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 |
15/869,164 01/12/2018 Scott LUNDAHL 067286-0399
CONFIRMATION NO. 3488
22428 PUBLICATION NOTICE
FOLEY & LARDNER LLP
3000 K STREET N.W. IR MM
SUITE 600 000000109736825

WASHINGTON, DC 20007-5109

Title:METHODS FOR PHOTODYNAMIC THERAPY

Publication No.US-2019-0216927-A1
Publication Date:07/18/2019

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
Public Records Division. The Public Records Division can be reached by telephone at (571) 272-3150 or (800)
972-6382, by facsimile at (571) 273-3250, by mail addressed to the United States Patent and Trademark Office,
Public Records Division, Alexandria, VA 22313-1450 or via the Internet.

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

the dates of receipt of correspondence filed in the Office, may also be accessed via the Internet through

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

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

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

Biofrontera Exhibit 1002
page Tof 1 | Bjofrontera Inc. et al. v. DUSA Pharmaceuticals, Inc.
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0.Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
15/869,164 07/23/2019 10357567 067286-0399 3488
22428 7590 07/02/2019
FOLEY & LARDNER LLP
3000 K STREET N.W.
SUITE 600

WASHINGTON, DC 20007-5109

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 O 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):

Scott LUNDAHL, Lexington, MA;
DUSA Pharmaceuticals, Inc., Wilmington, MA;
Michael Guttadauro, Carlisle, MA;

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location
for business investment, innovation, and commercialization of new technologies. The USA offers tremendous
resources and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation
works to encourage and facilitate business investment. To learn more about why the USA is the best country in
the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov.
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Atty. Dkt. No. 067286-0399

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Scott LUNDAHL

Title: METHODS FOR PHOTODYNAMIC THERAPY
Appl. No.: 15/869,164

Filing Date: 1/12/2018

Examiner: Ahmed M FARAH

Art Unit: 3762

Confirmation Number: 3488

COMMENTS ON STATEMENTS OF REASONS FOR ALLOWANCE

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

Commissioner:

The allowance is sincerely appreciated. The Applicant understands that the allowance is
based on the actual language of each claim (which were carefully examined) and each individual

claim is limited only by the actual language of that claim.

Respectfully subrjitted,

Date June 6, 2019 By _,

FOLEY & LARDNER LLP Glenn Law

Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 672-5426 Registration No. 34,371

Facsimile: (202) 672-5399

4845-1118-6584.1
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web.

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

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

Note: A certificate of mailing can only be used for domestic mailings of the
CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) Fee(s) 'l{ansmltta}._ This certificate cannot be psed for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must

have its own certificate of mailing or transmission.

22428 7590 06/03/2019 Certificate of Mailing or Transmission
Foley & Lardner LLP I hereby certify that this Fee(s) Transmittal is being deposited with the United
B . States Postal Service with sufficient postage for first class mail in an envelope
3000 K STREET N.W. addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
SUITE 600 the USPTO via EES-Web or by facsimile to (571) 273-2885, on the date below.
WASHINGTON, DC 20007-5109 (Typed or printed name)
(Signature)
{Date
I APPLICATION NO. I FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. I CONFIRMATION NOJ
15/869,164 01/12/2018 Scott LUNDAHL 067286-0399 3488
TITLE OF INVENTION: METHODS FOR PHOTODYNAMIC THERAPY
l APPLN. TYPE | ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE I TOTAL FEE(S) DUE | DATE DUE I
nonprovisional UNDISCOUNTED $1000 $0.00 $0.00 $1000 09/03/2019

| EXAMINER | ART UNIT l CLASS-SUBCLASS |

FARAH, AHMED M 3792 607-088000
T. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363).

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

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

- e . \ L - 2 registered patent attorneys or agents. If no name is
Fee Address” indication (or "Fee Address” Indication form PTO/ listed, no name will be printed.

