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INFORMATION DISCLOSURE STATEMENT 
UNDER 37 CFR 1.97 

Commissioner for Patents: 

An Information Disclosure Statement along with attached PTO/SB/08 is hereby submitted. A 

copy of each listed publication is submitted, if required, pursuant to 37 CFR §§1.97-1.98, as indicated 

below. 

The Examiner is requested to review the information provided and to make the information of 

record in the above-identified application. The Examiner is further requested to initial and return the 

attached PTO/SB/08 in accordance with MPEP § 609. 

The right to establish the patentability of the claimed invention over any of the information 

provided herewith, and/or to prove that this information may not be prior art, and/or to prove that this 

information may not be enabling for the teachings purportedly offered, is hereby reserved. 

This statement is not intended to represent that a search has been made or that the information 

cited in the statement is, or is considered to be, prior art or material to patentability as defined in § 1.56. 
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A. Z 37 CFR § 1.97 (b). This Information Disclosure Statement should be considered by the Office 
because: 

❑ (1) It is being filed within 3 months of the filing date of a national application and is 
other than a continued prosecution application under § 1.53 (d); 

-- OR --

❑ (2) It is being filed within 3 months of entry of the national stage as set forth in § 
1.491 in an international application; 

(3) 

-- OR --

It is being filed before the mailing of a first Office action on the merits; 

-- OR --

(4) It is being filed before the mailing of a first Office action after the filing of a 
request for continued examination under § 1.114. 

B. 7 37 CFR § 1.97(c). Although this Information Disclosure Statement is being filed after the period 
specified in 37 CFR § 1.97(b), above, it is filed before the mailing date of the earlier of (1) a final 
office action under § 1.113, (2) a notice of allowance under § 1.311, or (3) an action that otherwise 
closes prosecution in the application, this Information Disclosure Statement should be considered 
because it is accompanied by one of: 

❑ a statement as specified in §1.97 (e) provided concurrently herewith; 

-- OR --

❑ a fee of $240.00 as set forth in § 1.17 (p) authorized below, enclosed, or included with 
the payment of other papers filed together with this statement. 

C. ri 37 CFR § 1.97 (d). Although this Information Disclosure Statement is being filed after the 
mailing date of the earlier of (1) a final office action under § 1.113, (2) a notice of allowance under § 
1.311, or (3) an action that otherwise closes prosecution in the application, it is being filed before 
payment of the issue fee and should be considered because it is accompanied by: 

i. a statement as specified in § 1.97 (e); 

-- AND --

ii. a fee of $240.00 as set forth in §1.17(p) is authorized below, enclosed, or included 
with the payment of other papers filed together with this Statement. 

D. ❑ 37 CFR §1.97 (e). Statement. 

❑ A statement is provided herewith to satisfy the requirement under 37 CFR §§ 1.97 (c); 

-- AND/OR --

❑ A statement is provided herewith to satisfy the requirement under 37 CFR §§ 1.97 (d); 

-- AND/OR --

A copy of a dated communication from a foreign patent office clearly showing that the 
information disclosure statement is being submitted within 3 months of the filing date on 
the communication is provided in lieu of a statement under 37 C.F.R. § 1.97(e) (1) as 
provided for under MPEP 609.04(b) V. 
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E. ri Statement Under 37 C.F.R. §1.704(d). Each item of information contained in the information 
disclosure statement was first cited in any communication from a patent office in a counterpart 
foreign or international application or from the Office or is a communication that was issued by a 
patent office in a counterpart foreign or international application or by the Office that was received by 
an individual designated in § 1.56(c) not more than thirty (30) days prior to the filing of this 
information disclosure statement. This statement is made pursuant to the requirements of 37 C.F.R. 
§1.704(d) to avoid reduction of the period of adjustment of the patent term for Applicant(s) delay. 

F. Ej 37 CFR §1.98 (a) (2). The content of the Information Disclosure Statement is as follows: 

❑ Copies of each of the references listed on the attached Form PTO/SB/08 are enclosed 
herewith. 

-- OR --

• Copies of U.S. Patent Documents (issued patents and patent publications) listed on the 
attached Form PTO/SB/08 are not enclosed. 

-- AND/OR --

Copies of Foreign Patent Documents and/or Non Patent Literature Documents listed on 
the attached Form PTO/SB/08 are enclosed in accordance with 37 CFR §1.98 (a)(2). 

-- AND/OR --

Copies of pending unpublished U.S. patent applications are enclosed in accordance with 
37 CFR §1.98 (a) (2) (iii). 

G. 7 37 CFR §1.98(a)(3). The Information Disclosure Statement includes non-English patents and/or 
references. 

Pursuant to 37 CFR §1.98(a)(3)(i), a concise explanation of the relevance of each patent, 
publication or other information provided that is not in English is provided herewith. 

