIR) at http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Tom Sweet can be reached on 571-272-4761. The fax phone number for
the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see https://ppair-

my.uspto.gov/pair/PrivatePair. Should you have questions on access to the Private
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Application/Control Number: 16/931,333 Page 8
Art Unit: 3799

PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).
If you would like assistance from a USPTO Customer Service Representative or access
to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-
272-1000.

/LESLIE R DEAK/

Primary Examiner, Art Unit 3799
9 November 2020
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serves as a request for a foreign filing license. The application's filing receipt contains further information and
guidance as to the status of applicant's license for foreign filing.

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

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).

page 2 of 3

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0097



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

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

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

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

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

NOT GRANTED

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

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location for
business investment, innovation, and commercialization of new technologies. The U.S. offers tremendous resources
and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation works to
promote and facilitate business investment. SelectUSA provides information assistance to the international investor
community; serves as an ombudsman for existing and potential investors; advocates on behalf of U.S. cities, states,
and regions competing for global investment; and counsels U.S. economic development organizations on investment
attraction best practices. To learn more about why the United States is the best country in the world to develop
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Docket No.: 130670-80103
(PATENT)

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Utility Application of:
Michael Ragusa

Application No.: 16/931,333 Confirmation No.: 7421
Filed: July 16, 2020 Art Unit: 3799

For: SYSTEM AND METHOD FOR COLLECTING Examiner: Not Yet Assigned
PLASMA

MS Missing Parts
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

RESPONSE TO NOTICE TO FILE MISSING PARTS OF APPLICATION
AND PRELIMINARY AMENDMENT

Dear Sir:

In response to the Notice to File Missing Parts of Application — Filing Date Granted mailed

July 28, 2020, Applicant respectfully submits a Preliminary Amendment in compliance with 37 CFR 1.102.

The Preliminary Amendment submitted herewith is intended to cancel the second claim 29 and to
reduce the total claims in excess of thirty in order to bring this application in compliance with the

requirements of a prioritized examination application under 37 CFR 1.102 and MPEP 708.02(b)(e)(1).

Amendments to the Claims are reflected in the listing of claims which begins on page 2 of this

paper.

Remarks/Arguments begin on page 8 of this paper.
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Application No.: 16/931,333 Docket No.: 130670-80103

AMENDMENTS TO THE CLAIMS

The following Listing of Claims will replace all prior versions, and listing, of claims in the

application.

Listing of Claims

1. (Original) A method for collecting plasma comprising:
(a) determining the weight and height of a donor;
(b) determining the hematocrit of the donor;

(c) calculating a donor plasma volume based, at least in part, on the weight and height of the donor

and the hematocrit of the donor;

(d) calculating a target plasma volume to collect based, at least in part, on the calculated donor

plasma volume and a target percentage of plasma;

(e) withdrawing whole blood from the donor through a venous-access device and a first line, the first

line connected to a blood component separation device;
(f) introducing anticoagulant into the withdrawn whole blood through an anticoagulant line;

(g) separating the withdrawn whole blood into a plasma component and at least a second blood

component,

(h) collecting the plasma component from the blood component separation device and into a plasma

collection container;

(i) continuing steps (e) through (h) until the target plasma volume to collect is reached in the plasma

collection container.
2. (Original) A method according to claim 1, further comprising:

calculating a volume of anticoagulant to be collected with the plasma component in the plasma
collection container, the volume of anticoagulant to be collected with the plasma component based, at least in

part, on the hematocrit of the donor.

MEI 33935063v.1
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3. (Original) A method according to claim 2, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.

4. (Original) A method according to claim 2, wherein the target plasma volume to collect is a target
volume of pure plasma to collect in the plasma collection container, the target volume of pure plasma to
collect based, at least in part, upon the volume of anticoagulant to be collected with the plasma component in

the plasma collection container.
5. (Original) A method according to claim 1, further comprising:

calculating the donor’s body mass index based, at least in part on the weight and height of the donor,

the donor plasma volume calculated based, at least in part, on the donor’s body mass index.

6. (Original) A method according to claim 1, wherein the target plasma volume to collect is calculated

before withdrawing whole blood.

7. (Original) A method according to claim 1, wherein the target percentage of plasma is between 26.5 and

29.5 percent of the donor’s plasma volume.
8. (Original) A system for collecting plasma comprising:

a venous-access device for drawing whole blood from a subject and returning blood components to

the donor;

a blood component separation device for separating the drawn blood into a plasma component and a
second blood component, the blood component separation device having an outlet and being configured to

send the plasma component to a plasma collection container;

a first line fluidly connected to the venous-access device and configured to transport drawn whole
blood to the blood component separation device and return fluid within the blood component separation

device to the donor, the flow through the first line being controlled by a first pump;

an anticoagulant line connected to an anticoagulant source, the anticoagulant line configured to

introduce anticoagulant into the drawn whole blood; and

a controller configured to control the operation of the blood component separation device and the

first pump, the controller configured to calculate (1) a donor plasma volume based, at least in part, on a

3
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weight and height of the donor and a hematocrit of the donor, (2) a target plasma volume to collect based, at
least in part, on the calculated donor plasma volume and a target percentage of plasma, and (3) a volume of
plasma component collected within the plasma collection container, the controller configured to stop the first
pump when the calculated volume of plasma component collected within the plasma collection container

equals the target plasma volume to collect.

9. (Original) A system according to claim 8, wherein the controller is further configured to calculate a
volume of anticoagulant to be collected with the plasma component in the plasma collection container, the
volume of anticoagulant to be collected with the plasma component based, at least in part, on the hematocrit

of the donor.

10. (Original) A system according to claim 9, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.

11. (Original) A system according to claim 9, wherein the target plasma volume to collect is a target
volume of pure plasma to collect within the plasma collection container, the target volume of pure plasma to
collect based, at least in part, upon the volume of anticoagulant to be collected with the plasma component in
the plasma collection container, the controller configured to stop the first pump when the volume of pure

plasma collected within the plasma collection container equals the target plasma collection volume.

12. (Original) A system according to claim 8, wherein the controller is further configured to calculate the
donor’s body mass index based, at least in part on the weight and height of the donor, the donor plasma

volume calculated based, at least in part, on the donor’s body mass index.

13. (Original) A system according to claim 8§, wherein the target plasma volume to collect is calculated

before withdrawing whole blood.

14. (Original) A system according to claim §, wherein the target percentage of plasma is between 26.5 and

29.5 percent of the donor’s plasma volume.
15. (Original) A method for programming a blood processing device comprising:
(a) receiving, in a control system, a weight and height of a donor;

(b) receiving, in a control system, a hematocrit of the donor;

MEI 33935063v.1
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(c) calculating, using the control system, a donor plasma volume, the control system calculating the
donor plasma volume based, at least in part, on the weight and height of the donor and the hematocrit of the

donor;

(d) calculating, using the control system, a target plasma volume to collect, the control system
calculating the target plasma volume to collect based, at least in part, on the calculated donor plasma volume

and a target percentage of plasma;

(e) determining a target collection volume based, at least in part, on the calculated target plasma

volume to collect; and

(f) programming a controller of a blood processing device with a blood processing end point, the

blood processing end point being based, at least in part, on the target collection volume.
16. (Original) A method according to claim 15, further comprising:

calculating, using the control system, a volume of anticoagulant to be collected with a plasma
component in a plasma collection container, the control system calculating the volume of anticoagulant to be

collected with the plasma component based, at least in part, on the hematocrit of the donor.

17. (Original) A method according to claim 16, wherein the target plasma volume to collect is a target
volume of pure plasma to collect, the target volume of pure plasma to collect based, at least in part, upon the

volume of anticoagulant to be collected with the plasma component.

18. (Original) A method according to claim 17, wherein the target collection volume is the target volume of

pure plasma to collect.

19. (Original) A method according to claim 17, wherein the target collection volume is the target volume of
pure plasma to collect plus the calculated volume of anticoagulant to be collected in the plasma collection

container.
20. (Original) A method according to claim 15, further comprising:

calculating, using the control system, the donor’s body mass index based, at least in part on the
weight and height of the donor, the control system calculating the donor plasma volume based, at least in

part, on the donor’s body mass index.
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21. (Original) A method according to claim 15, wherein the blood processing end point is when the target

collection volume has been collected within a plasma collection container of the blood processing device.
22. (Original) A method according to claim 15, wherein the control system includes the controller.
23. (Original) A system for collecting plasma comprising:

a blood processing device including:

a venous-access device for drawing whole blood from a donor and returning blood components to the

donor,

a blood component separation device for separating the drawn blood into a plasma component and a
second blood component, the blood component separation device having an outlet and being configured to

send the plasma component to a plasma collection container,

a blood draw line fluidly connected to the venous-access device and configured to transport drawn
whole blood to the blood component separation device, the flow through the blood draw line being controlled

by a blood draw pump, and

an anticoagulant line connected to an anticoagulant source, the anticoagulant line configured to

introduce anticoagulant into the drawn whole blood; and

a controller configured to (1) calculate a donor plasma volume based, at least in part, on the weight
and height of the donor and the hematocrit of the donor, (2) calculate a target plasma volume to collect based,
at least in part, on the calculated donor plasma volume and a target percentage of plasma, and (3) calculate a

target collection volume based, at least in part, on the calculated target plasma volume to collect.

24. (Original) The system according to claim 23, wherein the blood processing device is configured to stop

the blood draw pump when the target collection volume is collected within the plasma collection container.

25. (Original) The system according to claim 23, wherein the controller is part of the blood processing

device.

26. (Original) The system according to 23, wherein the controller is further configured to program the
blood processing device with a blood processing end point based, at least in part, on the target collection

volume.
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27. (Original) A system according to claim 26, wherein the blood processing end point is when the target

collection volume has been collected within the plasma collection container.

28. (Original) A system according to claim 23, wherein the target plasma volume to collect is a target
volume of pure plasma to collect in the plasma collection container, the target volume of pure plasma to
collect based, at least in part, upon a volume of anticoagulant to be collected with the plasma component in

the plasma collection container.

29. (Original) A system according to claim 28, wherein the target collection volume is the target volume of

pure plasma to collect and/or the target volume of pure plasma to collect plus the volume of anticoagulant to

be collected in the plasma container.

30. (Original) A system according to claim 23, wherein the controller is further configured to calculate the
donor’s body mass index based, at least in part on the weight and height of the donor, the donor plasma

volume based, at least in part, on the donor’s body mass index.
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REMARKS

Please enter this preliminary amendment. After filing of the present application and upon receipt of
the Notice to File Missing Parts dated July 28, 2020, Applicant noticed that the application was inadvertently
filed with two claim 29s, bringing the total number of claims to 31. Applicant has canceled the second claim
29 herewith. Applicant respectfully requests the examiner to consider claims 1-30 included herewith upon

examination of this present application.

The present application was filed with a Track 1 Request for Prioritized Examination. With the
submission of the corrected claim set, the present application has no more than 4 independent claims and 30
total claims. Accordingly, the present application meets the requirements for Track 1 Prioritized

Examination and Applicant requests that the Track 1 Request filed with the present application be granted.

Applicant believes no fee is due with this response. However, if a fee is due, please charge our
Deposit Account No. 50-4876, under Order No. 130670-80103 from which the undersigned is authorized to
draw. Applicant also requests that the examiner contact applicant’s attorney, Jonathan Lovely, if it will assist

in processing this application through issuance.

