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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 04/04/2017 9610430 4053.001US2 7065
21186 7590 03/15/2017
SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. BOX 2938

MINNEAPOLIS, MN 55402

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 62 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):

Reinhard Bornemann, Bielefeld, GERMANY
RenovaCare Sciences Corp., New York, NY;

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.

1 Avita Medical Limited
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, logether with applcable fee(s), to: Mail

Mail Stop ISSUE FEE
Commissioner for Palents

P.0. Box 1450
Alexandria, Virginia 22313-1456
or Fax (871)-273.2885

INSTRUCTIONS: This {orm should be used for transmitting the ISSUE PEE and PUBLICATION FEE (f re
appropuiate. All further correspondence inciuding the Patent, advance orders and notification of maintenance fees

quired). Blocks 1 through 5 should be completed whare
will be mailed to the current wmebm,ndcnce address as

indicated unless corrected below or directed otherwise in Block 1, by (a) specifying a new cowrespondence address; and/or (b) indicating a separate "PHE ADDRESS" for

maintenance fee notifications.

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

21186 7590 02/10/2017

SCHWEGMAN LUNDBERG & WOESSNER, P.A.

P.0O. BOX 2038
MINNEAPOLIS, MN 55402

w other accomy pa ving
Jach addl-m.-ai papm s-s(,h as ap a lgnmem or formal drawing, mwust
1 certificate of mailing or wansmission.

Certificate of Mailing or Transmission
1 hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class maif in an envelope
addressed to the Mail Stop ISSUE FEFR address above, or being facsimile
ransmitied to the USPTO (571) 273-2885, on the date indicated below.

(Depositor's nwmne)

{Signatmre)

®ate)

APPLICATION NO. FILING DATE “IRST NAMED INVENTOR ATTORNEY DOCKET NG, CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Borsemann 4053.001082 7065
TITLE OF INVENTION: Celi Spraying Device, Method and Sprayed Cell Suspension
| APPLN.TYPE ENTITY STATUS |  ISSUEFEEDUE | PUBLICATION FEEDUE | PREV. PAID SSUEFEE | TOTAL FEE(S) DUE DATE DUE
nonprovisional SMALL 5480 30 $0 $480 05/10/2017
E EXAMINER I ART UNIT CLASS-SUBCLASS E
TREYGER, ILYA Y 3761 504-289000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, fist

CER 1.363).
L3 Change of correspondence address
Address form PTO/SB/122) att
[ "Fee Address" i- fication {or '
PTO/SBAT; Rev 03-02 or more
Number is reguired.

spondence

i Schwegman Lundberg

PA.

(1) The names of up to 3 registered patent atiorneys
or agents OR, alternatively,

& Woessner,

Eav]

(2) The name of a single txrm (having as a member 2
red attorney or agent) and the names of up to

red patent attomevs or agents. [ no name is 3
isted, no name will be prmtrd

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

PLEASE NOTE: Unless an
ecordation as set forth in 37 CT

(A) NAME OF ASSIGNEE

R 3.11. Comple

RenovaCare Sciences Corp.

Picase check the

appropriate assigree category or categories (will not be printed on the pateat)

nee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for
tiom of this form is NOT a substitute for filing an

assignment.
{B) RESIDENCE: (CITY and STATE OR COUNTRY}

New York, New York

L3 ndividuat 23 Corporation or other private group entity L3 Government

Crndc

4a. The following fee(s)
Bl 1ssue Tee
[J Publication Fee (o smal entity discount permitted)
[.d Advance Order -

are submitted:

# of Copies

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

L3 A check is enclosed.
4 Payment by credit card. Form PTO-2038 is attached.

X§ The director is hereby authorized 1o charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number 190743 enchse an extra copy of this formj.

5. Change in Fatity Statas (from status indicated ahove)
3 Applicant certifying micro entity status. See 37 CFR 1.29
L4 Applicant asserting small eptity status. See 37 CFR 1.27

[3 Applicant changing to regular undiscounted fee status.

NOTE: Absent a valid certification of Micre Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amonnt will not be accepted at the risk of application abandonment.

NOTE: 1f the application was previously under micro entity status, checking this box will be taken
1o be a notification of Loss of entitiement 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.

cordance with 37 CHR

NOTE: This form must be signed in acc

.31 and $.33. See 37 CHFR 1.4 for signature requirements and certifications.

7L

/

Authorized Siguature

Alison M. Sachs

Typed or prigted name

Date  February 16, 2017

o/

L il
Registration No. 63,776

PTOL-85 Part B {10-13) Approved for use through 10/31/2013.

Avita Medical Limited
Ex. 1009
U.S. DEPARTMENT OF COMMERCE
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INTHE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor{(s): Reinhard Bormemann

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION
Docket No.: 4053 001US2 Serial No.: 14/136,681

Filed: December 20, 2013 Due Date: May 10, 2017
Examiner: Hya Treyger Group Art Unit: 3761

Customer No.:. 21186 Confirmation No.. 7065

Notice of Allowance Date:  February 10, 2017

Mail Stop Issue Fee
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

We are transmitting herewith the following:

X Issue Fee Transmittal (Form PTOL-85).

X Communication Re: Fee Address {1 page).
x Authorization to charge Deposit 19-0743 in the amount of $480.00 to cover the Small Entity Issue Fee
Payment.

Please charege any additional required fees or credit overpayment to Deposit Account No. 19-0743.

SCHWEGMAN LUNDBERG & WOESSNER. PA. By /I ﬁ ,J{ A ﬂ ) MW/’

Customer No.: 21186 Alison N. Sachs
ANS:CMGrelw Reg. No. 63,776
3 Avita Medical Limited
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Electronic Patent Application Fee Transmittal

Application Number:

14136681

Filing Date:

20-Dec-2013

Title of Invention:

Cell Spraying Device, Method and Sprayed Cell Suspension

First Named Inventor/Applicant Name:

Reinhard Bornemann

Filer: Mark Victor Muller/Erika Watkins
Attorney Docket Number: 4053.001US2
Filed as Small Entity
Filing Fees for Utility under 35 USC111(a)
Description Fee Code Quantity Amount Sull)j-s'l'g(tsa\)l in
Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Petition:
Patent-Appeals-and-Interference:
Post-Allowance-and-Post-Issuance:
UTILITY APPL ISSUE FEE 2501 1 480 480
4 Avita Medical Limited
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.. . Sub-Total in
Description Fee Code Quantity Amount USD($)
Extension-of-Time:
Miscellaneous:
Total in USD ($) 480
5 Avita Medical Limited

Ex. 1009




Electronic Acknowledgement Receipt

EFS ID: 28383623
Application Number: 14136681
International Application Number:
Confirmation Number: 7065
Title of Invention: Cell Spraying Device, Method and Sprayed Cell Suspension
First Named Inventor/Applicant Name: Reinhard Bornemann
Customer Number: 21186
Filer: Mark Victor Muller/Erika Watkins
Filer Authorized By: Mark Victor Muller
Attorney Docket Number: 4053.001US2
Receipt Date: 16-FEB-2017
Filing Date: 20-DEC-2013
Time Stamp: 18:07:03
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $480
RAM confirmation Number 021717INTEFSW00005203190743
Deposit Account
Authorized User

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

6 Avita Medical Limited
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File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (ifappl.)
358589
1 4053001US2_IFEE.pdf yes 3
a27377f8defacd7bf28637686e67c59%e286¢|
48d7
Multipart Description/PDF files in .zip description
Document Description Start End

Miscellaneous Incoming Letter 3 3

Issue Fee Payment (PTO-85B) 2 2

Transmittal Letter 1 1

Warnings:
Information:
30559
2 Fee Worksheet (SB06) fee-info.pdf no 2
541714edc009b1edacc953ee5th72ff6eads
efSd
Warnings:
Information:
Total Files Size (in bytes): 389148

Avita Medical Limited

Ex. 1009




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.

8 Avita Medical Limited
Ex. 1009




w/ 14/136.68] PATENT
INTHE UNITED STATES PATENT AND TRADEMAREK OFFICE

Inventor(s): Reinbard Bornemann Examiner: Ilya Treyger

Serial No.: 14/136,681 {Group Art Unit: 3761

Filed: December 20, 2013 Docket No.» 4053.001U82

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

COMMUNICATION RE: FEE ADDRESS

Mail Stop Issue Fee
Commissioner for Patents
P.O Box 1450
Alexandria, VA 22313-1450
In response to the Notice of Allowance and Issue Fee Due, please record the Fee Address

under the provisions of 37 CFR 1.363 as the following:

Customey Number 21186

Please direct any inquiries to the undersigned attorney at (612) 373-6911.

Respecttully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.C. Box 2938

Minneapolis, MIN 55402

(612)373-6911

bue  February 16,2017 o | lsen 7 est ]

Alison N. Sachs
ANS:CMG:elw Reg. No. 03,776

9 Avita Medical Limited
Ex. 1009



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 |
21186 7590 02/10/2017
SCHWEGMAN LUNDBERG & WOESSNER, P.A. TREYGER, ILYA Y
P.0. BOX 2938
MINNEAPOLIS, MN 55402 | ART UNIT PAPER NUMBER |
3761
DATE MAILED: 02/10/2017
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065

TITLE OF INVENTION: Cell Spraying Device, Method and Sprayed Cell Suspension

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

nonprovisional SMALL $480 $0 $0 $480 05/10/2017

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

Page fyof 3 Avita Medical Limited
PTOL-85 (Rev. 02/11) Ex. 1009



PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE

Commlssmner for Patents

P.O.Box 1

Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where
ppropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
1cated 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

malntenance fee notifications.

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

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

Eapers. Each additional paper, such as an assignment or formal drawing, must
ave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission

21186 7590 02/10/2017 I hereby certify that this Fee(s) Transmittal is being deposited with the United
SCHWEGMAN LUNDBERG & WOESSNER, P.A. States Postal Service with sufficient postage for first class mail in an envelope
P.O. BOX 2938 addressed to the Mail Stop ISSUE FEE address above, or being facsimile

S transmitted to the USPTO (571) 273-2885, on the date indicated below.
MINNEAPOLIS, MN 55402
(Depositor's name)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065
TITLE OF INVENTION: Cell Spraying Device, Method and Sprayed Cell Suspension
| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional SMALL $480 $0 $0 $480 05/10/2017
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
TREYGER, ILYA'Y 3761 604-289000

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

| Chan%e of correspondence address (or Change of Correspondence
Address form PTO/SB/122) attached.

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

2. For printing on the patent front page, list
1

(1) The names of up to 3 registered patent attorneys
or agents OR, alternatively,

(2) The name of a single firm (having as a member a 2

registered attorney or agent) and the names of up to
2 registered patent attorneys or agents. If no name is 3
listed, no name will be printed.

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

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

(A) NAME OF ASSIGNEE

(B) RESIDENCE: (CITY and STATE OR COUNTRY)

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

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)

[ Issue Fee
[ Publication Fee (No small entity discount permitted)
[ Advance Order - # of Copies

[ A check is enclosed.
| Payment by credit card. Form PTO-2038 is attached.

(1 The director is hereby authorized to charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
| Applicant certifying micro entity status. See 37 CFR 1.29

| Applicant asserting small entity status. See 37 CFR 1.27

| Applicant changing to regular undiscounted fee status.

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

NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

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

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

Authorized Signature

Date

Typed or printed name

Registration No.

PTOL-85 Part B (10-13) Approved for use through 10/31/2013.

Page 216f 3 Avita Medical Limited
Ex. 1009
OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE



UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.Uspto.gov

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065
21186 7590 02/10/2017 | EXAMINER |
SCHWEGMAN LUNDBERG & WOESSNER, P.A. TREYGER, ILYA Y
P.0. BOX 2938
MINNEAPOLIS, MN 55402 | ART UNIT PAPER NUMBER |

3761

DATE MAILED: 02/10/2017

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

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

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

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

Page 3of 3 Avita Medical Limited
PTOL-85 (Rev. 02/11) Ex. 1009



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 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary
depending upon the individual case. Any comments on the amount of time you require to complete this form
and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box
1450, Alexandria, Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to
respond to a collection of information unless it displays a valid OMB control number.

Privacy Act Statement

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

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

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

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

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

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

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

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

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

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

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware gf a violation or potential violation of lgwt aOK/Ire%{ﬁ:ua]ﬁHr%ﬂé d

Ex. 1009



Application No. Applicant(s)
14/136,681 BORNEMANN, REINHARD
H i i i AlA (First Inventor to File)
Notice of Allowability E’&mT"F'{eEr vGER Q;‘;"“ Statue
No

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.
1. X This communication is responsive to 01/18/2017.

OaAa 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. X The allowed claim(s) is/are 15-25. As a result of the allowed claim(s), you may be eligible to benefit from the Patent Prosecution
Highway program at a participating intellectual property office for the corresponding application. For more information, please see
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

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

Certified copies:
a)[dJ Al b)[Some *c)[] None of the:
1. [ Certified copies of the priority documents have been received.
2. [ Certified copies of the priority documents have been received in Application No.
3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).
* 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. [J CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.

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

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

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

Attachment(s)

1. [0 Notice of References Cited (PTO-892) 5. [] Examiner's Amendment/Comment

2. { Information Disclosure Statements (PTO/SB/08), 6. ] Examiner's Statement of Reasons for Allowance
Paper No./Mail Date 01/18/2017

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

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

/ILYA TREYGER/
Examiner, Art Unit 3761

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date
20170131

14 Avita Medical Limited
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Application/Control Number: 14/136,681 Page 2
Art Unit: 3761

1. The present application is being examined under the pre-AlIA first to invent provisions.
Continued Examination Under 37 CFR 1.114
2. A request for continued examination under 37 CFR 1.114, including the fee set forth in
37 CFR 1.17(e), was filed in this application after allowance or after an Office action under Ex
Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since this application is eligible
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been
timely paid, prosecution in this application has been reopened pursuant to 37 CFR 1.114.
Applicant's submission filed on 01/18/2017 has been entered.
ALLOWABLE CLAIMS
3. Claims 15-25 are allowed over the prior art of record.
REASONS FOR ALLOWANCE
4. The following is an examiner’s statement of reasons for allowance: IDS submitted
01/18/2017 has been fully considered. Presented references alone or in combination do not
constitute potential 102 or 103 rejections.

Any comments considered necessary by applicant must be submitted no later than the
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue
fee. Such submissions should be clearly labeled “Comments on Statement of Reasons for
Allowance.”

Conclusion

Any inquiry concerning this communication or earlier communications from the

examiner should be directed to ILYA TREYGER whose telephone number is (571)270-3217.

The examiner can normally be reached on 7:30-5:00.

15 Avita Medical Limited
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Application/Control Number: 14/136,681 Page 3
Art Unit: 3761

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, Tatyana Zalukaeva can be reached on 571-272-1115. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/ILYA TREYGER/
Examiner, Art Unit 3761
/TATYANA ZALUKAEVA/
Supervisory Patent Examiner, Art Unit 3761

16 Avita Medical Limited
Ex. 1009



Search Notes

Application/Control No.

Applicant(s)/Patent Under
Reexamination

14136681 BORNEMANN, REINHARD
ILYA TREYGER 3761
CPC- SEARCHED
Symbol Date Examiner
a61b17/00, a61f5/44, a61b19/00, a61m31/00 8/5/2015 IT
CPC COMBINATION SETS - SEARCHED
Symbol Date Examiner
US CLASSIFICATION SEARCHED
Class Subclass Date Examiner
604 328, 406, 500, 20 8/5/2015 IT
SEARCH NOTES
Search Notes Date Examiner
EAST search history attached 8/5/2015 [ T.
Search updated 5/24/2016 T
Search updated 11/17/2016 T
Search updated 1/31/2017 T
INTERFERENCE SEARCH
US Class/ US Subclass / CPC Group Date Examiner
CPC Symbol

/ILYA TREYGER/
Examiner.Art Unit 3761

U.S. Patent and Trademark Office

17

Avjtaiedigal bimiedro131
Ex. 1009
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US Class/
CPC Symbol

US Subclass / CPC Group
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A61B

17/00, 19/00 (Keywords: method treat wounded area
skin human subject providing single cell-suspension
cells progenitor serum-free physiological solution
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subjected (ex adj vivo) (in adj vitro) expansion
cantacting gas flow outlet create droplets suspension
flow-controlled spray head spraying onto forming closed
sheet distributed directly evenly regenerate (in adj situ)
multiplication heal abs

1/31/2017
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Receipt date: 01/18/2017 14136681 - GAU: 3761

S/ 14/136.681 PATENT
N THE UNITED STATES PATENT AND TRADEMAREK OFFICE

Inventor(s):  Reinhard Bornemann Examiner: Hya Treyger

Serial No.: 14/136,081 Group Art Unit: 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

COMMUNICATION CONCERNING PRICOR OR COPENDING APPLICATION(S)

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

Alexandria, VA 22313-1450

Pursuant to the guidance of MPEP §§ 2001.06(b) and 2004(9), Applicant would like to
bring the following additional application(s) to the Examiner’s attention. The identification of
these applications is not intended to saggest that the subject matter claimed in any listed
application is, or has been, substantially similar to any claim or claims in the present application.

Serial No./ Filing Date Attormney Docket  Title

Patent No.

15/360,230 MNovember 23, 4053.002082 DEVICE FOR CELL SPRAYING
2016

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, PA.
P.O. Box 2938

Minneapolis, MN 55402

(612)373-6932

Tiate Jaﬁuafy 18, 2017 }3}/ j %WL ?@ M j

Alison N. Sachs
Reg. No. 63,776

19 Avita Medical Limited
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Receipt date:

01/18/2017

Under the Paperwork Reduction Act of 1925, ne persons are required to respond to a collection of info tion i

14136681 - GAU: 3761

US Patent & Trad

3 it containg a valid

Modified form PTO/SB/OBA(04-07) OMB 651-0031
E ice: .3, DEPARTMEN
i MB control number.

OF COMMERCE

Substitute for form 1449A/PT0O

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

{Use as many sheets as necessary)

Complete if Known

Application Number

14/136,681

Filing Date

December 20, 2013

First Named Inventor

Reinhard Bornemann

Group Art Unit

3761

Examiner Name

flya Treyger

Sheet 1ol 2

Attorney Docket No: 4053.001U82

US PATENT DOCUMENTS

E!xamiiner USSP Document Number Publication Date Name of Patentee or Applicant of cited Decument

nitial *
US-20050003524A1 1/68/2005 Gertach, Joerg C, st al.
US-20050003535A1 1/6/2005 Geriach, Joerg C
US-20080015064A1 1/20/2005 Geriach, Joerg C, et al.
US-20050032218A1 2/10/2005 Geriach, Joerg C
US-20080141818A1 8/28/2006 Guu, Yeou-Bin, et al.
US-20080317439A1 12/24/2009 Turzi, Antoing, et al.
US-20150078153A1 3/19/2015 Quick, Andrew, et al.
US-8,529,05782 89/10/2013 Turzi, Antoine, et al.
Us-8,790,68082 7i29/2014 Chancellor, Michael B, et al.
Us-8,911,99782 12/16/2014 Upton, Zee, et al.
1US-9,505,000 11/29/2016 Bornemann, Reinhard

FOREIGN PATENT DOCUMENTS

EXAMINER

DATE CONSIDERED

Eixami;';er Fareign Document Number Publication Date Name of Patentes or Applicant of cited Document T
nitial *
DE-192064113A1 752001 Geriach, Joerg C
EP-1664280B1 1192011 Upton, Zee, et al.
EP-2049130A1 4/22/2009 Han, Bin, et al.
JP-20052183786A 8/18/2005 Fujiwara, Akeshi
WO-2009017321A2 21512009 Kim, Yun-Young, et al.
W(-2013051818A2 4/11/2013 Kim, Dong-hwan, et al.
WO-2015078137A1 6/4/2015 Lu, Jianguo, et al.
OTHER DOCUMENTS ~ NON PATENT LITERATURE DOCUMENTS
Examiner | include name of the author (in CAPITAL LETTERS]), title of the article (when appropriate}, title of the item (book, magazine, T1
initial * journal, serial, symposium, catalog, etc.), date, page(s), velume-issue number(s}, publisher, city and/or country where
published.
"Application Serial No. 13/573,003, Examiner Interview Summary mailed 08-05-168", 3 pgs
"Application Serial No. 13/573,003, Notice of Allowance mailed 08-22-16", 8 pgs
"Application Serial No. 13/573,003, Notice of Allowance maiied 08-08-16", 5 pgs
"Application Serial No. 13/573,003, Response filed 08-03-16 to Final Office Action mailed
02-18-16", 10 pgs
J/ILYA ¥ TREYGER/ 01/31/72017

* EXAMINER: Initial if reference considered, whathar or not citation is in conformance with MPEP 608. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to appiicant. 1 Applicant is to place a check mark here if English language Transiation is attached
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Receipt date: 01/18/2017 14136681 - GAU: 3761

Modified form PTO/SB/OBA(04-07) OMB 651-0031
US Patent & Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1925, ne persons are required to respond to a collection of information unless it containg a valid OMB control number.

Complete if Known

Application Number 14/136,681

Substitute for form 1449A/PT0O

INFORMATION DISCLOSURE Filing Date December 20, 2013
STATEMENT BY APPLICANT First Named Inventor Reinhard Bornemann
(Use as many sheets a8 nacessary) Group Art Unit 3761
Examiner Name flya Treyger

Attorney Docket No: 4053.001U82

Sheet 20f 2

OTHER DOCUMENTS —~ NON PATENT LITERATURE DOCUMENTS

Examiner | include name of the author {in CAPITAL LETTERS]), title of the article (when appropriate}, title of the Rem (book, magazine, T1
initial * journal, serial, symposium, cataleg, stc.}, date, page{s), volume-issue number(s}, publisher, city and/or country where
published.

"Patsnts: W0O2013051816 A2 (Google Translations)”, Google, [Onlins]. Retrieved from the
Internet: <URL:
https:/Awww googie.com/patentsMWO2013051818A37ci=en&dg=WOO2013051818&hl=en&sa=
K&ved=0ahUKEw0hKap7MzRANXCxIQGKHUXBABQQBALIHDAA>, (Reterived: January 18,
2017), 14 pgs

"Patents: W(Q2015078137 A1 (Googie Translation)", Google, [Online]. Retrieved from the
internet: <URL:
https: /iwww.google.com/patentsfW 02015078137 A1 ?ci=enddg=WO2015078137&hl=en&sa=
X&ved=0ahUKEwid bjiEB8zRANWhz1QKHON CwsQBAEIGIAA>, (Relerived: January 18,
2017), 7 pgs
WOOD, F. M, stal, "The use of cultured spithelial autograft in the treatment of major bum
wounds: Eleven vears of clinical experience”, Burns, 32(5), {2006), 538 - 544
WOOD, FIONA, "Clinical Potential of Autologous Epithelial Suspension®, Wounds 15(1),
(2003}, 16-22

JILYA Y TREYGER/

EXAMINER DATE CONSIDERED 01/31/2017

* EXAMINER: Initial if reference considered, whathar or not citation is in conformance with MPEP 608. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to appiicant. 1 Applicant is to place a check mark here if English language Transiation is attached
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

14136681 BORNEMANN, REINHARD
ILYA TREYGER 3761
CPC
Symbol Type Version
A61M 00 2013-01-01
A61B 00969 A 2013-01-01
A61M 00 | 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version
/ILYA TREYGER/
Examiner.Art Unit 3761 01/31/2017 Total Claims Allowed:
11
(Assistant Examiner) (Date)
/TATYANA ZALUKAEVA/
Supervisory Patent Examiner.Art Unit 3761 02/04/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 1
U.S. Patent and Trademark Office Part of Paper No. 20170131
22 Avita Medical Limited
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

14136681 BORNEMANN, REINHARD
Examiner Art Unit
ILYA TREYGER 3761

US ORIGINAL CLASSIFICATION

INTERNATIONAL CLASSIFICATION

CLASS

SUBCLASS CLAIMED NON-CLAIMED
Alsl|1]8 17/00 2006010 | A | 6 | 1 | B 19/00 (2006.01.01)
Alse |1 ]|F 5/44 (2006.01.01)
CROSS REFERENCE(S)
Als |1 ]m 31/00 (2006.01.01)

CLASS

SUBCLASS (ONE SUBCLASS PER BLOCK)

/ILYA TREYGER/
Examiner.Art Unit 3761 01/31/2017 Total Claims Allowed:
11
(Assistant Examiner) (Date)
/TATYANA ZALUKAEVA/
Supervisory Patent Examiner.Art Unit 3761 02/04/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 1

U.S. Patent and Trademark Office

23

Part of Paper No. 20170131
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | ;34451 BORNEMANN, REINHARD
ILYA TREYGER 3761
X Claims renumbered in the same order as presented by applicant O CPA O T.b. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original

1 15

2 16

3 17

4 18

5 19

6 20

7 21

8 22

9 23

10 24

11 25
/ILYA TREYGER/
Examiner.Art Unit 3761 01/31/2017 Total Claims Allowed:

11
(Assistant Examiner) (Date)
/TATYANA ZALUKAEVA/
Supervisory Patent Examiner.Art Unit 3761 02/04/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 1
U.S. Patent and Trademark Office Part of Paper No. 20170131
24 Avita Medical Limited

Ex. 7009




EAST Search History

EAST Search History

EAST Search History (Prior Art)

Ref iiHits Search Query DBs Default iiPlurals jiTime
# Operator Stamp
L1 26 ("20050003524" | "20050003535" | US-PGPUB; {OR OFF 2017/01/31
"20050015064" | "20050032218" | USPAT 10:53
"20060141616" | "20090317439" |
"20150079153" | "8529957" |
"8790680" | "8911997" |
"20040185091" | "20080038298" |
" USh810885" | "6117150" |
"20020082692" | "20030202965" |
"20040219133" | "20070042488" |
"20090191631" | "20090196855" |
"20130060335" | "5139031" |
"5571083" | "6479052" | "7628780" |
"7641898" | "8157817").PN.
St 3 Bornemann-Reinhard.in. US-PGPUB; {OR ON 2007/08/02
USPAT; 14:45
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB
2 84146 {("604").CLAS. US-PGPUB; {OR OFF 2007/08/02
USPAT; 14:46
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB
S3 2 & and cells adj (spray disperse US-PGPUB;iOR ON 2007/08/02
pulverize atomize sprinkle irrigate) USPAT; 14:48
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB
4 5 & and cells adj (spray disperse US-PGPUB;iOR ON 2007/08/02
pulverize atomize sprinkle irrigate USPAT; 14:49
augmentation) USOCR;
EPO; JPO;
DERWENT;
[BM_TDB
S5 10 &2 and cells near (spray disperse US-PGPUB;iOR ON 2007/08/02
pulverize atomize sprinkle irrigate USPAT; 14:49
augmentation) USOCR;
EPO; JPO;
DERWENT;
[BM_TDB
S6 2358 & and cells and (spray disperse US-PGPUB;{iOR ON 2007/08/03
pulverize atomize sprinkle irrigate USPAT; 08:47
augmentation) USOCR;
EPO; JPO;
DERWENT;
[BM_TDB
S7 0 S2 and skin near cells near (spray US-PGPUB;{OR ON 2007/08/02
25 Avita Medical Limited
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EAST Search History

disperse pulverize atomize sprinkle
irrigate augmentation)

USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

14:50

& and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/02
14:51

& and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/02
14:51

S10 62

& and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/02
14:52

S11 3§29

("3722502" | "4170056" | "4473530" |
"4685472").PN. OR ("5139031").URPN.

US-PGPUB;
USPAT;
USOCR

OR

ON

2007/08/02
15:44

S12 84146

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2007/08/03
08:47

S13 40

S12 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly adj
controlled adj spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
08:48

S14 357

S12 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
08:48

S15 49

S14 and (controller controlled
electronical)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
09:20

S16 #3204

sprayer and controller

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2007/08/03
09:21

S17 §736

S16 and cells

US-PGPUB;
USPAT;
USOCR;
EPC; JPO;

OR

ON

2007/08/03
09:21
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EAST Search History

DERWENT;
IBM_TDB

S18

170

S$17 and (wound tussie)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
09:22

S19

158

S$18 and controlled

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
09:22

S20

118

$19 and electronic

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2007/08/03
09:22

S21

Bornemann-Reinhard.in.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S22

160592

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2015/08/05
16:20

523

&2 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

24

13

&2 and cells ad] (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S25

33

S22 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S26

6337

S22 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S27

S22 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;

OR

ON

2015/08/05
16:20
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DERWENT;
IBM_TDB

528

25

S22 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

529

330

S22 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S30

204

S22 and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S31

45

("3722502" | "4170056" | "4473530" |
"4685472").PN. OR ("5139031").URPN.

US-PGPUB;
USPAT;
USOCR

OR

ON

2015/08/05
16:20

S32

160592

("604").CLAS,

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2015/08/05
16:20

S33

832 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly adj
controlled adj spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

34

139

832 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S35

115

834 and (controller controlled
electronical)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S36

8051

sprayer and controller

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S37

2433

S36 and cells

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2015/08/05
16:20

1538 549 11837 and (wound tussie) 1US-PGPUB; {OR ON 12015/08/05;
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USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

16:20

S39

499

S38 and controlled

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

$40

386

S39 and electronic

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2015/08/05
16:20

S41

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S42

165384

("604").CLAS,

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/05/24
14:29

43

HA2 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S44

13

HA2 and cells adj (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S45

34

SA2 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S46

6658

HA2 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S47

SA2 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2016/05/24
14:29

S48

26

S42 and skin and cells near (spray

US-PGPUB;

OR

ON

2016/05/24
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disperse pulverize atomize sprinkle
irrigate augmentation)

USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

14:29

$49

346

HA42 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S50

212

42 and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S51

49

("3722502" | "4170056" | "4473530" |
"4685472").PN. OR ("5139031").URPN.

US-PGPUB;
USPAT;
USOCR

OR

ON

2016/05/24
14:29

Sh52

165384

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/05/24
14:29

S53

S52 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly adj
controlled adj spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S54

142

S52 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S55

117

S54 and (controller controlled
electronical)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S56

8788

sprayer and controller

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S57

2623

S56 and cells

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2016/05/24
14:29

S58

570

857 and (wound tussie)

US-PGPUB;
USPAT;
USOCR;
EPC; JPO;

OR

ON

2016/05/24
14:29
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DERWENT;
IBM_TDB

S59

517

S58 and controlled

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S60

394

S59 and electronic

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S61

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

Se2

165384

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/05/24
14:29

S63

$62 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S64

13

$62 and cells adj (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S65

34

$62 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S66

6658

$62 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

Se7

$62 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S68

26

$62 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;

OR

ON

2016/05/24
14:29
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DERWENT;
IBM_TDB

S69

346

$62 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S70

212

$62 and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S71

49

("3722502" | "4170056" | "4473530" |
"4685472").PN. OR ("5139031").URPN.