❑ Pursuant to MPEP 609(B), an English language copy of a foreign search report is 
submitted herewith to satisfy the requirement for a concise explanation where 
non-English language information is cited in the search report. 

-- OR --

A concise explanation of the relevance of each patent, publication or other 
information provided that is not in English is as follows: 

❑ Pursuant to 37 CFR §1.98(a) (3) (ii), a copy of a translation, or a portion thereof, of the 
non-English language reference(s) is provided herewith. 

H. ❑ 37 CFR §1.98(d). Copies of patents, publications and pending U.S. patent applications, or other 
information specified in 37 C.F.R. § 1.98(a) are not provided herewith because: 

❑ Pursuant to 37 CFR §1.98(d)(1) the information was previously submitted in an 
Information Disclosure Statement, or cited by examiner for another application under 
which this application claims priority for an earlier effective filing date under 35 U.S.C. 
120. 

Application in which the information was submitted: 

Information Disclosure Statement(s) filed on:  

AND 

The information disclosure statement submitted in the earlier application complied with 
paragraphs (a) through (c) of 37 CFR §1.98. 
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I. [El Fee Authorization. The Commissioner is hereby authorized to charge the above-referenced fees 
of $0.00 and charge any additional fees or credit any overpayment associated with this 
communication to Deposit Account No. 23-2415 (Docket No.38602-758.831). 

Respectfully submitted, 

WILSON SONSINI GOODRICH & ROSATI 

Dated: May 28, 2020 

650 Page Mill Road 
Palo Alto, CA 94304-1050 
(650) 493-9300 
Customer No. 21971 

By: /Lisa G Lippert/ 
Lisa Lippert 
Reg. No. 78,332 
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Approved for use through 11/30/2020. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 

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

Substitute for form 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

\_Sheet 

(Use as many sheets as necessary) 

1 I of I 10 

Complete if Known 

Application Number 16641985 
Filing Date 02-25-2020 
First Named Inventor QUAY; Steven C. 
Art Unit 1629 
Examiner Name 

Attorney Docket Number 
Not assigned vet 
38602-758.831 

U. S. PATENT DOCUMENTS 
Examiner 
Initials* 

Cite 
No.1 Document Number 

Publication Date 
MM-DD-WW 

Name of Patentee or 
Applicant of Cited Document 

Pages, Columns, Lines, Where 
Relevant Passages or Relevant 

Figures Appear 

Number-Kind Code2('Ik''"w")

001 US-4851433 07-25-1989 KRAUS; Hans A. [De] et al. 

002 US-7485623 02-03-2009 BUA; Jay. 

003 US-7507769 03-24-2009 NESTOUR; Elisabeth Le. 

004 US-7531578 05-12-2009 FORMAN; Barry. et al. 

005 US-7704516 04-27-2010 
DROUIN; Dominique Salin.
et al. 

006 US-7786172 08-31-2010 
DE LIGNIERES; Bruno. et
al. 

007 US-7968532 06-28-2011 
LE NESTOUR; Elisabeth. et
al. 

008 US-8048927 11-01-2011 LE NESTOUR; Elisabeth. 

009 US-8063249 11-22-2011 KUSHNER; Peter. et al. 

010 US-8119695 02-21-2012 FORMAN; Barry. et al. 

011 US-9090640 07-28-2015 BIERBACH; Ulrich. et al. 

012 US-9200045 12-01-2015 LIU; David R. et al. 

013 US-9220680 12-29-2015 PERUMAL; Omathanu P. et
al. 

014 US-9333190 05-10-2016 AHMAD; Ateeq. et al. 

015 US-20070059288 03-15-2007 
DINSMORE; Jonathan H. et
al. 

016 US-20080138391 06-12-2008 
CARRARA; Dario Norberto
[Ch] et al. 

017 US-20090291134 11-26-2009 AHMAD; Ateeq. et al. 

018 US-20100112041 05-06-2010 AHMAD; Ateeq. et al. 

019 US-20120164075 06-28-2012 AHMAD; Ateeq [Us] et al. 

Examiner Date 
Signature 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. Applicant's unique citation designation number (optional). See Kinds Codes of USPTO Patent 
Documents at www.tispto.gov or MPEP 901.04. Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). For Japanese patent documents, the 

indication of the year of the reign of the Emperor must precede the serial number of the patent document. Kind of document by the appropriate symbols as indicated on the 
document under WIPO Standard ST.16 if possible. Applicant is to place a check mark here if English language Translation is attached. This collection of information is required by 
37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is 
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours 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, 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 (1-800-786-9199) and select option 2. 
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Approved for use through 11/30/2020. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 

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

Substitute for form 1449/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

Sheet I 

(Use as many sheets as necessary) 