Dated: July 29, 2020 Respectfully submitted,

Electronic signature: /Jonathan C. Lovely, Reg. No.
60,821/
Jonathan C. Lovely
Registration No.: 60,821
MCCARTER & ENGLISH, LLP
265 Franklin Street
Boston, Massachusetts 02110
(617) 449-6556
(617) 607-9200 (Fax)
Attorney/Agent For Applicant
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16/931,333 07/16/2020 3781 3180 130670-80103 31 4
CONFIRMATION NO. 7421
86738 FILING RECEIPT

368 Frankdn Strmet T D O OO0 A A A

Boston, MA 02110
Date Mailed: 07/28/2020

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

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

Inventor(s)

Michael Ragusa, Hingham, MA;
Applicant(s)

Haemonetics Corporation, Boston, MA;

Power of Attorney: The patent practitioners associated with Customer Number 86738

Domestic Priority data as claimed by applicant
This application is a CON of 15/793,339 10/25/2017
which is a CIP of 15/608,183 05/30/2017

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

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

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

Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/69 as
appropriate.
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If Required, Foreign Filing License Granted: 07/27/2020

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 16/931,333

Projected Publication Date: 11/05/2020
Non-Publication Request: No

Early Publication Request: No
Title

SYSTEM AND METHOD FOR COLLECTING PLASMA
Preliminary Class
604
Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

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

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

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

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

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).
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LICENSE FOR FOREIGN FILING UNDER
Title 35, United States Code, Section 184

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

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

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

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

NOT GRANTED

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

SelectUSA

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

Application or Docket Number

Substitute for Form PTO-875 16/931,333
APPLICATION AS FILED - PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE($) FEE($) RATE($) FEE($)
BASIC FEE
(37 CFR1.18(a), (b}, or (0)) N/A N/A N/A N/A 300
SEARCH FEE
(37 GFR 1.16(K). ), or () N/A N/A N/A N/A 660
EXAMINATION FEE
it N/A N/A N/A N/A 760
(nggé\RLglG_Q;MS 31 minus 20= 11 OR |x 100 1100
\(§7DCEIE¢{E§55;VT CLAIMS 4 minus3 < | 1 x 460 460
If the specification and drawings exceed 100
APPLICATION SIZE | sheets of paper, the application size fee due is
FEE $310 ($155 for small entity) for each additional 0.00
(837 CFR 1.16(s)) 50 sheets or fraction thereof. See 35 U.S.C.
41(a)(1)(G) and 37 CFR 1.16(s).
MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j)) 0.00
* |f the difference in column 1 is less than zero, enter "0” in column 2. TOTAL TOTAL 3280
APPLICATION AS AMENDED - PART Il
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
< AFTER PREVIOUSLY EXTRA RATE(S) FEE($) RATE(S) FEE($)
E AMENDMENT PAID FOR
L Total B i = =
> (37 Cng 16(i)) Minus X OR X
2 Independent * Minus | *** =
5 (37 CFR 1.16(h)) X OR X
<§( Application Size Fee (37 CFR 1.16(s))
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL OR TOTAL
ADD'L FEE ADD'L FEE
(CGolumn 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
m AFTER PREVIOUSLY EXTRA RATE(S) FEE(S) RATE(S) FEE(S)
E AMENDMENT PAID FOR
L Total * Minus | ** =
S| e CF?H.IE(H) g OR |x
% Independent * Minus | *** = . OR .
w (37 CFR 1.16(h))
<§( Application Size Fee (37 CFR 1.16(s))
OR
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16()))
TOTAL OR TOTAL
ADD'L FEE ADD'L FEE

* If the entry in column 1 is less than the entry in column 2, write "0" in column 3.
** |f the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20".

*** |f the "Highest Number Previously Paid For" IN THIS SPACE is less than 3, enter "3".
The "Highest Number Previously Paid For" (Total or Independent) is the highest found in the appropriate box in column 1.
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

PQ. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov’

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
16/931,333 07/16/2020 Michael Ragusa 130670-80103
CONFIRMATION NO. 7421
86738 FORMALITIES LETTER

MCCARTER & ENGLISH, LLP BOSTON

265 Frankiin Street O O LA
00000011875

Boston, MA 02110 823

(VIR

Date Mailed: 07/28/2020

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION

FILED UNDER 37 CFR 1.53(b)
Filing Date Granted
Items Required To Avoid Abandonment:

An application number and filing date have been accorded to this application. The item(s) indicated below,
however, are missing.

Applicant is given TWO MONTHS from the date of this Notice within which to file all required items below to avoid
abandonment. Extensions of time may be obtained by filing a petition accompanied by the extension fee under
the provisions of 37 CFR 1.136(a).

« Additional claim fees of $ 100 as an undiscounted entity, including any required multiple dependent claim fee,
are required. Applicant must submit the additional claim fees or cancel the additional claims for which fees are
due.

SUMMARY OF FEES DUE:

The fee(s) required within TWO MONTHS from the date of this Notice to avoid abandonment is/are itemized
below. No entity status discount is in effect. If applicant is qualified for small entity status, a written assertion of
small entity status must be submitted to establish small entity status. (See 37 CFR 1.27). If applicant is qualified
for micro entity status, an acceptable Certification of Micro Entity Status must be submitted to establish micro
entity status. (See 37 CFR 1.29 and forms PTO/SB/15A and 15B.)

+$ 1100 for 11 total claims over 20.

+ $(1000) previous unapplied payment amount.

+$ 100 TOTAL FEE BALANCE DUE.
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Replies must be received in the USPTO within the set time period or must include a proper Certificate of Mailing
or Transmission under 37 CFR 1.8 with a mailing or transmission date within the set time period. For more
information and a suggested format, see Form PTO/SB/92 and MPEP 512.

Replies should be mailed to:

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

Alexandria VA 22313-1450

Registered users of EFS-Web may alternatively submit their reply to this notice via EFS-Web, including a copy
of this Notice and selecting the document description "Applicant response to Pre-Exam Formalities Notice".
https://sportal.uspto.gov/authenticate/AuthenticateUserl ocalEPF .html

For more information about EFS-Web please call the USPTO Electronic Business Center at 1-866-217-9197 or
visit our website at http.//www.uspto.gov/ebc.

If you are not using EFS-Web to submit your reply, you must include a copy of this notice.

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

[fasrat/
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Doc Code: PA.

Document Description: Power of Atlorney

U.8. Patent and Tradema
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of info

PTO/AIABRA (07-13)
Appraved for use through 03/31/2021. OMBE 0651-0035
Office; U.S. DEPARTMENT OF COMMERGE
ation unless ft displays a valid OMB control number.

TRANSMITTAL FOR POWER OF ATTORNEY TO ONE OR MORE
REGISTERED PRACTITIONERS

Pawer of Attomey

directed, in accordance with 37 CFR 1.5, une
Attorney by Appiicant form. I neither form PTO/AIA/S2A nor form |
directed, the Power of Attormey will not be recognized in the application.

NQTE: This form is fo be submitied with the Power of Attorney by Applicant form (PTO/AIA/R2RB) to identify the application to which the
he application number and filing date are identified in the Power of
TO/AIAS2B idertifi

es the application to which the Power of Attorney is

Application Number

Not Yet Assigned

Filing Daie

Concurrently Herswith

First Named Invenior

Michael Ragusa

Title

SYSTEM AND METHOD FOR COLLECTING PLASMA

Art Unit

N/A

Examiner Name

Not Yet Assigned

Attorney Docket Number

130670-80103

SIGNATURE of Applicant or Patent Practitioner

Signatuire /Jonathan C. Lovely, Reg. No. 0,821/ Date (Cptional) July 18, 2020
Name . Registration
Jonathan C LOVG!y Number 60821

Title (if Applicantis a
juristic entily)

Apglicant Name (if Applicant is a juristic entity)

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4{J) for signature requirements and cartifications. i
raore than one applicant, use multiple forms.

E *Total of 1

farms are submitted.

MiEz1 33855038v.1
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Dog Gode, PA.,

LR SR, FTOIAIAMBER (@713

Document Degoription: Power of Altornsy Apprved for wss through BUAA01E. OME 651-0035
.5, Peient nn “i’ra{idsmm!» Lfios; U8, EBEPARTMENT OF COMMERGE

Under the Papanvork Reduction Act of 1885, no persens sm segqulras 10 respond 1n & solfsction of § o undess B & B vaiid OMB control numbses

POWER OF ATTORNEY BY APPLICANT

t haveby revoke o pravious powers of altomey givan in the application ideniified by aiinsr the attachad ransmitial letier or
the bowes below,

Application Number Fiing Data

{Mote The Doxes above may be lef blenk if information is provided an form PTOAIAGRZA)

| hersby appoint the Patend Practitioner{s} sssociated with ihe following Customer Numbsar s madour attomey{s) or ageni(s), and

i ransact all business in the United Siates Patent and Tradamark Office connecled therswith for the application f&farana:esﬁ’i‘n
ihe altached transmiltal letter {form PTO/AIABZA) or identified above; o

o 88738

33 § hereby appoint Practiioner(s] namsd in the allached list form PTOMIABRRC) a5 myour altorneyis) or apenits), and io fransact
¢il business in the Uniled States Palend and Trademark Office connected tharewith for the patent appiication refaranced in the
atiached transmittal Iatter {form PTO/AIAVE2A) or identifiad sbova, (Note: Complate form PTORIAERC)

Please rscognize or changs the correspondence address for the application identified In the altached transmilts!
tetier or the boxes above fo:

The address associated with the above-mentioned Customer Number
OR

E The addmse associaiad with Customer Mumbsr
QR
B“E:J Firm or

individuz! Mame

Address

City ‘ { State ] {2p |
Country

Talephone | Email i

fam the Apglicant (f the Applicent Is 2 jwistic sniity, ¥st the Applicant nams in tha bax)

Haemonetics Corporation

E:_:] {nvenir or Jolnd Invendor (tille not requined below)
{3 Legal Reprasentative of 2 Deceased or Legally Incapacitaiad Iwentor (e nod required below)
Assignes or Parson fo Whom e inventor is Uindsr an Obligation {o Assign (provids signer's tille ¥ applicant is a jwrislic anlity}

E:E Parsen Who Otharwise Shows Sulliclent Propristary Interest {2.g., 2 pelition undar 37 OFR 1,48(6){2) was granied in the
aplication or s soncurantiy being Hlad with this documsnt) ggmvicée 5535:@:’3 $ifle if zg@ﬁﬁam is a juristic gniitg}
SIINATURE of Appllcant for Patend

The undersignoed {Whﬁ%&? mEa i sus:tpﬁed beim@i Is auﬁhaﬁz&ﬁ i met on behal of the applivant {8.g. whars ths applicantis g ;u:aaiiz: antity.

Signature { Duls (DpYonal) 3@!&? O
Mame

Title *‘5\ V“ca President, Assogiale Gensral Counsel and Chief intellentual Propesty Ufficer, Hasmonetics Curporation

MOTE: Signamm This form must be signed by the applicant in 2ccordance with 37 CFR 1.33. See 37 OFR 1.4 for signatuie requirsments
and certifications, if mone B nos appiicant, use multiple forms,

ETGE&? of forms arg submilted,

R
:HFE wolisction of information s reuined by 37 CFR 1,131, 132, snd 1.33. The informatise 1 required by uidads or retain 8 ) By thus public which ix 1o &iﬁ {mrt by e
LUERTD io processs an aﬁ;dia:aﬂm Confidentiatily fs govemed by 35 L.8.C, 122 and 37 OFR 1,11 and £.804. This ooflectlun is 3

1 8o take 3 minutes in complets;
insluding gathating, preparing. snd submiiing the completed applicatisn form o the BSPTS, Tine wifl vary depsnding upon the indbidus case, Ay oo 8 5y i
f Hme you regquies i3 complets thia fany andfar suggrations far reducing this berdan, should ke sent (0 the Dhist infarmatisn Oficer, 8.5, Batend snd Tratsmark Offics, 1.8,
Depariment of Commeres, B.0. Box 1450, Alszandre, YA 223939850, DO ROT SEND FEES OR COMPLETED FORMS T0 THIS ADDRESS. SEND TO: Comminsionsy
for Fatenis, P.G., Bor 1488, Asrandeia, VA 233931450,

# you nesd assisiance in compieling ihe form, call -R00-FTO-3188 and saleci aption 3.

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0116




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

PTO/SB/08a (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 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

Filing Date

First Named Inventor ||Vlichae| Ragusa
Art Unit | N/A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns,Lines where
- Patent Number Issue Date . Relevant Passages or Relevant
Initial No Code? of cited Document -
Figures Appear
1 1025059 [1912-04-30 Hatton et al.
2 1611725 [1926-12-21 Pegerth et al.
3 PO87778 1937-07-20 Nelin
4 661150 1953-12-01 Abbott, Jr.
5 P750107 [1956-06-12 More
6 P792172 1957-05-14 Tait
7 3096283 [1963-07-02 Hein
8 3145713 [1964-08-25 | atham, Jr.

EFS Web 2.1.18
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INFORMATION DISCLOSURE

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

Application Number

Filing Date

First Named Inventor | Michael Ragusa
Art Unit | A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

9 3239136 1966-03-08 Hein

10 3244362 1966-04-05 Hein

11 3244363 [1966-04-05 Hein

12 3409213 1968-11-05 | atham, Jr.
13 3456875 1969-07-22 Hein

14 3489145 1970-01-13 Judson et al.
15 3565330 1971-02-23 | atham, Jr.
16 3655058 1972-04-11 Novak

17 3737096 [1973-06-05 Jones et al.
18 3774840 1973-11-27 Boatright
19 3987961 [1976-10-26 5inn et al.

EFS Web 2.1.18
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Application Number

Filing Date

INFORMATION DISCLOSURE

First Named Inventor | Michael Ragusa

STATEMENT BY APPLICANT - |N/A

( Not for submission under 37 CFR 1.99)
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

20 poo7871 1977-02-15 Jones et al.
21 010894 1977-03-08 Kellogg et al.
22 p014497 1977-03-29 Bpiewok et al.
23 p040965 1977-08-09 Kohlheb

24 p056224 1977-11-01 | olachi

25 pos2217 1978-04-04 Westberg

26 086924 [1978-05-02 | atham, Jr.
27 p140268 1979-02-20 | acour

28 p142670 [1979-03-06 Ishimaru et al.
29 p151844 1979-05-01 Cullis et al.
30 p197847 [1980-04-15 Djerassi

EFS Web 2.1.18
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INFORMATION DISCLOSURE

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

Application Number

Filing Date

First Named Inventor | Michael Ragusa
Art Unit | A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

31 p285464 1981-08-25 | atham, Jr.