US-PGPUB;
USPAT;
USOCR

OR

ON

2016/05/24
14:29

S72

165384

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/05/24
14:29

S73

S72 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly adj
controlled adj spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S74

142

S72 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S75

117

S74 and (controller controlled
electronical)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S76

8788

sprayer and controller

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S77

2623

S76 and cells

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S78

570

S77 and (wound tussie)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2016/05/24
14:29

1579 {517 {1578 and controlled 1US-PGPUB; {OR O 2016/05/24;
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USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

14:29

S80

394

S79 and electronic

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/05/24
14:29

S81

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S82

167746

("604").CLAS,

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

201e/11/17
15:37

S83

S82 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

Se4

13

S82 and cells adj (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S85

35

S82 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S86

6715

S82 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

Sg87

S82 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S88

27

S82 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2016/11/17
15:37

S89

351

882 and skin and cells near (spray

US-PGPUB;

OR

ON

2016/11/17
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disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation transplantation) {USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S90 #2215 S82 and wound and cells near (spray US-PGPUB; iOR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation transplantation) #USOCR,;
EPO; JPO;
DERWENT;
IBM_TDB

S91 52 ("3722502" | "4170056" | "4473530" | {#US-PGPUB;iOR ON 201e/11/17
"4685472").PN. OR ("5139031").URPN. {USPAT; 15:37
USOCR

S92 167746 {("604").CLAS. US-PGPUB; {OR OFF 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S93 H0 S92 and cells and (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (electronicaly adj USOCR;
controlled adj spray adj head) EPO; JPO;
DERWENT;
IBM_TDB

S94 142 S92 and cells and (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (spray adj head) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

895 #1117 $24 and (controller controlled US-PGPUB; {OR ON 2016/11/17
electronical) USPAT; 15:37
USOCR,;
EPG; JPO;
DERWENT;
IBM_TDB

S96 (9286  sprayer and controller US-PGPUB; OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPC; JPO;
DERWENT;
|BM_TDB

897 {2746 96 and cells US-PGPUB; {{OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

S98 11592 $97 and (wound tussie) US-PGPUB;HOR ON 2016/11/17
USPAT; 15:37
USOCR;
EPC; JPO;
DERWENT;
IBM_TDB

S99 {536 S98 and controlled US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPC; JPO;
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DERWENT;
IBM_TDB

S100 §405 S99 and electronic US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

S101 §10 Bornemann-Reinhard.in. US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USCCR;
EPO; JPO;
DERWENT;
IBM_TDB

$102 {{167746 3("604").CLAS. US-PGPUB; {OR OFF 2016/11/17
USPAT; 15:37
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

S103 §7 $102 and cells adj (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate) USPAT; 15:37
USCOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S104 §13 S102 and cells adj (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S105 i35 S$102 and cells near (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S$106 #6715 S$102 and cells and (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPC; JPO;
DERWENT;
IBM_TDB

S107 §0 S$102 and skin near cells near (spray US-PGPUB; {OR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation) USOCR;
EPG; JPO;
DERWENT;
IBM_TDB

S108 27 S$102 and skin and cells near (spray US-PGPUB;iOR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation) USOCR;
EPG; JPO;
DERWENT;
|BM_TDB

S109 #351 $102 and skin and cells near (spray US-PGPUB;HHOR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation transplantation) #USOCR,;
EPC; JPO;
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DERWENT;
IBM_TDB

S110

215

$102 and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S111

52

("3722502" | "4170056" | "4473530" |
"4685472").PN. OR ("5139031").URPN.

US-PGPUB;
USPAT;
USOCR

OR

ON

201e/11/17
15:37

S112

167746

("604").CLAS,

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

201e/11/17
15:37

S113

S112 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly adj
controlled adj spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S114

142

S112 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj head)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S115

117

S114 and (controller controlled
electronical)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S116

9286

sprayer and controller

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S117

2746

S116 and cells

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S118

592

S117 and (wound tussie)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S119

536

S118 and controlled

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

OR

ON

2016/11/17
15:37

15120 4405 115119 and electronic 1US-PGPUB; {OR ON 12016/11/17;
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USPAT; 15:37
USCCR;
EPO; JPO;
DERWENT;
IBM_TDB

S121 {10 Bornemann-Reinhard.in. US-PGPUB;{iOR ON 2016/11/17
USPAT; 15:37
USOCR,;
EPO; JPO;
DERWENT;
IBM_TDB

S122 167746 §("604").CLAS. US-PGPUB; {OR OFF 2016/11/17
USPAT; 15:37
USCCR;
EPO; JPO;
DERWENT;
IBM_TDB

S123 §7 S$122 and cells adj (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate) USPAT; 15:37
USCOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S124 §13 S$122 and cells adj (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S125 i35 S122 and cells near (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

5126 #6715 S$122 and cells and (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S127 0 S$122 and skin near cells near (spray US-PGPUB; {OR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation) USOCR;
EPG; JPO;
DERWENT;
IBM_TDB

S128 427 S$122 and skin and cells near (spray US-PGPUB; iOR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation) USOCR;
EPC; JPO;
DERWENT;
IBM_TDB

S$129 §351 S$122 and skin and cells near (spray US-PGPUB; HOR ON 2016/11/17
disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation transplantation) #USOCR,;
EPC; JPO;
DERWENT;
IBM_TDB

S130 #215 $122 and wound and cells near (spray {{US-PGPUB;:{OR ON 2016/11/17
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disperse pulverize atomize sprinkle USPAT; 15:37
irrigate augmentation transplantation) {USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S131 §52 ("3722502" | "4170056" | "4473530" | {US-PGPUB;IOR ON 201e/11/17
"4685472").PN. OR ("5139031").URPN. §USPAT; 15:37
USOCR

S$132 167746 {("604").CLAS. US-PGPUB; {{OR OFF 2016/11/17
USPAT; 15:37
USCCR;
EPO; JPO;
DERWENT;
IBM_TDB

S133 0 S$132 and cells and (spray disperse US-PGPUB;iOR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (electronicaly adj USOCR;
controlled adj spray adj head) EPO; JPO;
DERWENT;
IBM_TDB

S134 {142 S$132 and cells and (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (spray adj head) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S135 §117 S$134 and (controller controlled US-PGPUB;iOR ON 2016/11/17
electronical) USPAT; 15:37
USOCR,;
EPG; JPO;
DERWENT;
IBM_TDB

5136 9286 sprayer and controller US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR,;
EPG; JPO;
DERWENT;
IBM_TDB

S137 {2746 $136 and cells US-PGPUB;{iOR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

5138 1592 S137 and (wound tussie) US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USCCR;
EPG; JPO;
DERWENT;
IBM_TDB

S139 {536 $138 and controlled US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB

S140 {405 S139 and electronic US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPC; JPO;
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DERWENT;
IBM_TDB

S141

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S142

167746

("604").CLAS.

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

201e/11/17
15:37

S143

S$142 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S144

13

S$142 and cells adj (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S145

35

S$142 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

S146

6715

S$142 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S147

S$142 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S148

27

S$142 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S149

351

S$142 and skin and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

S150

215

$142 and wound and cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation transplantation)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;

OR

ON

2016/11/17
15:37
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DERWENT;
IBM_TDB

S151 52 ("3722502" | "4170056" | "4473530" | {US-PGPUB;iOR ON 201e/11/17
"4685472").PN. OR ("5139031").URPN. {USPAT; 15:37
USOCR

S152 1167746 §("604").CLAS. US-PGPUB;{iOR OFF 2016/11/17
USPAT; 15:37
USCCR;
EPO; JPO;
DERWENT;
IBM_TDB

S153 0 S152 and cells and (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (electronicaly adj USOCR;
controlled adj spray adj head) EPO; JPO;
DERWENT;
IBM_TDB

S154 142 S152 and cells and (spray disperse US-PGPUB; {OR ON 2016/11/17
pulverize atomize sprinkle irrigate USPAT; 15:37
augmentation)and (spray adj head) USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

S155 #1117 S154 and (controller controlled US-PGPUB; {OR ON 2016/11/17
electronical) USPAT; 15:37
USOCR,;
EPG; JPO;
DERWENT;
IBM_TDB

S$156 9286 sprayer and controller US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USOCR,;
EPG; JPO;
DERWENT;
IBM_TDB

S157 {2746 S156 and cells US-PGPUB; {{OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

S158 1592 S157 and (wound tussie) US-PGPUB; {OR ON 2016/11/17
USPAT; 15:37
USCCR;
EPG; JPO;
DERWENT;
IBM_TDB

S159 {536 S158 and controlled US-PGPUB; #OR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

S160 4405 S159 and electronic US-PGPUB; :iOR ON 2016/11/17
USPAT; 15:37
USOCR;
EPO; JPO;
DERWENT;
[BM _TDB
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EAST Search History (I nterference)

progenitor serum-free physiological solution
sterilizable container abtained subject's normal
tissue treated enzymes release
dermalepithelial junction subjected (ex adj
vivo) (in adj vitro) expansion cantacting gas
flow outlet create droplets suspension flow-
controlled spray head spraying onto forming
closed sheet distributed directly evenly
regenerate (in adj situ) multiplication heal
absence applying preformed graft.cim.

Ref iHits iiSearch Query DBs {iDefault i{Plurals {iTime

# Operator Stamp

S161 30 method treat wounded area skin human us AND OFF 2016/11/17
subject providing single cell-suspension cells  {PGPUB 15:43

1/31/2017 11:03:20 AM
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UNITED STATES PATENT AND TRADEMARK OFFICE

Page 1 of 1

BIB DATA SHEET

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

CONFIRMATION NO. 7065

INVENTORS

RenovaCare Sciences Corp., New York, NY;

Reinhard Bornemann, Bielefeld, GERMANY;
*k CONTINUING DATA kkkhkkkhhkhkhkhkkhhkhhhhkhkkkk |T 08/05/201 5

This application is a CON of 11/518,012 09/11/2006 ABN
** FOREIGN APPLICATIONS *****ssssssnsncssnss | T (08/05/2015
** IF REQUIRED, FOREIGN FILING LICENSE GRANTED ** ** SMALL ENTITY **

SERIAL NUMBER FILINgAgI)_rE 371(c) CLASS GROUP ART UNIT ATTORN'\IlE(\)(.DOCKET
14/136,681 12/20/2013 604 3761 4053.001US2
RULE
APPLICANTS

RECEIVED |No.
800 No.

FILING FEE |FEES: Authority has been given in Paper
to charge/credit DEPOSIT ACCOUNT
for following:

01/07/2014
Foreign Priority claimed O ves Mno STATEOR | SHEETS TOTAL |INDEPENDENT
35 USC 119(a-d) conditions met D Yes QNO D M?Sv?gr?ée COUNTRY DRAWINGS CLAIMS CLAIMS
porilbo . > AL SSE T — GERMANY 1 14 5
ADDRESS
SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. BOX 2938
MINNEAPOLIS, MN 55402
UNITED STATES
TITLE
Cell Spraying Device, Method and Sprayed Cell Suspension
|0 Al Fees

10 1.16 Fees (Filing)

|EI 1.18 Fees (Issue)

|EI Other

|0 Credit

|
|
|EI 1.17 Fees (Processing Ext. of time) |
|
|
|

BIB (Rev. 05/07).
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Application/Control No. Applicant(s)/Patent Under
Reexamination
Index of Claims 14136681 BORNEMANN, REINHARD
Examiner Art Unit
ILYA TREYGER 3761
v Rejected - Cancelled N | Non-Elected A Appeal
= Allowed + Restricted | Interference o) Objected
X Claims renumbered in the same order as presented by applicant O cpPa O T.D. O R.1.47
CLAIM DATE
Final Original |08/05/2015|08/05/2015 |11/17/2016|01/31/2017
1 15 v v = =
2 16 v v _ Z
3 17 v v _ Z
4 18 v v = =
5 19 v v _ _
6 20 v v - _
7 21 v v _ _
8 22 v v - _
9 23 v v - _
10 24 v v = =
11 25 v v _ _
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ReEQUEST
FOR
CONTINUED EXAMINATION {RCE)
TRANSMITTAL

Application Number

14/136.681

Filing Date

December 20, 2013

First Named Inventor

Reinhard Bornemann

Confirmation Number 7065
Group Art Unit 3761
Fxaminer Name Ilya Treyger

Attorney Docket Number

4053.001U82

Customer No.

21186

This is a Request for Continued Examination (RCE) under 37 C.F.R § 1.114 of the above-identified application entitled
CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

1. Submission required under 37 C.F.R. § 1.114:

X Supplemental Information Disclosure Statement (2 pages), Form 1449 (1 page}, and copies of cited documents

(15).

X Communication Concerning Prior or Copending Applications {1 pg).

2. Fees

X Awthorization to charge deposit account 19-0743 in the amount of $600.00 to pay the RCE filing fee reguired

under 37 CFR.§ 1.17(en

The Commissioner is hereby authorized to charge any additional fees or credit overpayment to Deposit Account

o | Qleon | Aeclr

No. 19-0743.

SCHWEGMAN LUNDBERG & WOESSNER, P.A,

Alison N. Sachs
Reg. No. 63,776
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S/ 14/136.681 PATENT
INTHE UNITED STATES PATENT AND TRADEMAREK OFFICE

Inventor(s):  Reinhard Bornemann Examiner: Hya Treyger

Serial No.: 14/136,081 Group Art Unit: 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

COMMUNICATION CONCERNING PRICOR OR COPENDING APPLICATION(S)

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

Alexandria, VA 22313-1450

Pursuant to the guidance of MPEP §§ 2001.06(b) and 2004(9), Applicant would like to
bring the following additional application(s) to the Examiner’s attention. The identification of
these applications is not intended to saggest that the subject matter claimed in any listed
application is, or has been, substantially similar to any claim or claims in the present application.

Serial No./ Filing Date Attormney Docket  Title

Patent No.

15/360,230 MNovember 23, 4053.002082 DEVICE FOR CELL SPRAYING
2016

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, PA.
P.O. Box 2938

Minneapolis, MN 55402

(612)373-6932

Tiate Jaﬁuafy 18, 2017 }3}/ j %WL ?@ M j

Alison N. Sachs
Reg. No. 63,776
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SN 14/136.681 PATENT
IMTHE UNITED STATES PATENT AND TRADEMAREK OFFICE

Inventor(s): Reinhard Bornemanu Examiner: Ilya Treyger

Serial No.: 14/136,681 Group Art Unit: 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

MS Amendment
Comnussioner tor Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In comphiance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
C.F.R. §§ 197 ef. seq., the enclosed materials are brought to the attention of the Examner for
consideration in connection with the above-identified patent application. Applicant respectfully
requests that this Information Disclosare Statement be entered and the documents listed on the
attached PTO 1449 Form be considered by the Examiner and mwade of record. Pursuant to the
provisions of MPEP 609, Applicant requests that a copy of the PTO 1449 Form, mitialed as being
considered by the Examiner, be returned to the Applicant with the next official comnwnication.

Pursuant to 37 C.F.R. § 1.97(b), it is believed that no fee or statement is required with the
Information Disclosure Statement, However, if an Office Action on the merits has been mailed
after filing of the application or atier the filing of the most recent RCE, the Commissioner is
hereby authorized to charge the required fees to Deposit Account No. 19-0743 in order to have
this Information Disclosure Statement considered.

Pursuant to 37 C.F.R. § 1.98(a)}(2), copies of cited U.S. Patents and Pubhshed
Applications, and Non-Published Apphications identifiable by USPTO Serial Number, are no
longer required to be provided to the Office. Applicant acknowledges the reguirement to submit
copies of foreign patent documents and non-patent literature in accordance with 37 C.F.R §

1.98(a)2).
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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT Page 2
Serial Number:14/136,681 Dt 4053.001US2
Filing Date: Decernber 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

This Information Disclosure Statement includes the following non-patent hiterature:
Wood, Fiona, “Clinical Potential of Autologous Epithelial Suspension”, Wounds
15(1), (2003), 16-22.
This NPL document was previously listed in a 1449 filed on April 22, 2014, However, it is
unclear if a copy of the NPL document was submitted to the PTO. In an abundance of caution,
the NPL document is listed on the attached Information Disclosure Statement and a copy is being
subruitted herewith.
The Examiner is invited to contact the undersigned at the telephone number indicated if

there are any questions regarding this comnmnication.

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6932

Date  January 18,2017 By f //ﬁ,/ Wi"\,ﬂ M&i/y /

Alison M. Sachs
ANS:kdw Reg. No. 63,776
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Under the Paperwork Reduction Act of 1925, ne persons are required to respond to a collection of info tion i

Modified form PTO/SB/OBA(04-07) OMB 651-0031
E ice: .3, DEPARTMENT OF COMMERCE
i MB control number.

US Patent & Trad

3 it containg a valid

Substitute for form 1449A/PT0O

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

{Use as many sheets as necessary)

Complete if Known

Application Number

14/136,681

Filing Date

December 20, 2013

First Named Inventor

Reinhard Bornemann

Group Art Unit

3761

Examiner Name

flya Treyger

Sheet 1ol 2

Attorney Docket No: 4053.001U82

US PATENT DOCUMENTS

E!xamiiner USSP Document Number Publication Date Name of Patentee or Applicant of cited Decument

nitial *
US-20050003524A1 1/68/2005 Gertach, Joerg C, st al.
US-20050003535A1 1/6/2005 Geriach, Joerg C
US-20080015064A1 1/20/2005 Geriach, Joerg C, et al.
US-20050032218A1 2/10/2005 Geriach, Joerg C
US-20080141818A1 8/28/2006 Guu, Yeou-Bin, et al.
US-20080317439A1 12/24/2009 Turzi, Antoing, et al.
US-20150078153A1 3/19/2015 Quick, Andrew, et al.
US-8,529,05782 89/10/2013 Turzi, Antoine, et al.
Us-8,790,68082 7i29/2014 Chancellor, Michael B, et al.
Us-8,911,99782 12/16/2014 Upton, Zee, et al.
1US-9,505,000 11/29/2016 Bornemann, Reinhard

FOREIGN PATENT DOCUMENTS

Eixami;';er Fareign Document Number Publication Date Name of Patentes or Applicant of cited Document T
nitial *

DE-192064113A1 752001 Geriach, Joerg C

EP-1664280B1 1192011 Upton, Zee, et al.

EP-2049130A1 4/22/2009 Han, Bin, et al.

JP-20052183786A 8/18/2005 Fujiwara, Akeshi

WO-2009017321A2 21512009 Kim, Yun-Young, et al.

W(-2013051818A2 4/11/2013 Kim, Dong-hwan, et al.

WO-2015078137A1 6/4/2015 Lu, Jianguo, et al.

OTHER DOCUMENTS ~ NON PATENT LITERATURE DOCUMENTS
Examiner | inciude name of the author (in CAPITAL LETTERS]), title of the article (when appropriate}, title of the item (book, magazine, T1
initial * journal, serial, symposium, catalog, etc.), date, page(s), velume-issue number(s}, publisher, city and/or country where

published.

"Application Serial No. 13/573,003, Examiner Interview Summary mailed 08-05-168", 3 pgs

"Application Serial No. 13/573,003, Notice of Allowance mailed 08-22-16", 8 pgs

"Application Serial No. 13/573,003, Notice of Allowance maiied 08-08-16", 5 pgs

"Application Serial No. 13/573,003, Response filed 08-03-16 to Final Office Action mailed

02-18-18", 10 pgs

EXAMINER

DATE CONSIDERED

* EXAMINER: Initial if reference considered, whathar or not citation is in conformance with MPEP 608. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to appiicant. 1 Applicant is to place a check mark here if English language Transiation is attached
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Modified form PTO/SB/08A(04-07) OME 651-0031

US Patent & Tradems

Office: U.3. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1925, ne persons are required to respond to a collection of information unless it containg a valid OMB control number.

Complete if Known

Substitute for form 1449A/PT0O -
ubstitute for form 1440A/FPTO App!icaticn Number 14/1369631

INFORMATION DISCLOSURE Filing Date December 20, 2013
STATEMENT BY APPLICANT First Named Inventor Reinhard Bornemann
(Use as many sheets a8 nacessary) Group Art Unit 3761
Examiner Name flya Treyger

Sheet 20f 2

Attorney Docket No: 4053.001U82

OTHER DOCUMENTS —~ NON PATENT LITERATURE DOCUMENTS

Examiner
initial *

include name of the author (in CAPITAL LETTERS]), title of the article (when appropriate}, title of the Rem (book, magazine,
journal, serial, symposium, cataleg, stc.}, date, page{s), volume-issue number(s}, publisher, city and/or country where
published.

T

"Patsnts: W0O2013051816 A2 (Google Translations)”, Google, [Onlins]. Retrieved from the
Internet: <URL:
https:/Awww googie.com/patentsMWO2013051818A37ci=en&dg=WOO2013051818&hl=en&sa=
K&ved=0ahUKEw0hKap7MzRANXCxIQGKHUXBABQQBALIHDAA>, (Reterived: January 18,
2017), 14 pgs

"Patents: W(Q2015078137 A1 (Googie Translation)", Google, [Online]. Retrieved from the
internet: <URL:
https: /iwww.google.com/patentsfW 02015078137 A1 ?ci=enddg=WO2015078137&hl=en&sa=
X&ved=0ahUKEwid bjiEB8zRANWhz1QKHON CwsQBAEIGIAA>, (Relerived: January 18,
2017), 7 pgs

WOOD, F. M, stal, "The use of cultured spithelial autograft in the treatment of major bum
wounds: Eleven vears of clinical experience”, Burns, 32(5), {2006), 538 - 544

WOOD, FIONA, "Clinical Potential of Autologous Epithelial Suspension®, Wounds 15(1),
(2003}, 16-22

EXAMINER DATE CONSIDERED

* EXAMINER: Initial if reference considered, whathar or not citation is in conformance with MPEP 608. Draw line through citation if not in conformance and not

considered. Include copy of this form with next communication to appiicant. 1 Applicant is to place a check mark here if English language Transiation is attached
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Electronic Patent Application Fee Transmittal

Application Number: 14136681

Filing Date: 20-Dec-2013

Title of Invention: Cell Spraying Device, Method and Sprayed Cell Suspension
First Named Inventor/Applicant Name: Reinhard Bornemann

Filer: Joseph Juilin Wang/Kayla Welzant

Attorney Docket Number: 4053.001US2

Filed as Small Entity

Filing Fees for Utility under 35 USC111(a)

Description Fee Code Quantity Amount Sull)j-s'l'g(tsa\)l in
Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Petition:
Patent-Appeals-and-Interference:
Post-Allowance-and-Post-Issuance:
Extension-of-Time:
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Description Fee Code Quantity Amount Sull)j-s'l';(tsa\)l in
Miscellaneous:
RCE- 1st Request 2801 1 600 600
Total in USD ($) 600
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Electronic Acknowledgement Receipt

EFS ID: 28101242
Application Number: 14136681
International Application Number:
Confirmation Number: 7065

Title of Invention:

Cell Spraying Device, Method and Sprayed Cell Suspension

First Named Inventor/Applicant Name:

Reinhard Bornemann

Customer Number:

21186

Filer:

Joseph Juilin Wang/Kayla Welzant

Filer Authorized By:

Joseph Juilin Wang

Attorney Docket Number: 4053.001US2
Receipt Date: 18-JAN-2017
Filing Date: 20-DEC-2013

Time Stamp: 20:24:03

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $600

RAM confirmation Number

011917INTEFSW00006006190743

Deposit Account

190743

Authorized User

Kayla Welzant

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

37 CFR 1.16 {National application filing, search, and examination fees)

37 CFR 1.17 (Patent application and reexamination processingfees)
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37 CFR 1.19 (Document supply fees)
37 CFR 1.20 {Post Issuance fees)

37 CFR 1.21 {Miscellaneous fees and charges)

File Listing:
Document s . . File Size(Bytes Multi Pages
Document Description File Name ( y i . . 9
Number Message Digest | Part/.zip| (ifappl.)
106176
1 14136681_RCE_01-18-17.pdf yes 6
7885d718451600804946ca062ea998a8757
5b8a4
Multipart Description/PDF files in .zip description
Document Description Start End
Request for Continued Examination (RCE) 1 1
Miscellaneous Incoming Letter 2 2
Transmittal Letter 3 4
Information Disclosure Statement (IDS) Form {(SB08) 5 6
Warnings:
Information:
1783459
2 Foreign Reference 0001_de19964113al.pdf no 13
d18836fd2a633bba256233%e1b746cabb0l
b7028
Warnings:
Information:
4394735
3 Foreign Reference 0002_ep1664280b1.pdf no 26
76ea10a8ad6e401b2471da7175715f80b1¢6)|
f85¢0
Warnings:
Information:
5088808
4 Foreign Reference 0003_ep2049130a1.pdf no 31
b7526€a3a7365b00520738df686a60f60e0
35f7b
Warnings:
Information:
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3172431

5 Foreign Reference 0004_jp2005218376a.pdf no 32
03c04f3e5954f9b3590c1eb7b2d1d1c264c
45298
Warnings:
Information:
4684276
6 Foreign Reference 0005_w02009017321a2.pdf no 27
d840374171608fec54657ab4134bc56d25h)|
0c40a
Warnings:
Information:
5300469
7 Foreign Reference 0006_w02013051816a2.pdf no 48
ec2c5¢7d5b2e4bd7fc9a0a98b7f159bff574
a308
Warnings:
Information:
3398553
8 Foreign Reference 0007_w02015078137al.pdf no 29
3018e174d3c949478b1f3da5c361f9688dc2
ca38
Warnings:
Information:
393488
9 Non Patent Literature 0008_4053002us1_exir_08051 no 3
6.pdf
35c4dd999%e1aa2b5b3702d4easc1814eead
Sa2cf
Warnings:
Information:
1061322
10 Non Patent Literature 0009_40530062u_;1f_noar_08221 no 8
p 5c075a82283b802aad2b0a49d53a448753d
bcfo6
Warnings:
Information:
814425
11 Non Patent Literature 0010_40530062uz1f_noar_09081 no 5
p 9a4¢82b2f5deb618%ac8ebdf04c92466167
83caAf
Warnings:
Information:
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964636

0011_4053002us1_aarf_08031

12 Non Patent Literature 6.0df no 10
p 382af197a39d26bf527a91f72cc5993a7b63]
3071
Warnings:
Information:
531760
. 0012_google_translation_wo2
13 Non Patent Literature - iy - no 14
013051816.pdf
b3ca5e485e5e8c276f53a52867c2b99f5981
65c6
Warnings:
Information:
262338
. 0013_google_transation_wo20,
14 Non Patent Literature - ~ - no 7
15078137.pdf
22c82533e0922056cb1c64e18159b11ae3
24d75
Warnings:
Information:
398924
. 0014_cea_11years_of_experien|
15 Non Patent Literature —cea_tly _Ol_exp no 7
ce.pdf
152fcd618ec5416ed337f95f0e95491dd 992
9b27
Warnings:
Information:
23837616
16 Non Patent Literature 001 5_wood_c|c|jr;|calpotent|al. no 8
p af036af26e065eb0042efd4a63f2444cffbbc|
833
Warnings:
Information:
30324
17 Fee Worksheet (SB06) fee-info.pdf no 2
dcc88c4be’3958e91ac79d267bac2ecdbe 1
26400
Warnings:
Information:
Total Files Size (in bytes): 56223740
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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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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 |
21186 7590 11/25/2016
SCHWEGMAN LUNDBERG & WOESSNER, P.A. TREYGER, ILYA Y
P.0. BOX 2938
MINNEAPOLIS, MN 55402 | ART UNIT PAPER NUMBER |
3761
DATE MAILED: 11/25/2016
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065

TITLE OF INVENTION: Cell Spraying Device, Method and Sprayed Cell Suspension

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

nonprovisional SMALL $480 $0 $0 $480 02/27/2017

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: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due.
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE

Commlssmner for Patents

P.O.Box 1

Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where
ppropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
1cated 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

malntenance fee notifications.

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

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

Eapers. Each additional paper, such as an assignment or formal drawing, must
ave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission

21186 7590 1172512016 I hereby certify that this Fee(s) Transmittal is being deposited with the United
SCHWEGMAN LUNDBERG & WOESSNER, P.A. States Postal Service with sufficient postage for first class mail in an envelope
P.O. BOX 2938 addressed to the Mail Stop ISSUE FEE address above, or being facsimile

S transmitted to the USPTO (571) 273-2885, on the date indicated below.
MINNEAPOLIS, MN 55402
(Depositor's name)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065
TITLE OF INVENTION: Cell Spraying Device, Method and Sprayed Cell Suspension
| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional SMALL $480 $0 $0 $480 02/27/2017
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
TREYGER, ILYA'Y 3761 604-289000

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

| Chan%e of correspondence address (or Change of Correspondence
Address form PTO/SB/122) attached.

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

2. For printing on the patent front page, list
1

(1) The names of up to 3 registered patent attorneys
or agents OR, alternatively,

(2) The name of a single firm (having as a member a 2

registered attorney or agent) and the names of up to
2 registered patent attorneys or agents. If no name is 3
listed, no name will be printed.

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

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

(A) NAME OF ASSIGNEE

(B) RESIDENCE: (CITY and STATE OR COUNTRY)

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

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)

[ Issue Fee
[ Publication Fee (No small entity discount permitted)
[ Advance Order - # of Copies

[ A check is enclosed.
| Payment by credit card. Form PTO-2038 is attached.

(1 The director is hereby authorized to charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
| Applicant certifying micro entity status. See 37 CFR 1.29

| Applicant asserting small entity status. See 37 CFR 1.27

| Applicant changing to regular undiscounted fee status.

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

NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

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

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

Authorized Signature

Date

Typed or printed name

Registration No.

PTOL-85 Part B (10-13) Approved for use through 10/31/2013.
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.Uspto.gov

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065
21186 7590 11/25/2016 | EXAMINER |
SCHWEGMAN LUNDBERG & WOESSNER, P.A. TREYGER, ILYA Y
P.0. BOX 2938
MINNEAPOLIS, MN 55402 | ART UNIT PAPER NUMBER |

3761

DATE MAILED: 11/25/2016

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

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

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

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

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

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary
depending upon the individual case. Any comments on the amount of time you require to complete this form
and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box
1450, Alexandria, Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to
respond to a collection of information unless it displays a valid OMB control number.