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

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

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

(A)NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)
DUSA Pharmaceuticals, Inc. Wilmington, MA

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

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

4a, Fees submitted: Kirssue Fee (_IPublication Fee (if required) {_JAdvance Order - # of Copies
4b, Method of Payment: (Please first reapply any previously paid fee shown above)

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

X The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No. 1 9"07ﬂ'1

5. Change in Entity Status (from status indicated above) i
3 Appli i . . See 31 CER 1.29 NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
pplicant certifying micro entity status. Sec ' 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
entily status, as applicable.

1 Applicant asserting small entity status. See 37 FR 1.27
; ”

. #
D Applicant changing to regular undlscounteg/f { status. //

NOTE: This form must be signed in accordancg™ witlh 37 CFRf 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature f‘f //Z[ \k ] e —— Date June 6, 201 9
Glenn"‘“Lagiv / 34,371

Registration No.
il

Typed or printed name

Page 2 of 3
PTOL-85 Part B (08-18) Approved for use through 01/31/2020 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTI‘@QAOF COMMERCE



Electronic Patent Application Fee Transmittal

Application Number: 15869164

Filing Date: 12-Jan-2018

Title of Invention: METHODS FOR PHOTODYNAMIC THERAPY
First Named Inventor/Applicant Name: Scott LUNDAHL

Filer: Glenn Law/Effie Hale

Attorney Docket Number: 067286-0399

Filed as Large 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 1501 1 1000 1000
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Description Fee Code Quantity Amount Sull)j-s'l'g(tsa\)l in
Extension-of-Time:
Miscellaneous:
Total in USD ($) 1000
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Electronic Acknowledgement Receipt

EFS ID: 36223769
Application Number: 15869164
International Application Number:
Confirmation Number: 3488
Title of Invention: METHODS FOR PHOTODYNAMIC THERAPY
First Named Inventor/Applicant Name: Scott LUNDAHL
Customer Number: 22428
Filer: Glenn Law/Effie Hale
Filer Authorized By: Glenn Law
Attorney Docket Number: 067286-0399
Receipt Date: 06-JUN-2019
Filing Date: 12-JAN-2018
Time Stamp: 14:53:23
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type CARD
Payment was successfully received in RAM $1000
RAM confirmation Number 060719INTEFSW14542900
Deposit Account 190741
Authorized User Effie Hale

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

37 CFR 1.20 {Post Issuance fees)
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File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (ifappl.)
79162
1 Miscellaneous Incoming Letter Comments.pdf no 1
ba1d7d43a3251c385f096ab234d3382f0a8
27928
Warnings:
Information:
204516
2 Issue Fee Payment (PTO-85B) IssueFee.pdf no 1
7de9d36d3cde6c672f4108f663034f6cd9d 3}
Oa2a
Warnings:
Information:
30201
3 Fee Worksheet (SB06) fee-info.pdf no 2
018d9d85c0c7803271899d4a957€95d01cH|
fdc01
Warnings:
Information:
Total Files Size (in bytes): 313879

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.UsSpto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
22428 7590 06/03/2019
Foley & Lardner LLP FARAH, AHMED M
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPER NUMBER |
WASHINGTON, DC 20007-5109 3792
DATE MAILED: 06/03/2019
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
15/869,164 01/12/2018 Scott LUNDAHL 067286-0399 3488

TITLE OF INVENTION: METHODS FOR PHOTODYNAMIC THERAPY

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

nonprovisional UNDISCOUNTED $1000 $0.00 $0.00 $1000 09/03/2019

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

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

HOW TO REPLY TO THIS NOTICE:

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

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

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

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

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

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

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

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

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

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

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

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

22428 7590 06/03/2019 Certificate of Mailing or Transmission
Foley & Lardner LLP I hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class mail in an envelope
3000 K STREET N.W. addressed to the Mail Stop ISSUE FEE address above, or being transmitted to
SUITE 600 the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below.
WASHINGTON, DC 20007-5109 (Typed or printed name)
(Signature)
(Date)
| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
15/869,164 01/12/2018 Scott LUNDAHL 067286-0399 3488
TITLE OF INVENTION: METHODS FOR PHOTODYNAMIC THERAPY
| APPLN. TYPE | ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE | DATE DUE |
nonprovisional UNDISCOUNTED $1000 $0.00 $0.00 $1000 09/03/2019
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
FARAH, AHMED M 3792 607-088000
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys

or agents OR, alternatively, 1
(2) The name of a single firm (having as a member a
registered attorney or agent) and the names of up to 2

- e N . L 2 registered patent attorneys or agents. If no name is
Fee Address" indication (or "Fee Address" Indication form PTO/ listed, no name will be printed.