32 p300717 1981-11-17 | atham, Jr.

33 H303193 1981-12-01 | atham, Jr.

34 p321921 1982-03-30 | aszczower

35 {87848 [1983-06-14 Kellogg et al.

36 p425114 1984-01-10 Schoendorfer et al.
37 p430072 [1984-02-07 Kellogg et al.

38 paar221 1984-05-08 Muizet

39 Q457747 [1984-07-03 Tu

40 p464167 1984-08-07 Schoendorfer et al.
141 p466888 [1984-08-21 Verkaart

EFS Web 2.1.18
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INFORMATION DISCLOSURE

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

Application Number

Filing Date

First Named Inventor | Michael Ragusa
Art Unit | A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

42 p482342 1984-11-13 | ueptow et al.
43 p490135 [1984-12-25 Troutner

44 p530691 1985-07-23 Brown

45 p534863 1985-08-13 Bacon et al.
46 pe643714 1987-02-17 Brose

47 pe47279 1987-03-03 Mulzet et al.
48 p655742 [1987-04-07 \antard

49 pe80025 1987-07-14 Kruger et al.
50 684361 [1987-08-04 Feldman et al.
51 p692136 1987-09-08 FFeldman et al.
52 p708712 1987-11-24 Mulzet

EFS Web 2.1.18
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INFORMATION DISCLOSURE

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

Application Number

Filing Date

First Named Inventor | Michael Ragusa
Art Unit | A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

53 p713176 1987-12-15 Bchoendorfer et al.
54 p734089 1988-03-29 Cullis

55 p740202 1988-04-26 Btacey et al.

56 p740313 1988-04-26 Schoendorfer et al.
57 B 755300 1988-07-05 Fischel et al.

58 p767396 [1988-08-30 Powers

59 p795419 [1989-01-03 Yawn et al.

60 p795448 1989-01-03 Stacey et al.

61 pe06247 1989-02-21 Bchoendorfer et al.
62 p806252 1989-02-21 Brown et al.

63 808307 [1989-02-28 Fischel et al.

EFS Web 2.1.18
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INFORMATION DISCLOSURE

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

Application Number

Filing Date

First Named Inventor | Michael Ragusa
Art Unit | A
Examiner Name | Not Yet Assigned

Attorney Docket Number | 130670-80103

64 p850995 1989-07-25 Tie et al.
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A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or
hisfher designee, during an inspection of records conducted by GSA as part of that agency's responsibility to
recommend improvements in records management practices and programs, under authority of 44 U.S.C. 2904 and
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determinations about individuals.
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may he disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Name Registration No.
(PinyType) | JOnathan C. Lovely (Attorney/Agent) 60,821

ME1 33854290v.1
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Electronic Patent Application Fee Transmittal

Application Number:

Filing Date:

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Filer:

Jonathan Lovely/Tricia Troup

Attorney Docket Number:

130670-80103

Filed as Large Entity

Filing Fees for Track| Prioritized Examination - Nonprovisional Application under 35 USC 111(a)

Description Fee Code Quantity Amount Suz—;l'g(t;)l in
Basic Filing:
UTILITY APPLICATION FILING 1011 1 300 300
UTILITY SEARCH FEE 1111 1 660 660
UTILITY EXAMINATION FEE 1311 1 760 760
REQUEST FOR PRIORITIZED EXAMINATION 1817 1 4000 4000
Pages:
Claims:
CLAIMS IN EXCESS OF 20 1202 10 100 1000
INDEPENDENT CLAIMS IN EXCESS OF 3 1201 1 460 460
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Description Fee Code Quantity Amount Sullaj-;l'g(t:)l in
Miscellaneous-Filing:
PUBL. FEE- EARLY, VOLUNTARY, OR NORMAL 1504 1 0 0
PROCESSING FEE, EXCEPT PROV. APPLS. 1830 1 140 140
Petition:
Patent-Appeals-and-Interference:
Post-Allowance-and-Post-Issuance:
Extension-of-Time:
Miscellaneous:
Total in USD ($) 7320
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Electronic Acknowledgement Receipt

EFS ID: 40023227
Application Number: 16931333
International Application Number:
Confirmation Number: 7421

Title of Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

First Named Inventor/Applicant Name:

Michael Ragusa

Customer Number:

86738

Filer:

Jonathan Lovely

Filer Authorized By:

Attorney Docket Number:

130670-80103

Receipt Date: 16-JUL-2020
Filing Date:
Time Stamp: 20:54:42

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment yes

Payment Type DA

Payment was successfully received in RAM $7320

RAM confirmation Number E20207FK55072162

Deposit Account

Authorized User

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

Terumo v. Haemonetics - | PR2026-00045
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File Listing:

Document - . File Size(Bytes)/ Multi Pages
Document Description File Name A . .
Number Message Digest | Part/.zip| (if appl.)
33742
Certification_and_Request_for
1 TrackOne Request _Prioritized_Examination_Und no 1
er 37 CFR 1 ‘]02e_pdf dea3cc634000b1645046¢8143ba2018046d)
- - - 85ae9
Warnings:
Information:
44219
Executed_Declaration_from_U
. X _ - - [} 1
2 Oath or Declaration filed SSN_15793339.PDF n
2d1e9814a88f79f2706607f9d 7d7c81ccc2al
Warnings:
Information:
1255638
- Application_Data_Sheet_Fillabl
- A TR 8
3 Application Data Sheet e_PDF.PDF no
3b4abe671e8698158a8d%eef2121ch62b49)
503c5
Warnings:
Information:
117056
4 Application.pdf yes 32
036288ca62c5de063cb21720c73b6f3c47a
1fcfs
Multipart Description/PDF files in .zip description
Document Description Start End
Specification 1 25
Claims 26 31
Abstract 32 32
Warnings:
Information:
140972
5 Drawings-only black and white line Figures.PDF no 5

drawings

417f9009a2bdf6044427fd31c78e93c58890f
348

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0145




Warnings:

Information:
19185
6 Transmittal Letter Information_Disclosure_State no 5
ment_IDS.PDF
Beea3bcc0664e4a35b396d6568aaf843740)
5c887
Warnings:
Information:
1040254
7 Information Disclosure Statement (IDS) Information_Disclosure_State no 24
Form (SB08) ment_Fillable_PDF.PDF
cf4184ecac7ef8128e2c525399%b197ff2b(]
al7
Warnings:
Information:
242295
130670-80103_-
8 Power of Attorney . no 2
_POA_by_Applicant.pdf
75ade26c14f8436¢4125¢7cd2c6d7f38d2e
Warnings:
Information:
32512
. L Utility_Patent_Application_Tra
9 Transmittal of New Application Y- - PP - no 1
nsmittal.pdf
4f4e22da5e2a56b78b91e65778e4ff2472f1
4de0
Warnings:
Information:
43037
10 Fee Worksheet (SB06) fee-info.pdf no 2
9842b887f5868976ad 25 13fee548e61f0f60)
cOef
Warnings:
Information:
Total Files Size (in bytes)1 2968910
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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: TRACK1.REQ
Document Description: TrackOne Request

PTO/AIA/424 (04-14)

CERTIFICATION AND REQUEST FOR PRIORITIZED EXAMINATION
UNDER 37 CFR 1.102(e) (Page 1 of 1)

First Named
Inventor:

Nonprovisional Application

Michael Ragusa Number (if known):

Not Yet Assigned

Title of
Invention:

SYSTEM AND METHOD FOR COLLECTING PLASMA

APPLICANT HEREBY CERTIFIES THE FOLLOWING AND REQUESTS PRIORITIZED EXAMINATION FOR
THE ABOVE-IDENTIFIED APPLICATION.

1.

iii. The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a), oris

The processing fee set forth in 37 CFR 1.17(i)(1) and the prioritized examination fee set forth in
37 CFR 1.17(c) have been filed with the request. The publication fee requirement is met because
that fee, set forth in 37 CFR 1.18(d), is currently $0. The basic filing fee, search fee, and
examination fee are filed with the request or have been already been paid. | understand that any
required excess claims fees or application size fee must be paid for the application.

| understand that the application may not contain, or be amended to contain, more than four
independent claims, more than thirty total claims, or any multiple dependent claims, and that any
request for an extension of time will cause an outstanding Track | request to be dismissed.

The applicable box is checked below:

Original Application (Track One) - Prioritized Examination under § 1.102(e)(1)

(a) The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the utility application via EFS-Web.
---OR---
(b) The application is an original nonprovisional plant application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the plant application in paper.

An executed inventor's oath or declaration under 37 CFR 1.63 or 37 CFR 1.64 for each
inventor, or the application data sheet meeting the conditions specified in 37 CFR 1.53(f)(3)(i) is
filed with the application.

|:| Request for Continued Examination - Prioritized Examination under § 1.102(e)(2)

A request for continued examination has been filed with, or prior to, this form.
If the application is a utility application, this certification and request is being filed via EFS-Web.

a national stage entry under 35 U.S.C. 371.

This certification and request is being filed prior to the mailing of a first Office action responsive
to the request for continued examination.

No prior request for continued examination has been granted prioritized examination status
under 37 CFR 1.102(¢e)(2).

Signature

/Jonathan C. Lovely, Reg. No. 60,821/ July 16, 2020

Date

Name
(Print/Typed)

Practitioner 60,821

Jonathan C. Lovely Registration Number

Note:
Submit multiple forms if more than one signature is required.”

This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications.

I:I *Total of 1 forms are submitted.

ME1 33854306v.1
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DECLARATION {37 OFR 1.83) FOR UTHITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEEY {37 CFR 1.78}

Title of

oo | SYSTEM AND METHOD FOR COLLECTING PLASMA

As the belew named imvenior, { hereby declare thatl

This declaralion | | The sltachsd application, or

is dirsoted
Unifad States spplication or POT temational application number IHITHA 338
filad on TS T

The above-identified appiication was mads or authorized 1o be made by ms.
| believe that Fam the origina! fvaentor or an originat joind inventor of & clabmsd nvantion in e agplication.
! haraby siade that | have reviewed and understand the contents of the above identifind specifieation,

! acknowladge the duly fo discloss aff information knows o me that is material fo patentability in accordancs with Tile
37, Code of Faderal Regulations § 1.58,

fhorshy acknowledge that any willftd false statorment made in this declarstion Is pundshable under 18 US.C 1001
by fine or imprisonment of not morg han fve (6} vears, or both,

WARNING;

Fatifionerfapplicant & cautioned 1o avald submilling personal information in docwmenis fled in 3 patent application thsl may
contribite 1o dentity thefl, Personad information such a5 sonia seouity numbens, bank aconunt numbers, o cradit card rambars
{other than a check or cradit card sulhorzation form PTO-2038 submittad for paymiant purposes] is never regquives by the USPTQ
o support 2 petition or an application. § this trpe of personal information is includsd in documeants submitiad o the LISPTO,
petitionersfapplicants should consider redacting sueh pensonst Informatinn from the documents bedors submitling them o the
UBPTO. Patitionerfapplicant s advissd hat the racord of & patent application s avaliable to the public afler publication of the
application {uniass a non-publication regusst in compliance with 37 OPFRL213R) s made i the appiication) o Bauance of &
patant, Fusthesmaorg, (e racord from an ahandoned apglicalion may also be avaliabls tn the publin if the applivation is
refarenced in 2 published application or an issued patent {see 37 CFR 1,14}, Checks snd oredit card suthonzstion forms
FTO-2038 submilted for payniant purposes an nut retained in he appdivation M and therefore arg nol puldicly avallable,

LEGAL NAME OF INVENTOR

Inventon Michas! Ragusa Date {Optionaly

d 5
Signature: e Mdﬁc{; - ’j -

Mot An spplication dale sheet {IFTOMIANY or snuivalent), inchuding naming the enlive inventive enlily, must sceompany this form.
tiae an addilional PTOSHAAIATH fumn for sach additional inventor,
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PTO/AIA/14 (02-18)
Approved for use through 11/30/2020. OMB 0651-0032
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.

Attorney Docket Number | 130670-80103

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | SYSTEM AND METHOD FOR COLLECTING PLASMA

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

This document may be completed electronically and submitted to the Office in electronic format using the Electronic Filing System (EFS) or the
document may be printed and included in a paper filed application.