Privacy Act Statement

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

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

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

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

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

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

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

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

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

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

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes awarggf a violation or potential violation of lgwt aOK/Ire%{ﬁ:ua]ﬁHr%ﬂé d

Ex. 1009



Application No. Applicant(s)
14/136,681 BORNEMANN, REINHARD
H HH i i AlA (First Inventor to File)
Notice of Allowability :IE_)i(aAm'll'rll%eErYGER 2;21”"“ Statuis
No

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

1. [ This communication is responsive to 11/01/2016.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

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

3. X The allowed claim(s) is/are 15-25. 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)[d Al b)[] Some *c)[] None of the:
1. [] Certified copies of the priority documents have been received.
2. [0 Certified copies of the priority documents have been received in Application No.
3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).
* 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. [J CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.

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

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

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

Attachment(s)

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

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

3. [0 Examiner's Comment Regarding Requirement for Deposit 7. [X] Other PTO-2323 form is attached.

of Biological Material
4. [ Interview Summary (PTO-413),
Paper No./Mail Date .
/ILYA TREYGER/ /MICHELE KIDWELL/
Examiner, Art Unit 3761 Primary Examiner, Art Unit 3761

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date
20161117
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Application/Control Number: 14/136,681 Page 2
Art Unit: 3761

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

2. Claims 15-25 are allowed over the prior art of record.

REASONS FOR ALLOWANCE
3. The following is an examiner’s statement of reasons for allowance: Applicant’s
arguments (as per Remarks, pages 7-8) are found persuasive. The closest prior art of record
Lyles (US 20040219133), Wood et al. (US 2002/0106353), Guirguis (US 5,139,031) and Andree
et al. (US 2004/0043007) fail to teach, suggest or render obvious the method, wherein the skin
cells have not been subjected to ex vivo or in vitro expansion. The additional search provided
under the After Final Consideration Program did not bring any reference teaching mentioned
limitations as well.

Any comments considered necessary by applicant must be submitted no later than the
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue
fee. Such submissions should be clearly labeled “Comments on Statement of Reasons for
Allowance.”

Conclusion

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to ILYA TREYGER whose telephone number is (571)270-3217.
The examiner can normally be reached on 7:30-5:00.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Tatyana Zalukaeva can be reached on 571-272-1115. The fax phone number for the

organization where this application or proceeding is assigned is 571-273-8300.
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Application/Control Number: 14/136,681 Page 3
Art Unit: 3761

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/ILYA TREYGER/
Examiner, Art Unit 3761

/Michele M Kidwell/
Primary Examiner, Art Unit 3761

63 Avita Medical Limited
Ex. 1009



OK to enter AT

AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 2
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

IN THE CLAIMS

Piease amend the claims as follows;

1.-14. {Canceled)

i5. {Currently Amended} A method to treat a wounded area of skin on a human subject,
comprising:

providing a single cell-suspension of cells comprising progenitor skin cells in a serum-free
physiclogical solution in a sterilizable container, wherein the cells are obtained from the subject’s
normal skin tissue that has been treated with enzymes s0 as to release the cells from the dermal-
epithelial cell junction, wherein the skin cells have not been subjected to ex vive or in vitro expansion;

contacting the single-cell suspension of cells with a gas flow at an ocutlet of the container o
create droplets of the suspension at a flow-controlled spray head; and

spraying the droplets onto the wounded area of skin without forming a closed cell sheet so
that the single cells are distributed directly and evenly and the cells regenerate normal skin by in sifu

multiplication o heal the wounded area in the absence of applying a preformed skin graft.

i6. {Previously Presented) The method of claim 15 wherein the suspension comprises uncultured

cell types in a ratio comparable to that found in normal skin.

i7. {Previcusly Presented) The method of claim 15 or 16 wherein the cells comprise basal

keratinocytes, Langerhans cells, fibroblasts and melanocytes.

i8. {Previously Presented) The method of claim 15 wherein the cells in the suspension have a

morphology that is similar to the cells in the droplets.

i9. {Previously Presented) The method of claim 16 wherein the suspension comprises skin

progenitor cells,
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 3
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

20. {Previously Presented) The method of claim 15, wherein the suspension is filtered to remove

large cellular congregates.

21. {Previcusly Presented) The method of claim 20, wherein the filter has a cut-off of 5-100 cel
congregates.

22. {Previously Presented) The method of claim 15 wherein the enzymes comprise dispase and
trypsin.

23, {Previously Presented) The method of claim 15 wherein the enzymes comprise collagenase.
24. {Previously Presented) The method of claim 15 wherein the container is a syringe and the

suspension is delivered to the outlet of the spray head by continuous force application to the

container,

25. {Previously Presented) The method of claim 15 wherein the wounded area is burned.
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cells progenitor serum-free physiological solution
sterilizable container abtained subject's normal tissue
treated enzymes release dermalepithelial junction
subjected (ex adj vivo) (in adj vitro) expansion
cantacting gas flow outlet create droplets suspension
flow-controlled spray head spraying onto forming closed
sheet distributed directly evenly regenerate (in adj situ)
multiplication heal abs
PGPUB searched 11/17/2016 IT
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Application No. Applicant(s)

AFCP 2.0 14/136,681 BORNEMANN, REINHARD

° o Examiner Art Unit
Decision
ILYA TREYGER 3761

This is in response to the After Final Consideration Pilot request filed 01 November 2016.
1. Improper Request — The AFCP 2.0 request is improper for the following reason(s) and the after final amendment submitted with
the request will be treated under pre-pilot procedure.
] An AFCP 2.0 request form PTO/SB/434 (or equivalent document) was not submitted.
] A non-broadening amendment to at least one independent claim was not submitted.

] A proper AFCP 2.0 request was submitted in response to the most recent final rejection.
[] Other:
2. Proper Request
A. After final amendment submitted with the request will not be treated under AFCP 2.0.
The after final amendment cannot be reviewed and a search conducted within the guidelines of the pilot program.
[] The after final amendment will be treated under pre-pilot procedure.
B. Updated search and/or completed additional consideration.
The examiner performed an updated search and/or completed additional consideration of the after final amendment

within the time authorized for the pilot program. The result(s) of the updated search and/or completed additional
consideration are:

X 1. All of the rejections in the most recent final Office action are overcome and a Notice of Allowance is issued
herewith.

[] 2. The after final amendment would not overcome all of the rejections in the most recent final Office action.
See attached interview summary for further details.

[ 3. The after final amendment was reviewed, and it raises a new issue(s). See attached interview summary for
further details.

[J 4. The after final amendment raises new issues, but would overcome all of the rejections in the most recent
final Office action. A decision on determining allowability could not be made within the guidelines of the
pilot. See attached interview summary for further details, including any newly discovered prior art.

[15. Other:

Examiner Note: Please attach an interview summary when necessary as described above.

U.S. Patent and Trademark Office
PTOL-2323 (Rev. 10-14) AFCP 2.0 Decision Part of Paper No. 20161117
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OK to enter

—

EXPEDITED PROCEDURE-EXAMINING GROUP 3761

S/N 14/136,681 PATENT
iN THE UNITED STATES PATENT AND TRADEMARK OFFICE

inventor{s): Reinhard Bornemann Examiner: HYA Y. TREYGER

Serial No.: 14/136,681 Group Art Unit: 3761

Fited: December 20, 2013 Docket No.: 4053.0014US2

Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

AMENDMENT & RESPONSE UNDER 37 CFR.§1.116

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

Alexandria, VA 22313-1450

In response to the Final Office Action dated June 1, 2016, please amend the application as
foliows:

This response is accompanied by a Petition, as well as the appropriate fee, to obtain a two-
month extension of the period for responding to the Office Action, thereby moving the deadline for
response from September 1, 2016 to November 1, 2016.

This response is accompanied with a Request for Consideration under the After Final

Consideration Pilot program.
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EAST Search History

EAST Search History

EAST Search History (Prior Art)

Ref {Hits Search Query DBs Default iiPlurals jiTime
# Operator Stamp
L1 #10 Bornemann-Reinhard.in. US-PGPUB; OR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L2 §167746 §("604").CLAS. US-PGPUB; OR OFF 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L3 §7 L2 and cells ad] (spray disperse US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate) #{USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L4 {13 L2 and cells ad] (spray disperse US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L5 i35 L2 and cells near (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  §USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L6 #6715 L2 and cells and (spray disperse US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  {USPAT; USOCR; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L7 {0 L2 and skin near cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L8 {27 L2 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L9 351 L2 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L10 4215 L2 and wound and cells near (sprayi{US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
70 Avita Medical Limited
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EAST Search History

L11

52

("3722502" | "4170056" |
"4473530" | "4685472").PN. OR
("5139031").URPN.

US-PGPUB;
USPAT; USOCR

OR

ON

201e/11/17
15:37

L12

167746

("604").CLAS.

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

201e/11/17
15:37

L13

L12 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (electronicaly

adj controlled adj spray adj head)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L14

142

L12 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)and (spray adj
head)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L15

117

L14 and (controller controlled
electronical)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L16

9286

sprayer and controller

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L17

2746

L16 and cells

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L18

592

L17 and (wound tussie)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L19

536

L18 and controlled

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

20

405

L19 and electronic

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L21

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L22

167746

("604").CLAS.

US-PGPUB;
USPAT; USCCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/11/17
15:37

EASTSearchHistory.14136681_AccessibleVersion.htm[11/17/2016 3:43:48 PM]
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L22 and cells adj (spray disperse

US-PGPUB;
71

OR

ON

2016/11/17
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EAST Search History

pulverize atomize sprinkle irrigate) #{USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
24 13 L22 and cells adj (spray disperse  {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  §USPAT; USOCR; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L25 435 22 and cells near (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L26 6715 22 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L27 30 22 and skin near cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L28 #27 22 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L29 351 22 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR; 15:37
irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L30 215 22 and wound and cells near US-PGPUB; OR ON 2016/11/17
(spray disperse pulverize atomize {USPAT; USOCR,; 15:37
sprinkle irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L31 452 ("3722502" | "4170056" | US-PGPUB; OR ON 2016/11/17
"4473530" | "4685472").PN. OR USPAT; USOCR 15:37
("5139031").URPN.
L32 §167746 {("604").CLAS. US-PGPUB; OR OFF 2016/11/17
USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L33 10 L32 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  §USPAT; USOCR; 15:37
augmentation)and (electronicaly EPO; JPO;
adj controlled adj spray adj head) {DERWENT;
IBM_TDB
L34 §142 L32 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR; 15:37
augmentation)and (spray adj EPG; JPO;
head) DERWENT;
IBM_TDB
L35 {117 L34 and (controller controlled US-PGPUB; CR ON 2016/11/17
electronical) USPAT; USCCR,; 15:37
EPO; JPO;
72 Avita Medical Limited
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EAST Search History

DERWENT;
IBM_TDB

L36

9286

sprayer and controller

US-PGPUB;
USPAT; USCOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L37

2746

.36 and cells

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L38

592

L37 and (wound tussie)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L39

536

L38 and controlled

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L40

405

.39 and electronic

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

201e/11/17
15:37

L41

10

Bornemann-Reinhard.in.

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L42

167746

("604").CLAS.

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

OFF

2016/11/17
15:37

L43

L42 and cells adj (spray disperse
pulverize atomize sprinkle irrigate)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L44

13

L42 and cells adj (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L45

35

L42 and cells near (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L46

6715

L42 and cells and (spray disperse
pulverize atomize sprinkle irrigate
augmentation)

US-PGPUB;
USPAT; USOCR;
EPO; JPO;
DERWENT;
[BM_TDB

OR

ON

2016/11/17
15:37

L47

L42 and skin near cells near (spray
disperse pulverize atomize sprinkle
irrigate augmentation)

EASTSearchHistory.14136681_AccessibleVersion.htm[11/17/2016 3:43:48 PM]
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DERWENT;
IBM_TDB
L48 427 L42 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle jUSPAT; USOCR,; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L49 3351 L42 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR; 15:37
irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L50 #§215 L42 and wound and cells near US-PGPUB; OR ON 2016/11/17
(spray disperse pulverize atomize {USPAT; USOCR,; 15:37
sprinkle irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L51 452 ("3722502" | "4170056" | US-PGPUB; OR ON 2016/11/17
"4473530" | "4685472").PN. OR USPAT; USOCR 15:37
("5139031").URPN.
L52 §167746 §("604").CLAS. US-PGPUB; CR OFF 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L53 {0 L52 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR,; 15:37
augmentation)and (electronicaly EPO; JPO;
adj controlled adj spray adj head) iDERWENT;
IBM_TDB
L54 §142 L52 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR; 15:37
augmentation)and (spray adj EPO; JPO;
head) DERWENT;
IBM_TDB
L55 {117 L54 and (controller controlled US-PGPUB; CR ON 2016/11/17
electronical) USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L56 9286 sprayer and controller US-PGPUB; OR ON 2016/11/17
USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L57 2746 L56 and cells US-PGPUB; OR ON 2016/11/17
USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L58 {592 L57 and (wound tussie) US-PGPUB; OR ON 2016/11/17
USPAT; USOCR; 15:37
EPG; JPO;
DERWENT;
IBM_TDB
L59 {536 L58 and controlled US-PGPUB; CR ON 2016/11/17
USPAT; USOCR; 15:37
EPG; JPO;
DERWENT;
IBM_TDB
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405

59 and electronic

201e/11/17

EASTSearchHistory.14136681_AccessibleVersion.htm[11/17/2016 3:43:48 PM]

75

L60 US-PGPUB; OR ON
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L61 {10 Bornemann-Reinhard.in. US-PGPUB; OR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L62 §167746 {("604").CLAS. US-PGPUB; OR OFF 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L63 i§7 L62 and cells adj (spray disperse  {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate) {USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L64 {13 L62 and cells adj (spray disperse  {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L65 i35 L62 and cells near (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L66 146715 L62 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  §USPAT; USOCR,; 15:37
augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L67 {0 L62 and skin near cells near (spray {{US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L68 {27 L62 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation) EPO; JPO;
DERWENT;
IBM_TDB
L69 351 L62 and skin and cells near (spray {US-PGPUB; OR ON 2016/11/17
disperse pulverize atomize sprinkle {jUSPAT; USOCR,; 15:37
irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L70 {215 L62 and wound and cells near US-PGPUB; OR ON 2016/11/17
(spray disperse pulverize atomize {USPAT; USOCR; 15:37
sprinkle irrigate augmentation EPO; JPO;
transplantation) DERWENT;
IBM_TDB
L71 i52 ("3722502" | "4170056" | US-PGPUB; CR ON 2016/11/17
"4473530" | "4685472").PN. OR USPAT; USOCR 15:37
("5139031").URPN.
L72 {j167746 §("604").CLAS. US-PGPUB; CR OFF 2016/11/17

Avita Medical Limited

Ex. 1009



EAST Search History

76

EASTSearchHistory.14136681_AccessibleVersion.htm[11/17/2016 3:43:48 PM]

USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L73 §0 L72 and cells and (spray disperse {US-PGPUB; OR ON 2016/11/17
pulverize atomize sprinkle irrigate  §USPAT; USOCR; 15:37
augmentation)and (electronicaly EPO; JPO;
adj controlled adj spray adj head) {DERWENT;
IBM_TDB
L74 {142 L72 and cells and (spray disperse §US-PGPUB; CR ON 2016/11/17
pulverize atomize sprinkle irrigate {USPAT; USOCR; 15:37
augmentation)and (spray adj EPO; JPO;
head) DERWENT;
IBM_TDB
L75 {117 L74 and (controller controlled US-PGPUB; CR ON 2016/11/17
electronical) USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L76 19286 sprayer and controller US-PGPUB; OR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L77 {2746 L76 and cells US-PGPUB; OR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L78 {592 L77 and (wound tussie) US-PGPUB; CR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L79 {536 L78 and controlled US-PGPUB; OR ON 2016/11/17
USPAT; USOCR,; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
L80 4405 L79 and electronic US-PGPUB; OR ON 2016/11/17
USPAT; USOCR; 15:37
EPO; JPO;
DERWENT;
IBM_TDB
EAST Search History (Interference)
Ref Hits {Search Query DBs {Default iPluralsiTime
# Operator Stamp
L81 {0 method treat wounded area skin human subject {jUS- AND OFF 2016/11/17
providing single cell-suspension cells progenitor {PGPUB 15:43
serum-free physiological solution sterilizable
container abtained subject's normal tissue
treated enzymes release dermalepithelial
junction subjected (ex adj vivo) (in adj vitro)
expansion cantacting gas flow outlet create
droplets suspension flow-controlled spray head
spraying onto forming closed sheet distributed
directly evenly regenerate (in adj situ)
multiplication heal absence applying preformed
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Doc Code: A.NE.AFCP
Document Description: After Final Consideration Pilot Program Request

Modified PTO/SB/434 (05-13)

CERTIFICATION AND REQUEST FOR CONSIDERATION UNDER THE
AFTER FINAL CONSIDERATION PILOT PROGRAM 2.0

Practitioner Docket No.: Application No.: Filing Date:
4053.001052 14/136,681 December 20, 2013
First Named Inventor: Title:

Reinhard Bornemann CELL SPRAYING DEVICE, METHOD AND 5PRAYED CELL SUSPENSION

APPLICANT HEREBY CERTIFIES THE FOLLOWING AND REQUESTS CONSIDERATION UNDER THE AFTER FINAL CONSIDERATION PILOT
PROGRAM 2.0 (AFCP 2.0} OF THE ACCOMPANYING RESPONSE UNDER 37 CFR 1.116.

1. The above identified application is {i} an original utility, plant, or design nonprovisional application filed under
35 U.S.C. 111(a) [a continuing application {e.g., a continuation or divisional application} is filed under 35 U.S.C. 111{a) and is
eligible under (i}], or {ii} an international application that has entered the national stage in compliance with 35 U.S.C. 371{c).

2. The above identified application contains an outstanding final rejection.

3. Submitted herewith is a response under 37 CFR 1.116 to the outstanding final rejection. The response includes an
amendment to at least one independent claim, and the amendment does not broaden the scope of the independent claim in
any aspect.

4, This certification and request for consideration under AFCP 2.0 is the only AFCP 2.0 certification and request filed in
response to the outstanding final rejection.

5. Applicant is willing and available to participate in any interview requested by the examiner concerning the present response.

6. This certification and request is being filed electronically using the Office’s electronic filing system (EFS EWeb).

7. Any fees that would be necessary consistent with current practice concerning responses after final rejection under 37 CFR

1.116, e.g., extension of time fees, are being concurrently filed herewith. [There is no additional fee required to request
consideration under AFCP 2.0.]

8. By filing this certification and request, applicant acknowledges the following:

* Reissue applications and reexamination proceedings are not eligible to participate in AFCP 2.0.
s The examiner will verify that the AFCP 2.0 submission is compliant, i.e., that the requirements of the program have been met
(see items 1 to 7 above). For compliant submissions:

o  The examiner will review the response under 37 CFR 1.116 to determine if additional search and/or consideration
(i} is necessitated by the amendment and (ii} could be completed within the time allotted under AFCP 2.0. If
additional search and/or consideration is required but cannot be completed within the allotted time, the examiner
will process the submission consistent with current practice concerning responses after final rejection under
37 CFR 1.116, e.g., by mailing an advisory action.

o  If the examiner determines that the amendment does not necessitate additional search and/or consideration, or if
the examiner determines that additional search and/or consideration is required and could be completed within
the allotted time, then the examiner will consider whether the amendment places the application in condition for
allowance (after completing the additional search and/or consideration, if required). If the examiner determines
that the amendment does not place the application in condition for allowance, then the examiner will contact the
applicant and request an interview.

. The interview will be conducted by the examiner, and if the examiner does not have negotiation
authority, a primary examiner and/or supervisory patent examiner will also participate.

= If the applicant declines the interview, or if the interview cannot be scheduled within ten {10} calendar
days from the date that the examiner first contacts the applicant, then the examiner will proceed
consistent with current practice concerning responses after final rejection under 37 CFR 1.116.

Sign urj//\ Date
; {W 72/, / November 1, 2016

Name Practitioner
Alison N. Sachs Registration No. 63,776

Note: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications. Submit multiple
forms if more than one signature is required, see below?*.

2 * Total of 1 forms are submitted.
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EXPEDITED PROCEDURE-EXAMINING GROUP 3761

S/N 14/136,681 PATENT
iN THE UNITED STATES PATENT AND TRADEMARK OFFICE

inventor{s): Reinhard Bornemann Examiner: HYA Y. TREYGER

Serial No.: 14/136,681 Group Art Unit: 3761

Fited: December 20, 2013 Docket No.: 4053.0014US2

Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

AMENDMENT & RESPONSE UNDER 37 CFR.§1.116

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

Alexandria, VA 22313-1450

In response to the Final Office Action dated June 1, 2016, please amend the application as
foliows:

This response is accompanied by a Petition, as well as the appropriate fee, to obtain a two-
month extension of the period for responding to the Office Action, thereby moving the deadline for
response from September 1, 2016 to November 1, 2016.

This response is accompanied with a Request for Consideration under the After Final

Consideration Pilot program.
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 2
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

IN THE CLAIMS

Piease amend the claims as follows;

1.-14. {Canceled)

i5. {Currently Amended} A method to treat a wounded area of skin on a human subject,
comprising:

providing a single cell-suspension of cells comprising progenitor skin cells in a serum-free
physiclogical solution in a sterilizable container, wherein the cells are obtained from the subject’s
normal skin tissue that has been treated with enzymes s0 as to release the cells from the dermal-
epithelial cell junction, wherein the skin cells have not been subjected to ex vive or in vitro expansion;

contacting the single-cell suspension of cells with a gas flow at an ocutlet of the container o
create droplets of the suspension at a flow-controlled spray head; and

spraying the droplets onto the wounded area of skin without forming a closed cell sheet so
that the single cells are distributed directly and evenly and the cells regenerate normal skin by in sifu

multiplication o heal the wounded area in the absence of applying a preformed skin graft.

i6. {Previously Presented) The method of claim 15 wherein the suspension comprises uncultured

cell types in a ratio comparable to that found in normal skin.

i7. {Previcusly Presented) The method of claim 15 or 16 wherein the cells comprise basal

keratinocytes, Langerhans cells, fibroblasts and melanocytes.

i8. {Previously Presented) The method of claim 15 wherein the cells in the suspension have a

morphology that is similar to the cells in the droplets.

i9. {Previously Presented) The method of claim 16 wherein the suspension comprises skin

progenitor cells,
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 3
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

20. {Previously Presented) The method of claim 15, wherein the suspension is filtered to remove

large cellular congregates.

21. {Previcusly Presented) The method of claim 20, wherein the filter has a cut-off of 5-100 cel
congregates.

22. {Previously Presented) The method of claim 15 wherein the enzymes comprise dispase and
trypsin.

23, {Previously Presented) The method of claim 15 wherein the enzymes comprise collagenase.
24. {Previously Presented) The method of claim 15 wherein the container is a syringe and the

suspension is delivered to the outlet of the spray head by continuous force application to the

container,

25. {Previously Presented) The method of claim 15 wherein the wounded area is burned.
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 4
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

REMARKS
This responds to the Final Office Action dated June 1, 2016 {“Office Action”}.

Claim 15 is amended. Claims 15-25 remain pending in the present application.

Reconsideration of the present application in view of the cbove amendments ond following
remarks is respectfully requested.

Support for Amended Claimsd

1. Support for amended claim 15 can be found at least in paragraphs [0031] and [0047].

Formal Request for Telephonic interview

2. if the present claim amendments do not result in allowance of all claims, then Applicant

formally requests a telephonic interview with the Examiner and Applicant’s representative, Alison N
Sachs, to help expedite examination.

The Rejection of Claims Under §102

3. Claims 15-16, 18-19, 23, and 25 were rejected under pre-AlA 35 U.S.C. 102b as being

anticipated by Lyles, U.S. Pub. No. 2004/0219133 {“Lyles”}.
The Office Action maintains the previous assertions presented in the first Office Action mailed

on August 25, 2015, As provided below, Applicant respectfully disagrees, as detailed below.

A. Healing the wounded areq in the absence of applying o preformed skin graft
0On page 5, the Office Action asserts:

With regpect 3 linitation “to heal the wounded arca tn the sbacuce of applying a

allograft that means the use of sk geaft is optional, the method of Lyles is intorpreted sa

disposing cells in the absence of applying & skin graft,

! Paragraph numbers recited herein refer to paragraph numbers of the published application, U.5. 2014/0107621 (“present
application™).
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 5
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

Applicant explained in the previous response that it is improper to conclude that Lyles
discloses disposing cells “in the absence of applying a preformed skin graft.” In response, the Office
Action asserts on page 2:

“the phrase ‘may be” means that the use of skin graft is optional, i.e. the cells can be
deposited in the absence of the skin graft. As such, this limitation is considered as being
disclosed.”

Applicant respectfully submits that this is not a reasonable interpretation of Lyles, particularly
if the phrase “may be” is the Examiner’s sole source of evidence to support a conclusion that this
notable advantage of the present appiication is disclosed in Lyles.

Applicant refers to and reiterates the arguments detailed on pages 6-7 of the previous
response filed on February 23, 2016. First, Lyles uses the phrase “may be” throughout the
specification. A text search indicates that the phrase “may be” is used 92 times in Lyles, tis
unreasonable to conclude that the drafter in Lyles considered every alternative associated with each
instance of the phrase. The fact that Lyles refers to a deliberate step {depositing in connection with an
allograft} using the phrase “may be” does not conclusively mean that the absence of that step is
within the scope of Lyles’ disciosure. Applicant respectfully notes that the systems and methods of
Lyles might not even work in the absence of a graft. Applicant respectfully notes that the Examiner’s
logic would lead to an unreasonable interpretation in which critical steps or elements of a disclosure
can be interpreted as not necessary if Applicant uses the phrase “may be"” in describing such steps or
elements. Applicant respectfully asserts that such an interpretation is even more unreasonable in the
situation in which the disclosure uses the phrase “may be” throughout the disclosure.

Second, Lyles repeatedly references use of an allograft onto which the cells are sprayed. See,
for example, paragraphs [0028], [0037], [0038], [0041], [0043], [0047], [(0048], and [0053] of Lyles. All
of the Examples in Lyles, starting at paragraph [0037], involved use of a graft. When the disclosure of
Lyles is considered in its entirety, Applicant respectfully asserts that it is unreasonable to conclude that
Lyles discloses dispasing cells “in the absence of applying a preformed skin graft” in conclusion, this
element of claim 15 is not disclosed in Lyles.

B. Sproying the droplets.. . without forming o closed cell sheet
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 6
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

Lyles does not disclose “spraying the droplets onto the wounded area of skin without forming
a closed cell sheet.” In the previous response filed on February 23, 2016, Applicant noted that the
previous Office Action did not provide a citation in Lyles disclosing this element of claim 15, In
response, the Office Action “provides a citation in Lyles where this limitation is expressly disclosed
{Abstract, lines 4-5).” {Office Action at page 3, section 9,} Applicant respectfully asserts that the
Abstract of Lyles is insufficient to estahlish that Lyles discloses spraying the droplets without forming a
closed sheet.

The Abstract of Lyles is reproduced below:

{37}

4

AT
ATER

sz wsing 3

yaduioe

s es

Lvles does not disclose that the cells can be sprayed without forming a closed sheet. The
Abstract of Lyles states that the cells are dispersed using an air-jet sprayer and the cells can be
dispersed directly onto the area or onto a tissue scaffold. The Abstract does not clearly state that the
cells do not form a closed sheet. The Abstract is vague and summarizes the disclosure of Lyles in
general terms, whereas the specification of Lyles describes that the spraying of the cells involves
depositing multiple layers of the cells. Moreover, as described above, Lyles focuses on depositing the
cells onto an allograft.

The Abstract of Lyles is not sufficient to establish that Lyles discloses spraying the cells without
forming a closed sheet. The specification of Lyles appears to provide no support for the purported
conclusion that the cells can be sprayed without forming a closed sheet. The evidence of record does

not establish that Lyles operates without forming a closed shest. If the Examiner is relying on
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 7
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

inherency, then Applicant requests an evidantiary showing and cogent reasoning to establish, with
certainty — and not mere probability — that which is asserted. in the absence of evidence and cogent
reasoning, Applicant maintains that this element of claim 15 is not disclosed in Lyles,

As provided above, Applicant respectfully asserts that one or more elements of claim 15, as
previously presented, are not disclosed in Lyles. Without conceding to the merits of the rejection and
solely in an effort to advance prosecution, claim 15 is amended and recites:

“providing a single cell-suspension of cells comprising progenitor skin cells in a serum-
free physiological solution in a sterilizable container, wherein the cells are obtained from the
subject’s normal skin tissue that has been treated with enzymes 50 as 1o release the cells from
the dermal-epithelial cell junction, wherein the skin cells have not been subjected to ex vivo or
in vitro expansion.”

€. 3kin Celis not subject to ex vivo or in vitro exponsion
The Office Action maintains the assertion that the skin cells in Lyles have not been subjected to
ex vivo expansion since they are disclosed as being subjected to in vitro expansion. {See Office Action
at page 4, section 13.} In the previous response, Applicant stated that in vitro expansion is a type of ex

vivo expansion. In response, the Office Action states:

“since terms ‘ex vivo’ and ‘ex vitro’ are not synonyms, the cells are interpreted as being
not subjected to ex vivo expansion because they are being subjected to ex vitro expansion.”

{Office Action at page 3, section 8.}

This explanation seems unclear and inconsistent with the well-understood terms “ex vivo” and “in
vitro”. Exvivo is recognized to be “out of the body” and in vitro is recognized to be “in an artificial
environment.” in vitro is a subset of ex vive. Moreover, the definition of the term “ex vitro” in the
context of human physiology is unknown to Applicant.

Applicant maintains that if the cells in Lyles have been subject to in vitro expansion, then the
cells have thereby been subject to ex vivo expansion. As such, Lyles does not teach a method in which
the skin cells have not been subject {o ex vivo expansion. However, solely in an effort to advance
prosecution, and without conceding to the Office Action assertions, claim 15 is amended to recite that
the skin cells have not been subjected to ex vive or in vitro expansion. The Office Action states that

the skin cells in Lyles are suhject to in vitro expansion. Thus Applicant respectfully asserts that the
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 8
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

element of claim 15 reciting that the skin cells have not been subjected to ex vivo or in vitro expansion
is not disclosed in Lyles.