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

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

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

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

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

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

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

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

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

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

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

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

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

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

M| Applicant changing to regular undiscounted fee status.

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

Authorized Signature Date

Typed or printed name Registration No.

Page 2 of 3 9 J (Q:
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.UsSpto.gov

APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
15/869,164 01/12/2018 Scott LUNDAHL 067286-0399 3488
| EXAMINER |
22428 7590 06/03/2019
Foley & Lardner LLP FARAH, AHMED M
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPER NUMBER |

WASHINGTON, DC 20007-5109

3792

DATE MAILED: 06/03/2019

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

Page 3 of 3

PTOL-85 (Rev. 02/11)

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.

011



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

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

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

Privacy Act Statement

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

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

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

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

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

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

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of
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Application/Control Number: 15/869,164 Page 2
Art Unit: 3792

Notice of Pre-AlA or AIA Status
1. The present application, filed on or after March 16, 2013, isbeingexamined underthe
first inventorto file provisions of the AlA.

Reasons for Allowance

2. The followingis an examiner's statement of reasons for allowance: the prior art of
record does not teach a photodynamic therapy method for enhancing penetration of a topical
composition of 5-aminolevulinicacid (ALA) into a tissue, the method comprising: topicaily
applving ALA to a treatment area to be treated with photodynamic therapy, afterthe ALATs applied to
the treatment area, covering the treatiment area with a low density polvethylens barrier prior to light
treatment to minimize trans-epidermal water inss from the treatment ares; and removing the ow
density pelyethylene barrier applied to the treatment area prior to appiving light to the treatment araa.
The prior art further faills toteacha method of enhancing penetration of a topical compaosition of 5-
amincisvulinic acid (ALAY into tissus for photodynamic therapy, wherein the traaiment area is locatad
or a hand or aforearm as claimed.

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

Any inquiry concerning this communication or earliercommunications from the
examinershould be directedto AHMED M FARAH whose telephone numberis (571)272-4765.
The examinercan normally be reached on Mon - Fri. 9:30AM -10:30 PM.

Examinerinterviews are available via telephone, in-person, and video conferencing

using a USPTO supplied web-based collaboration tool. To schedule an interview, applicantis
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Application/Control Number: 15/869,164 Page 3
Art Unit: 3792

encouraged to use the USPTO Automated Interview Request (AIR) at
http://www.uspto.gov/interviewpractice.

If attempts to reach the examinerby telephone are unsuccessful, the examiner’s
supervisor, Gary Jackson can be reached on 571-272-4697. The fax phone number for the
organization where this application or proceedingis assignedis 571-273-8300.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for publishedapplications
may be obtained from eitherPrivate PAIR or PublicPAIR. 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 questionson access to the Private
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).Ifyou
would like assistance from a USPTO Customer Service Representative oraccess to the
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/AHMED M FARAH/

Primary Examiner, Art Unit 3792
May 13, 2019
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Atty. Docket No. 067286-0399
OK TO ENTER: /A.M.F/

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Scott LUNDAHL

Title: METHODS FOR PHOTODYNAMIC THERAPY
Appl. No.: 15/869,164

371(c) Date: 1/12/2018

Examiner: Ahmed M FARAH

Art Unit: 3792

Conf. No.: 3488

AMENDMENT AND REPLY UNDER 37 C.F.R. §1.116

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

Alexandria, VA 22313-1450

Commissioner:

This communication is responsive to the final Office Action dated February 25, 2019,

concerning the above-referenced patent application.
Amendments to the Claims begin on page 2 of this document.
Remarks begin on page 5.