Secrecy Order 37 CFR 5.2:

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

Inventor Information:

Remove
Inventor |1

Legal Name

Prefix| Given Name Middle Name Family Name Suffix
‘ El 'Vlichael ‘ Fagusa ‘ El
Residence Information (Select One) e US Residency Non US Residency Active US Military Service

City | Hingham State/Province ‘ lVIA Country of Residencd | S

Mailing Address of Inventor:

Address 1 Willow Circle

Address 2

City | |—Iingham I State/Province | rVIA
Postal Code | jp2043 | Countryi | lus

All Inventors Must Be Listed - Additional Inventor Information blocks may be

generated within this form by selecting the Add button. Add

Correspondence Information:

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

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

Customer Number B6738

Email Address docket@mccarter.com | Add Email | [Remove Email

Application Information:

Title of the Invention BYSTEM AND METHOD FOR COLLECTING PLASMA

Attorney Docket Number| [130670-80103 Small Entity Status Claimed [ ]

Application Type Nonprovisional v
Subject Matter | Hility -
Total Number of Drawing Sheets (if any) o Suggested Figure for Publication (if any)

EFS Web 2213

Terumo v. Haemonetics - | PR2026-00045
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PTO/AIA/14 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032

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.

L Attorney Docket Number | 130670-80103
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | SYSTEM AND METHOD FOR COLLECTING PLASMA

Filing By Reference:

Only complete this section when filing an application by reference under 35 US.C. 111(c) and 37 CFR 1.57(a). Do not complete this section if
application papers including a specification and any drawings are being filed. Any domestic benefit or foreign priority information must be
provided in the appropriate section(s) below (i.e., "Domestic Benefit/National Stage Information” and “Foreign Priority Information”).

For the purposes of a filing date under 37 CFR 1.53(b), the description and any drawings of the present application are replaced by this
reference to the previously filed application, subject to conditions and requirements of 37 CFR 1.57(a).

Application number of the previously Filing date (YYYY-MM-DD) Intellectual Property Authority or Country N
filed application

Publication Information:

[] Request Early Publication (Fee required at time of Request 37 CFR 1.219)

Request Not to Publish. | hereby request that the attached application not be published under

35 U.5.C. 122(b) and certify that the invention disclosed in the attached application has not and will not be the
subject of an application filed in another country, or under a multilateral international agreement, that requires
publication at eighteen months after filing.

Representative Information:

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

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

Please Select One: ® Customer Number US Patent Practitioner (O Limited Recognition (37 CFR 11.9)
Customer Number B6738

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, 365(c), or 386(c) or indicate
National Stage entry from a PCT application. Providing benefit claim information in the Application Data Sheet constitutes
the specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78.

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

Prior Application Status | Pending - Remove
Filing or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)

[Continuation of 15/793339 2017-10-25

4

EFS Web 2.2.13

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0151



PTO/AIA/4 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032
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 Data Sheet 37 CFR 1.76

Attorney Docket Number

130670-80103

Application Number

Title of Invention

SYSTEM AND METHOD FOR COLLECTING PLASMA

by selecting the Add button.

Prior Application Status | PPending -
Filing or 371(c) Date
Application Number Continuity Type Prior Application Number (YYYY-MM-DD)
[15/793339 [Continuation in part of ~J 15/608183 2017-05-30
Additional Domestic Benefit/National Stage Data may be generated within this form Add

Foreign Priority Information:

This section allows for the applicant to claim priority to a foreign application. Providing this information in the application data sheet
constitutes the claim for priority as required by 35 U.8.C. 119(b) and 37 CFR 1.55. When priority is claimed to a foreign application
that is eligible for retrieval under the priority document exchange program (PDX)I the information will be used by the Office to
automatically attempt retrieval pursuant to 37 CFR 1.55(i)(1) and (2). Under the PDX program, applicant bears the ultimate
responsibility for ensuring that a copy of the foreign application is received by the Office from the participating foreign intellectual
property office, or a certified copy of the foreign priority application is filed, within the time period specified in 37 CFR 1.55(g)}1).

Application Number

Countryi

Filing Date (YYYY-MM-DD)

Remove

Access Codei (if applicable)

Add button.

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

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

Applications

This application (1) claims priority to or the benefit of an application filed before March 16, 2013 and (2) also
contains, or contained at any time, a claim to a claimed invention that has an effective filing date on or after March

[] 16, 2013.

NOTE: By providing this statement under 37 CFR 1.55 or 1.78, this application, with a filing date on or after March

16, 2013, will be examined under the first inventor to file provisions of the AlA.

EFS Web 2.2.13
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PTO/AIA/14 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032

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.

Attorney Docket Number | 130670-80103

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | SYSTEM AND METHOD FOR COLLECTING PLASMA

Authorization or Opt-Out of Authorization to Permit Access:

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

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

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an
application. After the initial filing of an application, an Application Data Sheet cannot be used to provide or rescind
authorization for access by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate.

1. Authoerization to Permit Access by a Foreign Intellectual Property Office(s)

A. Priority Document Exchange (PDX)} - Unless box A in subsection 2 (opt-out of authorization) is checked, the
undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office
(JPO), the Korean Intellectual Property Office (KIPO), the State Intellectual Property Office of the People’s Republic of
China (SIP0O), the World Intellectual Property Organization (WIPO), and any other foreign intellectual property office
participating with the USPTO in a bilateral or multilateral priority document exchange agreement in which a foreign
application claiming priority to the instant patent application is filed, access to: (1) the instant patent application-as-filed
and its related bibliographic data, (2) any foreign or domestic application to which priority or benefit is claimed by the
instant application and its related biblicgraphic data, and (3) the date of filing of this Authorization. See 37 CFR 1.14(h)

().

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

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

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

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

B. Applicant DOES NOT authocrize the USPTO to transmit to the EPO any search results from the instant patent
[] application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant
application.
NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the
application in accordance with 37 CFR 1.14.

EFS Web 2.2.13
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PTO/AIA/14 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032

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.

Attorney Docket Number | 130670-80103

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | SYSTEM AND METHOD FOR COLLECTING PLASMA

Applicant Information:

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

Applicant }

If the applicant is the inventor (or the remaining jeint inventor or inventors under 37 CFR 1.45), this section should not be completed.
The information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.46. If the applicant is an
applicant under 37 CFR 1.46 {assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be

identified in this section.

® Assignee Legal Representative under 35 U.S.C. 117 Joint Inventor

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

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

R

Name of the Deceased or Legally Incapacitated Inventor:

If the Applicant is an Organization check here. X

Organization Name

Haemonetics Corporation

Mailing Address Information For Applicant:

Address 1 25 Summer Street

Address 2

City Boston State/Province MA
Country ‘ s Postal Code 02110
Phone Number Fax Number

Email Address

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

Assignee Information including Non-Applicant Assignee Information:

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

EFS Web 2.2.13
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PTO/AIA/14 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032

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.

Attorney Docket Number | 130670-80103

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | SYSTEM AND METHOD FOR COLLECTING PLASMA

Assignee (1

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

If the Assignee or Non-Applicant Assignee is an Organization check here. []
Prefix Given Name Middle Name Family Name Suffix

] | i

Mailing Address Information For Assignee including Non-Applicant Assignee:

Address 1

Address 2

City I State/Province
Countryi I Postal Code
Phone Number | Fax Number

Email Address

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

Signature:

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

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic
entity (e.g., corporation or association). If the applicant is two or more joint inventors, this form must be signed by a
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given
power of attorney (e.g., see USPTO Form PTO/AIA/81) on behalf of all joint inventor-applicants.

See 37 CFR 1.4(d) for the manner of making signatures and certifications.

Signature ([/Jonathan C. Lovely, Reg. No. 60,821/ Date (YYYY-MM-DD)| [2020-07-16
First Name Ponathan Last Name | Fovely Registration Number 0,821
Additional Signature may be generated within this form by selecting the Add button.
EFS Web 2.2.13
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PTO/AIA/14 (02-18)

Approved for use through 11/30/2020. OMB 0651-0032

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.
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SYSTEM AND METHOD FOR COLLECTING PLASMA

Priority

[0001] This application is a continuation of and claims priority from co-pending U.S.
Application No. 15/793,339, entitled “System and Method for Collecting Plasma,” filed
October 25, 2017, attorney docket number 130670-80102 (formerly 1611/C86), and naming
Michael Ragusa as inventor, the disclosure of which is incorporated herein, in its entirety, by
reference.

[0002] U.S. Application No. 15/793,339 is a continuation-in-part of and claims
priority to U.S. Patent Application No. 15/608,183, entitled “System and Method for
Collecting Plasma,” filed May 30, 2017, attorney docket number 130670-08002 (formerly
1611/C80), and naming Michael Ragusa as inventor, the disclosure of which is incorporated

herein, in its entirety, by reference.

Technical Field

[0003] The present invention relates to systems and methods for blood apheresis, and

more particularly system and methods for collecting a plasma product.

Background Art

[0004] Apheresis is a procedure in which individual blood components can be
separated and collected from whole blood temporarily withdrawn from a subject. Typically,
whole blood is withdrawn through a needle inserted into a vein of the subjects arm and into a
cell separator, such as a centrifugal bowl. Once the whole blood is separated into its various
components, one or more of the components (e.g., plasma) can be removed from the
centrifugal bowl. The remaining components can be returned to the subject along with
optional compensation fluid to make up for the volume of the removed component. The
process of drawing and returning continues until the quantity of the desired component has
been collected, at which point the process is stopped. A central feature of apheresis systems
is that the processed but unwanted components are returned to the donor. Separated blood
components may include, for example, a high density component such as red blood cells, an
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intermediate density component such as platelets or white blood cells, and a lower density
component such as plasma.

[0005] Many jurisdictions have regulations regarding the amount of whole blood
and/or blood components that can be removed from a donor. For example, the U.S. Food and
Drug Administration (“the FDA”) sets both an upper limit on the volume of plasma that may
be collected (e.g., 800 ml for an adult weighing more than 175 pounds) as well as an upper
limit on the total collection volume (e.g., 880 ml for an adult weighing more than 175
pounds). Prior art plasma collection systems are unable to determine the total volume of
plasma that has been collected (e.g., because the product collected is a mixture of plasma and
anticoagulant) and, therefore collect based on the total collection volume, even if the total
volume of plasma that has been collected is below the limit prescribed by the FDA.
Additionally, prior art collection systems do not tailor the amount of plasma collected to the
individual (e.g., other than what weight group they fall into) and, therefore, the percentage of
the patient’s plasma that is collected varies widely from patient to patient (e.g., only 23%
percent of the plasma is collected for some patients and 29% - or greater — of the plasma is

collected for others).

Summary of the Invention

[0006] In accordance with some embodiments of the present invention, a method for
collecting plasma includes determining the weight and hematocrit of a donor, and inserting a
venous-access device into the donor. Once the venous access device is inserted, the method
may withdraw whole blood from the donor through the venous-access device and a draw line
that is connected to a blood component separation device. The method may then introduce
anticoagulant into the withdrawn whole blood through an anticoagulant line and separate,
using the blood component separation device, the withdrawn whole blood into a plasma
component and at least a second blood component. Once separated, the plasma component
may be collected from the blood component separation device and into a plasma collection
container. During processing, the method may calculate (1) a percentage of anticoagulant in
the collected plasma component, and (2) a volume of pure plasma collected within the

plasma collection container. The volume of pure plasma may be based, at least in part, on the
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calculated percentage of anticoagulant in the collected plasma component. The method may
continue the process (e.g., withdrawing whole blood, introducing anticoagulant into the
whole blood, separating the blood, collecting the plasma, and calculating the percentage of
anticoagulant and volume of pure plasma) until a target volume of pure plasma is collected
within the plasma collection container.

[0007] In some embodiments, the method may determine a change in volume within
an anticoagulant container, and the calculated percentage of anticoagulant in the collected
plasma may be based, at least in part, on the change in volume within the anticoagulant
container. Additionally or alternatively, the method may determine a volume of
anticoagulant introduced into the whole blood based on a number of rotations of an
anticoagulant pump. In such embodiments, the calculated percentage of anticoagulant in the
collected plasma may be based, at least in part, on the number of rotations of the
anticoagulant pump. The method may also determine a volume of anticoagulant within the
blood component separation device, and the calculated percentage of anticoagulant in the
collected plasma may be based, at least in part, on the volume of anticoagulant within the
blood component separation device.

[0008] In further embodiments, the method may monitor the volume and/or weight of
the plasma component collected within the plasma collection container (e.g., using a weight
sensor), and the calculated volume of pure plasma collected within the plasma collection
device may be based, at least in part, on the monitored volume and/or weight of the collected
plasma component. Additionally or alternatively, determining the hematocrit of the donor
may include monitoring a volume of red blood cells collection within the blood separation
device. In such embodiments, the determined hematocrit of the donor may be based, at least
in part, on the monitored volume of red blood cells collected within the blood separation
device and the volume of whole blood withdrawn from the donor.

[0009] The target volume of pure plasma may be based, at least in part, on the weight
of the donor. The percentage of anticoagulant in the collected plasma component may
include at least a portion of the anticoagulant introduced into the withdrawn blood and at

least a portion of a volume of anticoagulant that is added to the system during a priming step.
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After collecting at least a portion of the target volume of pure plasma, the method may return
the second blood component to the donor through a return line.