For at least the reasons provided above, Applicant respectfully submits that one or more
elements of claim 15 are not disclosed in Lyles and ciaim 15 is not anticipated by Lyles. Withdrawal of
the rejection is respectfully requested.

Claims 16, 18, 19, 23 and 25 depend from claim 15 and are believed to be patentable for at
least the reasons provided ahove in regard to claim 15, in addition to the elements recited in such
dependent claims. Withdrawal of the rejection of claims 16, 18, 19, 23 and 25 is respectfully

requested.

The Rejection of Claims Under §103

4, Claim 24 was rejected under pre-AlA 35 U.S.C. 103{a) as being unpateniable over Lyles.
Claim 24 depends from claim 15 and is believed o be patentable for at least the reasons
provided above in regard to claim 15, in addition to the elements recited in this dependent claim.

Withdrawal of the rejection of claim 24 is respectfully requested.

5. Claim 17 was rejected under pre-AlA 35 U.S.C. § 103(a} as being unpatentable over Lyles in
view of Wood et al. {115, Publication No. 2002/0106353; hereinafter “Wood”).

Claim 17 depends from claim 15.

Applicant submits that the addition of Wood to Lyles does not cure the shortcomings of Lyles
alone as articulated above with regard to claim 15, Claim 17 is thus believed 1o be patentable for at
least the reasons provided above in regard to claim 15, in addition to the elements recited in this
dependent claim.

Withdrawal of the rejection of claim 17 is respectfully requested.

6. Claims 20-21 were rejected under 35 U.S.C. § 103(3} as being unpatentable over Lyles in view
of Guirguis {U.S. Patent No. 5,139,031; hereinafter “Guirguis”™).

Claims 20 and 21 depend from claim 15.
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AMENDMENT AND RESPONSEUNDER 37 C.F.R. § 1.116 - EXPEDITED PROCEDURE Page 9
Serial Number: 14/136,681 Dkt: 4053.0010U52
Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

Applicant submits that the addition of Guirguis to Lyles does not cure the shortcomings of
Lyles articulated above with regard to claim 15, Claims 20 and 21 are thus believed to be patentable
for at least the reasons provided above in regard to claim 15, in addition 1o the elements recited in
such dependent claims.

Withdrawal of the rejection of claims 20 and 21 is respectfully requested.

7. Claim 22 was rejected under pre-AlA 35 US.C. § 103{a} as being unpatentable over Lyles in
view of Andree et al. {U.S. Publication No. 2004/0043007; hereinafter “Andree”}.

Claim 22 depends from claim 15.

Applicant submits that the addition of Andree o Lyles does not cure the shortcomings of Lyles
articulated above with regard to claim 15. Claim 22 is thus believed to be patentable for at least the

reasons provided above in regard o claim 15, in addition to the elements recited in this dependent

claim.
Withdrawal of the rejection of claim 22 is respectiully requested.
Reservation of Rights
8. in the interest of clarity and brevity, every assertion made in the Office Action may not have

been equally addressed. Silence regarding any such assertion does not constitute any admission or
acguiescence. All rights not exercised in connection with this response, such as the right to challenge
or rebut any tacit or explicit characterization of any reference or of any of the present claims, the right
to challenge or rebut any asserted factual or legal basis of any of the rejections, the right to swear
behind any cited reference such as provided under 37 C.FR. § 1.131 or otherwise, or the right to
assert co-ownership of any cited reference, are reserved. It is not admitted that any of the cited
references or any other references of record are relevant to the present claims, or that they constitute
prior art. To the extent that any rejection or assertion is based upon the Examiner’s personal
knowledge, rather than any objective evidence of record as manifested by a cited prior art reference,
timely objection to such reliance on Official Notice is made, and all rights to request that the Examiner

provide a reference or affidavit in support of such assertion, as required by MPEP § 2144.03, are
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Filing Date: December 20, 2013

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL 5LSPENSION

reserved. All rights to pursue any cancelled claims in a subseguent patent application claiming the
benefit of priority of the present patent application, and to request rejoinder of any withdrawn claim,

as required by MPEP § 821.04, are likewise reserved.

CONCLUSION
Applicant respectfully submits that the claims are in condition for allowance, and notification
to that effect is earnestly requested. The Examiner is invited to telephone the undersigned at {612}
373-6900 to facilitate prosecution of this application.
if necessary, please charge any additional fees or deficiencies, or credit any overpayments to

Deposit Account No, 19-0743.

Respectfully submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, PA.
P.O. Box 2938

Minneapolis, MN 55402--0938

{612} 373-6800

Date November 1, 2016 By /ﬂém 7/7 ,MM//

Alison N. Sachs
Reg. No. 63,776
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Electronic Patent Application Fee Transmittal

Application Number: 14136681

Filing Date: 20-Dec-2013

Title of Invention: Cell Spraying Device, Method and Sprayed Cell Suspension
First Named Inventor/Applicant Name: Reinhard Bornemann

Filer: Gregory Grace/Jamie Agnes

Attorney Docket Number: 4053.001US2

Filed as Small Entity

Filing Fees for Utility under 35 USC111(a)

Description Fee Code

Quantity

Amount

Sub-Total in
UsD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount USD($)
Extension - 2 months with $0 paid 2252 1 300 300
Miscellaneous:
Total in USD ($) 300
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Electronic Acknowledgement Receipt

EFS ID: 27389334
Application Number: 14136681
International Application Number:
Confirmation Number: 7065

Title of Invention:

Cell Spraying Device, Method and Sprayed Cell Suspension

First Named Inventor/Applicant Name:

Reinhard Bornemann

Customer Number:

21186

Filer: Gregory Grace/Jamie Agnes
Filer Authorized By: Gregory Grace
Attorney Docket Number: 4053.001US2
Receipt Date: 01-NOV-2016
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Time Stamp: 17:43:33

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $300

RAM confirmation Number

110216INTEFSW00004401190743

Deposit Account

190743

Authorized User

Jamie Agnes

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

37 CFR 1.16 {National application filing, search, and examination fees)

37 CFR 1.17 (Patent application and reexamination processingfees)
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37 CFR 1.19 (Document supply fees)
37 CFR 1.20 {Post Issuance fees)

37 CFR 1.21 {Miscellaneous fees and charges)

File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (ifappl.)
201921
1 4053_001USZ_gispAFCP_EOT. yes 13
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Document Description Start End
Transmittal Letter 1 1
Extension of Time 2 2
After Final Consideration Program Request 3 3
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30435
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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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INTHE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann
Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

Docket No.: 4353.001US2 Nerial No.: 14/136,6&1
Filed: December 20, 2013 Due Date: November 1, 16
Examiner: Hya Treyger Group Art Unit 3761

Customer No.: 21186 Counfirmation No.: 7065

Mail Stop AF
Cormissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

We are transmitting herewith the following attached items (as indicated with an “X”):

X After Final Consideration Program Request (1 pg.)

X Amendment and Response under 37 CF.R. § 1.116 (10 pgs.)

X Petition for Extension of Time (1 pg.)

X Authorization to charge Deposit Account 19-0743 in the amount of $300.00 to cover the Extension of

Time Fee,

If not provided for in a separate paper filed herewith, please consider this 2 PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers and please charge any additional fees or credit overpayment to Deposit
Account No. 19-8743. If applicable, any papers or fees supplied herewith are considered {o be timely filed pursuan{ ta 37
C.F.R. § 1.7(a}, the response period falling on a Federal Holiday, Saturday or Sunday being extended to the next succeeding
business day.

SCHWEGMAN LUNDBERG & WOESSNER, P.A. By: / WL ﬂ, «’4: @ZM’//

Customer No.: 21186 Alison N. Sachs
Reg. No. 63,776
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S/N 14/136,681 PATENT
INTHE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s):  Reinhard Bornemann Examiner: Ilya Treyger

Sertal No.: 14/136,681 Group Art Unit: 3761

Filed: December 20, 2013 Bocket: 4053.0010U82

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

PETITION FOR A TWO-MONTH EXTENSION OF TIME

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

In accordance with the provision of 37 C.F.R § 1.136(a), it is respectfully requested that a
two-month extension of time be granted in which to respond to the Final Office Action mailed
June 1, 2016, said period of response being extended from September 1, 2016 to November 1,
2016.

Please charge Deposit Account No. 19-0743 in the amount of $300.80 to cover the
reguired extension fee. Please charge any additional fees or credit overpayment to deposit

Account Mo, 18-0743.

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, PA.
P.O. Box 2938

Minneapolis, MN 55402

{(612) 373-6900

Date  November 1, 2016 / m ﬂ/ MV‘/’

Alison N. Sachs
Reg. No. 63,776
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PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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.

APPLICATION AS FILED — PART |

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 14/136,681 12/20/2013 | [ 7o be mailed
ENTITY: []LArRGE [X] smALL [] MICRO

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
|:| EXAMINATION FEE
{37 CFR 1.16(0), (p), or (qQ)) N/A N/A N/A
TOTAL CLAIMS , N
(87 CFR 1.16(1)) minus 20 = X3 =
INDEPENDENT CLAIMS , N
(87 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
’(ASF;PC';;%U?(’:))S'ZE FEE for small entity) for each additional 50 sheets or
' fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
— 11/01/2016 AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
s ;l'?gaa)l) (37 CFR 192 Minus | ** 20 -0 x $40 = 0
3 .
Independ .
= IEESh T Minus | -3 -0 x 5210 - 0
<§t [] Application Size Fee (37 GFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
AMENDMENT PAID FOR
Total (37 cFR . ; .
1.16(i)) Minus = X $ =
Independent . !
(272€§r11.1ee?(h)) Minus = X $ =

] Application Size Fee (37 GFR 1.16(s))

AMENDMENT

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CGFR 1.16()))

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

TOTAL ADD’L FEE

LIE
DEBORAH POLLARD

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO.
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2 7065
21186 7590 06/01/2016
EXAMINER
SCHWEGMAN LUNDBERG & WOESSNER, P.A. |
P.0. BOX 2938 TREYGER, ILYA Y

MINNEAPOLIS, MN 55402

| ART UNIT | PAPER NUMBER
3761

| NOTIFICATION DATE | DELIVERY MODE

06/01/2016 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):

uspto@slwip.com
SLW @blackhillsip.com
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Application No. Applicant(s)

14/136,681 BORNEMANN, REINHARD
Office Action Summary Examiner Art Unit

ILYA TREYGER 3761

-- 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 3MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

)X Responsive to communication(s) filed on 23 February 2016.

a)X This action is FINAL. 2b)[] This action is non-final.

3)[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 Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4[] Claim(s) 15-25is/are pending in the application.
4a) Of the above claim(s) ______ is/are withdrawn from consideration.
5[] Claim(s) _____is/are allowed.
6)X] Claim(s) 15-25 is/are rejected.
7)[J Claim(s) ____is/are objected to.
8)[] Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)[X] The drawing(s) filed on 20 December 2013 is/are: a)[X] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[C] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)[J Al b)[JSome * ¢)[] None of:
1. Certified copies of the priority documents have been received.
2.[] 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) D Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)

2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _

3) [X] Information Disclosure Statement(s) (PTO/SB/08) 5) [] Notice of Informal Patent Application
Paper No(s)/Mail Date 02/23/2016. 6) D Other:

U.S. Patent and Trademark Office

PTOL-326 (Rev. 08-06) Office Actiotil(ﬁummary Part of Pap%/ Ne W?illlcl:a)ﬁ_? mz 0524
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Application/Control Number: 14/136,681 Page 2
Art Unit: 3761

The present application is being examined under the pre-AlA first to invent provisions.
DETAILED ACTION
1. No claims are amended.
2. Claims 15-25 are examined on the merits.
Response to Arguments
3. Applicant's arguments filed 02/23/2016 have been fully considered but they are not
persuasive:
4. With respect to claim 15, Applicant argues that the rejection is improper because the
reference of Lyles because the claimed method avoids the need to perform in vitro cell
expansion.

However, performing in vitro cell expansion does not prevents cells from being applied
to the treatment surface. In addition, it is noted that although the claims are interpreted in light of
the specification, limitations from the specification are not read into the claims. See Inre Van
Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). In this case, since claim 15 does not
require inadmissibility of performing in vitro cell expansion prior to application to the treatment
area, the rejection is deemed to be proper.

5. Applicant further argues that the reference of Lyles does not disclose depositing the cells
in the absence of applying a preformed skin graft because the use of the phrase "may be" is
insufficient to make this conclusion.

However, the phrase “may be” means that the use of skin graft is optional, i.c. the cells
can be deposited in the absence of the skin graft. As such, this limitation is considered as being

disclosed.
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Application/Control Number: 14/136,681 Page 3
Art Unit: 3761

6. Applicant further argue that the reference of Lyles does not disclose a serum-free
physiological solution.

However, Lyles discloses a variety of soluble media most of which are serum-free ((page
3, [0033]).

7. Applicant further argues that Lyles does not disclose physiological solutions such as
saline or salt solutions.

However, the physiological solutions such as saline or salt solutions are not required by
claim 15. It is noted that although the claims are interpreted in light of the specification,
limitations from the specification are not read into the claims. See In re Van Geuns, 988
F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993).

8. Applicant further argues that Lyles does not disclose that the cells have not been
subjected to ex vivo expansion because in vitro expansion is a type of ex vivo expansion.

However, since terms "ex vivo" and "ex vitro" are not synonyms, the cells are interpreted
as being not subjected to ex vivo expansion because they are being subjected to ex vitro
expansion.

0. Applicant further argues that the Office Action does not provide a citation in Lyles as to
disclosing spraying the droplets without forming a closed sheet so that the single cells are
distributed directly and evenly.

However, Office Action provides a citation in Lyles where this limitation is expressly
disclosed (Abstract, lines 4-5).

10.  With respect to claims 17, 20-22 and 24, Applicant’s arguments are substantially

identical to arguments discussed above.
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Application/Control Number: 14/136,681 Page 4
Art Unit: 3761

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

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in the
United States.

12. Claims 15, 16, 18, 19, 23 and 25 are rejected under pre-AIA 35 U.S.C. 102b as being
anticipated by Lyles (US 20040219133).
13. In Re claims 15, 16, 18 and 19, since the apparatus of Lyles is disclosed as being
provided, Lyles discloses a method to treat a wounded area of skin (Abstract, lines 1-8)
comprising:

providing a single cell-suspension of cells (Abstract, lines 4-5) comprising stem cells that
are uncultured progenitor skin cells (page 2, [0018]) in a serum-free physiological solution (page
3, [0033]) in a sterilizable container 12 (page 3, [0030], line 4; fig), wherein the cells are
obtained from the subject’s normal skin tissue that has been treated with enzymes so as to release
the cells from the dermal-epithelial cell junction (page 3, [0039]), wherein the skin cells have not
been subjected to ex vivo expansion, since they are disclosed as being subjected to in vitro
expansion (page 3, [0039]), and wherein the cell types are in a ration comparable to that found in
a normal skin (as per claim 16) since any cell types ration can be compared to that found in a
normal skin;

contacting the cell suspension of cells with a gas flow (page 3, [0029], lines 1-3) that

necessarily creates droplets of the suspension at a flow-controlled spray head 26 (page 3, [0030],
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Application/Control Number: 14/136,681 Page 5
Art Unit: 3761

line 8); spraying the droplets onto the wounded area of skin (Abstract, lines 6-8), wherein the
cells in the suspension necessarily have a morphology that is similar to the cells in the droplets.
With respect to limitation “to heal the wounded area in the absence of applying a
preformed skin graft”, since Lyles discloses that cells may be deposited in connection with an
allograft that means the use of skin graft is optional, the method of Lyles is interpreted as

disposing cells in the absence of applying a skin graft.

1 16

14.  With respect to claim 23, Lyles discloses the method, wherein the enzymes comprise
collagenase (page 4, [0045]).

15.  With respect to claim 25, Lyles discloses the method, wherein the wounded area is
burned (page 4, [0044]).
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Application/Control Number: 14/136,681 Page 6
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Claim Rejections - 35 USC § 103
16. The following is a quotation of pre-AIA 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

17. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459
(1966), that are applied for establishing a background for determining obviousness under pre-
AITA 35 U.S.C. 103(a) are summarized as follows:

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating obviousness or
nonobviousness.
18. Claim 24 is rejected under pre-AIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133).

Lyles discloses the invention discussed above but does not expressly disclose the method,
wherein the container is a syringe.

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to use the syringe as a container in the method of Lyles in
order to convenience operation the method, since the syringe is a variation of the

container.
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19. Claim 17 is rejected under pre-AIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Wood et al. (US 2002/0106353).

Lyles discloses the invention discussed above, wherein the cells comprise fibroblasts
(page 2, {0014], but does not expressly disclose the method, wherein the cells comprise basal
keratinocytes, Langerhans cells and melanocytes.

Wood teaches a method to treat a skin (Abstract, lines 1-3), wherein the cells comprise
basal keratinocytes, Langerhans cells and malanocytes (page 3, [0045]).

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to provide the suspension of Lyles with the basal keratinocytes,
Langerhans cells and malanocytes, as taught by Wood in order to achieve expectable treatment

result by employing the cell-suspension known in the art.

6. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Guirguis (US 5,139,031).
7. With respect to claim 20, Lyles disclose the invention discussed above but do not
expressly disclose a method, wherein the suspension is filtered to remove large cellular
congregates.

Guirguis teaches that it is known to provide filtering the cellular suspension in
distribution of cells (See Col. 2, In. 21-23).

It would have been obvious to one having ordinary skill in the art at the time the
invention was made to modify device of Lyles with filtering the cellular suspension, as taught by
Guirguis because such modification would provide the capability of removing cellular

conglomerates of predetermined size.
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8. With respect to claim 21, Lyles in view Guirguis do not expressly disclose the particular
parameter of the number of cells range to be filtered.

Since the particular parameter of the number of cells range to be filtered affects the
particular surgical procedure that depends on the particular disease to be treated, it is
the matter of optimization as being result effective variable. Therefore, it would have
been obvious to one having ordinary skill in the art at the time the invention was
made to use the particular parameter of the number of cells range to be filtered in order to
provide the specific treatment for the specific clinical conditions, since it has been
held that where the general conditions of a claim are disclosed in the prior art,

discovering the optimum or workable ranges involves only routine skill in the art. In

re Aller, 105 USPQ 233(MPEP 2144.05 (1I-A)).

20. Claim 22 is rejected under pre-AIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Andree et al. (US 2004/0043007).

Lyles discloses the invention discussed above, wherein the enzymes comprise trypsin
(page 4, [0045], but do not expressly disclose the method, wherein the enzymes comprise
dispase.

Andree teaches a method of preparing a composition for wound healing (Abstract, lines
1-2), wherein the enzymes comprise dispase (page 6, [0093]).

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to provide the enzymes of Lyles with the dispase, as taught by
Andree in order to achieve the predictable result of the treatment by employing the cell

preparations technic conventionally known in the art.
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Conclusion
21. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time
policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO
MONTHS of the mailing date of this final action and the advisory action is not mailed until after
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event,
however, will the statutory period for reply expire later than SIX MONTHS from the mailing
date of this final action.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to ILYA TREYGER whose telephone number is (571)270-3217.
The examiner can normally be reached on 7:30-5:00.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Tatyana Zalukaeva can be reached on 571-272-1115. The fax phone number for the

organization where this application or proceeding is assigned is 571-273-8300.
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Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/ILYA TREYGER/
Examiner, Art Unit 3761
/TATYANA ZALUKAEVA/
Supervisory Patent Examiner, Art Unit 3761
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann Examiner: Ilya Treyger
Serial No.: 14/136,681 Group Art Unit: 3761
Filed: December 20, 2013 Docket No.: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065

Title: Cell spraying device, method and sprayed cell suspension

RESPONSE UNDER 37 C.F.R. § 1.111

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
In response to the Office Action dated August 25, 2015, please reconsider the application
in view of the following:
This response is accompanied by a Petition, as well as the appropriate fee, to obtain a

three-month extension of the period for responding to the Office Action, thereby moving the

deadline for response from November 25, 2015 to February 25, 2016.
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RESPONSE UNDER 37 C.F.R §1.111 Page 2
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

IN THE CLAIMS

The pending claims are as follows:

1-14. (Canceled).

15.  (Previously Presented) A method to treat a wounded area of skin on a human subject,
comprising:

providing a single cell-suspension of cells comprising progenitor skin cells in a serum-
free physiological solution in a sterilizable container, wherein the cells are obtained from the
subject’s normal skin tissue that has been treated with enzymes so as to release the cells from the
dermal-epithelial cell junction, wherein the skin cells have not been subjected to ex vivo
expansion;

contacting the single-cell suspension of cells with a gas flow at an outlet of the container
to create droplets of the suspension at a flow-controlled spray head; and

spraying the droplets onto the wounded area of skin without forming a closed cell sheet
so that the single cells are distributed directly and evenly and the cells regenerate normal skin by

in situ multiplication to heal the wounded area in the absence of applying a preformed skin graft.

16.  (Previously Presented) The method of claim 15 wherein the suspension comprises

uncultured cell types in a ratio comparable to that found in normal skin.

17.  (Previously Presented) The method of claim 15 or 16 wherein the cells comprise basal

keratinocytes, Langerhans cells, fibroblasts and melanocytes.

18.  (Previously Presented) The method of claim 15 wherein the cells in the suspension have a

morphology that is similar to the cells in the droplets.

19. (Previously Presented) The method of claim 16 wherein the suspension comprises skin

progenitor cells.
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RESPONSE UNDER 37 C.F.R §1.111 Page 3
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

20.  (Previously Presented) The method of claim 15, wherein the suspension is filtered to

remove large cellular congregates.

21. (Previously Presented) The method of claim 20, wherein the filter has a cut-off of 5-100

cell congregates.

22.  (Previously Presented) The method of claim 15 wherein the enzymes comprise dispase

and trypsin.

23.  (Previously Presented) The method of claim 15 wherein the enzymes comprise

collagenase.

24.  (Previously Presented) The method of claim 15 wherein the container is a syringe and the
suspension is delivered to the outlet of the spray head by continuous force application to the

container.

25.  (Previously Presented) The method of claim 15 wherein the wounded area is burned.
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RESPONSE UNDER 37 C.F.R §1.111 Page 4
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

REMARKS
This responds to the Office Action dated August 25, 2015 (“Office Action”™).
Claims 15-25 remain pending in the present application.

Reconsideration of the present application in view of the following remarks is

respectfully requested.

Formal Request for Telephonic Interview

If the remarks herein do not result in allowance of all claims, then Applicant formally
requests a telephonic interview with the Examiner and Applicant’s representative, Alison N.

Sachs, to help expedite examination.

The Rejection of Claims Under § 102
Claims 15, 16, 18, 19, 23 and 25 were rejected under pre-AIA 35 U.S.C. § 102(b) as
being anticipated by Lyles (U.S. Publication No. 2004/0219133; hereinafter “Lyles”).

According to the Federal Circuit, “[a]nticipation requires the disclosure in a single prior
art reference of each element of the claim under consideration.” W.L. Gore & Assocs. v.
Garlock, Inc., 721 F.2d 1540, 200 USPQ 303, 313 (Fed. Cir. 1983) (emphasis added). In
addition, the Federal Circuit has held that a claimed combination cannot be anticipated by a
reference if the allegedly anticipatory disclosure cited is not enabled. Elan Pharms. Inc. v. Mayo
Found. for Med. Educ. & Research, 346 F.3d 1051, 68 USPQ 1373, 1375-76 (Fed. Cir. 2003).
As demonstrated below, Lyles does not meet this standard.

Claim 15 recites:

“A method to treat a wounded area of skin on a human subject, comprising:

providing a single cell-suspension of cells comprising progenitor skin cells in a
serum-free physiological solution in a sterilizable container, wherein the cells are
obtained from the subject’s normal skin tissue that has been treated with enzymes so as to
release the cells from the dermal-epithelial cell junction, wherein the skin cells have not
been subjected to ex vivo expansion;

contacting the single-cell suspension of cells with a gas flow at an outlet of the
container to create droplets of the suspension at a flow-controlled spray head; and

spraying the droplets onto the wounded area of skin without forming a closed cell
sheet so that the single cells are distributed directly and evenly and the cells regenerate
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RESPONSE UNDER 37 C.F.R§1.111

Serial Number:14/136,681

Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

Page 5
Dkt: 4053.001US2

normal skin by in situ multiplication to heal the wounded area in the absence of applying
a preformed skin graft.”

Method claim 15 of the present application recites spraying [cell] droplets “without

forming a closed cell sheet.” The present application! discloses:

{0030} Certatn embodiments of s invention provide a

fie efficient method for supplying a cellular coverto a tissue

i a oldeal setiing. That ks, cells can be finely and evenly
distribrted over a wound, avoiding the use of cell sheets. This
15 schievable becawse there 1s 8 coniralled procuring of the
coll suspensionywith a siethod provided by an appavatus, thus
allowing cell spraving to be pecfurmued more evenly than
comventional methods and devices for shn graling.

03 Usiog  dividuallyvespraved  cells  through an
embodiment of the device disclosed here, mther than contlu-
ently grown kergtinocyle sheets as by the prior arg, resulls n

thee need for fewer cells and applestion fo g larger reatment

strface, Bhister fopnation 15 avoided by the vse ol single cells

without forsung = closed sheet, Redueing the cell number

speeds up application tme by avoiding an w viro cel expan-
siok Avolding i vitro cell expansion, o fuo, reduces vl
differentiation and therefore better preserves basal kerati

nocyie progenitor cells 1w the cell suspension.

The method of the present application allows for fewer cells to be applied to the treatment

surface, and thus avoids the need to perform in vifro cell expansion prior to spraying the cells, as

similarly recited in the claim.

The present application further describes treatment of a wound using fewer cells relative

to other techniques, including cultured epithelial autographs (CEA):

047 An important aspect of nitlizing such o suspension
o grailing technology 18 that 11 can be usedto expand the area
or volume of & wound that can be treated grickdy by in siin
shphication of v lunited wymber of cells, Cellular mnltiph-
cation 8 encouraged on the patient rather than B an W vitre

systen, as provided by the canventional CHEA method.

! Citations refer to paragraph numbers of the published application, US Pub No. 2014/0107621 (“present

application™).
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RESPONSE UNDER 37 C.F.R §1.111 Page 6
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

Because fewer cells can be used and those cells can multiply once sprayed on the skin, the
method of the present application can be done without an ex vivo expansion system.

With regard to Lyles, the Office Action asserts on pages 2 and 3 that Lyles discloses the
method of claim 15. The Office Action specifically states:

With respect to Huttation “to heal the wounded area 10 the absence of applying &
preformed skin graft”, sivee Lyles discloses that cells may be depeosited in connection with an
gllograft that rmaeans the use of skin graft i3 optional, the method of Lyles is interpreted as

disposing cells in the absence of appiying a skin graft.

Applicant respectfully disagrees with the Examiner’s interpretation of Lyles as including
a method of disposing cells in the absence of applying a skin graft. Lyles uses the phrase “may
be” throughout the specification, including in the Examples. Applicant respectfully asserts that
use in Lyles of the phrase “may be”, in reference to depositing the cells with an allograft, is
wholly insufficient to establish that Lyles discloses depositing the cells in the absence of
applying a preformed skin graft. In Lyles, treatment using a graft, which the cells can be sprayed
onto, seems to be a central concept.

Applicant respectfully asserts that the Examiner has failed to establish that Lyles
discloses spraying ...droplets onto the wounded area of skin ... to heal the wounded area in the
absence of applying a preformed skin graft, as recited in claim 15. Lyles repeatedly references
use of an allograft onto which the cells are sprayed. See, for example, paragraphs [0022],
[0028], [0037], [0039], [0043], [0048], and [0053] of Lyles. Paragraph [0037] of Lyles describes

the process as follows:

Exaoypde {

Adrdor Coll Extornad Seading (ALCTES}

(AT The vention may Uk 5 mh]qm. servaead
Alr-des Cell External Seading (AL 3 s anddor
achosion proteins or growsh taﬁow n‘ss% x5 %t.uk.w\.\f o &
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RESPONSE UNDER 37 C.F.R §1.111 Page 7
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

dm mai mi ﬁii"lat by 8 mrd *mh, T --'§

ot spraven Io bued: (1)

OERVEF wERy D
) d@p\ sl mlﬁ« w&m:h are sespended = oawiclogons
serwm oo odhey speeified medie {09 the cells ave seoded onge
& eommescially  avallable  dermal  subsingie  {alogralty
ofxtatoed Dowe huns cadaver aking and (o) (e comstrpetion
af the re “mg full thickasss graft material can occnr in
w0 oF i vivo,

Paragraph [0047] of Lyles is titled “Use of a universal dermal allograft.” Paragraph [0048] of
Lyles is titled “Use of a new technique to deposit cells onto a commercially available dermal
allograft.” Paragraph [0028] of Lyles similarly discloses:

TR T dispease mupdiple cell boes indepeadently and
sffictently, i cortuin ewmbodimsents & hand ol gdesfot
sypraver mwy be wsed fo deposit one or wore dsﬂmmi cedl
ypes {o.g., koematinnowes, Shoooyies, sk N
\Lrw*h ey & \wumﬁ bed w Beilitale :

elerate new @:;&g‘ ht:‘lﬂ] growth as
pm 0* ti; w&mﬂ ‘x\mm process, In & AR nmsm
sralssdimnest, live swdclogons cells, sespended s sanindogme
serim, ave speaved Gsg R CconBouons” @i spraver
directly oma 2 commerelaky svailalde allograft ﬂhxxsrk
within hw wonnd bed.

In Lyles, the sprayer is used to spray the cells onto the allograft. For at least the reasons
above, Applicant respectfully asserts that it is improper to conclude that Lyles discloses
disposing cells “in the absence of applying a preformed skin graft.” Applicant respectfully
asserts that the Office Action fails to establish that Lyles discloses disposing cells in the absence
of a preformed skin graft.

Applicant respectfully asserts that Lyles fails to disclose additional elements recited in
claim 15. Three of such elements of claim 15, which Applicants assert are not present in Lyles,
are described below.