Please amend the application as follows:

4844-3350-8746.1
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FPRS; EPO;
JPO;
DERWENT;
IBM_TDB

OR

OFF

2018/08/05
19:48

S22

S21 and ( (enhanc$3 improv$3 assist$3)
same (body tissue skin) same
(penetration) same topical same
(composition agent))

US-PGPUB;
USPAT;
USOCR;
FPRS; EPO;
JPO;
DERWENT;
IBM_TDB

OR

OFF

2018/08/05
19:48

S23

S21 and ( (penetration) same topical
same (composition agent))

US-PGPUB;
USPAT;
USOCR;
FPRS; EPO;
JPO;
DERWENT;
IBM_TDB

OR

OFF

2018/08/05
19:48

524

187

S6 and ( (enhanc$3 improv$3 assist$3)
same (body tissue skin) same
(penetration) same topical same
(composition agent))

US-PGPUB;
USPAT;
USOCR;
FPRS; EPO;
JPO;
DERWENT;
IBM_TDB

OR

OFF

2018/08/05
21:07

S25

66

S24 and ('ALA' "5-aminolevulinic acid™)

US-PGPUB;
USPAT;
USOCR;
FPRS; EPO;
JPO;
DERWENT;
IBM_TDB

OR

ON

2018/08/05
21:08

S26
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S25 and (polyethylene same barrier)

US-PGPUB;
USPAT;
USOCR;
FPRS; EPC;

OR

ON

2018/08/05
21:08
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JPO;
DERWENT;
IBM_TDB
S27 {23 ("0000002" | "20030105163" | US-PGPUB; §{OR OFF 2018/08/05
"20040157905" | "20090324727" | USPAT 21:14
"20160317831" | "56079262" | "5211938"
| "5441531" | "5474528" | "5489279" |
"5505726" | "5782895" | "5856566" |
"6231593" | "6335465" | "6559183" |
"8609073" | "9241957" | "9339540" |
"9387341" | "9561276" | "9723991" |
"D613872").PN.
$28 {21 S27 and ('ALA' "5-aminolevulinic acid") US-PGPUB; {{OR ON 2018/08/05
USPAT; 21:17
USOCR,;
FPRS; EPOQ;
JPO;
DERWENT;
IBM_TDB
S29 {0 S28 and (polyethylene same barrier) US-PGPUB; {OR ON 2018/08/05
USPAT; 21:17
USOCR,;
FPRS; EPOQ;
JPO;
DERWENT;
IBM_TDB
S30 {0 528 and (polyethylene same US-PGPUB; #OR ON 2018/08/05
penetration) USPAT; 21:17
USOCR,;
FPRS; EPOQ;
JPO;
DERWENT;
IBM_TDB
S31 {2 $28 and (polyethylene same penetrat$3) {jUS-PGPUB; {OR ON 2018/08/05
USPAT; 21:17
USOCR,;
FPRS; EPOQ;
JPO;
DERWENT;
IBM_TDB
5/13/2019 10:59:57 PM
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EAST Search History

EAST Search History
EAST Search History (I nterference)

Ref i{Hits {iSearch Query DBs {iDefault iPlurals Time
# Operator Stamp
L35 {11030 {((607/88,89,96,100) or (128/898)).CCLS. us- OR OFF 2019/05/13
PGPUB; 22:50
USPAT
L36 {7579 {AB1N5/06.cpc. A61N5/0616.cpc. us- OR OFF 2019/05/13
AB61N5/062.cpc. A61N2005/0662.cpc. PGPUB; 22:51
AB61N2005/0663.cpc. A61N2005/067.cpc. USPAT
L37 {2106 {A61K41/0057.cpc. A61K41/0061.cpc. us- OR OFF 2019/05/13
A61K41/0071.cpc. A61K41/0076.cpc. PGPUB; 22:51
USPAT
L38 {1187 #A61K31/74.cpc. AB1K31/745.¢cpc. us- OR OFF 2019/05/13
A61K31/75.cpc. AB1K31/756.cpc. PGPUB; 22:51
USPAT
L39 {{19286 35 36 37 38 us- OR OFF 2019/05/13
PGPUB; 22:51
USPAT
L40 {602 39 and ((method process technique) with us- OR OFF 2019/05/13
(treat$s enhanc$3 improv$3 assist$3) with PGPUB; 22:52
(body tissue skin) with (photodynamic USPAT