[0010] In accordance with additional embodiments, a system for collecting plasma
includes a venous-access device for drawing whole blood from a subject and returning blood
components to the subject, and a blood component separation device for separating the
drawn blood into a plasma component and a second blood component. The blood component
separation device has an outlet and is configured to send the plasma component to a plasma
container. The system may also include a blood draw line fluidly connected to the venous-
access device and an anticoagulant line connected to an anticoagulant source. The blood
draw line transports drawn whole blood to the blood component separation device, and the
flow through the blood draw line may be controlled by a blood draw pump. The
anticoagulant line may introduce anticoagulant into the drawn whole blood.

[0011] Additionally, the system may include a controller that controls the operation
of the centrifuge bowl. The controller may also calculate (1) a percentage of anticoagulant in
the collected plasma component, and (2) a volume of pure plasma collected within the
plasma container. The volume of pure plasma may be based, at least in part, upon the
percentage of anticoagulant in the collected plasma component. The controller may stop the
blood draw pump when a target volume of pure plasma (e.g., based, at least in part, on the
weight of the donor) is collected within the plasma container. In some embodiments, the
percentage of anticoagulant in the collected plasma component may be based, at least in part,
on the volume of anticoagulant added to the drawn whole blood and the subject’s hematocrit.

[0012] The system may also include an anticoagulant source weight sensor that
measures the weight of the anticoagulant source. The controller may monitor the change in
volume within the anticoagulant container based on the measured weight of the anticoagulant
source, and the calculated percentage of anticoagulant in the collected plasma may be based,
at least in part, on the change in volume within the anticoagulant source. Additionally or
alternatively, the controller may monitor the number of rotations of an anticoagulant pump to
determine a volume of anticoagulant introduced into the whole blood. In such embodiments,
the calculated percentage of anticoagulant in the collected plasma may be based, at least in

part, on the number of rotations of the anticoagulant pump.
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[0013] In some embodiments, the system may include an optical sensor located on
the blood component separation device. The optical sensor may monitor the contents of the
blood component separation device and determine if a volume of anticoagulant remains
within the blood component separation device. The calculated percentage of anticoagulant in
the collected plasma may be based, at least in part, on the volume of anticoagulant within the
blood component separation device.

[0014] In additional embodiments, the system may also include a plasma container
weight sensor that monitors a volume and/or weight of the plasma component collected
within the plasma collection container. The calculated volume of pure plasma collected
within the plasma collection container may be based, at least in part, on the monitored
volume and/or weight of collected plasma component. The system may also have an optical
sensor located on the blood component separation device. The optical sensor may monitor
the volume of red blood cells collected within the blood separation device. The controller
may then determine the subject’s hematocrit based, at least in part, upon on the monitored
volume of red blood cells collected within the blood separation device and the volume of
whole blood withdrawn from the donor. The percentage of anticoagulant in the collected
plasma component may include at least a portion of the anticoagulant introduced into the
withdrawn blood and at least a portion of a volume of anticoagulant added to the system
during a priming step.

[0015] In accordance with additional embodiments, a method for collecting plasma
determines the weight, height, and hematocrit of a donor, and calculates a donor plasma
volume based, at least in part, on the weight, height and hematocrit of the donor. The method
then calculates a target plasma collection volume based, at least in part, on the calculated
donor plasma volume and a target percentage of plasma (e.g., between 26.5 and 29.5 percent
of the donor’s plasma volume), and withdraws whole blood from the donor through the
venous-access device and a first line that is connected to a blood component separation
device. As the whole blood is withdrawn, the method may introduce anticoagulant into the
withdrawn whole blood through an anticoagulant line.

[0016] The blood component separation device separates the withdrawn whole blood

into a plasma component and at least a second blood component, and the method may collect
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the plasma component from the blood component separation device and into a plasma
collection container. During processing, the method may calculate a volume of pure plasma
collected within the plasma collection container. The method continues the withdrawing,
introduction of anticoagulant, separating, collecting, and calculating steps until the volume of
pure plasma collected within the plasma collection container equals the target plasma
collection volume.

[0017] In some embodiments, after collecting at least a portion of the target plasma
collection volume, the method may return the contents of the blood component separation
device to the donor through the first line. Additionally or alternatively, the method may
calculate an intravascular deficit based, at least in part on, the volume of pure plasma
collected and the volume of the contents of the blood component separation device that are
returned to the donor. The method may also return a volume of saline to the donor to obtain a
target intravascular deficit. The target intravascular deficit may be between -250 and 500
milliliters (e.g., it may be 0 milliliters or 250 milliliters). The donor plasma volume may be
calculated based, at least in part, on the donor’s body mass index that, in turn, is calculated
based on the donor’s weight and height.

[0018] In further embodiments, the method may include calculating a percentage of
anticoagulant in the collected plasma component. In such embodiments, the volume of pure
plasma may be based, at least in part, on the calculated percentage of anticoagulant in the
collected plasma component. The calculated percentage of anticoagulant in the collected
plasma may be based, at least in part, on a change in volume within the anticoagulant
container, the number of rotations of the anticoagulant pump, and/or the volume of
anticoagulant within the blood component separation device. The method may determine the
change in volume within the anticoagulant container, the volume of anticoagulant introduced
into the whole blood, and/or the volume of anticoagulant within the blood component
separation device. The percentage of anticoagulant in the collected plasma component may
include at least a portion of the anticoagulant introduced into the withdrawn blood and at
least a portion of a volume of anticoagulant added during a priming step.

[0019] In some embodiments, the method may include monitoring a volume or

and/or weight of the plasma component collected within the plasma collection container. In
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such embodiments, the calculated volume of pure plasma collected within the plasma
collection device may be based, at least in part, on the monitored volume and/or weight of
collected plasma component. To determine the donor’s hematocrit, the method may monitor
the volume of red blood cells collected within the blood separation device. The hematocrit of
the donor may be based, at least in part, on the monitored volume of red blood cells collected
within the blood separation device and the volume of whole blood withdrawn from the
donor.

[0020] In accordance with still further embodiments, a system for collecting plasma
includes a venous-access device for drawing whole blood from a subject and returning blood
components to the subject, and a blood component separation device for separating the
drawn blood into a plasma component and a second blood component. The blood component
separation device may have an outlet and may send the plasma component to a plasma
container. The system may also have a first line and an anticoagulant line. The first line may
be fluidly connected to the venous-access device and may (1) transport drawn whole blood to
the blood component separation device and (2) return fluid within the blood component
separation device to the subject. The flow through the first line may be controlled by a first
pump. The anticoagulant line may be connected to an anticoagulant source and may
introduce anticoagulant into the drawn whole blood.

[0021] The system may also include a controller that controls the operation of the
centrifuge bowl and the first pump. The controller may calculate (1) a donor plasma volume,
(2) a target plasma collection volume, and (3) a volume of pure plasma collected within the
plasma container. The donor plasma volume may be based, at least in part, on a weight and
height of the donor and a hematocrit of the donor. The target plasma collection volume may
be based, at least in part, on the calculated donor plasma volume and a target percentage of
plasma. The volume of pure plasma collected within the plasma container may be based, at
least in part, upon a percentage of anticoagulant in the collected plasma component. The
controller may stop the first pump when the calculated volume of pure plasma collected
within the plasma collection container equals the target plasma collection volume.

[0022] In further embodiments, the controller may return, after collecting at least a

portion of the target plasma collection volume, fluid remaining within the blood component
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separation device via the first line. Additionally or alternatively, the controller may calculate
an intravascular deficit based, at least in part on, the volume of pure plasma collected and the
volume of the contents of the blood component separation device returned to the donor. The
system may also include a saline line that fluidly connects to a saline source and the blood
component separation device. The controller may return a volume of saline to the donor to
obtain a target intravascular deficit (e.g., between -250 and 500 milliliters).

[0023] The controller may calculate the donor’s body mass index based, at least in
part, on the weight and height of the donor. The donor plasma volume may, in turn, be
calculated based, at least in part, on the donor’s body mass index. The target percentage of
plasma may be between 26.5 and 29.5 percent (e.g., 28.5 percent) of the donor’s plasma
volume.

[0024] In additional embodiments, the controller may calculate the percentage of
anticoagulant in the collected plasma component, for example, based on the volume of
anticoagulant added to the drawn whole blood, and the subject’s hematocrit. The system may
also include an anticoagulant source weight sensor that measures the weight of the
anticoagulant source. The controller may then monitor a change in volume within the
anticoagulant container based on the measured weight of the anticoagulant source. The
calculated percentage of anticoagulant in the collected plasma may be based, at least in part,
on the change in volume within the anticoagulant source. Additionally or alternatively the
controller may monitor a number of rotations of the anticoagulant pump to determine the
volume of anticoagulant introduced into the whole blood. In such embodiments, the
calculated percentage of anticoagulant in the collected plasma may be based, at least in part,
on the number of rotations of the anticoagulant pump.

[0025] The system may also include an optical sensor and/or a plasma container
weight sensor. The optical sensor may be located on the blood component separation device
and may monitor the contents of the blood component separation device to determine if a
volume of anticoagulant remains within the blood component separation device. The
calculated percentage of anticoagulant in the collected plasma may then be based, at least in
part, on the volume of anticoagulant within the blood component separation device. The

plasma container weight sensor may monitor a volume and/or weight of the plasma
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component collected within the plasma container. The calculated volume of pure plasma
collected within the plasma collection device may then be based, at least in part, on the
monitored volume and/or weight of collected plasma component. The optical sensor may
also monitor the volume of red blood cells collected within the blood separation device, and
the controller may determine the subject’s hematocrit based, at least in part, upon on the
monitored volume of red blood cells collected within the blood separation device and the
volume of whole blood withdrawn from the donor. The percentage of anticoagulant in the
collected plasma component may include at least a portion of the anticoagulant introduced
into the withdrawn blood and at least a portion of a volume of anticoagulant added during a

priming step.

Brief Description of the Drawings

[0026] The foregoing features of the invention will be more readily understood by
reference to the following detailed description, taken with reference to the accompanying
drawings, in which:

[0027] Fig. 1 schematically shows a perspective view of a blood processing system in
accordance with some embodiments of the present invention.

[0028] Fig. 2 schematically shows a top view of the blood processing system of
Figure 1, in accordance with some embodiments of the present invention;

[0029] Fig. 3 schematically shows a disposable set installed within the blood
processing system of Figure 1, in accordance with some embodiments of the present
invention.

[0030] Fig. 4 is a flowchart depicting a method of collecting plasma, in accordance
with embodiments of the present invention.

[0031] Fig. 5 is a flowchart depicting an alternative method of collecting plasma, in

accordance with further embodiments of the present invention.

Detailed Description of Specific Embodiments

[0032] Illustrative embodiments of the present invention provide blood processing
systems and methods for collecting a target volume of pure plasma. The system and method
calculate a percentage of anticoagulant collected within a plasma collection container (e.g.,

-9.

MEI 33576527v.1

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0166



Attorney Docket No. 130670-80103

in addition to the plasma that is collected within the container) based on the amount of
anticoagulant added to the system and the hematocrit of the donor. The system/method may
then calculate the volume of pure plasma (e.g., plasma without anticoagulant) that has been
collected within the container. Further embodiments may tailor the volume of plasma
collected based on the donor’s plasma volume and a target percentage of plasma to collect.
Details of the illustrative embodiments are discussed below.

[0033] As shown in Figures 1 and 2, the blood processing system 100 includes a
cabinet 110 that houses the main components of the system 100 (e.g., the non-disposable
components). Within the cabinet 110, the system 100 may include a first/blood pump 232
that draws whole blood from a subject, and a second/anticoagulant pump 234 that pumps
anticoagulant through the system 100 and into the drawn whole blood. Additionally, the
system 100 may include a number of valves that may be opened and/or closed to control the
fluid flow through the system 100. For example, the system 100 may include a donor valve
120 that may open and close to selectively prevent and allow fluid flow through a donor line
218 (e.g., an inlet line; Fig. 3), and a plasma valve 130 that selectively prevents and allows
fluid flow through an outlet/plasma line 222 (Fig. 3). Some embodiments may also include a
saline valve 135 that selectively prevents and allows saline to flow through a saline line 223.

[0034] To facilitate the connection and installation of a disposable set and to support
the corresponding fluid containers, the system 100 may include an anticoagulant pole 150 on
which the anticoagulant solution container 210 (Fig. 3) may be hung, and a saline pole 160
on which a saline solution container 217 (Fig. 3) may be hung (e.g., if the procedure being
performed requires the use of saline). Additionally, in some applications, it may be necessary
and/or desirable to filter the whole blood drawn from the subject for processing. To that end,
the system 100 may include blood filter holder 170 in which the blood filter (located on the
disposable set) may be placed.