First, claim 15 recites “providing a single cell-suspension of cells comprising progenitor
skin cells in a serum-free physiological solution in a sterilizable container.” With regard to the

solution, the present application discloses:
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RESPONSE UNDER 37 C.F.R §1.111 Page 8
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

o4 Another embodiment of the vention also provides
a mathod forpsing a non-sutologous cell suspension to pro-
diace cells capable of reprostoction for parposes of skin gralt-
ing. T procure cells of any source, the cells are suspended in
an aguecus salme'nuirtion solution. The solution may be
anything physilogical from a basio salt solution 1o a mewve
coamplex putrient solution. Preferably, the putrient solwtion is
free of ail sernm bt containg vanous salts, such as elevtro-
btes, that resemble the substances found in body fluids; this
type of sodution s often called physiological saline. Phos-
phate or other non-toxic substances may slse bullor the solu-
o i ordey to maintain the pH at approxieate phiysiological
lewels. Seitahle nutrient soladions that are preferred hase on
Ringer-lactate solutions, mclnding Havtman's sedudion,
dislysis solutions, sud on periphens lntravemus puinition
sohrtions.

In contrast, Lyles mentions:

[0033]  The cells may be suspended in a variety of soluble
medis  wehding polveinyl aleohnd, albumiy, dextraos,
plasma, senom, other blood compoments, polymers of
auclele ackls or combinations thersol. The soluble media
may be at 3 lemperatere batween 67 C. and 357 CL Inanother
crobodiment the soluble media may be berween 34 and 4P

Y

., for exanple 38° C
Lyles makes many additional references to a serum for suspending the cells - see, for example,
paragraphs [0028], [0037], [0039], [0044] and [0053]. Lyles does not disclose physiological
solutions such as saline or salt solutions. Applicant respectfully asserts that Lyles does not
disclose a serum-free physiological solution, in the manner recited in the claim.

Second, claim 15 recites “wherein the cells are obtained from the subject’s normal skin
tissue that has been treated with enzymes so as to release the cells from the dermal-epithelial cell
junction, wherein the skin cells have not been subjected to ex vivo expansion.” Claim 15 further
recites that “the cells regenerate normal skin by in sifu multiplication.”

Lyles refers to cell harvesting and culturing in vitro, prior to dispersing the cells onto an
allograft matrix by air-jet spraying. See, for example, Examples 2 and 5 of Lyles. Under
Summary of the Invention, Lyles mentions:

1] Other methods of the invention relate to harvesting

and growing auologous cells for later deposition vsing a
hand help abr-Jet sprayer,

127 Avita Medical Limited
Ex. 1009



RESPONSE UNDER 37 C.F.R §1.111 Page 9
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

Lyles explicitly states ‘harvesting and growing’ and ‘later deposition’ onto the wound.
Moreover, the Examiner acknowledges that Lyles discloses that the skin cells are subject

to in vitro expansion. The Office Action states:

4. I Re claims 15, 16, 18 and 19, since the apparatus of Lyles is disclosed as being
provided, Lyles discloses @ method to treat & wounded avea of skin (Abstract, lines [-8)
comprising:

providing a single cell-suspension of celis (Abstract, lines 4-3) comprising stem cells that
are uncultured progenitor skin cells (page 2, {0018]) in a serum-free physiological solution {(page
3, {0033]) in « sterilizable container 12 (page 3, {0030, line 4; fig), wherein the cells are
obtained from the subject’s normal skin tissue that has been treated with enzymes 50 as to rofcase
the cells from the dermal-gpithelial cefl junction {page 3. [0039]), wherein the skin cells have aot
been subjectad to ex vivo expansios, since they are disclosed as being subjected o in vitro

expansion {page 3, [0039]), and wherein the cell types are in a ration comparable to that found in

Applicant agrees with the statement above that the cells in Lyles are disclosed as being subjected
to in vitro expansion. However, Applicant respectfully disagrees with the conclusion in the
Office Action that this means the cells have not been subjected to ex vivo expansion. Applicant
respectfully asserts that in vifro expansion is a type of ex vivo expansion. Applicant respectfully
asserts that Lyles refers to ex vivo expansion, which is opposite to the recitation in claim 15 that
“the skin cells have not been subjected to ex vivo expansion.”

Although Lyles makes reference to in vivo construction, Applicant asserts that such in
vivo construction seems to refer to the graft and the cells, after the cells have been sprayed onto
the graft, at the site of the wound. See paragraphs [0054] and [0055] of Lyles.

Applicant respectfully asserts that the process in Lyles includes ex vivo expansion of the
cells, and that Lyles does not disclose providing a single-cell suspension of cells, wherein the
cells are obtained from the subject’s normal skin tissue, and wherein the skin cells have not been
subjected to ex vivo expansion.

Third, claim 15 recites:

“spraying the droplets onto the wounded area of skin without forming a closed
cell sheet so that the single cells are distributed directly and evenly and the cells
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regenerate normal skin by 7z sifu multiplication to heal the wounded area in the absence
of applying a preformed skin graft.”
Applicant notes that the Office Action does not provide a citation in Lyles as to disclosing
spraying the droplets without forming a closed sheet so that the single cells are distributed
directly and evenly. Applicant respectfully asserts that this is not disclosed in Lyles, and Lyles

instead mentions that the cells are deposited in layers. From Lyles:

RS To o embod 5 sccnest
atsdogons oells, sach o EHH Y LAY stem
sells, Celis may be dex i ias wrs of d singhe call type
ar spesliic migien of ¥

Paragraph [0055] of Lyles included below also describes spraying multiple layers of the cells
onto the allogratft.

[BOSS]  Swch provedures may ‘k CREE i&‘l out ls‘?i"ls.; a hsu}ii
held girdet spraye 3 :
harvesting f Quss, By m‘n{* i%\ ‘k( L‘\ i«bmm{g as\, ;.‘; s\m
ha possibls 1o constrist k--[}!ﬁhﬁ:].a&l Hsses i vive by nme-
i repair of lerge extornnl fuliadsickovss woumd. Muk
tiple fayers of the varions coll types may be speayad ondo
cullagen ﬂlﬁt\gﬁf{ by muliple passes wsing e ACES
wiethiod fr vary fissus thickness. The paramelers of &
satizods fo deposit «wc cells maay be varked. Clindeal aseths
cadologies sy be used For the ansplanting of aetodogias
cuttured estis and the constrsction aud anihering of tssue
cyninesred epishelad gealis,

Applicant respectfully asserts that Lyles does not disclose spraying droplets without
forming a closed cell sheet so that single cells are distributed directly and evenly, as recited in
the claim.

Applicant respectfully asserts that Lyles fails to disclose all elements of claim 15,
including at least those specifically detailed above. For at least these reasons, Applicant
respectfully asserts that claim 15 is not anticipated by Lyles. Withdrawal of the rejection of
claim 15 is respectfully requested.

Claims 16, 18, 19, 23 and 25 depend from claim 15 and are believed to be patentable for
at least the reasons provided above in regard to claim 15, in addition to the elements recited in
such dependent claims. Withdrawal of the rejection of claims 16, 18, 19, 23 and 25 is

respectfully requested.
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The Rejection of Claims Under & 103

Claim 24 was rejected under pre-AIA 35 U.S.C. § 103(a) as being unpatentable over
Lyles.

Claim 24 depends from claim 15 and is believed to be patentable for at least the reasons
provided above in regard to claim 15, in addition to the element(s) recited in such dependent

claim. Withdrawal of the rejection of claim 24 is respectfully requested.

Claim 17 was rejected under pre-AIA 35 U.S.C. § 103(a) as being unpatentable over
Lyles in view of Wood et al. (U.S. Publication No. 2002/0106353; hereinafter “Wood”).

Claim 17 depends from claim 15.

The Office Action relies on Wood as disclosing cells comprising basal keratinocytes,
Langerhans cells and melanocytes. Regardless of whether this is a reasonable interpretation or
whether it would be reasonable to provide the suspension of Lyles as taught by Wood (neither of
which Applicant concedes), to the undersigned’s knowledge, the addition of Wood to Lyles does
not cure the shortcomings of Lyles articulated above with regard to claim 15. Claim 17 is thus
believed to be patentable for at least the reasons provided above in regard to claim 15, in addition
to the element(s) recited in such dependent claim.

Withdrawal of the rejection of claim 17 is respectfully requested.

Claims 20 and 21 were rejected under 35 U.S.C. § 103(a) as being unpatentable over
Lyles in view of Guirguis (U.S. Patent No. 5,139,031; hereinafter “Guirguis”).

Claims 20 and 21 depend from claim 15.

The Office Action relies on Guirguis in asserting that it is known to provide filtering the
cellular suspension, and disclosing a range of cells to be filtered, and that it would be obvious to
modify the device of Lyles with filtering the cellular suspension. Regardless of whether this is a
reasonable interpretation of Guirguis or whether the purported modification of Lyles is
reasonable (neither of which Applicant concedes), to the undersigned’s knowledge, the addition

of Guirguis to Lyles does not cure the shortcomings of Lyles articulated above with regard to
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claim 15. Claims 20 and 21 are thus believed to be patentable for at least the reasons provided
above in regard to claim 15, in addition to the elements recited in such dependent claims.

Withdrawal of the rejection of claims 20 and 21 is respectfully requested.

Claim 22 was rejected under pre-AIA 35 U.S.C. § 103(a) as being unpatentable over
Lyles in view of Andree et al. (U.S. Publication No. 2004/0043007; hereinafter “Andree”).

Claim 22 depends from claim 15.

The Office Action relies on Andree as teaching a method of preparing a composition for
wound healing, wherein the enzymes comprises dispase, and that it would be obvious to provide
the enzymes of Lyles with the dispase of Andree. Regardless of whether this is a reasonable
interpretation of Andree or whether it would be reasonable to provide the dispase to the enzymes
of Lyles, to the undersigned’s knowledge, the addition of Andree to Lyles does not cure the
shortcomings of Lyles articulated above with regard to claim 15. Claim 22 is thus believed to be
patentable for at least the reasons provided above in regard to claim 15, in addition to the
element(s) recited in such dependent claim.

Withdrawal of the rejection of claim 22 is respectfully requested.
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CONCLUSION

Applicant respectfully submits that the claims are in condition for allowance, and
notification to that effect is earnestly requested. The Examiner is invited to telephone the
undersigned at (612) 373-6932 to facilitate prosecution of this application.

If necessary, please charge any additional fees or deficiencies, or credit any

overpayments to Deposit Account No.19-0743.

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402--0938

(612) 373-6932

Date February 23,2016 By /Alison N. Sachs/
Alison N. Sachs
Reg. No. 63,776
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Serial No.:  14/136,681 Group Art Unit: 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In compliance with the duty imposed by 37 C.F R. § 1.56, and in accordance with 37
CFR. §§ 197 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application. Applicant respectfully
requests that this Information Disclosure Statement be entered and the documents listed on the
attached PTO 1449 Form be considered by the Examiner and made of record. Pursuant to the
provisions of MPEP 609, Applicant requests that a copy of the PTO 1449 Form, initialed as
being considered by the Examiner, be returned to the Applicant with the next official
communication.

Pursuant to 37 C.F.R. § 1.97(c)(2), Applicant hereby authorizes the Commissioner to
charge the fee of $90.00 as set forth in 37 C.F.R. § 1.17(p), to Deposit Account No. 19-0743.
Please charge any additional fees or deficiencies, or credit any overpayment to Deposit Account
No. 19-0743.

Pursuant to 37 C.F.R. § 1.98(a)(2), copies of cited U.S. Patents and Published
Applications, and Non-Published Applications identifiable by USPTO Serial Number, are no
longer required to be provided to the Office. Applicant acknowledges the requirement to submit
copies of foreign patent documents and non-patent literature in accordance with 37 CF.R §

1.98(2)(2).
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The Examiner is invited to contact the undersigned at the telephone number indicated if

there are any questions regarding this communication.

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6911

Date February 23, 2016 By [Alison N. Sachs/
Alison N. Sachs
Reg. No. 63,776
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann
Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

Docket No.: 4053.001US2 Serial No.: 14/136,681

Filed: December 20, 2013 Due Date: February 25, 2016
Examiner: Ilya Treyger Group Art Unit: 3761

Customer No.: 21186 Confirmation No.: 7065

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

Alexandria, VA 22313-1450

We are transmitting herewith the following attached items (as indicated with an “X”):

X  Amendment and Response under 37 CFR. § 1.111 (13 pgs.)

X  Petition for Extension of Time (1 pg.)

X  Supplemental Information Disclosure Statement (2 pgs.), Form 1449 (1 pg.) Copies of Cited References
(8).

X  Authorization to charge Deposit Account 19-0743 in the amount of $90.00 to cover the fee for
consideration of Information Disclosure Statement under 37 C.F.R. § 1.97(c).

X  Authorization to charge Deposit Account 19-0743 in the amount of $700.00 to cover the Extension of

Time Fee.

If not provided for in a separate paper filed herewith, please consider this a PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers and please charge any additional fees or credit overpayment to Deposit
Account No. 19-0743. If applicable, any papers or fees supplied herewith are considered to be timely filed pursuant to 37
C.F.R. § 1.7(a), the response period falling on a Federal Holiday, Saturday or Sunday being extended to the next succeeding
business day.

SCHWEGMAN LUNDBERG & WOESSNER, P.A. By: {Alison N. Sachs/

Customer No.: 21186 Alison N. Sachs
Reg. No. 63,776
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Inventor(s): Reinhard Bornemann Examiner: Ilya Treyger

Serial No.:  14/136,681 Group Art Unit: 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: CELL SPRAYING DEVICE, METHOD AND SPRAYED CELL SUSPENSION

PETITION FOR A THREE-MONTH EXTENSION OF TIME

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

In accordance with the provision of 37 C.F.R § 1.136(a), it is respectfully requested that a
three-month extension of time be granted in which to respond to the Office Action mailed
August 25, 2015, said period of response being extended from November 25, 2015 to February
25,2016,

Please charge Deposit Account No. 19-0743 in the amount of $700.00 to cover the
required extension fee. Please charge any additional fees or credit overpayment to deposit

Account No. 19-0743.

Respectfully submitted,

SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6932

Date February 23,2016 By /Alison N. Sachs/
Alison N. Sachs
Reg. No. 63,776
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14/136,681 BORNEMANN, REINHARD
Office Action Summary Examiner AriUnit

ILYA TREYGER 3761
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earned patent term adjustment. See 37 CFR 1.704(b).
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a)[] This action is FINAL. 2b)[X] This action is non-final.
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Disposition of Claims

4\ Claim(s) 15-25is/are pending in the application.
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7)[0 Claim(s) ____is/are objected to.
8)[] Claim(s) _____are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)X] The drawing(s) filed on 20 December 2013 is/are: a)[X] accepted or b)[[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[C] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119
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3.[]] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.
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Application/Control Number: 14/136,681 Page 2
Art Unit: 3761

The present application is being examined under the pre-AlIA first to invent provisions.
DETAILED ACTION
1. Claims 15-25 of the US Patent Application No. 14/136681 filed 12/20/2013 are presented
for examination.
Claim Rejections - 35 USC § 102
2. The following is a quotation of the appropriate paragraphs of pre-AIA 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in the
United States.

3. Claims 15, 16, 18, 19, 23 and 25 are rejected under pre-AlA 35 U.S.C. 102b as being
anticipated by Lyles (US 20040219133).
4, In Re claims 15, 16, 18 and 19, since the apparatus of Lyles is disclosed as being
provided, Lyles discloses a method to treat a wounded area of skin (Abstract, lines 1-8)
comprising:

providing a single cell-suspension of cells (Abstract, lines 4-5) comprising stem cells that
are uncultured progenitor skin cells (page 2, [0018]) in a serum-free physiological solution (page
3, [0033]) in a sterilizable container 12 (page 3, [0030], line 4; fig), wherein the cells are
obtained from the subject’s normal skin tissue that has been treated with enzymes so as to release
the cells from the dermal-epithelial cell junction (page 3, [0039]), wherein the skin cells have not
been subjected to ex vivo expansion, since they are disclosed as being subjected to in vitro

expansion (page 3, [0039]), and wherein the cell types are in a ration comparable to that found in
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Application/Control Number: 14/136,681 Page 3
Art Unit: 3761

a normal skin (as per claim 16) since any cell types ration can be compared to that found in a
normal skin;

contacting the cell suspension of cells with a gas flow (page 3, [0029], lines 1-3) that
necessarily creates droplets of the suspension at a flow-controlled spray head 26 (page 3, [0030],
line 8); spraying the droplets onto the wounded area of skin (Abstract, lines 6-8), wherein the
cells in the suspension necessarily have a morphology that is similar to the cells in the droplets.

With respect to limitation “to heal the wounded area in the absence of applying a
preformed skin graft”, since Lyles discloses that cells may be deposited in connection with an
allograft that means the use of skin graft is optional, the method of Lyles is interpreted as

disposing cells in the absence of applying a skin graft.
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5. With respect to claim 23, Lyles discloses the method, wherein the enzymes comprise
collagenase (page 4, [0045]).
6. With respect to claim 25, Lyles discloses the method, wherein the wounded area is

burned (page 4, [0044]).
Claim Rejections - 35 USC § 103
7. The following is a quotation of pre-AIA 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.
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Application/Control Number: 14/136,681 Page 5
Art Unit: 3761
. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459
(1966), that are applied for establishing a background for determining obviousness under pre-
ATA 35 U.S.C. 103(a) are summarized as follows:

1. Determining the scope and contents of the prior art.

2. Ascertaining the differences between the prior art and the claims at issue.

3. Resolving the level of ordinary skill in the pertinent art.

4. Considering objective evidence present in the application indicating obviousness or
nonobviousness.
9. Claim 24 is rejected under pre-AlIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133).

Lyles discloses the invention discussed above but does not expressly disclose the method,
wherein the container is a syringe.

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to use the syringe as a container in the method of Lyles in
order to convenience operation the method, since the syringe is a variation of the

container.

10. Claim 17 is rejected under pre-AIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Wood et al. (US 2002/0106353).

Lyles discloses the invention discussed above, wherein the cells comprise fibroblasts
(page 2, {0014], but does not expressly disclose the method, wherein the cells comprise basal

keratinocytes, Langerhans cells and melanocytes.
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Wood teaches a method to treat a skin (Abstract, lines 1-3), wherein the cells comprise
basal keratinocytes, Langerhans cells and malanocytes (page 3, [0045]).

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to provide the suspension of Lyles with the basal keratinocytes,
Langerhans cells and malanocytes, as taught by Wood in order to achieve expectable treatment

result by employing the cell-suspension known in the art.

6. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Guirguis (US 5,139,031).

7. With respect to claim 20, Lyles disclose the invention discussed above but do not
expressly disclose a method, wherein the suspension is filtered to remove large cellular
congregates.

Guirguis teaches that it is known to provide filtering the cellular suspension in
distribution of cells (See Col. 2, In. 21-23).

It would have been obvious to one having ordinary skill in the art at the time the
invention was made to modify device of Lyles with filtering the cellular suspension, as taught by
Guirguis because such modification would provide the capability of removing cellular
conglomerates of predetermined size.

8. With respect to claim 21, Lyles in view Guirguis do not expressly disclose the particular
parameter of the number of cells range to be filtered.

Since the particular parameter of the number of cells range to be filtered affects the
particular surgical procedure that depends on the particular disease to be treated, it is

the matter of optimization as being result effective variable. Therefore, it would have
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been obvious to one having ordinary skill in the art at the time the invention was
made to use the particular parameter of the number of cells range to be filtered in order to
provide the specific treatment for the specific clinical conditions, since it has been
held that where the general conditions of a claim are disclosed in the prior art,

discovering the optimum or workable ranges involves only routine skill in the art. In

re Aller, 105 USPQ 233(MPEP 2144.05 (I1-A)).

11. Claim 22 is rejected under pre-AIA 35 U.S.C. 103(a) as being unpatentable over Lyles
(US 20040219133) in view of Andree et al. (US 2004/0043007).

Lyles discloses the invention discussed above, wherein the enzymes comprise trypsin
(page 4, [0045], but do not expressly disclose the method, wherein the enzymes comprise
dispase.

Andree teaches a method of preparing a composition for wound healing (Abstract, lines
1-2), wherein the enzymes comprise dispase (page 6, [0093]).

It would have been obvious to one having ordinary skill in the art at the time
the invention was made to provide the enzymes of Lyles with the dispase, as taught by
Andree in order to achieve the predictable result of the treatment by employing the cell
preparations technic conventionally known in the art.

Conclusion

Any inquiry concerning this communication or earlier communications from the

examiner should be directed to ILYA TREYGER whose telephone number is (571)270-3217.

The examiner can normally be reached on 7:30-5:00.
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If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Tatyana Zalukaeva can be reached on 571-272-1115. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/ILYA TREYGER/
Examiner, Art Unit 3761

/Michele M Kidwell/
Primary Examiner, Art Unit 3761
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US-20090191631A1 7/30/2009 Bornemann, Reimhard
US-20090196855A1 8/6/2009 Bornemann, Reinhard
US-20130060335A1 3/7/2013 Bornemann, Reinhard
US-6,479,052 11/12/2002 Marshall, Julian M., et al.
US-7,641,898 1/5/2010 Lyles, Mark B

FOREIGN PATENT DOCUMENTS

Elxa_:pilner Foreign Document Number Publication Date Name of Patentee or Applicant of cited Document T1
nitial *

DE-102007040252A1 6/12/2008 Bornemann, Reinhard, et al.

DE-102011100450A1 |10/31/2012 Gerlach, Joerg

DE-102011100450B4 |7/25/2013 Gerlach, Joerg

DE-102011100450B8 |10/17/2013 Gerlach, Joerg

EP-1357922B1 5/25/2011 Stoner, Marie

W0O-02062358A1 8/15/2002 Stoner, Marie, et al.

OTHER DOCUMENTS — NON PATENT LITERATURE DOCUMENTS

Examiner | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, magazine, T1
Initial * journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, city and/or country where
published.

"Application Serial No. 13/573,003, Preliminary Amendment mailed 04-21-14", 7 pgs

"Skin Cell Gun", Wikipedia, [Online]. Retrieved from the Internet: <URL:
http://en.wikipedia.org/wiki/Skin_cell_gun>, (Accessed 04-22-14), 5 pgs
GERLACH, "Skin Cell Gun", Poster, [Online]. Retrieved from the Internet: <URL.:
http://bethsumner.com/wp-content/uploads/2012/05/1338405697 mmvrposter.jpg>, (2012), 1

P9

GERLACH, JORG C, et al., "Method for autologous single skin cell isolation for regenerative
cell spray transplantation with non-cultured cells", Int J Artif Organs 34(3), 271-279

HARTMANN, BERND, et al., "Sprayed cultured epithelial autografts for deep dermal burns of|
the face and neck", Ann Plast Surg. 58(1), (2007), 70-73

HERNDON, DAVID N, et al., "Comparison of cultured epidermal autograft and massive
excision with serial autografting plus homograft overlay", J Burn Care Rehabil 13(1), (1992),
154-157
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* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1 Applicant is to place a check mark here if English language Translation is attached
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Receipt date: 04/22/2014 14136681 - GAU: 3761

Modified form PTO/SB/08A(04-07) OMB 651-0031
US Patent & 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.

Complete if Known

Application Number 14/136,681

Substitute for form 1449A/PTO

INFORMATION DISCLOSURE Filing Date December 20, 2013
STATEMENT BY APPLICANT First Named Inventor Reinhard Bornemann
(Use as many sheets as necessary) Group Art Unit Fots== 3761
Examiner Name Unknown filya Treygey/
Sheet 3 of 3 Attorney Docket No: 4053.001US2
OTHER DOCUMENTS — NON PATENT LITERATURE DOCUMENTS
Examiner | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, magazine, T1
Initial * journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, city and/or country where

published.

JOHNEN, C., et al., "Skin cell isolation and expansion for cell transplantation is limited in
patients using tobacco, alcohal, or are exhibiting diabetes mellitus", Burns, 32(2), (Mar.,
2006), 194-200

NAVARRO, F. A, et al., "Sprayed Keratinocyte Suspensions Accelerate Epidermal Coverage
in a Porcine Microwound Model", Journal of Burn Care & Rehabilitation, 21(6), (Nov/Dec,
2000), 513-518

WOOD, FIONA, "Clinical Potential of Autologous Epithelial Suspension", Wounds 15(1),
(2003), 16-22
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Receipt date: 04/22/2014 14136681 - GAU: 3761

S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s):  Reinhard Bornemann Examiner: Unknown

Serial No.: 14/136,681 Group Art Unit: “t6+5 3761

Filed: December 20, 2013 Docket: 4053.001US2

Customer No.: 21186 Confirmation No.: 7065

Title: Cell spraying device, method and sprayed cell suspension

COMMUNICATION CONCERNING PRIOR OR COPENDING APPLICATION(S)

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

Alexandria, VA 22313-1450

Pursuant to the guidance of MPEP §§ 2001.06(b) and 2004(9), Applicant would like to
bring the following additional application(s) to the Examiner’s attention. The identification of
these applications is not intended to suggest that the subject matter claimed in any listed
application is, or has been, substantially similar to any claim or claims in the present application.

Serial No./ Filing Date Attorney Docket  Title

Patent No.

11/518,012 September 11, 4053.001US1 Cell spraying device, method and
2006 sprayed cell suspension

13/573,003 August 13,2012 4053.002US1 Device for cell spraying, manufacturing
of the device, method for spraying with
the device and a cell suspension

Nlya Treyger/ sprayed with the device

08/05/201

($y]

Respectfully submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6911

Date APTil 22, 2014 By /;@'/C) Z/é/l)/

David W. Black
Reg. No. 42,331

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGHMgigal Limited
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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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER |

FILING OR 371(C) DATE [ FIRSTNAMED APPLICANT | ATTY. DOCKET NO/TITLE |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001082
CONFIRMATION NO. 7065
21186 POA ACCEPTANCE LETTER
SCHWEGMAN LUNDBERG & WOESSNER, P.A.

P.O. BOX 2938

A
MINNEAPOLIS, MN 55402

Date Mailed: 02/24/2015

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY
This is in response to the Power of Attorney filed 02/13/2015.

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

/zabraha/

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

page 1 of 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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION FILING or GRP ART
NUMBER 371(c) DATE UNIT FIL FEE REC'D ATTY.DOCKET.NO TOT CLAIMSJIND CLAIMS
14/136,681 12/20/2013 3761 800 4053.001US82 14 2
CONFIRMATION NO. 7065
21186 REPLACEMENT FILING RECEIPT
SCHWEGMAN LUNDBERG & WOESSNER, P.A.
5.0, BOX 2008 T

MINNEAPOLIS, MN 55402
Date Mailed: 02/24/2015

Receipt is acknowledged of this non-provisional 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 APPLICANT, 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 Filing Receipt Correction. Please provide a copy of this Filing Receipt with the
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit
any corrections 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

Inventor(s)

Reinhard Bornemann, Bielefeld, GERMANY;
Applicant(s)

RenovaCare Sciences Corp., New York, NY

Power of Attorney: The patent practitioners associated with Customer Number 21186

Domestic Priority data as claimed by applicant
This application is a CON of 11/518,012 09/11/2006 ABN

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 - A proper Authorization to Permit Access to Application by Participating Offices
(PTO/SB/39 or its equivalent) has been received by the USPTO.

If Required, Foreign Filing License Granted: 01/07/2014

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 14/136,681

Projected Publication Date: Not Applicable
Non-Publication Request: No

Early Publication Request: No

** SMALL ENTITY **
page 1 of 3
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Title
Cell Spraying Device, Method and Sprayed Cell Suspension
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).

page 2 of 3
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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.

page 3 of 3
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SLIW Docket NO. 4053.000001 Amended PTOMAIABIBCT-13;

Apgroved for use through 1 1302014, OMB 08510035
1.3, Patent and Trademark Office; U.S, DEPARTMENT OF COMMERCE
Under the Papenyark Reduction Act of 1995, nio persons afe required to respond toa collection of information uniess i displays 5 valid OMB control itmber,

POWER OF ATTORNEY BY APPLICANT

| hereby revake all previous powers of alforney given in the apphication identified in sither the attached transmittal letter or the
hoxes below,

oy

Application Number Filing Date

Xt hereby appoint the Patent Practifionar(s) associated with the following Customer Number as myfour attorney{s} or
agent(s), and to transact all business in the Unitsd States Patent and Trademark Qffice conhected therewith for the
application referenced in the attached transmittal letter (form PTO/AIA/S2A) or identified above: 24188

QR

N hereby appoint Practitioner(s) named in the attached list form PTOQ/AIA/S2C) as my/our attomey(s) or agenks),
and to transact all business in the United States Patent and Trademark Office connectad therewith for the patent
application referenced in the attached transmittal letier (form PTQ/AIA/82A} or identified above. (Note: Complete
form PTOIMAIBIC) -

Please resognize or changs the correspondence addréss for the application identified in the attached
transmitial letter to:

The addrass assaciated with the above mentionad Customer Nurmber,
OR

] The address associated with Customer Number:
OR

EYrimoor

e ndividuat Name

Address

“City ' ' State | | Zip]
Country B )

Telephone ' | Email |

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

RenovaCare SCIences Curp

inventor or Joint inventor (title Aot required below)

Legal Representative of a Deceased or Legelly Incapacitated Inventor (title not raquired below)

X030

Assignee or Person to Whom the Inventor is Under an Obligation to Assign {provide signer's title if applicant is a juristic
ertity}

O

Parson Who Otherwise Shows Sufficient Proprietary Interest (e.g., a pelition under 37 CFR 1.48(b){(2) was

grantad in the application or is concurrently being filed with this document) (provide signer's title if applicant is a
juristic antity)

SIGNATURE of Applicant for Patent
IThe undersigned {whose title is supplied b y) s authorized to act on behalf of the applicant {e.g., where the applicant is a

juristic entity}. !m 4 o —
Sighature Date 3/3/14
3 u gt Optional) /3/
Name Thomas Bold
Title and Company | President & CEO, RenovaCare Sciences Corp.  [Reg. No.
(if applicabie)

WOTE. Signature - This form must be signed by e applicant In accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and
certifications. if more than one applicant, use multiple forms.

Blvotalof 1 forms are submitted.