phototherap$5 (photo adj dynamic) (photo
adj therap$7)))

L41 {72 40 and ('ALA' "5-aminolevulinic acid").clm. us- OR ON 2019/05/13
PGPUB; 22:52
USPAT
L42 {43 41 and ((treat$s stimulat$3 activat$3 us- OR ON 2019/05/13
therap$7 illuminat$3) with (light laser beam {PGPUB; 22:53
radiat$3 irradat$3 pulse)).clm. USPAT
L43 #0 42 and ( (enhanc$3 improv$3 assist$3) with  {US- OR OFF 2019/05/13
(body tissue skin) with (penetration) with PGPUB; 22:54
topical with (composition agent)).cim. USPAT
L44 {0 42 and ( (enhanc$3 improv$3 assist$3) same {jUS- OR OFF 2019/05/13
((body tissue skin) with (penetration)) same {{PGPUB; 22:54
(topical with (composition agent))).clm. USPAT
L45 {2 42 and ( (enhanc$3 improv$3 assist$3) same {US- OR OFF 2019/05/13
((body tissue skin) with (penetration)) same {{PGPUB; 22:54
(topical with (composition agent))) USPAT
L47 40 42 and (remov$3 with (polyethlynene adj us- OR ON 2019/05/13
barrier)).clm. PGPUB; 22:58
USPAT
L48 H0 42 and (remov$3 with (polyethlynene adj us- OR ON 2019/05/13
barrier)) PGPUB; 22:58
USPAT
L49 #0 42 and ((remov$3 cover$3) with us- OR ON 2019/05/13
(polyethlynene adj barrier)) PGPUB; 22:59
USPAT
L50 #0 42 and ((remov$3 cover$3) with us- OR ON 2019/05/13
(polyethlynene adj barrier)).clm. PGPUB; 22:59
USPAT
030
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Atty. Docket No. 067286-0399

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Scott LUNDAHL

Title: METHODS FOR PHOTODYNAMIC THERAPY
Appl. No.: 15/869,164

371(c) Date: 1/12/2018

Examiner: Ahmed M FARAH

Art Unit: 3792

Conf. No.: 3488

AMENDMENT AND REPLY UNDER 37 C.F.R. §1.116

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

Alexandria, VA 22313-1450

Commissioner:

This communication is responsive to the final Office Action dated February 25, 2019,

concerning the above-referenced patent application.
Amendments to the Claims begin on page 2 of this document.
Remarks begin on page 5.

Please amend the application as follows:

4844-3350-8746.1
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AMENDMENTS TO THE CLAIMS

This listing of claims will replace all prior versions and listings of claims in the application:

1. (Previously Presented) A method of enhancing penetration of a topical
composition of 5-aminolevulinic acid (ALA) into tissue for photodynamic therapy, the method
comprising:

topically applying ALA to a treatment area to be treated with photodynamic
therapy;

after the ALA is applied to the treatment area, covering the treatment area with a
low density polyethylene barrier prior to light treatment to minimize transepidermal water loss
from the treatment area; and

removing the low density polyethylene barrier within 3 hours and then applying

light to the treatment area.

2.-4.  (Cancelled).

5. (Previously Presented) A method of enhancing penetration of a topical
composition of 5-aminolevulinic acid (ALA) into tissue for photodynamic therapy, the method
comprising:

topically applying ALA to a treatment area to be treated with photodynamic
therapy; and

after the ALA is applied to the treatment area, covering the treatment area with a
low density polyethylene barrier prior to light treatment to minimize transepidermal water loss
from the treatment area,

wherein the treatment area is located on a hand or a forearm.