[0035] As discussed in greater detail below, apheresis systems 100 in accordance
with embodiments of the present invention withdraw whole blood from a subject through a
venous access device 206 (Fig. 3) using the blood pump 232. As the system 100 withdraws
the whole blood from the subject, the whole blood enters a blood component separation

device 214, such as a Latham type centrifuge (other type of separation chambers and devices
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may be used, such as, without limitation, an integral blow-molded centrifuge bowl, as
described in U.S. Patent Nos. 4,983,158 and 4,943,273, which are hereby incorporated by
reference). The blood component separation device 214 separates the whole blood into its
constituent components (e.g., red blood cells, white blood cell, plasma, and platelets).
Accordingly, to facilitate operation of the separation device 214, the system 100 may also
include a well 180 in which the separation device 214 may be placed and in which the
separation device 214 rotates (e.g., to generate the centrifugal forces required to separate the
whole blood).

[0036] To allow the user/technician to monitor the system operation and control/set
the various parameters of the procedure, the system 100 may include a user interface 190
(e.g., a touch screen device) that displays the operation parameters, any alarm messages, and
buttons which the user/technician may depress to control the various parameters. Additional
components of the blood processing system 100 are discussed in greater detail below (e.g., in
relation to the system operation).

[0037] FIG. 3 is a schematic block diagram of the blood processing system 100 and a
disposable collection set 200 (with an inlet disposable set 200A and an outlet disposable set
200B) that may be loaded onto/into the blood processing system 100, in accordance with the
present invention. The collection set 200 includes a venous access device 206 (e.g., a
phlebotomy needle) for withdrawing blood from a donor's arm 208, a container of anti-
coagulant 210, a centrifugation bowl 214 (e.g., a blood component separation device), a
saline container 217, and a final plasma collection bag 216. The blood/inlet line 218 couples
the venous access device 206 to an inlet port 220 of the bowl 214, the plasma/outlet line 222
couples an outlet port 224 of the bowl 214 to the plasma collection bag 216, and a saline line
223 connects the outlet port 224 of the bowl 214 to the saline container 217. An
anticoagulant line 225 connects the anti-coagulant container 210 to the inlet line 218. In
addition to the components mentioned above and as shown in Figure 3, the blood processing
system 100 includes a controller 226, a motor 228, and a centrifuge chuck 230. The
controller 226 is operably coupled to the two pumps 232 and 234, and to the motor 228,
which, in turn, drives the chuck 230. The controller 226 may be operably coupled to and in

communication with the user interface 190.
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[0038] In operation, the disposable collection set 200 (e.g., the inlet disposable set
200A and the outlet disposable set 200B) may be loaded onto/into the blood processing
system 100 prior to blood processing. In particular, the blood/inlet line 218 is routed through
the blood/first pump 232 and the anticoagulant line 225 from the anti-coagulant container
210 is routed through the anticoagulant/second pump 234. The centrifugation bowl 214 may
then be securely loaded into the chuck 230. Once the bowl 214 is secured in place, the
technician may install the outlet disposable set 200B. For example the technician may
connect a bowl connector 300 to the outlet 224 of the bowl 214, install the plasma container
216 into the weight senor 195, run the saline line 223 through valve 135, and run the
plasma/outlet line 222 through valve 130 and the line sensor 185. Once the disposable set
200 is installed and the anticoagulant and saline containers 210/217 are connected, the
system 100 is ready to begin blood processing.

[0039] Figure 4 is a flowchart depicting an exemplary method of collecting plasma in
accordance with various embodiments of the present invention. Prior to connecting the
donor to the blood processing device 100, it is beneficial (and perhaps necessary in some
instances) to obtain/determine some information regarding the donor, namely, the donor’s
weight (Step 410) and hematocrit (Step 415). Not only does this information help determine
if the individual is a viable donor and the volumes of blood components that may be
withdrawn/collected (e.g., per the FDA guidelines), the hematocrit may be used during
processing to help collect a target volume of plasma. The technician may obtain/determine
the donor’s weight by weighing the donor (e.g., on a scale). To obtain/determine the donor’s
hematocrit, the technician may draw a blood sample from the donor and test the sample of
blood. Additionally or alternatively, as discussed in greater detail below, the system may
determine the hematocrit during blood processing. For example, the blood processing device
100 may include a hematocrit sensor (not shown) that determines the hematocrit of the blood
flowing into the blood processing device 100 and/or the system 100 may determine the
hematocrit based on a volume of red blood cells collected within the bowl 214.

[0040] Once the lines 222/223 are in place and the technician has determined the
donor’s weight and/or hematocrit (if needed), the user/technician may insert the venous

access device 206 into the donor's arm 208 (Step 420). Next, the controller 226 activates the
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two pumps 232, 234 and the motor 228. Operation of the two pumps 232, 234 causes whole
blood to be drawn from the donor (step 425), anticoagulant from container 210 to be
introduced into the drawn whole blood (step 430), and the now anticoagulated whole blood
to be delivered to the inlet port 220 of the bowl 214.

[0041] It should be noted that the anticoagulant line 225 may also include a bacteria
filter (not shown) that prevents any bacteria in the anticoagulant source 210, the
anticoagulant, or the anticoagulant line 225 from entering the system 100 and/or the subject.
Additionally, the anticoagulant line 225 may include an air detector 140 that detects the
presence of air within the anticoagulant. The presence of air bubbles within any of the system
100 lines can be problematic for the operation the system 100 and may also be harmful to the
subject if the air bubbles enter the blood stream. Therefore, the air detector may be connected
to an interlock that stops the flow within the anticoagulant line 225 in the event that an air
bubble is detected (e.g., by stopping the anticoagulant pump 234), thereby preventing the air
bubbles from entering the subject.

[0042] As the anti-coagulated whole blood is withdrawn from the subject and
contained within the blood component separation device 214, the blood component
separation device 214 separates the whole blood into several blood components (Step 435).
For example, the blood component separation device 214 may separate the whole blood into
a first, second, third, and, perhaps, fourth blood component. More specifically, the blood
component separation device 214 (and the centrifugal forces created by rotation of the
separation device 214) can separate the whole blood into plasma, platelets, red blood cells
(“RBC”), and, perhaps, white blood cells (“WBC”). The higher density component, i.e.,
RBC, is forced to the outer wall of the bowl 214 while the lower density plasma lies nearer
the core. A buffy coat is formed between the plasma and the RBC. The buffy coat is made
up of an inner layer of platelets, a transitional layer of platelets and WBC and an outer layer
of WBC. The plasma is the component closest to the outlet port and is the first fluid
component displaced from the bowl 214 via the outlet port 224 as additional anticoagulated
whole blood enters the bowl 214 through the inlet port 220.

[0043] As shown in Figure 3, the system 100 may also include an optical sensor 213

that may be applied to a shoulder portion of the bowl 214. The optical sensor monitors each
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layer of the blood components as they gradually and coaxially advance toward the core from
the outer wall of the bowl 214. The optical sensor 213 may be mounted in a position (e.g.,
within the well 180) at which it can detect the buffy coat and/or the red blood cells reaching a
particular radius, and the steps of drawing the whole blood from the subject/donor and
introducing the whole blood into the bowl 12 may be altered and/or terminated in response to
the detection.

[0044] Additionally, in some embodiments, the optical sensor 213 may be used to
determine the hematocrit of the donor during processing. For example, as the bowl 214 fills
with red blood cells and the optical sensor 213 detects the layer of red blood cells, the system
100 (e.g., the controller) can determine the volume of red blood cells within bowl 214 based
on the location of the red blood cell layer and the fixed/known bowl volume. The system 100
may then calculate the donor hematocrit based on the volume of red blood cells within the
bowl and the volume of whole blood that has been processed to that point.

[0045] Once the blood component separation device 214 has separated the blood into
the various components, one or more of the components can be removed from the blood
component separation device 214. For instance, the plasma may be removed to a plasma
container 216 (e.g., a plasma bottle) through line 222 (Step 440). As noted above, some
embodiments of the system 100 may include a weight sensor 195 (Fig. 1) that measures the
amount of plasma collected. The plasma collection process may continue until a target
volume of pure plasma (discussed in greater detail below) is collected within the plasma
collection container 216. Although not shown, if the blood processing system 100 and/or the
disposable set 200 include platelet, red blood cell, and/or white blood cell bags, each of the
bags/containers may include similar weight sensors (e.g., load cells).

[0046] In some embodiments, the system 100 may also include a line sensor 185
(mentioned above) that can determine the type of fluid (e.g., plasma, platelets, red blood cells
etc.) exiting the blood component separation device 214. In particular, the line sensor 185
consists of an LED which emits light through the blood components leaving the bowl 214
and a photo detector which receives the light after it passes through the components. The
amount of light received by the photo detector is correlated to the density of the fluid passing

through the line. For example, if plasma is exiting the bowl 214, the line sensor 185 will be
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able to detect when the plasma exiting the bowl 214 becomes cloudy with platelets (e.g., the
fluid existing the bowl 214 is changing from plasma to platelets). The system 100 may then
use this information to either stop the removal of blood components from the bowl 214, stop
drawing whole blood from the subject, or redirect the flow by, for example, closing one
valve an opening another.

[0047] It is important to note that during processing, the osmolarity of the red blood
cells prevents the anticoagulant introduced into the whole blood from entering/remaining
with the red blood cells (e.g., within the bowl 214). Rather, the anticoagulant mixes with the
plasma component. Therefore, the anticoagulant exits the bowl 214 with the plasma and is
collected within collection container 216 along with the plasma. In other words, the weight
of the product measured by the weight senor 195 is the weight of the plasma, as well as any
anticoagulant that is mixed with the plasma — the weight provided by the weight sensor 195
is not the weight of pure plasma.

[0048] Additionally, whole blood contains a variable amount of plasma, as
determined by the donor’s hematocrit. The hematocrit for typical donors can vary from 38%
to 54%, which means that for 100 ml of whole blood, the volume of plasma can vary from 36
to 62 ml. Furthermore, the amount of anticoagulant added to the withdrawn whole blood is
fixed (e.g., it does not depend on the hematocrit of the donor), meaning that the percentage of
anticoagulant in the collected plasma may vary from 9.7% to 12.7% for donor hematocrits
between 38% to 54%, respectively. Therefore, not only does the volume measured by the
weight sensor 195 include the volume of anticoagulant, that volume of anticoagulant may
vary from donor to donor based on the hematocrit.

[0049] As mentioned above, some embodiments of the present invention continue the
blood processing/separation procedure until a target volume of pure plasma (e.g., plasma
only — without the volume of any anticoagulant mixed with the plasma included in the target
volume) is collected within the plasma collection container 216. To that end, some
embodiments of the present invention may calculate the volume of pure plasma within the
plasma collection container 216. For example, the technician or the system 100 (e.g., the
controller) may calculate the percentage of anticoagulant within the collected plasma (Step

455) (e.g., the plasma contained within the plasma collection container 216) based on the
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amount of anticoagulant added/metered into the whole blood and the hematocrit of the donor.
The technician and/or system can calculate the percentage of anticoagulant according to the
following equation, where AC is the amount of anticoagulant added to the system 100. As
noted above, because the osmolarity of the red blood cells prevents the anticoagulant from
mixing with it, essentially all of the anticoagulant exits the bowl 214 and is collected within

the plasma collection container 216 along with the plasma.

1

9 =
#AC= 17 (AC — 1)(1— Hctp)

[0050] The amount of anticoagulant that is added to the system 100 can be
determined in a number of ways. For example, the system 100 can base the amount of
anticoagulant (e.g., the value of “AC” in the above equation) on the predetermined ratio of
anticoagulant per unit of anticoagulated whole blood. In some embodiments, the value of
“AC” may be the inverse of the predetermined ratio (e.g., “AC” would be 16 if the ratio of
anticoagulant to anticoagulated whole blood was 1:16). Additionally or alternatively, the
technician/system 100 can monitor the volume of anticoagulant added to the system. In such
embodiments, the technician/system can monitor the volume of anticoagulant added to the
system 100 based on the number of rotations of the anticoagulant pump (e.g., each rotation of
the anticoagulant pump introduces a set volume of anticoagulant into the system 100) and/or
based on the change in weight of the anticoagulant container 210 as measured by a weight
sensor (discussed in greater detail below).

[0051] Once the technician/system 100 has calculated the percentage of anticoagulant
within the plasma collection container 216, the technician/system 100 may then use this
information to calculate the volume of pure plasma within the plasma collection container
216 (Step 465). For example, the technician/system 100 may determine the volume of
anticoagulant within the container (based on the percentage of anticoagulant within the
container 216) and subtract this volume from the total volume of fluid within the container
216 as measured by the weight sensor 195. The system 100 may continue to monitor the
volume of pure plasma collected within the container 216 and continue processing whole

blood (e.g., continue performing Steps 425, 430, 435, 440, 455, 460 and 465) until a target
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volume of pure plasma is collected within the plasma collection container 216 (Step 470)
(e.g., 800 mL for an adult donor weighing more than 175 pounds or other limit prescribed by
the FDA or similar governing body).

[0052] Once the system 100 has collected the target volume of pure plasma within
the plasma collection container 216, the system 100 can return the remaining components
(e.g., the components remaining within the bowl 214) to the subject (Step 475). For example,
when all the plasma has been removed and the bowl 214 is full of RBCs (and any other blood
component not collected), the controller 226 stops the draw of whole blood from the subject
and reverses the direction of the blood/first pump 232 to draw the RBCs (and other
components) from the bowl 214 directly back to the subject. Alternatively, if the system 100
is so equipped, the system may return the components to the subject via a dedicated return
line.