¥oig u)hed»on of mfonnsmcn 15 fRGi o By 3F CER .31, 1.32 2nd 133, The infarmation i requined o ootain of retain a bariefit by the public wiich 12 1o Blé jand by the LbPTO ta
p § 1 Confi ¥ 15 g o by 38 US.C. 942 and 3F CFR 11T ang 114 This oollecton is azimated 10 1ake 3 minwas ko cemplate; instuding gathering, prepaing, and
submdunq lﬁcs mn@ oled appiicaton harm to the USPTD, Time will vary depending upon the indrvidual sase. -&ry comments oo the ameunst of Yme you requirg o c.amplpte s form. andine
suggestons for reduning This burden, should be sent to the Chisf isformation Oiicer, U5, Palent and Trademark Office, 15, Deparment of Corimerce, PO Box - 1450, Alexancng, WA
22M3-1450 OO NUT SEND FEES GR COMPLETED FORMS T4 THIS SDDRESS. SEND TO: Commissioner for Patents, P.0, Box 1450, Aiaxandna, WA 233121450,

I you need agsistange it comaieling thefuem, call T-800-PYC-8188 and salsof oplign 2,
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, method and sprayed cell suspension

COMMUNICATION RE: UPDATE TO APPLICATION DATA SHEET

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

Applicants hereby request that the information provided on the Application Data Sheet filed in the
above-referenced application on December 20, 2013, be updated with the information as provided on the
enclosed marked up Application Data Sheet.

We therefore submit a marked up copy of the Application Data Sheet which shows an update to the
Applicant.

It is respectfully requested that the USPTO update their records and provide confirmation of the
above request.

It is believed that no fee is required to fulfill this request, however, if necessary, please charge any

additional required fees or credit overpayment to Deposit Account No. 19-0743.

Respectfully submitted,

Schwegman Lundberg & Woessner, P.A.
P.O. Box 2938
Minneapolis, MN 55402

(612);@1_1.
Date February 12, 2015 g/ /C/ Zg/é/___”/

David W. Black
Reg. No. 42,331

169 Avita Medical Limited
Ex. 1009



Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

Secrecy Order 37 CFR 5.2

D 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:

Inventor:

Legal Name
Prefix Given Name Middle Name Family Name Suffix

Residence Information (Select One)
[JUS Residency [ONon US Residency [JActive US Military Service

Country of

Cit State/Province .
Y / Residence

Mailing Address of Inventor:

Address 1

Address 2

City State/Province
Postal Code Country

Correspondence Information:

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

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

Customer Number

Email Address

Application Information:

Title of the Invention

Attorney Docket Number Small Entity Status Claimed []

Application Type

Subject Matter

Suggested Class (if any) Sub Class (if any)
Suggested Technology Center (if any)
Total Number of Drawing Sheets (if any) Suggested Figure for Publication (if any)
170 Avita Medical Limited
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Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

IThis 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 andincluded in a paper filed application.

Filing By Reference:

Only complete this section when filing an application by reference under 35 U.S.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
filed application Country Publication

Publication Information:

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

O Request Not to Publish. I hereby request that the attached application not be published under 35 U.S.

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 attorney 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). Entereither Customer Number or complete the Representative Name section below. If bothsections are completed
the Customer Number will be used for the Representative Information during processing.

Please Select One: X Customer Number‘ O us Patent Practitioner ‘ O Limited Recognition (37 CFR 11.9)
Customer Number

Domestic Benefit/National Stage Information:

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

specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78(a){2) or CFR 1.78(a){4), and need not otherwise
be made part of the specification.

Prior Application Status

Application Number Continuity Type Prior Application Number | Filing Date (YYYY-MM-DD)

Foreign Priority Information:

171 Avita Medical Limited
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Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

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.S.C. 119(b) and 37 CFR 1.55(d). 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(h)(1) and (2). Under the POX 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 Country Parent Filing Date (YYYY-MM-DD) | Access Code (if applicable)

Authorization to Permit Access:

[0 Authorization to Permit Access to the Instant Application by the Participating Offices

If 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 World Intellectual Property Office (WIPO), and any other
intellectual property offices in which a foreign application claiming priority to the instant patent application is filed access to
the instant patent application. See 37 CFR 1.14(c) and (h). This box should not be checked if the applicant does not wish the
EPO, JPO, KIPO, WIPO, or other intellectual property office in which a foreign application claiming priority to the instant patent
application is filed to have access to the instant patent application.

In accordance with 37 CFR 1.14(h)(3), access will be provided to a copy of the instant patent application with respect to: 1) the
instant patent application-as-filed; 2) any foreign application to which the instant patent application claims priority under 35
U.S.C. 119(a)-(d) if a copy of the foreign application that satisfies the certified copy requirement of 37 CFR 1.55 has been filed in
the instant patent application; and 3) any U.S. application-as-filed from which benefit is sought in the instant patent
application.

In accordance with 37 CFR 1.14(c), access may be provided to information concerning the date of filing this Authorization.

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.

Janus-AcquisitionCorp. RenovaCare Sciences Corp.

If the applicant is the inventor {or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be

completed. The information to be provided in this section is the name and address of the legal representative who is the
applicant under 37 CFR 1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to
assign the invention, or person who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37
CFR 1.46. If the applicant is an applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or
person who otherwise shows sufficient proprietary interest) together with one or more joint inventors, then the joint inventor
or inventors who are also the applicant should be identified in this section.
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Modified PTO/AIA/14 (12-13)
Approved for use through 01/31/2014. 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 Sh

Attorney Docket Number

4053.001US2

eet 37 CFR 1.76

Application Number

14/136,681

Title of Invention

Cell spraying device, method and sprayed cell suspension

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

X Assignee

O Legal Representative under 35 U.S.C. 117

[ Joint Inventor

[ Person to whom the inventor is obligated to assign

O Person who shows sufficient proprietary interest

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

O Deceased

O Legally incapacitated

Name of the Deceased or Legally Incapacitated Inventor :

If the Applicant is an Organization check here: X

Organization Name: Janus-Acquisition-Corp. RenovaCare Sciences Corp.

Prefix Given Name Middle Name Family Name Suffix
Mailing Address Information:

Address 1 -430-Park-Avenue- c/o Eli Rudolph, Esq.

Address 2 —Suite 702 430 Park Avenue (702)

City New York State/Province New York
Country United States of America Postal Code 10022

Phone Number

Email Address

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.

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 is an Organization check here. [

Prefix Given Name Middle Name Family Name Suffix
Mailing Address Information For Assignee:
Address 1
Address 2 1o _ S

m

x. 1009 Page | 4



Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

IThis 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 andincluded in a paper filed application.

City State/Province
Country Postal Code
Phone Number Fax Number
Email Address

Signature:

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

i gé ) Date (YYYY- |5015-02-12
Signature / /C/ Z/é/——’ MM-DD)

Registration
Number

First Name David Last Name | Black

42,331

This collection of information is required by 37 CFR 1.76. The information is required to obtain or retain a benefit by the public which is
to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is
estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data sheet form
to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this
form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and

Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-14
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Attorney Docket No. 4053.001US2
Amended PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. 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 displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

Applicant/Patent Owner: _RenovaCare Sciences Corp.

Application No./Patent No.: _14/136,681 Filed/Issue Date: December 20, 2013

Titled: Cell spraying device, method and sprayed cell suspension

RenovaCare Sciences Corp. a Corporation
(Name of Assignee)

(Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)

states that, for the patent application/patentidentified above, it is (choose ghe of options 1, 2, 3 or 4 below):
1. [X The assignee of the entire right, title, and interest.

2. [0 Anassignee of less than the entire right, title, and interest (check applicable box):

[ The extent (by percentage) of its ownership interest is %. Additional Statement(s) by the
owners holding the balance of the interest must be submitted to account for 100% of the ownership interest.

[0 There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3 [0 The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4. [0 The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose gne of options A or B below):

A. [ Anassignmentfrom the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel , Frame , or for which a copy thereof is attached.

B. X A chain of title from the inventor(s), of the patent application/patentidentified above, to the current assignee as follows:

1. From: Reinhard Bornemann To: _Jorg C. Gerlach

The document was recorded in the United States Patent and Trademark Office at

Reel 034867 , Frame _0691-0695 , or for which a copy thereof is attached.
2. From: Joérg C. Gerlach To: _Janus Acquisition Corp.

The document was recorded in the United States Patent and Trademark Office at

Reel 034867 , Frame _0768-0837 , or for which a copy thereof is attached.

[Page 1 of 2]

This collection of information is required by 37 CFR 3.73(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Attorney Docket No. 4053.001US2

Amended PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. 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 displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: Janus Acquisition Corp. To: RenovaCare Sciences Corp.

The document was recorded in the United States Patent and Trademark Office at

Reel 034867 , Frame _0932-0936 , or for which a copy thereof is attached.

4. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

5. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

6. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

[0 Additional documents in the chain of title are listed on a supplemental sheet(s).

[0 As required by 37 CFR 3.73(c)(1)(i), the documentary evidence of the chain of title from the original owner to the
assignee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assighment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assighment in the records of the USPTO. See MPEP 302.08]

Theuned(wh seitle.is supplie
/ A . L

low) is authorized to act on behalf of the assighee.

/ February 12, 2015
Signature Date
David W. Black USPTO Reg. No. 42,331
Printed or Typed Name Title or Registration Number

[Page 2 of 2]
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Electronic Acknowledgement Receipt

EFSID: 21492896
Application Number: 14136681
International Application Number:
Confirmation Number: 7065

Title of Invention:

Cell Spraying Device, Method and Sprayed Cell Suspension

First Named Inventor/Applicant Name:

Reinhard Bornemann

Customer Number:

21901

Filer:

Mark Victor Muller/Erika Watkins

Filer Authorized By:

Mark Victor Muller

Attorney Docket Number: 4053.001US2
Receipt Date: 13-FEB-2015
Filing Date: 20-DEC-2013

Time Stamp: 10:45:26

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:

D t " . File Size(Byt Multi P
ocumen Document Description File Name ile Size( y es)/ u I. . ages
Number Message Digest | Part/.zip| (ifappl.)

899934
1 4053001US2_POA.pdf yes 10
9deBcef69aa42278baf0cIb7deac2a893d27|
faef
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Multipart Description/PDF files in .zip description
Document Description Start End
Transmittal Letter 1 1
Power of Attorney 2 2
Miscellaneous Incoming Letter 3 3
Application Data Sheet 4 8
Assignee showing of ownership per 37 CFR 3.73. 9 10
Warnings:
Information:
Total Files Size (in bytes); 899934

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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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Reinhard Bornemann

Title: Cell spraying device, method and sprayed cell suspension

Docket No.: 4053.001US2 Serial No.: 14/136,681
Filed: December 20, 2013 Due Date:

Examiner: Unknown Group Art Unit: 1615
Customer No.: 21186 Confirmation No.: 7065

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

We are transmitting herewith the attached:

Signed Power of Attorney (1 pg.).

Communication Re: Update to Application Data Sheet (1 Pg.).
Marked Up Application Data Sheet (5 Pgs.).

Statement Under 37 C.F.R. 3.73(¢) (2 pgs.).

(< 1< < <

It is believed that no additional fee is required. However, if necessary, please charge any additional required fees or credit
overpayment to Deposit Account No. 19-0743.

Schwegman Lundberg & Woessner, P.A. By:/ Q_‘/é) Z/é,____—f /

Customer No: 21186 David W. Black
DWB:CMG:elw Reg. No. 42,331
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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
PO. Box 1450

Alexandria, Virginia 22313-1450
WWW.uspto.gov
| APPLICATION NUMBER | FILING OR 371(C) DATE |

14/136,681 12/20/2013

FIRST NAMED APPLICANT I

ATTY. DOCKET NO./TITLE |
Reinhard Bornemann 4053.0010S82

CONFIRMATION NO. 7065
21901 MISCELLANEOUS NOTICE
Smith & Hopen (private clients)
Attn: General Patent Matters

O A
180 Pine Avenue North

Oldsmar, FL 34677

Date Mailed: 01/26/2015

A communication which cannot be delivered in electronic form has been mailed to the applicant.

page 1 of 1
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Doc Code: N572

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

[ appLicaTioNnNumBER | FILING DATE |  FIRSTNAMED APPLICANT | ATTY.DOCKETNO.TITLE |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001US2

CONFIRMATION NO. 7065

21901 0L 0E AL DR O ER S

Smith & Hopen (private clients) +0C000000072984853
Attn: General Patent Matters

180 Pine Avenue North

Oldsmar, FL 34677

Cc: SCHWEGMAN LUNDBERG & WOESSNER, P.A.
P.O. BOX 2938
MINNEAPOLIS, MN 55402

Date Mailed: 01/23/2015

DENIAL OF REQUEST FOR POWER OF ATTORNEY

The request for Power of Attorney filed _01/12/2015 is acknowledged. However, the request cannot be
granted at this time for the reason stated below.

L The Power of Attorney you provided did not comply with the new Power of Attorney rules that became
effective on June 25, 2004, See 37 CFR 1.32. :

U The revocation is not signed by the applicant, the assignee of the entire interest, or one particular
principal attorney having the authority to revoke.

Q) The Power of Attorney is from an assignee and the Certificate required by 37 CFR 3.73 has not been
received.

O The person signing for the assignee has omitted their empowerment to sign on behalf of the assignee.

L The inventor(s) is without authority to appoint attorneys since the assignee has intervened as provided
by 37 CFR 3.71.

O The signature(s) of , a co-inventor in this application, has been omitted.
The Power of Attorney will be entered upon receipt of confirmation signed by said co-inventor(s).

O The person(s) appointed in the Power of Attorney is not registered to practice before the U.S. Patent and
Trademark Office.

a Only one Customer Number can be designated for the Power of Attorney in an application. The
Customer Number that was captured is the first Customer Number provided on the Power of Attorney
document.
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Doc Code: N572

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
[ Alexandnia, Virginia 22313-1450
WWW.USpLo.gov

QA request under 37 CFR 1.48 to add an inventor was granted in this application, however, no power of
attorney consistent with the power of attorney granted by the originally named inventive entity has been
received. Thus, the addition of the inventor has resulted in the loss of power of attorney in the

m7oplication. See 37 CFR 1.32(e).

The power of attorney has not been accepted because the party who is giving power of attorney has not
been identified. Power of attorney may only be signed by the applicant for patent (37 CFR 1.42) or the
patent owner. A patent owner who was not the applicant must appoint any power of attorney in
compliance with 37 CFR 3.71 and 3.73. See 37 CFR 1.32(b)(4).

QO The power of attorney from the inventors.has not been accepted because it is a copy from a prior
national application for which benefit is claimed and the continuing application names an inventor who
was not named as an inventor in the prior application.

O The power of attorney from the inventors has not been accepted because the power of attorney must be
m7}gned by the applicant for patent. See 37 CFR 1.32(b)(4).
A

ny request to correct or update the name of the applicant must include an application data sheet (ADS)
in compliance with 37 CFR 1.76 specifying the correct or updated name of the applicant in the applicant
information section. Any request to change the applicant after an original applicant has been specified
under 37 CFR 1.46(b) must include a new ADS in compliance with 37 CFR 1.76 specifying the applicant
in the applicant information section and comply with 37 CFR 3.71 and 3.73. See 37 CFR 1.46(c).

Any inquiries regarding this notice should be directed to the Application Assistance Unit at 571-272-4200.

@M‘) \Aotw; |

Application Assistance Unit
571-272-4200
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SLIW Docket NO. 4053.000001 Amended PTOMAIABIBCT-13;

Apgroved for use through 1 1302014, OMB 08510035
1.3, Patent and Trademark Office; U.S, DEPARTMENT OF COMMERCE
Under the Papenyark Reduction Act of 1995, nio persons afe required to respond toa collection of information uniess i displays 5 valid OMB control itmber,

POWER OF ATTORNEY BY APPLICANT

| hereby revake all previous powers of alforney given in the apphication identified in sither the attached transmittal letter or the
hoxes below,

oy

Application Number Filing Date

Xt hereby appoint the Patent Practifionar(s) associated with the following Customer Number as myfour attorney{s} or
agent(s), and to transact all business in the Unitsd States Patent and Trademark Qffice conhected therewith for the
application referenced in the attached transmittal letter (form PTO/AIA/S2A) or identified above: 24188

QR

N hereby appoint Practitioner(s) named in the attached list form PTOQ/AIA/S2C) as my/our attomey(s) or agenks),
and to transact all business in the United States Patent and Trademark Office connectad therewith for the patent
application referenced in the attached transmittal letier (form PTQ/AIA/82A} or identified above. (Note: Complete
form PTOIMAIBIC) -

Please resognize or changs the correspondence addréss for the application identified in the attached
transmitial letter to:

The addrass assaciated with the above mentionad Customer Nurmber,
OR

] The address associated with Customer Number:
OR

EYrimoor

e ndividuat Name

Address

“City ' ' State | | Zip]
Country B )

Telephone ' | Email |

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

RenovaCare SCIences Curp

inventor or Joint inventor (title Aot required below)

Legal Representative of a Deceased or Legelly Incapacitated Inventor (title not raquired below)

X030

Assignee or Person to Whom the Inventor is Under an Obligation to Assign {provide signer's title if applicant is a juristic
ertity}

O

Parson Who Otherwise Shows Sufficient Proprietary Interest (e.g., a pelition under 37 CFR 1.48(b){(2) was

grantad in the application or is concurrently being filed with this document) (provide signer's title if applicant is a
juristic antity)

SIGNATURE of Applicant for Patent
IThe undersigned {whose title is supplied b y) s authorized to act on behalf of the applicant {e.g., where the applicant is a

juristic entity}. !m 4 o —
Sighature Date 3/3/14
3 u gt Optional) /3/
Name Thomas Bold
Title and Company | President & CEO, RenovaCare Sciences Corp.  [Reg. No.
(if applicabie)

WOTE. Signature - This form must be signed by e applicant In accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and
certifications. if more than one applicant, use multiple forms.

Blvotalof 1 forms are submitted.

¥oig u)hed»on of mfonnsmcn 15 fRGi o By 3F CER .31, 1.32 2nd 133, The infarmation i requined o ootain of retain a bariefit by the public wiich 12 1o Blé jand by the LbPTO ta
p § 1 Confi ¥ 15 g o by 38 US.C. 942 and 3F CFR 11T ang 114 This oollecton is azimated 10 1ake 3 minwas ko cemplate; instuding gathering, prepaing, and
submdunq lﬁcs mn@ oled appiicaton harm to the USPTD, Time will vary depending upon the indrvidual sase. -&ry comments oo the ameunst of Yme you requirg o c.amplpte s form. andine
suggestons for reduning This burden, should be sent to the Chisf isformation Oiicer, U5, Palent and Trademark Office, 15, Deparment of Corimerce, PO Box - 1450, Alexancng, WA
22M3-1450 OO NUT SEND FEES GR COMPLETED FORMS T4 THIS SDDRESS. SEND TO: Commissioner for Patents, P.0, Box 1450, Aiaxandna, WA 233121450,

I you need agsistange it comaieling thefuem, call T-800-PYC-8188 and salsof oplign 2,
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, method and sprayed cell suspension

COMMUNICATION RE: UPDATE TO APPLICATION DATA SHEET

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
Applicants hereby request that the information provided on the Application Data Sheet filed in the
above-referenced application on December 20, 2013, be updated with the information as provided on the

enclosed marked up Application Data Sheet.
We therefore submit a marked up Application Data Sheet which shows an update to the Applicant.

It is respectfully requested that the USPTO update their records and provide confirmation of the
above request.
It is believed that no fee is required to fulfill this request, however, if necessary, please charge any

additional required fees or credit overpayment to Deposit Account No. 19-0743.

Respectfully submitted,

Schwegman Lundberg & Woessner, P.A.
P.O. Box 2938

Minneapolis, MN 55402
(612)3

Date January 12, 2015 By / /é/ /é'}ﬂ../

David W. Black
Reg. No. 42,331
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Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

Secrecy Order 37 CFR 5.2

D 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:

Inventor:

Legal Name
Prefix Given Name Middle Name Family Name Suffix

Residence Information (Select One)
[JUS Residency [ONon US Residency [JActive US Military Service

Country of

Cit State/Province .
Y / Residence

Mailing Address of Inventor:

Address 1

Address 2

City State/Province
Postal Code Country

Correspondence Information:

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

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

Customer Number

Email Address

Application Information:

Title of the Invention

Attorney Docket Number Small Entity Status Claimed []

Application Type

Subject Matter

Suggested Class (if any) Sub Class (if any)
Suggested Technology Center (if any)
Total Number of Drawing Sheets (if any) Suggested Figure for Publication (if any)
185 Avita Medical Limited
Ex. 1009

Page | 1



Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

IThis 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 andincluded in a paper filed application.

Filing By Reference:

Only complete this section when filing an application by reference under 35 U.S.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
filed application Country Publication

Publication Information:

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

O Request Not to Publish. I hereby request that the attached application not be published under 35 U.S.

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 attorney 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). Entereither Customer Number or complete the Representative Name section below. If bothsections are completed
the Customer Number will be used for the Representative Information during processing.

Please Select One: X Customer Number‘ O us Patent Practitioner ‘ O Limited Recognition (37 CFR 11.9)
Customer Number

Domestic Benefit/National Stage Information:

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

specific reference required by 35 U.S.C. 119(e) or 120, and 37 CFR 1.78(a){2) or CFR 1.78(a){4), and need not otherwise
be made part of the specification.

Prior Application Status

Application Number Continuity Type Prior Application Number | Filing Date (YYYY-MM-DD)

Foreign Priority Information:
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Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

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.S.C. 119(b) and 37 CFR 1.55(d). 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(h)(1) and (2). Under the POX 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 Country Parent Filing Date (YYYY-MM-DD) | Access Code (if applicable)

Authorization to Permit Access:

[0 Authorization to Permit Access to the Instant Application by the Participating Offices

If 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 World Intellectual Property Office (WIPO), and any other
intellectual property offices in which a foreign application claiming priority to the instant patent application is filed access to
the instant patent application. See 37 CFR 1.14(c) and (h). This box should not be checked if the applicant does not wish the
EPO, JPO, KIPO, WIPO, or other intellectual property office in which a foreign application claiming priority to the instant patent
application is filed to have access to the instant patent application.

In accordance with 37 CFR 1.14(h)(3), access will be provided to a copy of the instant patent application with respect to: 1) the
instant patent application-as-filed; 2) any foreign application to which the instant patent application claims priority under 35
U.S.C. 119(a)-(d) if a copy of the foreign application that satisfies the certified copy requirement of 37 CFR 1.55 has been filed in
the instant patent application; and 3) any U.S. application-as-filed from which benefit is sought in the instant patent
application.

In accordance with 37 CFR 1.14(c), access may be provided to information concerning the date of filing this Authorization.

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.

RenovaCare Sciences Corp.

If the applicant is the inventor {or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be

completed. The information to be provided in this section is the name and address of the legal representative who is the
applicant under 37 CFR 1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to
assign the invention, or person who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37
CFR 1.46. If the applicant is an applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or
person who otherwise shows sufficient proprietary interest) together with one or more joint inventors, then the joint inventor
or inventors who are also the applicant should be identified in this section.
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Modified PTO/AIA/14 (12-13)

Approved for use through 01/31/2014. 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 4053.001US2
Application Data Sheet 37 CFR 1.76 Application Number 14/136,681
Title of Invention Cell spraying device, method and sprayed cell suspension

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

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

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

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

O Deceased O Legally incapacitated

Name of the Deceased or Legally Incapacitated Inventor :

If the Applicant is an Organization check here: X

Organization Name: RenovaCare Sciences Corp.

Prefix Given Name Middle Name Family Name Suffix

Mailing Address Information:

Address 1 c/o Eli Rudolph, Esq.

Address 2 430 Park Avenue (702)

City New York State/Province New York
Country United States of America Postal Code 10022

Phone Number

Email Address

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.

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 is an Organization check here. [

Prefix Given Name Middle Name Family Name Suffix

Mailing Address Information For Assignee:
Address 1
Address 2
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Modified PTO/AIA/14 (12-13)
Approved for use through 01/31/2014. 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

4053.001US2

Application Number

14/136,681

Title of Invention

Cell spraying device, method and sprayed cell suspension

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

IThis 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 andincluded in a paper filed application.

City

State/Province

Country

Postal Code

Phone Number

Fax Number

Email Address

Signature:
NOTE: This form must b%s—ig{med in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and certifications
. Date (YYYY-
Signature / A{j / /O Z/é)’/_'; / MM-DD) 2015-01-12
First Name | David Last Name | Black Registration 42,331
Number

This collection of information is required by 37 CFR 1.76. The information is required to obtain or retain a benefit by the public which is
to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is
estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data sheet form
to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete this
form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and

Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-14
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Attorney Docket No. 4053.001US2
Amended PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. 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 displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

Applicant/Patent Owner: _RenovaCare Sciences Corp.

Application No./Patent No.: _14/136,681 Filed/Issue Date: December 20, 2013

Titled: Cell spraying device, method and sprayed cell suspension

RenovaCare Sciences Corp. a Corporation

(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)

states that, for the patent application/patentidentified above, it is (choose ghe of options 1, 2, 3 or 4 below):
1. [X The assignee of the entire right, title, and interest.

2. [0 Anassignee of less than the entire right, title, and interest (check applicable box):

[ The extent (by percentage) of its ownership interest is %. Additional Statement(s) by the
owners holding the balance of the interest must be submitted to account for 100% of the ownership interest.

[0 There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3 [0 The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4. [0 The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose gne of options A or B below):

A. X Anassignmentfrom the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel 034611, Frame 0834 - 0839, or for which a copy thereof is
attached.

B. [ A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as follows:

1. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.
2. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

[Page 1 of 2]
This collection of information is required by 37 CFR 3.73(b). The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Attorney Docket No. 4053.001US2

Amended PTO/AIA/96 (08-12)
Approved for use through 01/31/2013. 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 displays a valid OMB control number.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

4. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

5. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

6. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

[0 Additional documents in the chain of title are listed on a supplemental sheet(s).

[0 As required by 37 CFR 3.73(c)(1)(i), the documentary evidence of the chain of title from the original owner to the
assignee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assighment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assighment in the records of the USPTO. See MPEP 302.08]

The un ed (whose tifle_is supplied w) is authorized to act on behalf of the assignee.
] A i ;S January 12, 2015

P—

Sighature Date
David W. Black USPTO Reg. No. 42,331
Printed or Typed Name Title or Registration Number

[Page 2 of 2]
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Electronic Acknowledgement Receipt

EFSID: 21178694
Application Number: 14136681
International Application Number:
Confirmation Number: 7065

Title of Invention:

Cell Spraying Device, Method and Sprayed Cell Suspension

First Named Inventor/Applicant Name:

Reinhard Bornemann

Customer Number:

21901

Filer:

Mark Victor Muller/Erika Watkins

Filer Authorized By:

Mark Victor Muller

Attorney Docket Number: 4053.001US2
Receipt Date: 12-JAN-2015
Filing Date: 20-DEC-2013

Time Stamp: 10:54:26

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment no
File Listing:
Document Document Description File Name File Slze(B)(tes)/ Multl- -Pages
Number Message Digest | Part/.zip| (ifappl.)
2382998
1 4053001US2_DECL.pdf yes 12
2c9a0e9ddb49cdea3cet7e8ff0642a25a3d4
8234
192 Avita Medical Limited

Ex. 1009




Multipart Description/PDF files in .zip description
Document Description Start End
Transmittal Letter 1 1
Miscellaneous Incoming Letter 2 2
Oath or Declaration filed 3 3
Power of Attorney 4 4
Miscellaneous Incoming Letter 5 5
Application Data Sheet 6 10
Assignee showing of ownership per 37 CFR 3.73. 11 12
Warnings:
Information:
Total Files Size (in bytes); 2382998

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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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Reinhard Bornemann

Title: Cell spraying device, method and sprayed cell suspension

Docket No.: 4053.001US2 Serial No.: 14/136,681
Filed: December 20, 2013 Due Date:

Examiner: Unknown Group Art Unit: 1615
Customer No.: 21186 Confirmation No.: 7065

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

We are transmitting herewith the attached:

Communication Re: Late Submission of Declaration (1 pg.).
Signed Declaration (1 pg.).

Signed Power of Attorney (1 pg.).

Communication Re: Update to Application Data Sheet (1 Pg.).
Marked Up Application Data Sheet (5 Pgs.).

Statement Under 37 C.F.R. 3.73(¢) (2 pgs.).

(< 1< < 1< 1< 1<

It is believed that no additional fee is required. However, if necessary, please charge any additional required fees or credit
overpayment to Deposit Account No. 19-0743.

Schwegman Lundberg & Woessner, P.A. By: / ﬁ@\‘/éj Z/é/’, /

Customer No: 21186 David W. Black
DWB:CMG:elw Reg. No. 42,331
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, method and sprayed cell suspension

COMMUNICATION RE: LATE SUBMISSION OF DECLARATION

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

In a compliance with 37 CFR 1.63, we submit the Signed Declaration. Corresponding fees with regard
to the late submission were paid with the filing of the Missing Parts Response on March 10, 2014, therefore
applicants believe no additional fees are due at this time.

Applicants assume the application is now in proper order and in condition for allowance. Please direct
any inquiries to the undersigned at (612) 373-6911. If necessary, please charge any additional fees or credit
overpayment to Deposit Account 19-0743.

Respectfully submitted,

Schwegman Lundberg & Woessner, P.A.
P.O. Box 2938

Minneapolis, MN 55402
(612)

37 11
Date January 12, 2015 By/ /C} Z/é},__,,_/

David W. Black
DWB:CMG:elw Reg. No. 42,331
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Amander FTOAIAD? {06-17)
Approved for use through G131Z014. QMB 06510032
U8, Patent and Trademark Office; U5, DEPARTMENT OF COMMERLE
Usnder the Paperwork Reduction Act of 1885, no persans are required o respond to a collection of information uniess it displays a valid OME control number,

g‘f DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN

APPLICATION DATA SHEET {37 CFR 1.76)

Title of
invention § Cell Spraying Device, Method and Sprayed Cell Suspension

As the below named inventor, | hereby dedare that:

This declaration
is directed to: {1 The attached application, or

2 United States application or PCT international application number 14/135.681,
filed on December 20, 2013 .

The above-identified application was made or authorized to be made by me.
! belizve that Fam the original inventor or an original joint inventor of 3 claimed invention in the application,

| hereby acknowiedge that any willfud false statement made in this declaration is punishable under 18 U.5.C. 1001
by fine or imprisonment of not more than {5) years, or both.,

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal informatian in documents filed in a patent application that
may contribute to identity theft. Personal information such as sacial security numbers, bank account numbers, or credit card
numbers {other than a check or credit card authorization form PTGO-2038 submitted for payment purposes) is never required
by the USPTO to support a petition or an application. if this type of personal information is included in dacuments submitted
to the USPTO petitioners/applicants should consider redacting such personal informatinn from the documents befare
submitting them to the USPTO. Petitioner/applicant is advised that the record of a patent application is available to the
public after publication of the application {unless a nori-publication request in compliance with 37 CFR 1.213{3) is made in
the application} or issuance of a patent. Furthermore, the record from an abandoned application may also be available to the
public if the application is referenced in a published application or an issued patent {see 37 (FR 1.14). Checks and cradit card
suthorization forms PTQ-2038 submitted for payment purposes are not retained in the application file and therefore are nat
publicly availahle.