6. (Original) A method as set forth in claim 1, wherein the low density polyethylene
barrier is removed from the treatment area within 3 hours and then blue light is applied to the

treatment area for a 10 J/cm? light dose.

4844-3350-8746.1
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7. (Original) A method as set forth in claim 5, wherein the low density polyethylene
barrier is removed from the treatment area and then red light is applied to the treatment area for a

10 to 75 J/ecm? light dose.

8. (Previously Presented) The method of claim 1, wherein a maximum plasma

concentration of ALA following application of the ALA is less than about 110ng/mL.

9-15. (Cancelled).

16.  (Previously Presented) A method of using S-aminolevulinic acid (ALA) and a low

density polyethylene barrier, comprising:

contacting a treatment site with a composition comprising the ALA so as to wet
the treatment site;

following wetting of the treatment site, covering the wetted treatment site with the
low density polyethylene barrier;

removing the low density polyethylene barrier so as to expose the treatment site;
and

illuminating the exposed treatment site with an illuminator so as to deliver a 10

J/em? dose of blue light.

17-18. (Cancelled).

19. (Original) The method of claim 16, wherein the low density polyethylene barrier

is removed no later than three hours after the treatment site is covered.

20.  (Previously Presented) The method of claim 16, further comprising:
positioning the treatment site between two inches and four inches from a surface

of the illuminator.

4844-3350-8746.1
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21-23. (Cancelled).

24.  (Previously Presented) The method as set forth in claim 5, wherein the treatment

area is a dorsal surface of the hand.

25.  (Previously Presented) The method as set forth in claim 5, wherein the treatment

area is a dorsal surface of the forearm.

4844-3350-8746.1
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REMARKS

Applicant respectfully requests reconsideration of the present application in view of the
foregoing amendments and for at least the reasons that follow.
L Claim Status

Claims 1, 3, 5-8, 16, 19, 20, 24 and 25 were pending. Applicant sincerely appreciates the

allowance of claims 1, 5-8, 16, 19, 20, 24 and 25.

To expedite prosecution, claim 3 is cancelled without prejudice or disclaimer. No other
claims are cancelled, amended, or added. As the amendments are limited to the cancellation of a

rejected claim, entry of the amendments after final rejection is respectfully requested.

Upon entry of the amendments, allowed claims 1, 5-8, 16, 19, 20, 24 and 25 remain
pending.

J IR Claim Rejection under 35 U.S.C. § 112

Claim 3 was rejected under 35 U.S.C. § 112(d) or pre-AIA 35 U.S.C. § 112, 4th
paragraph, as allegedly being of improper dependent form.

Without acquiescing to the propriety of the rejection, claim 3 is cancelled herewith.

Favorable reconsideration and withdrawal of the rejection are respectfully requested.
HI.  Conclusion

Applicant believes that the present application is now in condition for allowance.

Favorable reconsideration of the application is respectfully requested.

The Examiner is invited to contact the undersigned to advance the prosecution of the

present application.

The Commissioner is hereby authorized to charge any additional fees which may be
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, to
Deposit Account No. 19-0741.

4844-3350-8746.1
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If any extensions of time are needed for timely acceptance of papers submitted herewith,
Applicant hereby petitions for such extension under 37 C.F.R. § 1.136 and authorizes payment of

any such extension fees to Deposit Account No. 19-0741.

Respectfully submitted,

Date: April 12, 2019 By /Kiri Lee Sharon/

FOLEY & LARDNER LLP Glenn Law

Customer Number: 22428 Attorney for Applicant
Telephone: (202) 672-5426 Registration No. 34,371

Facsimile: (202) 672-5399

Telephone: (202) 295-4092

imi Kiri Lee Sh
Facsimile: (202) 672-5399 ir1 Lee Sharon

Attorney for Applicant
Registration No. 71,828

4844-3350-8746.1
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