[0053] In addition to the non-collected blood components (e.g., the components
remaining in the bowl 214), the system 100 may also return saline to the patient/subject. The
saline may be used as a compensation fluid to make up for the volume of the blood
component (e.g., plasma) that was removed and collected, and is not being returned to the
patient. To that end, during the return step (e.g., Step 475), the saline valve 135 may be
opened to allow saline from the saline container 217 to flow through the saline line 223 and
into the bowl 214 (via outlet 224), where it can be returned to the patient/donor with or after
the remaining blood components.

[0054] It should be noted that some embodiments may perform some additional and
optional steps to help determine the volume of pure plasma within the plasma collection
container 216. For example, as mentioned above, some embodiments may monitor the
change in weight of the anticoagulant container 210 (e.g., as measured by a weight
sensor/load cell on the anticoagulant container 210) (step 445). This measurement provides
an indication of the volume of anticoagulant that has been added to the system 100, and may
be used help determine the percentage of anticoagulant within the plasma collection
container 216. Additionally or alternatively, some embodiments may similarly, monitor the
change in weight and/or volume of the plasma and anticoagulant collected within the plasma

collection container 216 (e.g., via weight sensor 195) (step 450). This measurement may be
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used to calculate of the total volume of pure plasma collected within the plasma collection
container 216 (e.g., to obtain the total weight from which to subtract the calculated volume of
anticoagulant).

[0055] Some embodiments may also (optionally) monitor the volume of
anticoagulant remaining in the bowl 214 (step 460) (e.g., anticoagulant that did not mix with
the plasma and/or otherwise remained in the bowl). For example, the system 100 may utilize
the optical sensor on the bowl 214 to determine whether any anticoagulant remains within
the bowl 214. If it does, the method 400/system 100 may modify the calculation of the
amount of pure plasma collected within the plasma collection container (e.g., either increase
the calculated amount or decreased the calculated amount), based on the volume of
anticoagulant remaining within the bowl 214.

[0056] The various embodiment of the present invention described above provide
numerous benefits over prior art plasma collection systems. In particular, as noted above,
prior art plasmapheresis devices end plasma collection based on a total volume of
anticoagulated plasma (e.g., pure plasma plus the added anticoagulant). Although this is the
casiest method because it requires only that the product collection container be weighed, the
amount of true product — the pure plasma — is dependent on the donor’s hematocrit. In other
words, prior art systems will collect more plasma from low hematocrit donors than from high
hematocrit donors because of the variation of the percentage of anticoagulant in the product.
Various embodiments of the present invention address the issues of prior art systems by
collecting a standard volume (e.g., a target volume) of pure plasma from each donor. As
noted above, embodiments of the present invention accomplish this by using knowledge of
the donor’s hematocrit and the amount of anticoagulant collected within the plasma
collection container 216 (e.g., by counting pump rotations and/or using scale/weight sensors,
etc.) to determine the percentage of anticoagulant in the product. Additionally, by stopping
the plasma collection process based on a volume of pure plasma collected, embodiments of
the present invention are able to collect a greater volume of plasma as compared to prior art
systems that stop based on a plasma/anticoagulant mixture.

[0057] Figure 5 shows an alternative method for collecting plasma, using the system

(or similar system) shown within Figures 1-3, that bases the total volume of plasma to collect
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on the individual donor (e.g., based on their height, weight, hematocrit, blood volume and/or
plasma volume). In a manner similar to that described above for the method shown in Figure
4, prior to connecting the donor to the blood processing device 100, the system/method may
obtain/determine some information regarding the donor, namely, the donor’s weight and
height (Step 505) and hematocrit (Step 510). For example, the technician may
obtain/determine the donor’s weight by weighing the donor (e.g., on a scale) and the donor’s
height by measuring the donor. To obtain/determine the donor’s hematocrit (e.g., in a manner
similar to that described above), the technician may test a blood sample or the system may
determine the hematocrit during blood processing using a hematocrit sensor and/or based on
the volume of red blood cells collected within the bowl 214.

[0058] Using the donor height and weight, and the hematocrit, the system
100/method 500 may calculate the donor’s plasma volume (e.g., the volume of plasma within
the donor’s blood) (Step 515). For example, the system 100/method 500 may calculate the
donot/subject’s body mass index (“BMI”) using the donor’s height and weight (e.g., BMI =
weight/height?), and then the total blood volume within the donor/subject using the
calculated BMI (e.g., see Lemmens et al., Estimating Blood Volume in Obese and Morbidly
Obese Patients, Obesity Surgery, 2006:16, 773-776, the subject matter incorporated herein

by reference). The total blood volume may be calculated using the following equation:

70
v~ BMIp/22

[0059] InBV =

[0060] In the above equation, InBV is the indexed blood volume (e.g., the donor’s
total blood volume), BMIp is the patient’s BMI (e.g., kg/ m?), 22 is the BMI value (e.g., also
in kg/m?) for an ideal body weight (IBW), and 70 is the total blood volume (in mL/kg) for a
donor at their ideal weight (BMI = 22 kg/ m?). Once the system 100 has calculated the total
blood volume within the donor/subject, the system 100 (e.g., the controller) may then
determine/calculate the volume of plasma within the donor’s blood (Step 515) based, for
example, on the donor’s hematocrit.

[0061] As mentioned above, the embodiment shown in Figure 5 bases the volume of
plasma to collect on the individual donor. To that end, once the system 100/method 500 has
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determined the donor’s plasma volume, the system 100/method 500 may then calculate the
target volume of plasma to collect (Step 520). For example, the system 100/method 500 may
multiply the total plasma volume within the patient by a target percentage of plasma to
collect to obtain the target plasma volume to collect (e.g., if the total plasma volume is 2700
ml and the target percentage to collect is 28.5%, then the target plasma volume to collect is
769.5 ml). The target percentage of plasma to collect may depend on the application and/or
the donor, and may be input directly into the system 100 (e.g., using the user interface 190)
or may be preset from the factory. In some embodiments, the target percentage may be
between 26.5 and 30%, and preferably may be 28.5%. However, in other embodiments, the
target percentage may be below 26.5% or above 30%.

[0062] Once the lines 222/223 are in place and the system 100/method 500 has
calculated the target plasma volume, the user/technician may insert the venous access device
206 into the donor's arm 208 (Step 525). Next, in a manner similar to that described above
for the method shown in Figure 4, the controller 226 activates the two pumps 232, 234 and
the motor 228. Operation of the two pumps 232, 234 causes whole blood to be drawn from
the donor (step 530), anticoagulant from container 210 to be introduced into the drawn whole
blood (step 535), and the now anticoagulated whole blood to be delivered to the inlet port
220 of the bowl 214.

[0063] As the anti-coagulated whole blood is withdrawn from the subject and
introduced into the blood component separation device 214, the blood component separation
device 214 separates the whole blood into the respective blood components (e.g., into
plasma, platelets, RBC, and, perhaps, WBC) (Step 540). As discussed above, the higher
density component, i.e., RBC, is forced to the outer wall of the bowl 214 and the plasma is
the component closest to the outlet port and, therefore, is the first fluid component displaced
from the bowl 214 via the outlet port 224 as additional anticoagulated whole blood enters the
bowl 214 through the inlet port 220. During separation and processing, the optical sensor 213
monitors each layer of the blood components as they gradually and coaxially advance toward
the core from the outer wall of the bowl 214, and the steps of drawing the whole blood from
the subject/donor and introducing the whole blood into the bowl 12 may be altered and/or

terminated in response to the detection. Additionally, as discussed above, the optical sensor
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213 may be used to determine the hematocrit of the donor during processing (e.g., if it is not
known and/or determined prior to the start of processing).

[0064] Once the blood component separation device 214 has separated the blood into
the various components, the plasma may be removed to a plasma container 216 (e.g., a
plasma bottle) through line 222 (Step 545). As noted above, some embodiments of the
system 100 may include a weight sensor 195 (Fig. 1) that measures the amount of plasma
collected. The plasma collection process may continue until the target plasma collection
volume (discussed in greater detail below) is collected within the plasma collection container
216. If equipped with the line sensor 185, the system 100 may then use the information from
the sensor 185 to either stop the removal of blood components from the bowl 214, stop
drawing whole blood from the subject, or redirect the flow by, for example, closing one
valve an opening another.

[0065] As mentioned above, some embodiments of the present invention continue the
blood processing/separation procedure until a target plasma collection volume is collected. In
order to ensure that this volume does not include the volume of any anticoagulant collected
within the container 216, the target plasma collection volume should only include the volume
of pure plasma (e.g., plasma only — without the volume of any anticoagulant mixed with the
plasma included in the target volume). To that end and in a manner similar to that described
above, some embodiments of the present invention may calculate the volume of pure plasma
within the plasma collection container 216. To determine the volume of pure plasma, the
technician or the system 100 (e.g., the controller) may calculate the percentage of
anticoagulant within the collected plasma (Step 560) (e.g., the plasma contained within the
plasma collection container 216) based on the amount of anticoagulant added/metered into
the whole blood and the hematocrit of the donor (see equation provided above). The amount
of anticoagulant that is added to the system 100 can be determined in any of the ways
mentioned above (e.g., based on the predetermined ratio of anticoagulant per unit of
anticoagulated whole blood, by monitoring the volume of anticoagulant added to the system,
etc.).

[0066] Once the technician/system 100 has calculated the percentage of anticoagulant

within the plasma collection container 216, the technician/system 100 may then use this
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information to calculate the volume of pure plasma within the plasma collection container
216 (Step 570). For example, as discussed above, the technician/system 100 may determine
the volume of anticoagulant within the container (based on the percentage of anticoagulant
within the container 216) and subtract this volume from the total volume of fluid within the
container 216 as measured by the weight sensor 195. The system 100 may continue to
monitor the volume of pure plasma collected within the container 216 and continue
processing whole blood (e.g., continue performing Steps 530, 535, 540, 545, 560, 570 and,
possibly, steps 550, 555 and 565) until the volume of pure plasma collected within the
plasma collection container 216 reaches the target plasma volume (Step 575) (e.g., as
calculated based on the individual plasma volume of the donor and the target percentage of
plasma to collect).

[0067] Once the system 100 has collected the target plasma volume within the
plasma collection container 216, the system 100 can return the remaining components (e.g.,
the components remaining within the bowl 214) to the subject (Step 580) by stopping the
draw of whole blood from the subject and reversing the direction of the blood/first pump 232
to draw the RBCs (and other components) from the bowl 214 and back to the subject (e.g.,
directly via the blood/inlet line 218 or, if so equipped, via a dedicated return line.

[0068] It is important to note that, because the system 100/method 500 collect and do
not return some of the blood components (e.g., the plasma), the volume of fluid that is
returned to the donor/subject is less than the volume that was removed. This, in turn, creates
an intravascular deficit that is equal to the amount of plasma collected (e.g., the volume of
whole blood removed from the donor minus the volume of plasma collected/not returned). In
instances in which the intravascular deficit is too large, the donor is at risk of fainting when
the procedure is complete and they get up to leave the facility. To reduce the intravascular
deficit (and the risk of donor injury), as noted above, some embodiments of the present
invention return saline to the patient/subject (Step 585). The saline may be used as a
compensation fluid to make up for the volume of the blood component (e.g., plasma)
removed. To that end, during the return step (e.g., Step 580), the controller 226 (or the

technician) may open the saline valve to allow saline from the saline container 217 to flow
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through the saline line 223 and into the bowl 214 (via outlet 224), where it can be returned to
the patient/donor with or after the remaining blood components.

[0069] As mentioned above, the volume of plasma that is collected from the donor
varies from donor to donor (e.g., because it is based on the donor’s height, weight,
hematocrit, and blood volume). Therefore, the volume of saline that is returned to the donor
to reduce the intravascular deficit may similarly be dependent on the donor. To that end,
when returning the contents of the separation device and the saline (Steps 580 and 585) to the
donor, the system 100/method 500 may calculate the intravascular deficit (Step 590) based
on the total volume of whole blood removed from the donor and the volume of blood
components and saline that has been returned (or based on the volume of plasma collected
and the volume of blood components and saline that have been returned). The system
100/method 500 may continue returning saline until the donor’s intravascular deficit reaches
a target intravascular deficit (Step 595).

[0070] The target intravascular deficit may be any intravascular deficit that reduces
the donor’s risk for fainting and may be the same for each donor. For example, the target
intravascular deficit may be set to 0 mL or 250 mL for each donor. Alternatively, like the
target plasma volume to collect, the target intravascular deficit may be different for each
donor. In other words, the target intravascular deficit may be set to 0 mL for some donors
and 250 mL for others. It should be noted that 0 and 250 mL are provided as examples only
and other embodiments may have target intravascular deficits between 0 and 250, or greater
than 250 mL. Additionally, in some instances, it may be beneficial to return more fluid to the
donor than was removed/collected. In such instances, the target intravascular deficit may be
set less than zero (e.g., -1 to -250 mL) so that the donor has more fluid/volume after the
procedure than they did before the procedure.