LEGAL NAME OF INVENTOR

fnventor: Reinhard Bornemann

R Y MRt AR e

Mote: An application deta sheet {PTO/58/14 or equivalent], including naming the entire inventive entity, must accompany this form,
Lise an additional PTO/AIA/0] form for each additional inventor.

cotection of information is required by 35 U.5.C, 115 and 37 CFR 1.83. The information & reguired to obitasin of setain 3 benotit by the public whichis to fife {and by the USPTO to
cess) un appiication. Confidentiatity is governed by 35 U.5.C. 122 and 37 CFR 1.11 snd 1. 34, This collection 15 estimated 1o tuke 1 minute to complats, inclugding gatharing,

saring, and submitting the completed spplication foem to the USETO. Time will vary depending upos the individual case. Any comments on the amount of tima you require to
romplete this form and/or suggestions for reducing this burden, should he sent ke the Chiof mformation Gfficer, 1.5, Patent and Trademark Office, U.S. Départment of Commerce,
B Hox 3850, Alexandria, VA 22313-1450, DO NOT SEND FEES QR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Comunissioner for Batents, P.O. Box 1454,
Alexandria, VA 22313-1450.

jatisd

I you need 3ssistance i completing the form, calf 1-800-PTQ-2189 ard select opticn 2

4053.001us2
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Modified form PTO/SB/08A(04-07) OMB 651-0031
US Patent & Trademark Office: U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

STATEMENT BY APPLICANT

Complete if Known

Substitute for form 1449A/PTO
ubstitute for form Application Number 14/136,681

INFORMATION DISCLOSURE Filing Date December 20, 2013

First Named Inventor Reinhard Bornemann

(Use as many sheets as necessary) Group Art Unit 1615
Examiner Name Unknown
Sheet 1 of 3 Attorney Docket No: 4053.001US2

US PATENT DOCUMENTS

Examiner
Initial *

USP Document Number Publication Date Name of Patentee or Applicant of cited Document

US-20020082692A1 6/27/2002 Van Blitterswijk, C A, et al.

US-20030202965A1 10/30/2003 Seubert, Rainer, et al.

US-20070042488A1 2/22/2007 Bornemann, Reinhard
US-5,139,031 8/18/1992 Guirguis, R. A
US-5,571,083 11/5/1996 Lemelson, Jerome H
USsS-7,628,780 12/8/2009 Bonner, Matthew D, et al.
Us-8,157,817 4/17/2012 Bonadio, Frank, et al.

FOREIGN PATENT DOCUMENTS

published.

Examiner Foreign Document Number Publication Date Name of Patentee or Applicant of cited Document T1
Initial *
EP-0809976A2 12/3/1997 Heisig, Udo
OTHER DOCUMENTS — NON PATENT LITERATURE DOCUMENTS
Examiner | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item (book, magazine, T1
Initial * journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, city and/or country where

"', Computer Desktop Encyclopedia, (1981)

"', Farlex Partner Medical Dictionary, (2000)

"' Saunders Comprehensive Veterinary Dictionary, (2000)

"Application Serial No. 11/518,012, Final Office Action mailed 06-21-13", 15 pgs.

"Application Serial No. 11/518,012, Non Final Office Action mailed 08-07-07", 9 pgs.

"Application Serial No. 11/518,012, Notice of Non-Compliant Amendment mailed 01-29-13",
3 pgs

"Application Serial No. 11/518,012, Response filed 02-28-13 to Notice of Non-Compliant

Amendment mailed 01-29-13", 10 pgs

"Application Serial No. 11/518,012, Response filed 12-22-11 to Non Final Office Action
mailed 08-07-07", 13 pgs.

EXAMINER DATE CONSIDERED

* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not
considered. Include copy of this form with next communication to applicant. 1 Applicant is to place a check mark here if English language Translation is attached
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Modified form PTO/SB/08A(04-07) OMB 651-0031
US Patent & 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.

. Complete if Known
Substitute for fi 1449A/PTO
Hhstie Torform Application Number 14/136,681
INFORMATION DISCLOSURE Filing Date December 20, 2013
STATEMENT BY APPLICANT First Named Inventor Reinhard Bornemann
(Use as many sheets as necessary) Group Art Unit 1615
Examiner Name Unknown
Sheet 2 of 3 Attorney Docket No: 4053.001US2
US PATENT DOCUMENTS
Examiner USP Document Number Publication Date Name of Patentee or Applicant of cited Document
Initial *
US-20040219133A1 11/4/2004 Lyles, Mark B
US-20090191631A1 7/30/2009 Bornemann, Reimhard
US-20090196855A1 8/6/2009 Bornemann, Reinhard
US-20130060335A1 3/7/2013 Bornemann, Reinhard
US-6,479,052 11/12/2002 Marshall, Julian M., et al.
US-7,641,898 1/5/2010 Lyles, Mark B

FOREIGN PATENT DOCUMENTS

Examiner
Initial *
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann
Title: Cell spraying device, method and sprayed cell suspension

Docket No.: 4053.001US2 Serial No.: 14/136,681
Filed: December 20, 2013 Due Date: N/A
Examiner: Unknown Group Art Unit: 1615
Customer No.: 21186 Confirmation No.: 7065

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

Alexandria, VA 22313-1450

We are transmitting herewith the following attached items (as indicated with an “X”):

Communication Concerning Prior and Copending Applications (1 pg.)

X
X  Information Disclosure Statement (2 pgs.), Form 1449 (3 pgs.) Copies of Cited References (15).

If not provided for in a separate paper filed herewith, please consider this a PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers and please charge any additional fees or credit overpayment to Deposit
Account No. 19-0743.

SCHWEGMAN., LUNDBERG & WOESSNER. P.A. By:/ /@A./C) Z/éw /

Customer No.: 21186 David W. Black
Reg. No. 42,331
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s):  Reinhard Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, method and sprayed cell suspension

COMMUNICATION CONCERNING PRIOR OR COPENDING APPLICATION(S)

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

Alexandria, VA 22313-1450

Pursuant to the guidance of MPEP §§ 2001.06(b) and 2004(9), Applicant would like to
bring the following additional application(s) to the Examiner’s attention. The identification of
these applications is not intended to suggest that the subject matter claimed in any listed
application is, or has been, substantially similar to any claim or claims in the present application.

Serial No./ Filing Date Attorney Docket  Title

Patent No.

11/518,012 September 11, 4053.001US1 Cell spraying device, method and
2006 sprayed cell suspension

13/573,003 August 13,2012 4053.002US1 Device for cell spraying, manufacturing
of the device, method for spraying with
the device and a cell suspension
sprayed with the device

Respectfully submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6911

Date APTil 22, 2014 By /;@'/C) Z/é/l)/

David W. Black
Reg. No. 42,331
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, method and sprayed cell suspension

INFORMATION DISCLOSURE STATEMENT

MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
C.F.R. §§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application. Applicant respectfully
requests that this Information Disclosure Statement be entered and the documents listed on the
attached PTO 1449 Form be considered by the Examiner and made of record. Pursuant to the
provisions of MPEP 609, Applicant requests that a copy of the PTO 1449 Form, initialed as
being considered by the Examiner, be returned to the Applicant with the next official
communication.

Pursuant to 37 C.F.R. § 1.97(b), it is believed that no fee or statement is required with the
Information Disclosure Statement. However, if an Office Action on the merits has been mailed
after filing of the application or after the filing of the most recent RCE, the Commissioner is
hereby authorized to charge the required fees to Deposit Account No. 19-0743 in order to have
this Information Disclosure Statement considered.

Pursuant to 37 C.F.R. § 1.98(d), copies of the documents listed on page 1 of the attached
1449 are not provided as these references were previously cited by or submitted to the U.S.
Patent Office in connection with Applicant's prior U.S. application, Serial No. 11/518,012, filed
on September 11, 2006, which is relied upon for an earlier filing date under 35 U.S.C. § 120.
Copies of the documents listed on pages 2-3 of the attached 1449 are provided as required.
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INFORMATION DISCLOSURE STATEMENT Page 2
Serial Number:14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell spraying device, method and sprayed cell suspension

Pursuant to 37 C.F.R. § 1.98(a)(2), copies of cited U.S. Patents and Published
Applications, and Non-Published Applications identifiable by USPTO Serial Number, are no
longer required to be provided to the Office. Applicant acknowledges the requirement to submit
copies of foreign patent documents and non-patent literature in accordance with 37 C.F.R §
1.98(a)(2).

The Examiner is invited to contact the undersigned at the telephone number indicated if

there are any questions regarding this communication.

Respectfully submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6911

Date April 22, 2014 By //@JC/, Z/é/,,__./

David W. Black
DWB:pjm Reg. No. 42,331
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicants: ~ R. Bornemann Examiner: Unknown
Serial No.: 14/136,681 Group Art Unit: 37611
Filed: December 30, 2013 Docket No. 4053.001US2

(was 2474.01.CON)
Customer No.: 21186 Confirmation No.: 7065
Title: Cell Spraying Device, Method and Sprayed Cell Suspension

PRELIMINARY AMENDMENT

MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Prior to taking up this application for examination, please enter the following amendments:
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PRELIMINARY AMENDMENT Page 2
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

IN THE SPECIFICATION

After page 12 of the specification, please insert the following:
--CITED SOURCES

Literature
NAVARRO F A, STONER M L., PARK C S, et al.: Sprayed keratinozyte suspensions accelerate
epidermal coverage in a porcine microwound model, 2000, J. Burn Care & Rehabilitation, 21(6):

513-518.

WOOD F M: Clinical potential of autologous epithelial suspension, 2003, J. Wounds 15 (1): 16-
22.

Wood F M, Allen P. The use of cultured epidermal autograft in the treatment of major burn

injuries. J Burn Care Rehab 13(1) 2003:154-7.

Johnen C, Hartmann B, Steffen I, Brautigam K, Witascheck T, Toman N, Kuntscher MV, Gerlach
JC. Skin cell isolation and expansion for cell transplantation is limited in patients using tobacco,

alcohol, or are exhibiting diabetes mellitus. Burns. 2006;32(2):194-200.

US Patents/ Applications
U.S. Provisional Patent Application Serial No. 60/281,527, filed Apr. 4, 2001

Foreign Application Data
Australian Provisional Patent Application PR 2989, Filled Feb. 7, 2001--
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PRELIMINARY AMENDMENT Page 3
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

IN THE CLAIMS

Please cancel claims 1-14 and add the following claims:

1-14. (Canceled).

15. (New) A method to treat a wounded area of skin on a human subject, comprising:

providing a single cell-suspension of cells comprising progenitor skin cells in a serum-free
physiological solution in a sterilizable container, wherein the cells are obtained from the subject’s
normal skin tissue that has been treated with enzymes so as to release the cells from the dermal-
epithelial cell junction, wherein the skin cells have not been subjected to ex vivo expansion;

contacting the single-cell suspension of cells with a gas flow at an outlet of the container
to create droplets of the suspension at a flow-controlled spray head; and

spraying the droplets onto the wounded area of skin without forming a closed cell sheet so
that the single cells are distributed directly and evenly and the cells regenerate normal skin by in

situ multiplication to heal the wounded area in the absence of applying a preformed skin graft.

16. (New) The method of claim 15 wherein the suspension comprises uncultured cell types in

a ratio comparable to that found in normal skin.

17. (New) The method of claim 15 or 16 wherein the cells comprise basal keratinocytes,

Langerhans cells, fibroblasts and melanocytes.

18. (New) The method of claim 15 wherein the cells in the suspension have a morphology that

is similar to the cells in the droplets.

19. (New) The method of claim 16 wherein the suspension comprises skin progenitor cells.
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PRELIMINARY AMENDMENT Page 4
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

20. (New) The method of claim 15, wherein the suspension is filtered to remove large cellular

congregates.

21. (New) The method of claim 20, wherein the filter has a cut-off of 5-100 cell congregates.

22. (New) The method of claim 15 wherein the enzymes comprise dispase and trypsin.
23. (New) The method of claim 15 wherein the enzymes comprise collagenase.
24. (New) The method of claim 15 wherein the container is a syringe and the suspension is

delivered to the outlet of the spray head by continuous force application to the container.

25. (New) The method of claim 15 wherein the wounded area is burned.

211 Avita Medical Limited
Ex. 1009



PRELIMINARY AMENDMENT Page 5
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

REMARKS

Please update the file to remove the former Attorney Docket Number 2474.01.CON and
replace with the new Attorney Docket No. 4053.001US2.

The specification has been amended to include page 3 from the parent application
11/518,012, filed September 11, 2006, which was inadvertently omitted when a substitute
specification was provided on December 22, 2011.

Claims 1-14 are canceled without prejudice or disclaimer and claims 15-25 are added to
the present application. No new matter is added by claims 15-25.

Claim 15 is supported by claim 14, at para. [00038] (burns); at para. [00023] (autologous
cells); at para. [00033] (cells dispersed in a solution suitable for immediate dispersion over the
recipient site); at paras. [00035] and [00036] (single cells delivered evenly; cell sheets are not
provided to the wound by the droplets, no in vitro cell expansion); [00037] (preformed graft is
not applied); at paras. [00036] and [00054] (no culturing); at para. [00045] (serum free solution)
(cells released from dermal-epithelial junction); at para. [00047] (physiological solution); at paras.
[00057] and [00061] (spray head forms droplets via air flow); and at para. [00052] (in situ
multiplication of cells).

Claims 16-17 are supported by para. [00039].

Claim 18 is supported by [00065].

Claim 19 is supported at page 4, at paras. [00048] and [00054] (skin progenitor cells).

Claims 20-21 are supported at page 4, at paras. [00021]; [00049]; and [00060] (filtering
the cellular suspension).

Claims 22 and 23 are supported by para. [00043].

Claim 24 is supported by paras. [00022], [00057] and [00058].

The present method for facilitating the healing of the burned skin of a human subject
comprises spraying droplets of a physiological solution that contains single autologous skin cells
of the subject. The droplets are evenly distributed across the wound area, without application of a
continuous sheet of cells and without applying a preformed skin graft to the burn area, before or
after spraying.

Claim 25 is supported by para. [00038].
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PRELIMINARY AMENDMENT Page 6
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

The cells that are sprayed are obtained by using enzymes to disassociate a normal sample
of the subject's skin, in order to free a mixed population of cells. This population is not cultured,
but is transferred to a serum-free physiological solution, such as physiological saline, optionally
filtered to remove conglomerates of cells, and transferred to a container such as a syringe. The
suspension is then delivered to a spray head where a gas flow creates a spray of single cell-
containing droplets that are delivered evenly onto the burn site, where the cell proliferate in sifu to
regenerate new skin.

In the Office Action dated June 21, 2013, in parent application Serial No. 11/518,012,
filed September 11, 2006, the Examiner rejected claims 35-36, 45 and 46 as obvious in view of
Lyles (U.S. patent application 2004/0219133; now U.S. Pat. No. 7641898) in view of Lemelson
(U.S. 5,571,031). Insofar as the Examiner may consider, applying the rejection to reject any of
claims 15-22, he is respectfully requested to consider the following comments.

Method-of-treatment claims were withdrawn by the Examiner. Device claim 35, that
seems to embody "kit claim" aspects, broadly claims a spray device having a container containing
a xenogeneic serum-free "treatment solution" that contains "electrolytes in a physiologic
composition.” The treatment solution can "maintain said tissue regulating cells until application,”
but it does not contain any such cells. The device also includes a "means" capable of dissociating
cells in "the tissue sample."”

The method(s) disclosed by Lyles involving "Air Jet Cell External Seeding (ACES) differ
from the claimed method in numerous aspects. For example, in Example 1, the cells "are
suspended in autologous serum or other specified media," prior to spraying onto a substrate. The
"other specified media" is disclosed at [0033] and does not include physiological solutions such as
physiologic saline or a balanced salt solution. Rather, it includes polyvinyl alcohol, serum, other
blood components, polymers of nucleic acids or combinations thereof. See, also claim 10. In
Example 2, the isolated "fibrocytes or keratinocytes" are subjected to "resuspension in autologous
serum (or other media) and "subsequent dispersion on the allograft matrix by air-jet spraying”
[0039]. Thus, while the Abstract and claim 1 broadly disclose or include dispersing the cells

"directly onto the [damaged] area", Lyles does not disclose delivery of a spray of single cell-
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PRELIMINARY AMENDMENT Page 7
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

containing droplets to a burn site in an "even" fashion that does not create a "closed sheet"” of cells
and does not involve pre-introduction of a "dermal allograft material” into the damaged area. See
Abstract, claims 2, 13.

Lyles at para. [0043] discloses that graft studies may be conducted in three stages: (a)
grafting an autologous constructed epithelium derived from cells cultured on the allograft in vitro
directly to the subdermal layer of a wound, (b) grafts produced ex vivo may be transferred into a
wound, or (c) an allograft material may be grafted onto the wound site and then sprayed with
fibrocytes, followed by keratinocytes.

Lengthy, prophetic Example 6 is entitled "New Methods to Harvest and Construct Three-
Dimensional Tissues In Vitro” and is not relevant to the present method.

Thus, it is respectfully submitted that Lyles does not disclose, suggest or enable the
practice of ACES to deliver a mixed population of uncultured normal skin cells to a burn site so
as to effectively and efficiently generate normal skin, via single cell-containing droplets without

forming continuous sheet of sprayed cells or introducing preformed grafts at the burn site.
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PRELIMINARY AMENDMENT Page 8
Serial Number: 14/136,681 Dkt: 4053.001US2
Filing Date: December 20, 2013

Title: Cell Spraying Device, Method and Sprayed Cell Suspension

CONCLUSION

Applicant respectfully submit that the claims are in condition for allowance and
notification to that effect is earnestly requested. The Examiner is invited to telephone Applicant's
representative at (612) 373-6911 to facilitate prosecution of this application.

If necessary, please charge any additional fees or deficiencies, or credit any overpayments

to Deposit Account No. 19-0743.
Respectfully Submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis, MN 55402--0938

(612)

373.6911
Date APTil 21, 2014 By /ﬂé ) 4) Z/éwl

David W. Black
Reg. No. 42,331
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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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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann
Title: Cell spraying device, method and sprayed cell suspension

Docket No.: 4053.001US82 Serial No.: 14/136,681
Filed: December 20, 2013 Due Date: N/A
Examiner: Unknown Group Art Unit: 1615
Customer No.: 21186 Confirmation No.: 7065

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

Alexandria, VA 22313-1450

We are transmitting herewith the following attached items (as indicated with an “X”):

X  Preliminary Amendment (8 pgs.).

If not provided for in a separate paper filed herewith, please consider this a PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers and please charge any additional fees or credit overpayment to Deposit
Account No. 19-0743.

SCHWEGMAN, LUNDBERG & WOESSNER, P.A. By: / ’@~/<) Z/é,—————/

Customer No.: 21186 David W. Black
Reg. No. 42,331
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PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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.

APPLICATION AS FILED — PART |

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 14/136,681 12/20/2013 | [ 7o be mailed
ENTITY: []LArRGE [X] smALL [] MICRO

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
|:| EXAMINATION FEE
{37 CFR 1.16(0), (p), or (qQ)) N/A N/A N/A
TOTAL CLAIMS , N
(87 CFR 1.16(1)) minus 20 = X3 =
INDEPENDENT CLAIMS , N
(87 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
’(ASF;PC';;%U?(’:))S'ZE FEE for small entity) for each additional 50 sheets or
' fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
— 04/21/2014 | \r1cr PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
s ;l'?gaa)l) (37 CFR 192 Minus | ** 20 -0 x $40 = 0
3 .
Independ .
= IEESh T Minus | -3 -0 x 5210 - 0
<§t [] Application Size Fee (37 GFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
AMENDMENT PAID FOR
Total (37 cFR . ; .
1.16(i)) Minus = X $ =
Independent . !
(272€§r11.1ee?(h)) Minus = X $ =

] Application Size Fee (37 GFR 1.16(s))

AMENDMENT

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CGFR 1.16()))

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

TOTAL ADD’L FEE

LIE
/ROZENIA HARMON/

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001U82
CONFIRMATION NO. 7065
21901 PUBLICATION NOTICE
Smith & Hopen (private clients)
Attn: General Patent Matters IR O TR
000000067852497

180 Pine Avenue North
Oldsmar, FL 34677

Title:Cell Spraying Device, Method and Sprayed Cell Suspension

Publication No.US-2014-0107621-A1
Publication Date:04/17/2014

NOTICE OF PUBLICATION OF APPLICATION

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

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

The publication process established by the Office does not provide for mailing a copy of the publication to
applicant. A copy of the publication may be obtained from the Office upon payment of the appropriate fee set forth
in 37 CFR 1.19(a)(1). Orders for copies of patent application publications are handled by the USPTO's Office of
Public Records. The Office of Public Records can be reached by telephone at (703) 308-9726 or (800) 972-6382,
by facsimile at (703) 305-8759, by mail addressed to the United States Patent and Trademark Office, Office of
Public Records, Alexandria, VA 22313-1450 or via the Internet.

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

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

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

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

page 1 of 1
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PATENT APPLICATION FEE DETERMINATION RECORD

Application or Docket Number

Substitute for Form PTO-875 14/136,681
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 CFR 1.16(a), (b), or (c)) N/A N/A N/A 70 N/A
SEARCH FEE
o o o N/A N/A N/A 300 N/A
EXAMINATION FEE
N FEE N/A N/A N/A 360 N/A
TOTAL CLAIMS ) *
(37 CFR 1.16(i)) 14 minus 20= 40 = 0.00 OR
INDEPENDENT CLAIMS . *
(37 CFR 1.16(h)) 2 minus 3 = 210 = 0.00
If the specification and drawings exceed 100
APPLICATION SIZE | sheets of paper, the application size fee due is
FEE $310 ($155 for small entity) for each additional 0.00
(37 CFR 1.16(s)) 50 sheets or fraction thereof. See 35 U.S.C.
41(a)(1)(G) and 37 CFR 1.16(s).
MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j)) 0.00
* |f the difference in column 1 is less than zero, enter "0" in column 2. TOTAL 730 TOTAL
APPLICATION AS AMENDED - PART I
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
< AFTER PREVIOUSLY EXTRA RATES) FEE($) RATE®) FEE($)
E AMENDMENT PAID FOR
i Total . i = =
> a7 CF% ?.16(i)) Minus = OR
a Independent * Minus | *** =
E (37 CFR 1.16(h)) = OR
<§( Application Size Fee (37 CFR 1.16(s))
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j) OR
TOTAL OR TOTAL
ADD'L FEE ADD'L FEE
{Column 1) {Column 2) {Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
m AFTER PREVIOUSLY EXTRA RATES) FEE($) RATE®) FEE($)
E AMENDMENT PAID FOR
1N} Total * Minus * = =
= (37 CF% ?.16(i)) OR
% Independent * Minus | *** = _ OR
L (37 CFR 1.16(h))
<§( Application Size Fee (37 CFR 1.16(s))
OR
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)
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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATIONNUMBER | FILING OR 371(C) DATE [ FIRSTNAMED APPLICANT | ATTY. DOCKET NO/TITLE |
14/136,681 12/20/2013 Reinhard Bornemann 4053.001082
CONFIRMATION NO. 7065

21901 NOTICE

Smith & Hopen (private clients)
Attn: General Patent Matters 0 A AR

180 Pine Avenue North 000000067330
Oldsmar, FL 34677

Date Mailed: 03/28/2014

INFORMATIONAL NOTICE TO APPLICANT

Applicant is notified that the above-identified application contains the deficiencies noted below. No period for
reply is set forth in this notice for correction of these deficiencies. However, if a deficiency relates to the inventor's
oath or declaration, the applicant must file an oath or declaration in compliance with 37 CFR 1.63, or a substitute
statement in compliance with 37 CFR 1.64, executed by or with respect to each actual inventor no later than the
expiration of the time period set in the "Notice of Allowability” to avoid abandonment. See 37 CFR 1.53(f).

The item(s) indicated below are also required and should be submitted with any reply to this notice to avoid
further processing delays.

+ A properly executed inventor's oath or declaration has not been received for the following inventor(s):
Reinhard Bornemann

page 1 of 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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION FILING or GRP ART
NUMBER 371(c) DATE UNIT FIL FEE REC'D ATTY.DOCKET.NO TOT CLAIMSJIND CLAIMS
14/136,681 12/20/2013 3767 800 4053.0010S82 14 2
CONFIRMATION NO. 7065
21901 UPDATED FILING RECEIPT
Smith & Hopen (private clients)
Atn: Genoral Patent Maters IO

180 Pine Avenue North
Oldsmar, FL 34677

Date Mailed: 03/28/2014

Receipt is acknowledged of this non-provisional 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 APPLICANT, 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 Filing Receipt Correction. Please provide a copy of this Filing Receipt with the
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit
any corrections 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

Inventor(s)

Reinhard Bornemann, Bielefeld, GERMANY;
Applicant(s)

Janus Acquisition Corp., New York, NY
Assignment For Published Patent Application

Janus Acquisition Corp., New York, NY

Power of Attorney: None

Domestic Priority data as claimed by applicant
This application is a CON of 11/518,012 09/11/2006 ABN

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 - A proper Authorization to Permit Access to Application by Participating Offices
(PTO/SB/39 or its equivalent) has been received by the USPTO.

If Required, Foreign Filing License Granted: 01/07/2014

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 14/136,681

Projected Publication Date: 04/17/2014

Non-Publication Request: No

Early Publication Request: No
page 1 of 3
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** SMALL ENTITY **
Title

Cell Spraying Device, Method and Sprayed Cell Suspension
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).

page 2 of 3
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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.

page 3 of 3
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UniteD Stares PareNt anp TRavemark Orrice
UNITED STATES DFP REMENTOF COMMERCE
United States Patent und Trademark Office
Addiess, COMMISSIONER FOR PATENTS

PO Dox 1450

Alexandria, Visunia 22313-1450

WWW.LSPIO ROV

[ appLicATIONNUMBER | FILING OR 371(C) DATE [ FIRSTNAMED APPLICANT | ATTY.DOCKETNO/ITILE |
14/136,681 12/20/2013 Reinhard Bornemann 2474.01.CON
CONFIRMATION NO. 7065
21901 FORMALITIES LETTER

Smith & Hopen (private clients)

A Genorar Pajant Mater L

180 Pine Avenue North
Oldsmar, FL 34677
Date Mailed: 01/10/2014

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION
FILED UNDER 37 CFR 1.53(b)
Filing Date Granted
ltems 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).

« A surcharge as set forth in 37 CFR 1.16(f) was not received.
The surcharge is due for any one of:
« late submission of the basic filing fee, search fee, or examination fee,
» late submission of inventor's oath or declaration,
« filing an application that does not contain at least one claim on filing, or
+ submission of an application filed by reference to a previously filed application.

SUMMARY OF FEES DUE:

The fee(s) required for a small entity within TWO MONTHS from the date of this Notice to avoid abandonment
is/are:
+$ 70 surcharge.

+ $( .00) Previous Payment Amount.
+$70 TOTAL FEE BALANCE DUE.

Items Required To Avoid Processing Delays:

Applicant is notified that the above-identified application contains the deficiencies noted below. No period for
reply is set forth in this notice for correction of these deficiencies. However, if a deficiency relates to the inventor's
oath or declaration, the applicant must file an oath or declaration in compliance with 37 CFR 1.63, or a substitute
statement in compliance with 37 CFR 1.64, executed by or with respect to each actual inventor no later than the
expiration of the time period set in the "Notice of Allowability” to avoid abandonment. See 37 CFR 1.53(f).

« A properly executed inventor's oath or declaration has not been received for the following inventor(s):
Reinhard Bornemann

03/16/2014 EERUBAY1 00000010 190743 14136681 page 1of 2
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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/AuthenticateUserlL ocalEPF.htmi
For more information about EFS-Web please call the USPTO Electronic Business Center at 1-866-217-8197 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.

/afesschaye/

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

page 2 of 2
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann

Title: Cell spraying device, method and sprayed cell suspension
Docket No.: 4053.001US2 Serial No.: 14/136,681
Filed: December 20, 2013 ‘ Due Date: March 10, 2Q14

Group Art Unit: 1615
Confirmation No.: 7065

Examiner: Unknown
Customer No.: 21186

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

Alexandria, VA 22313-1450

™

<’ S
N g mm@‘\‘“‘@

We are transmitting herewith the attached:

X Communication Re: Missing Parts (1 pg.).
X Copy of a Notice to File Missing Parts (2 pgs.).
X Authorization to charge Deposit Account 19-0743 in the amount of $70.00 to cover the Small Entity

Surcharge.

If not provided for in a separate paper filed herewith, please consider this a PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers, and please charge any additional required fees or credit overpayment to
Deposit Account No. 19-0743.

SCHWEGMAN., LUNDBERG & WOESSNER, P.A.
Customer No.; 21186

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: Mail Stop Missing Parts, Commissioner for Patents. P.O. Box 1450.
Alexandria. VA 22313-1450 on this ZQ day of Macrh, 2014.

Name Signature
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S/N 14/136,681 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inventor(s): Reinhard Bornemann — Examiner: Unknown
Serial No.:  14/136,681 Group Art Unit: 1615
Filed: December 20, 2013 Docket: 4053.001US2
Customer No.: 21186 Confirmation No.: 7065
Title: Cell spraying device, m hpgmq\ ﬁi} ayed cell suspension

COMMUNICATION RE: MISSING PARTS

Mail Stop Missing Parts
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
In response to the Notice to File Missing Parts, we submit authorization to charge Deposit
Account 19-0743 in the amount of $70.00 to cover the Small Entity surcharge.
Applicants assume the application is now in proper order and in condition for

examination. Please direct any inquiries to the undersigned at (612) 373-6903. If necessary,

please charge any additional fees or credit overpayment to Deposit Account 19-0743.