[0071] Like the method 400 shown in Figure 4, the method 500 may similarly
perform some additional and optional steps to help determine the volume of pure plasma
within the plasma collection container 216. For example, some embodiments may monitor
the change in weight of the anticoagulant container 210 (e.g., as measured by a weight
sensor/load cell on the anticoagulant container 210) (step 550). This measurement provides

an indication of the volume of anticoagulant that has been added to the system 100, and may
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be used help determine the percentage of anticoagulant within the plasma collection
container 216. Additionally or alternatively, some embodiments may similarly, monitor the
change in weight and/or volume of the plasma and anticoagulant collected within the plasma
collection container 216 (e.g., via weight sensor 195) (step 555). This measurement may be
used to calculate of the total volume of pure plasma collected within the plasma collection
container 216 (e.g., to obtain the total weight from which to subtract the calculated volume of
anticoagulant). Also, some embodiments may also monitor the volume of anticoagulant
remaining in the bowl 214 (step 565) (e.g., anticoagulant that did not mix with the plasma
and/or otherwise remained in the bowl) using the optical sensor on the bowl 214 to determine
whether any anticoagulant remains within the bowl 214 and modify the calculation of the
amount of pure plasma collected within the plasma collection container (e.g., either increase
the calculated amount or decreased the calculated amount), based on the volume of
anticoagulant remaining within the bowl 214.

[0072] As noted above, prior art systems that follow the current FDA nomogram for
plasma collection collect a volume of plasma product (e.g., anticoagulant and plasma mixed
together) based solely on the weight of the donor — the same volume is collected from every
donor at the same weight. However, the total blood volume and plasma volume for two
donors may vary greatly. For example, when comparing two donors in the same weight
grouping according to the FDA nomogram — one obese and one not obese — the obese donor
will effectively have a lower blood volume that the non-obese donor. Furthermore, with
respect to the total plasma volume, donors with high hematocrit will have lower plasma
volumes. In other words, because the total blood volume and total plasma volume vary from
donor to donor (even among donors that weight the same), the percentage of the donor’s
plasma that is ultimately collected may vary widely from donor to donor. By tailoring the
plasma collection to the donor (e.g., based on the donor’s height, weight, BMI, hematocrit,
total blood volume, and/or total plasma volume) and collecting a predetermined percent of
plasma from each donor, embodiments of the preset invention are able to collect a greater
volume of plasma (e.g., pure plasma) from some donors but less plasma from more

vulnerable donors (e.g., smaller donors with high hematocrit, donors with lower plasma
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volume, etc.), as compared to systems that do not base the collection volume on the
individual donor.

[0073] Similarly, current systems do not tailor the saline return volume to the patient
(e.g., each donor at a given level receives the same volume of saline, for example, if the
target plasma product volume is 800 mL, the donor will receive 500 mL of saline). However,
because prior art systems collect based on the volume of the plasma product (which includes
both plasma and anticoagulant) and the volume of pure plasma that is actually collected (and
therefore, the volume removed from the donor) varies based on the donor hematocrit, the
intravascular deficit for each donor will vary. In other words, the volume of saline returned
to the donor may be sufficient for some, but insufficient for others. By tailoring the saline
return to the individual donor, embodiments of the present invention are able to ensure that
each donor has the same intravascular deficit (if any) once the procedure is complete. This,
in turn, allows embodiments of the present invention to achieve isovolemia for each donor
and greatly reduce any adverse reactions that the donor may experience (e.g., falling,
fainting, light-headedness, vasovagal reactions, etc.).

[0074] It is also important to note that, although the various embodiments discussed
above are in relation to a blood processing system that collects plasma, the features discussed
herein may be applied to any type of blood processing system. For example, the features
described herein may be implemented on blood processing systems that collect and/or
process red blood cells, platelets and/or white blood cells.

[0075] The embodiments of the invention described above are intended to be merely
exemplary; numerous variations and modifications will be apparent to those skilled in the art.
All such variations and modifications are intended to be within the scope of the present

invention as defined in any appended claims.
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What is claimed is:

1. A method for collecting plasma comprising:

(a) determining the weight and height of a donor;

(b) determining the hematocrit of the donor;

(c) calculating a donor plasma volume based, at least in part, on the weight and height
of the donor and the hematocrit of the donor;

(d) calculating a target plasma volume to collect based, at least in part, on the
calculated donor plasma volume and a target percentage of plasma;

(e) withdrawing whole blood from the donor through a venous-access device and a
first line, the first line connected to a blood component separation device;

(f) introducing anticoagulant into the withdrawn whole blood through an
anticoagulant line;

(g) separating the withdrawn whole blood into a plasma component and at least a
second blood component;

(h) collecting the plasma component from the blood component separation device and
into a plasma collection container;

(i) continuing steps (e) through (h) until the target plasma volume to collect is

reached in the plasma collection container.

2. A method according to claim 1, further comprising:
calculating a volume of anticoagulant to be collected with the plasma component in
the plasma collection container, the volume of anticoagulant to be collected with the plasma

component based, at least in part, on the hematocrit of the donor.

3. A method according to claim 2, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.

4. A method according to claim 2, wherein the target plasma volume to collect is a target
volume of pure plasma to collect in the plasma collection container, the target volume of
pure plasma to collect based, at least in part, upon the volume of anticoagulant to be

collected with the plasma component in the plasma collection container.
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5. A method according to claim 1, further comprising:
calculating the donor’s body mass index based, at least in part on the weight and
height of the donor, the donor plasma volume calculated based, at least in part, on the

donor’s body mass index.

6. A method according to claim 1, wherein the target plasma volume to collect is calculated

before withdrawing whole blood.

7. A method according to claim 1, wherein the target percentage of plasma is between 26.5

and 29.5 percent of the donor’s plasma volume.

8. A system for collecting plasma comprising:

a venous-access device for drawing whole blood from a subject and returning blood
components to the donor;

a blood component separation device for separating the drawn blood into a plasma
component and a second blood component, the blood component separation device having an
outlet and being configured to send the plasma component to a plasma collection container;

a first line fluidly connected to the venous-access device and configured to transport
drawn whole blood to the blood component separation device and return fluid within the
blood component separation device to the donor, the flow through the first line being
controlled by a first pump;

an anticoagulant line connected to an anticoagulant source, the anticoagulant line
configured to introduce anticoagulant into the drawn whole blood; and

a controller configured to control the operation of the blood component separation
device and the first pump, the controller configured to calculate (1) a donor plasma volume
based, at least in part, on a weight and height of the donor and a hematocrit of the donor, (2)
a target plasma volume to collect based, at least in part, on the calculated donor plasma
volume and a target percentage of plasma, and (3) a volume of plasma component collected
within the plasma collection container, the controller configured to stop the first pump when
the calculated volume of plasma component collected within the plasma collection container

equals the target plasma volume to collect.
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9. A system according to claim 8, wherein the controller is further configured to calculate a
volume of anticoagulant to be collected with the plasma component in the plasma collection
container, the volume of anticoagulant to be collected with the plasma component based, at

least in part, on the hematocrit of the donor.

10. A system according to claim 9, wherein the target plasma volume to collect is a target

volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected.

11. A system according to claim 9, wherein the target plasma volume to collect is a target
volume of pure plasma to collect within the plasma collection container, the target volume of
pure plasma to collect based, at least in part, upon the volume of anticoagulant to be
collected with the plasma component in the plasma collection container, the controller
configured to stop the first pump when the volume of pure plasma collected within the

plasma collection container equals the target plasma collection volume.

12. A system according to claim 8, wherein the controller is further configured to calculate
the donor’s body mass index based, at least in part on the weight and height of the donor, the

donor plasma volume calculated based, at least in part, on the donor’s body mass index.

13. A system according to claim 8, wherein the target plasma volume to collect is calculated

before withdrawing whole blood.

14. A system according to claim 8, wherein the target percentage of plasma is between 26.5

and 29.5 percent of the donor’s plasma volume.

15. A method for programming a blood processing device comprising:

(a) receiving, in a control system, a weight and height of a donor;

(b) receiving, in a control system, a hematocrit of the donor;

(c) calculating, using the control system, a donor plasma volume, the control system
calculating the donor plasma volume based, at least in part, on the weight and height of the

donor and the hematocrit of the donor;
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(d) calculating, using the control system, a target plasma volume to collect, the
control system calculating the target plasma volume to collect based, at least in part, on the
calculated donor plasma volume and a target percentage of plasma;

(e) determining a target collection volume based, at least in part, on the calculated
target plasma volume to collect; and

(f) programming a controller of a blood processing device with a blood processing
end point, the blood processing end point being based, at least in part, on the target collection

volume.

16. A method according to claim 15, further comprising:

calculating, using the control system, a volume of anticoagulant to be collected with
a plasma component in a plasma collection container, the control system calculating the
volume of anticoagulant to be collected with the plasma component based, at least in part, on

the hematocrit of the donor.

17. A method according to claim 16, wherein the target plasma volume to collect is a target
volume of pure plasma to collect, the target volume of pure plasma to collect based, at least

in part, upon the volume of anticoagulant to be collected with the plasma component.

18. A method according to claim 17, wherein the target collection volume is the target

volume of pure plasma to collect.

19. A method according to claim 17, wherein the target collection volume is the target
volume of pure plasma to collect plus the calculated volume of anticoagulant to be collected

in the plasma collection container.

20. A method according to claim 15, further comprising:
calculating, using the control system, the donor’s body mass index based, at least in
part on the weight and height of the donor, the control system calculating the donor plasma

volume based, at least in part, on the donor’s body mass index.

-29 -

MEI 33576527v.1

Terumo v. Haemonetics - | PR2026-00045
Petitioner Terumo Exhibit 1002-0186



Attorney Docket No. 130670-80103

21. A method according to claim 15, wherein the blood processing end point is when the
target collection volume has been collected within a plasma collection container of the blood

processing device.
22. A method according to claim 15, wherein the control system includes the controller.

23. A system for collecting plasma comprising:
a blood processing device including:

a venous-access device for drawing whole blood from a donor and returning
blood components to the donor,

a blood component separation device for separating the drawn blood into a
plasma component and a second blood component, the blood component separation device
having an outlet and being configured to send the plasma component to a plasma collection
container,

a blood draw line fluidly connected to the venous-access device and
configured to transport drawn whole blood to the blood component separation device, the
flow through the blood draw line being controlled by a blood draw pump, and

an anticoagulant line connected to an anticoagulant source, the anticoagulant
line configured to introduce anticoagulant into the drawn whole blood; and

a controller configured to (1) calculate a donor plasma volume based, at least in part,
on the weight and height of the donor and the hematocrit of the donor, (2) calculate a target
plasma volume to collect based, at least in part, on the calculated donor plasma volume and a
target percentage of plasma, and (3) calculate a target collection volume based, at least in

part, on the calculated target plasma volume to collect.

24. The system according to claim 23, wherein the blood processing device is configured to
stop the blood draw pump when the target collection volume is collected within the plasma

collection container.

25. The system according to claim 23, wherein the controller is part of the blood processing

device.
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26. The system according to 23, wherein the controller is further configured to program the
blood processing device with a blood processing end point based, at least in part, on the

target collection volume.

27. A system according to claim 26, wherein the blood processing end point is when the

target collection volume has been collected within the plasma collection container.

28. A system according to claim 23, wherein the target plasma volume to collect is a target
volume of pure plasma to collect in the plasma collection container, the target volume of
pure plasma to collect based, at least in part, upon a volume of anticoagulant to be collected

with the plasma component in the plasma collection container.

29. A system according to claim 28, wherein the target collection volume is the target
volume of pure plasma to collect and/or the target volume of pure plasma to collect plus the

volume of anticoagulant to be collected in the plasma container.

29. A system according to claim 23, wherein the blood processing end point is when the

target collection volume has been collected within the plasma collection container.

30. A system according to claim 23, wherein the controller is further configured to calculate
the donor’s body mass index based, at least in part on the weight and height of the donor, the

donor plasma volume based, at least in part, on the donor’s body mass index.
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Abstract

A method for collecting plasma includes determining the weight, height, and
hematocrit of a donor, and calculating a donor plasma volume and a target plasma collection
volume. The target plasma collection volume is based on the donor plasma volume and a
target percentage of plasma. The method then withdraws blood from the donor through a line
connected to a blood component separation device, and introduces anticoagulant into the
withdrawn blood. The blood component separation device separates the blood into a plasma
component and a second blood component, and the plasma component is collected from the
blood component separation device and into a plasma collection container. The method may
then calculate the volume of pure plasma collected within the plasma collection container,
and continue processing/collecting until the calculated volume of pure plasma equals the

target plasma collection volume.
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