Respectfully submitted,

SCHWEGMAN, LUNDBERG & WOESSNER, P.A.
P.O. Box 2938

Minneapolis. MN 55402

(612) 373-6903

Date JQ!MI‘L !Df “ ’ﬂ

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the
United States Postal Service with sufficient postage as first class mail, in an envelppg addressed to: Mail Stop Missing Parts,

Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450 on this day of Macrh, 2014,
Name Signature
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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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION FILING or GRP ART
NUMBER 371(c) DATE UNIT FIL FEE REC'D ATTY.DOCKET.NO TOT CLAIMSJIND CLAIMS
14/136,681 12/20/2013 1615 730 2474.01.CON 14 2
CONFIRMATION NO. 7065
21901 FILING RECEIPT
Smith & Hopen (private clients)
Attn: General Patent Matters LT
000000065932899

180 Pine Avenue North
Oldsmar, FL 34677

Date Mailed: 01/10/2014

Receipt is acknowledged of this non-provisional 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
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Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
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Reinhard Bornemann, Bielefeld, GERMANY;
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Janus Acquisition Corp., New York, NY
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Janus Acquisition Corp., New York, NY
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** SMALL ENTITY **
Title

Cell Spraying Device, Method and Sprayed Cell Suspension
Preliminary Class
424
Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

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

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

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

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

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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UNITED STATES PATENT AND TRADEMARK OFFICE

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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
14/136,681 12/20/2013 Reinhard Bornemann 2474.01.CON
CONFIRMATION NO. 7065
21901 FORMALITIES LETTER
Smith & Hopen (private clients)
Attn: General Patent Matters IR AR
000000065932900

180 Pine Avenue North
Oldsmar, FL 34677

Date Mailed: 01/10/2014

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).

+ A surcharge as set forth in 37 CFR 1.16(f) was not received.
The surcharge is due for any one of:
« late submission of the basic filing fee, search fee, or examination fee,
+ late submission of inventor's oath or declaration,
« filing an application that does not contain at least one claim on filing, or
+ submission of an application filed by reference to a previously filed application.

SUMMARY OF FEES DUE:

The fee(s) required for a small entity within TWO MONTHS from the date of this Notice to avoid abandonment
is/are:

+ $ 70 surcharge.

+ $(.00) Previous Payment Amount.

+$70 TOTAL FEE BALANCE DUE.

Items Required To Avoid Processing Delays:

Applicant is notified that the above-identified application contains the deficiencies noted below. No period for
reply is set forth in this notice for correction of these deficiencies. However, if a deficiency relates to the inventor's
oath or declaration, the applicant must file an oath or declaration in compliance with 37 CFR 1.63, or a substitute
statement in compliance with 37 CFR 1.64, executed by or with respect to each actual inventor no later than the
expiration of the time period set in the "Notice of Allowability” to avoid abandonment. See 37 CFR 1.53(f).

+ A properly executed inventor's oath or declaration has not been received for the following inventor(s):
Reinhard Bornemann

page 1 of 2

233 Avita Medical Limited
Ex. 1009



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/AuthenticateUserLocalEPF.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.

/afessehaye/

Office of Data Management, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101
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CELL SPRAYING DEVICE, METHOD AND
SPRAYED CELL SUSPENSION
[0001]  CROSS-REFERENCE TO RELATED APPLICATIONS

160021 This nonprovisional application is a continuation of and claims priority to pending
U.S. nonprovisional Application No. 11/518,012, entitled “Cell Spraying Bevice, Method

and Sprayed Cell Suspension” filed September 11, 2006 by the same inventor,
(0003} BACKGROUND OF THE INVENTION
10004} i Field of the Invention

{0003 This invention relates, generally, to the grafting of cells. In particular, it relates to
a method of inducing epidermal growth and a device for spraying a cell suspension from a
tissue sarmaple obtamed from a donor site and distributing that cell suspension to a recipient

site, and its method of use thereof.
[0006] 2. Brief Description of the Prior Art

{0007} Spraying of celis may be of interest for the distribution of cell suspensions onto a
tissue wound. This can be applied, for example in general surgery to help regenerate tissue
traurma. Methods for treating skin wounds are known. For cxample, skin grafiing
techniques exist, which aim to recoustruct skin areas of the body that have suffered either
damage or defects to the skin. In general, these types of grafts are classified according to
their host-donor relationship and by thewr thickness. The most clinically applied graft is the
autologous graft, whereby tissue is taken from one area of the body and applied to another
arca. The grafted tissue then develops a new blood supply and attaches to the underlying
tissues. There are several types of skin grafis presently used, inchuding split-thickness, full-
thickness grafis, and micro-grafting. Each of these graft types must be prepared using
certain technques, and cach oue has its wnherent advantages and disadvantages. Split-
thickness grafis often require considerable skill, time and expensive equipment, Further,
donor sttes are painful, result in scarring and livait the coverable area. Although split-
thickness grafts may be more successtul than full-thickness grafts, they are usually

cosmetically less attractive. Full-thickness grafts require less skill and expensive
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cquipment, and their cosmetic appearance is better than that of split-thickness grafts.
However, full-thickness grafis do not "ake” as well as split-thickness grafts. Micro-grafis
are more castly accomplished and require no special instruments. However, their cosmetic

appearance 1s not as good as other techniques, as the resulting scarring 18 unacceptable.

[000K] A variation o the above grafting techuiques is the mesh graft, which is a type of
split-thickness or full-thickness skin graft in which paralicl rows of slits are cut into the
treated tissue. Soroe of the advantages of mesh grafts include: greater coverage of the
affected arca, drainage of blood or serum from beneath the graft, and increased conformity
of the graft to vnoven recipiont areas. This technique has been very successtul, with 90 to

100 percent "take™ after the grafts have been applied on healthy granulation beds.

[0009] An alternative to split-thickness grafting is to form a blister under suction at a donor
site, then remove the skin above the blister and transplant it onto the recipient site. The
production of blisters to treat wounds has been used since the 1960s. The blisters are
produced by a suction device, such as DERMAVAC, at a suction pressure of approximately
250-300 mmHg for 1-2 hours. The blisters are then cut off and placed on the wound. The
healing time 18 around 10-14 days. There are several disadvantages to this mcthod, for
example lengthy preparation of the graft and/or the graft uself poteotially not resuliing
re-pigmentation of the arca; or the graft possibly resulting in uncven pigmentation around

the edges of the arca of treatroent.

[00016] Micro-grafting has become a more common approach for large area cover and
involves the "snipping off” of a number of very small sections of tissuce from a donor site

and applying them to a dressing that 18 n tumn applied to the wound area.

[00011]  Another technology for the generation of tissue in vitro is to culture epidermis.
Cultured cpithelial autografts (CEA), provided in confluent grown cell sheets, are an
fraportant adjunct 1o the coverage of burns and other situations i which large arcas of the
body's surface experience skin loss. There are many centers throughout the world with
tissue culture facilities whose aim is to produce autologous epithelial grafts for use in a
wide variety of applications. The usefulness and application of CEA is related to its ability
to achieve confluent cells sheets suitable for grafting. This techuique overcomes many of

the disadvantages of the previous treatments described above. For example, cultured

v
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cpithelial autografts reduce the demand for donor sites. However, these autografts are slow
growing and require time to culture, which often exceeds the preparation tirne of the
recipient's sites. Moreover, blister formation by wound secretion below the sheet grafts

hinder grafting.

(000121  Navarro et al. (2000) and Wood et al. (2003) describe the use of single cells
suspended in Hartmans's solution and distributed over the wound, thus avoiding the sheets.
The cell suspension raay be delivered via a pipetie, common “cye-droppers,” syringe and
needle, and/or other similar devices to place small quantitics of cellular suspension on a
graft site. As method of choice a mechanical hand driven spray technique is described (sce

references).

[00013] The spray technique addressed some aforementioned problems in the field. A hand
driven spray method and subsequent distribution of the cells, however, is not performed in

a controlled manner and thus results in uneven cell distribution

[00014]  Accordingly, what is needed is an improved device and technique for skin grafting.
However, in view of the prior art cousidered as a whole at the tivoe the present invention
was made, it was not obvious to those of ordinary skill in the art how the limitations of the

art could be overcome.

[00015]  While certain aspects of conventional technologies have been discussed to facilitate
disclosure of the invention, Applicants in no way disclaim these technical aspects, and it is
contemplated that the claimed invention may encompass one or more of the conventional

technical aspects discussed herein.

[00016] The present invention may address one or more of the problems and deficiencies of
the prior art discussed above. However, it 18 contemplated that the 1ovention may prove
uscful in addressing other problems and deficiencies in a number of technical areas.
Therefore, the clairaed invention should not necessarily be construed as hmited to
addressing any of the particular problems or deficiencies discussed herein.

[00017]  In this specification, where a document, act or item of knowledge 1s referred to or
discussed, this reference or discussion 18 not an admission that the document, act or item

of knowledge or any combination thercof was at the priority date, publicly available,
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known to the public, part of commnon general knowledge, or otherwise constitutes prior art
under the applicable statutory provisions; or is knowu to be relevant to an atterapt to solve

any problem with which this specification is concerned.
[00018] BRIEF SUMMARY OF THE INVENTION

[00019]  The long-standing but herctotore untulfilled need for an improved, more effective

skin grafting device and solution is now met by a new, useful, and nonobvious invention.

[00020] The present invention provides a method and/or device suitabic for producing a
transplantable cellular spray of tiving cells suitable for grafting to a patient. In applying the
method and/or in using the device, cells suitable for grafting to a patient are dispersed in a

solution and sprayed with the device for distribution over the recipient graft sifc.

[00021]  According to the invention a device and method is provided for spraying a cell
suspension through a controlled spray head suitable for application to a patient utilizing a
spray device, which method comprises the steps of! (a) subjecting a tissue sample including
cells suttable for grafting to a patient, to at least a physical and/or chemical dissociating
means capable of dissociating cells in the tissuc saraple; (b} taking the cells suitable for
grafting on to a patient into a saline solution, {c} filtering the cellular suspension produced
to remove large cellular conglomerates; and spraying the cell suspension through a spray

head.

[000221  According to the invention an electronically controlled apparatus is provided as a
medical device for distribution of tissue regencrating cclis 1n a sterile suspension over a
tissue surface via clectronic controlled compressed gas and/or pump dviven spraying
through a sterilizeable spray head, providing continuous force application in a single shot
and generating suspension drops contamming cells.

[000231  According to the invention there is provided a cell suspension produced according
to the above-described method. Preferably the cells in the suspension are autologous cells
(i.c. they are isolated from the patient requiring av autograft), or stem cells.

[00024]  According to another aspect of the invention a method is provided to treat a patient

in need of graft surgery.
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[00025] These and other aspects and advantages of the imvention will become apparent to
those slalled in the art frovo a review of the ensuing description, which proceeds with

reference to the following descriptions and drawing.

[00026] The invention accordingly coraprises the features of construction, combination of
elements, and arrangement of parts that will be exeraplified in the disclosure set forth

hereinafter and the scope of the invention will be indicated in the claims.
[00027] BRIEF DESCRIPTION OF THE DRAWING

FOG0281  FIG. 1 depicts an embodiment of the current invention, containing uncultured

autologous skin progenitor cells, which can be sprayed onto damaged skin tissue.
[0002%]  DETAILED DESCRIPTION OF THE PREFERRED EMBODIMENT

[00030] Those skilled 1n the art will appreciate that the invention described herein is
susceptible to variations and modifications other than those specifically described. Itisto
be understood that the invention includes all such variation and modifications. The
wvention also inchudes all of the steps, features, corpositions and compounds referred to
or indicated in the specification, individually or collectively and any and all combinations

or any two or more of the steps or {eatures.

(000311  The present invention 1s not to be livatied in scope by the specific embodiments
described herein, which are intended for the purpose of exemplification. Functionally
equivalent products, compositions and where appropriate methods are clearly within the

scope of the invention as described herein.

(000321  Throughout this specification and the claims that follow, unless the context requires
otherwise, the word “coraprise”, or variations such as “corprises” or “coroprising”, will
be understood to tmply the inclusion of a stated integer or group of integers but not the

exclusion of any other integer or group of integers.

[00033]  Having regard to the above, certain embodiments of this invention provide a unique
method and/or device suitable for producing a transplantable cellular suspension of living
tissue sutable for grafting to a patient. In applying the method and/or in using the device
cell preparations of different origin may be used. This includes stern cell preparations and

patient autologous cells, whereas donor tissue is harvested and subjected to a tissue
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dissociating means. Cells suitable for grafting to a patient, or back to a patient, are dispersed

1 a solution that is saitable for tmmediate dispersion over the recipicnt graft site.

(600341  Certain embodiments of this invention have advantages over the prior art, some of
which are deseribed in the following paragraphs. The advantages sct forth below and those
made apparent frovo the following description are efficiently attained, and since certain
changes may be made in the above construction without departing from the scope of the
wvention, it is intended that all matters contained in the following description or shown in

the accompanying drawings shall be interpreted as illustrative and not in a limiting sense.

[000351 Certain embodiments of this invention provide a time cfficient method for
supplying a cellular cover to a fissue in a clinical setting. That 1s, cells can be finely and
venly distributed over a wound, avoiding the use of cell sheets. This is achievable because
there 18 a controlled procuring of the cell suspension with a wethod provided by an
apparatus, thus allowing cell spraying to be performed more evenly than conventional

methods and devices for skin grafting,

(000361 Usiog individually-sprayed cells through an cwobodiment of the device disclosed
here, rather than confluently grown keratinocyte sheets ag in the prior art, resuits in the
ced for fower cells and application to a larger treatroent surface. Blister formation is
avoided by the use of single cells without forming a closed sheet. Reducing the cell number
speeds up application time by avoiding an n vitre cell expansion. Avoiding in vitro cell
expansion, in fum, reduces in vitro differentiation and therefore better preserves basal

keratinocyte progenitor cells in the cell suspension.

(600371  Certain embodiments of this invention aid in the achicvement of rapid cell coverage
in areas of tissue wounds, tissue trauma/injpury and donor sites. It provides a means for
reducing the size of skin cell donor sites--the biopsy donor site 1s raarkedly smaller than a
split skin gratt donor site and reduces or eliminates the use of sphit skin graft donor sites;
improves the expansion rate of cell coverage; improves the rate of healing of small burns;
is usehul for small areas of skin reconstructions, such as scars; and improves scar guality.

[O0038]  Certain ebodiments of this invention provide a means for the treatment of various
skin disorders or discases. For example, the various skin disorders and diseases include,

but are not himited to, the following: epidermal resurfacing, replaceraent after skan loss,
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site match-up during re-pigmentation of an area of skin, treatment of burn wounds,
teukoderma, vitiligo, piebaldism, in the treatment of scars--for example, caused through
incorrect wound healing, improper scar direction or scar distortion from wound
contraction, acne scars; resurfacing cosmetic dermabrasion, resurfacing after lase
treatment and in association with dermal reconstruction. Additionally the method may be
used for cell replacement therapy, including but not hmited to, nerve cell replacernent
treatment, epithelial cell (such as wrothelial cell, buccal mucosal cell and respiratory
epithclial cell) replacement treatment, cndothehial cell replacement treatment and
osteogenic precursor cell replacement treatment. The method mway also be used to stimulate

tissue regeneration in surgically induced wounds.

[00039]  Certain erobodiments of this mmvention provide a means to produce 4 suspension of
cells in a ratio to cach other comparable with those seen in situ. That is, due to the manner
of preparation of the cellular suspension, cells such as keratinocyte basal cells, Langerhans
cells, fibroblasts and melanocytes typically have evhavced sarvival rates in comparison to
standard tissue culture technigues, whereby selective cell culture can result in the loss of
certain cell types. This has the advantage of allowing for the correct re~-pigmentation of

skin after a skin graft.

[00040]  Certain embodiments of this invention allow faster surgery and healing-—-thereby

reducing trauma for patients during the phase of theiwr redical care.

[00041] Onec embodiment of the invention relates to at least two distinct cell sources suitable
for usc in resurfacing and regencration of damaged tissue: (i} non-autologous cells,

wcluding stem cells, and (1) autologous cells, including the patient’s own progenitor cells.

1000421 An embodiment of the invention provides a method for preparing an autologous
cell suspension. According to this method, tissue is harvested frorn a patient by means
known in the art of tissue grafting. Harvesting of tissue can be achieved by taking a tissue
biopsy. With the harvesting of the biopsy consideration must be given to the depth of the
biopsy aud size of the surface arca. The depth and size of the biopsy influence the case at
which the procedure can be undertaken and the speed with which a patient recovers from

the procedure. The chosen donor site may sppropriately match the recipient site, for
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cxample post-auricular for head and neck, thigh for lower limbs, inner-upper-arm for upper

timbs, or palm for sole or vice-versa.

[000431  In this embodiment, once a biopsy has been harvested from a patient the tissue
sample 1s subjected to physical and/or chemical dissociating means capable of dissociating
cellular straturn 1o the tissue sample. Methods for dissociating cellular layers within the
tissues are well known in the field. For exampie, the dissociating means may be physical
and/or a chemical distuption. Physical dissociation means might include, for example,
scraping the tissuc sample with a scalpel, mincing the tissue, physically cutting the layers
apart, or perfusing the tissue. Chemical dissociation means might include, for exaraple,
digestion with enzymes such as trypsin, dispase, collagenase, trypsin-edta, thermolysin,
pronase, hyaluronidase, clastase, papain and pancreatin. Non-cnzymatic solutions for the
dissociation of tissue can also be used. Dissociation of the tissue sample may be achieved
by placing the sample in a pre-warmed enzyme solution containing an amount of

proteolytic enzyme sufficient to dissociate cellular stratum in the tissue saraple.

[00044] After the tissue sample has been immersed in the enzyme solution for an

appropriate amount of tirae, the sample can be removed and washed with nutrient solution.

(600451 In this embodimnent, the saline/nutrient solution used in the method should be
capable of significantly reducing or removing the effect of the enzyme either by dilution
or neutralization. The nutrient solution used in the method may also have the characteristics
of betng (i} free of at least xenogenic serum, (i1) capable of maintaining the viability of the
cells unti applied to a patient, and (311} suitable for direct application to a region on a patient
undergoing tissue grafting. After application of a suitable saline/nutrition solation to the
tissuc sample, the celiular stratum of the sample is separated permitting the cells capable
of reproduction to be rerooved from the cellular material and suspended 1 the vuttient
solution. Where the tissue sample is skin, the dermis and epidermis can be separated to

allow access to the dermal-cpithelial junction of both surfaces.

[00046]  In this erobodiment, cells capabie of reproduction are then removed from the
scparated stratum by any means known in the art. For example, the reproductive cells can
be scraped oft the surface of the straturm using an fnstrument such as a scalpel. Cells capable

of reproduction within the dermal-epithelial junction include bwt are not limited to
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keratinocyte basal cells, Langerhans cells, fibroblasts and melanocytes. Following release

of the cells fror the tissue sample they are suspended n the saline/vutrient solution.

1000471 Another embodiment of the invention also provides a method for using a non-
autologous cell suspension to produce cells capable of reproduction for purposes of skin
grafting. To procure cells of any source, the cells are suspended in an agueous
saline/mutrition sohlution. The solution may be anything physiclogical from a basic salt
solution to a more complex vuttient solution. Preferably, the nutricnt solation is free of all
serum but contains various salts, such as clectrolytes, that resemble the substances found
in body tluids; this type of solution 1s often called physiological saline. Phosphate or other
non-toxic substances may also buffer the solution in order to maintain the pH at
approximate physiological levels, Suitable nutrient solutions that are preferred base on
Ringer-lactate solutions, including Hartmann's solution, dialysis solutions, and on

peripheral intravenous nutrition solutions.

(000487  Whether using autologous or non-autclogous sources, the volume of solution
applied to the tissue sample after the harvesting steps, or by suspending non-autologous
cells, may be small, otherwise the suspension may becorne too fluid therein providing
difficulties in applying the suspension to the grafi. The actual volume of solution applied

will depend on the preference of the healtheare practitioner and the need of the patient.

[00049]  In this embodiment, the cell suspension 1s then applicd by using the spray deviee.
To avoid excessively large celiular congregates in the cellular suspension the suspension
can be filtered, cither prior to using the suspension with the device, or by a specific feature
of the device.

[00050]  Prior to application with the device or immediately after filtering, the cellular
suspension may be diluted to produce an appropriate cell density suitable for the purpose
with which the suspension 1s to be used.

[00051] Embodiments of the invention also provide a sprayed aqueous cell suspension,
highly suitable for tissue regeneration and grafting techniques, produced by the method

described. An important advantage of the invention is an even cell distribution.
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[00052] An important aspect of utilizing such a suspension in grafting technology is that it
can be used to expand the area or volume of a wound that can be treated quickly by in situ
nultiplication of a limited number of celis. Cellular multiplication is encouraged on the

patient vather than 1 an in vilro system, as provided by the conventional CEA rocthod.

(000531  The namber and concentration of cells seeded onto graft site may be vaned by
modifying the conceniration of cells in suspension, or by modifying the quantity of
suspension that 1s distributed onto a given area or volume of the graft site. The number and
concentration of cells seeded onto the graft site depends on the preference of individual

surgeons and the needs of the paticnt,

(000541  Another unique feature of the cell suspension that is contemplated is that the
composition of cells in the cellular preparation is comparable to that seen in situ compared
to prior art CEA cellular preparation. It contains the basal keratinocytes and skin progeuotior
cells for skin regencration, which are typically lost in the CEA method. Whereas
conventional methods lose cellular constituents, such as skin progenitor cells, because of
selective culture for keratinocytes, the cellnlar suspension conternplated in the current

mvention has a cell composition comparable to the in situ cell population.

[00055] This invention also contemplates a method of treatment of the patient requiring a
tissue graft. By this method the cellular suspension produced according to the invention is

applied to a graft site.

(000561  This invention also contemplates an apparatus containing a spray head to distribute
the cells. The suspension may be sprayed through any type of nozzle that transforms liquid

wnto small airborne droplets.

F6G0571  An embodiment of the spray gun includes an electronically controlied apparatus
used as a medical device to operate the spraying through a sterilizeable spray head. The
apparatus cuables a distribution of cells using about 0.5 to about 60 + 20 mulliliter sterile
cell suspeusion through a spray head. The apparatus can transfer the cell suspension from
a medical grade disposable sterilizeable syringe, including about 0.5 to sbout 60 milliliter

sterile Luer-lock syringes, or other secure syringes.
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[00058] In this embodiment, the apparatus can be operated by producing a gas flow,
for exarple atr froma a compressor, to engage the spray head, or forcing the cell suspension
pump driven through the nozzle, for example by motor operated pushing of a sterile Luer-
lock syringe containing the cell suspension, the gas may flow through a sterile syringe. An
alternative is to produce the spray without mixing with gas. The apparatus also may provide
continuous force application over a range of about 0.5 to about 10 + 1.0 munutes for a single
shot, or several shots, and generate suspension drops containing cells in the range of about

30 to about 500 + 200 millimeters.

[00059]  The apparatus may provide means to racasurce and control parameters such as flow,

pressure, and/or temperature.

[00060] The apparatus may also trapnsfer the cell suspension from a medical grade
sterilizeable contaivner to the stertlizeable spray head via a disposable filter capable of
separating large cellnlar congregates from a cellular suspension. Any filter capable of
scparating cxcessively large cellular congregates from the suspension may be used. The
filter may exhibits a cut off of about 5 cells to about 100 cells, preferably about 20 to about
60 cells and most preferably about 40 cells. The filter may cut off outside of these ranges,
however noting that if the filter cuts off sroaller cell aggregates, cells are lost for the patient,

and if the filter cuts off larger cell aggregates, the system may clot.

(000611  An example of the spray gun is depicted mm FIG. 1. The apparatus may comprise a
first member, not shown, and second member 10 wherein: (1) the first member inchudes
power supply, gas/air supply and clectronic controls, and (it} the sccond member 10
wcludes a sterilizeable spray head 12 and a couvtainer 14 with the cell suspension 16. In
that case both members may be connected through connectors 18, 20 which may be
sterihizeable or can be covered with a sterile operation foil hose, not shown, and has suitable
connectors to the first and second members. One connector may supply power and the other
conncctor may supply gas/air from the power supply and gas/air supply within the first
member, not shown, respectively. Examples of tangible connectors include, but are not
himited to, cables, wires, tube sensors and cffector connectors. The suspension is
trausformed 1uto small airborne droplets by rovang the suspension with air/gas within the

second member 10 when the container 14 18 actuated to release the solution 16.
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[00062] The apparatus may comprise a first and second member wherein both members are

wirelessly connected for data exchange, including blue tooth technology, to connect

[00063] The apparatus may also feature battery operation, facilitating an easy use in
operation theaters. lu that case, the apparatus coraprises an all-in one device for hand-held

operation,

(600641  After the cell suspension has been applied to the recipient graft site by the spray
gun, the wound may be covered with a wound dressing. The healing of the wound is

followed up by standard protocols for graft treatment.

(0006317  In one embodiment, all materials were purchased from BIOCHROM AG, Berlin,
Germany. Media were supplemented with antibiotics (Penicillin/Streptomycin, 120pg/mi}
and antimycotics {Amphotericin B, 2.5ug/mi). A 1 cm” skin biopsy was obtained after
obtaining fnformed consent of the donor and cut into 2mm? pieces. Prior to separation of
epidermis and dermis the pieces were exposed to 0.4% collagenase (Serva Electrophoresis
GmbH, Heidelberg, Germany) in DMEM at 37°C. Separated epidermis was incubated with
0.05% trypsin / 0.02% EDTA-solution for 15 minutes. The single cell suspension was
cultivated in a standard culture Hask with serum free culture racdium (EPILIFE, TEBU,
Offenbach, Germany). Cells were incubated at a cell density of 107 per em?, using a CO»-
mcubator (HERAEUS BB 6060, Kendro, Langenselbold, Germany) at 37°C in a
humidified atmosphere with 5% 0. Medium was changed every two days. As 83%
confluence was reached, cells were detached by trypsinization and used with the above
described compressor operated spray gun. Operation parameters were set to an air flow of
3.7 Vinin and a fluid flow of 4.2 cc/min. This adjustment resulted in a spray pressure of 8.2
mmHg. The cells were sprayed nto a non medivm filled standard cell colture dish at a
density of 10" cells per cm?. As control cells from the same suspension were cultivated,
under the above described culture conditions after pipetting into a mediom filled culture
flask with the same density. Cell morphology was mounitored by light microscopy {(ZEISS,
AXIOVERT 25). Sprayed and non-sprayed cells showed similar morphologic appearance
m light~ and phase-coutrast microscopy; they also showed comparable follow up culiure

behavior,
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[00066] Modifications and variations of the described methods and device of the invention
will be apparcuot to those skilled 1w the art without departing from the scope and spivit of
the invention. Although the invention has been described in connection with specific
preferred embodiments, it should be understood that the invention as ¢lairaed should not
be unduly limited to such specific embodiments. Indeed, various modifications of the
described modes for carrying out the invention which are obvious to those skilled i the
relevant field in which this invention resides are intended to be within the scope of the

described claims.
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[00007]

(99

6.

What is claimed is:

A device for an electronically flow controlled distribution of g treatment
solution containing tissue regenerating cells to a damaged tissue sample, said

tissue regenerating cells including skin cells, comprising:
a medical-grade sterilizeable container containing said treatment solution;

a controlled coropressed gas pump n fluid communication with said

sterilizeable container;

an clectronically-pressured or flow-controlled spray head 1o fluid
corrounication with said controlled compressed gas purnp, said spray head

capable of spraying said tissue regenerating cells; and

a physical or chernical dissociating means capable of dissociating cells in

the tissue sampie,

said sohution free of xenogenic serum, capable of maintaining said tissue
regencrating cells until application, and containing clectrolytes i a physiologic

composition.

A device according to claim 1, further comprising said controlicd compressed

gas pump being a gas cormpressor,

A device according to claim 1, further comprising said device being driven by a

moior.

A device according to claima 1, further cormprising sensors that measure flow,

pressure, or temperature of said treatment solution.

A device according to claim 1, further comprising sensors that measure and

control feedback of flow, pressure, and temperature of said treatment solution.

A device according to claim 1, further comprising & disposable filter that

separates large cellular congregates at a threshold of greater than about forty
{(40) cells from said treatment solution, said disposable filter transferring said
treatment solution from said sterilizeable container to said sterilizeable spray

head.
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10

1L

12.

i3

A device according to claim 1, further comprising said device being battery

powered.

A device according to claim 1, further comprising a first and second component,

wherein:

said first comaponent including a power supply, a gas or air supply, and

electronic controls, and

said second component including said spray head and said sterilizeable
container containing said treatment sohution, wherein said first and second
components are connected through an effector connector, said effective
conncecting being sterihizeable and covered with a sterile operation tfoil hose and

has suitable connectors to said first and second components.

A device according to claim 8, further comprising said first and second
components wirelessly connected for data exchange, said wireless connection
including Bluetooth technology to connect said effector to said first and second

component.

A device according to claim 1, further comprising said clectrolytes in said
physiologic composition including Ringer-Lactate like electrolyte solutions, said

electrolyte solutions further including Hartman’s solution.

A device according to claim 1, further coraprising said fissue regenerating cells

including in vitro expanded autologous cells.

A device according to claim 1, further comprising said tissue regenerating cells

wcluding stem cells.

A wmethod of applying tissue regenerating cells to a damaged tissue sample,

comprising the steps of:

providing a device for an electronically flow controlled distribution of said
tissue regenerating cells, said including a medical-grade stertlizeable container,
a controlled compressed gas purnp, and an electronically-pressured or flow-
controlled spray head in fluid communication with each other, said spray head
capable of spraying said tissue regencrating cells, said tissue regenerating cells
15
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14.

sclected from the group consisting of in vitro expanded autologous cells and

stern cells;

generating a treatment sohution of about 4.5 mlL to about 80 mL containing
said tissuc regenerating cells and free of xenogenie serum, capable of
maintaining said tissue regenerating cells until application, and containing

electrolytes in a physiologic composition;

filtering said treatment selution to remove ccliular conglomerates of more

than about 50 to about 100 cells;

placing said filtered treatment solution in said stertlizeable container of
said device; and

activating said device and spraying said treatroent solution through said
spray head in a continuous application over about (.5 munutes to about 10
minutes, said spray of treatment solution containing said tissue regenerating
cells of about 30 to about 500 mm in size, whereby said treatment solution is
gratted onto said damaged tissuc sample.
A wethod according of claim 13, further comprising the step of prepating said
damaged tissue sample with a cell-coated surface that facilitates spraying of said

treatment solution in an even distribution on said damaged tissue sample.
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ABSTRACT OF THE DISCLOSURE

The nvention provides a device and methods suttable for producing a cellular spray ot celis, The
sprayed cells are of interest for covering and growing on a surface, including a skin wound. In
applying the method and/or using the device, celis for grafting onto a patient are dispersed in a

solution and sprayed with the device for distribution over the recipient's graft site.
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New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for 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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