2 I of I 10 

Complete if Known 

Application Number 16641985 
Filing Date 02-25-2020 
First Named Inventor QUAY; Steven C. 
Art Unit 1629 
Examiner Name 

Attorney Docket Number 
Not assigned vet 
38602-758.831 1 

U. S. PATENT DOCUMENTS 
Examiner 
Initials* 

Cite 
No.1 Document Number 

Publication Date 
MM-DD-WW 

Name of Patentee or 
Applicant of Cited Document 

Pages, Columns, Lines, Where 
Relevant Passages or Relevant 

Figures Appear 

Number-Kind Code2 ('fkwwn)

020 US-20140193334 07-10-2014 BIERBACH; Ulrich. et al. 

021 US-20140199391 07-17-2014 
BIRBARA; Philip J. [Us] et
al. 

022 US-20150080339 03-19-2015 WANG; Guangdi. et al. 

FOREIGN PATENT DOCUMENTS 
Examiner 
Initials* 

Cite 
No.1

Foreign Patent Document Publication 
Date 

MM-DD-YYYY 

Name of Patentee or 
Applicant of Cited Document 

Pages, Columns, Lines, 
Where Relevant Passages 

Or Relevant Figures Appear T6

Country Code3-Number"-Kind Code' (if known) 

001 WO-2008070463-A2 06-12-2008 
JINA 
PHARMACEUTICA 
LS INC [US], et al. 

0 

002 WO-2009120999-A2 10-01-2009 
OLEMA 
PHARMACEUTICA 
LS INC [US], et al. 

0 

003 WO-2011072244-A1 06-16-2011 
SINAI SCHOOL 
MEDICINE [US], et 
al. 

0 

004 WO-2012050263-A1 04-19-2012 
CJ CHEILJEDANG 
CORP [KR], et al. 

0 

005 WO-2014134165-A1 09-04-2014 
SLOAN 
KETTERING INST 
CANCER [US] 

0 

006 WO-2014141292-A2 09-18-2014 
INTAS 
PHARMACEUTICA 
LS LTD [IN] 

0 

Examiner Date 
Signature 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. Applicant's unique citation designation number (optional). See Kinds Codes of USPTO Patent 
Documents at www.uspto.gov or MPEP 901.04. Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). For Japanese patent documents, the 

indication of the year of the reign of the Emperor must precede the serial number of the patent document. Kind of document by the appropriate symbols as indicated on the 
document under WIPO Standard ST.16 if possible. Applicant is to place a check mark here if English language Translation is attached. This collection of information is required by 
37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is 
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours 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, 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 (1-800-786-9199) and select option 2. 
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Cite 
No.1

Foreign Patent Document Publication 
Date 
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Name of Patentee or 
Applicant of Cited Document 

Pages, Columns, Lines, 
Where Relevant Passages 
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Country Code3-Number4-Kind Code' (if known) 

007 WO-2016168021-A1 10-20-2016 
ATOSSA 
GENETICS INC 
[US] 

0 

008 WO-2017070651-A1 04-27-2017 US HEALTH [US], 
et al. 

0 

009 WO-2019051416-A1 03-14-2019 
ATOSSA 
GENETICS INC 
[US] 

0 

Examiner Date 
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considered. Include copy of this form with next communication to applicant. Applicant's unique citation designation number (optional). See Kinds Codes of USPTO Patent 
Documents at ,,,,ww.Lispto.gov or MPEP 901.04. Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). For Japanese patent documents, the 

indication of the year of the reign of the Emperor must precede the serial number of the patent document. Kind of document by the appropriate symbols as indicated on the 
document under WIPO Standard ST.16 if possible. Applicant is to place a check mark here if English language Translation is attached. This collection of information is required by 
37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is 
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours 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, 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 (1-800-786-9199) and select option 2. 
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Application Number 16641985 
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Art Unit 1629 
Examiner Name 

Attorney Docket Number 
Not assigned vet 
38602-758.831 1 

NON-PATENT LITERATURE DOCUMENTS 

Examiner 
Initials* 

Cite 
No.1

Include name of the author(in CAPITAL LETTERS),title of the article(when appropriate), title of 
the item (book,magazine,journal,seriatsymposium,catalog,etc.),date,page(s),yolume-issue 
number(s),publisher, city and/or country where published.

T2

001 ACKERMAN, et al. Contrary view: the breast is not an organ per se, but a distinctive region of 
skin and subcutaneous tissue. Am J Dermatopathol. 2007 Apr;29(2):211-8. 

❑ 

002 Ahmad et al. Endoxifen, a New cornerstone of breast cancer therapy: demonstration of safety, 
tolerability, and systemic bioavailability in healthy human subjects. Clinical Pharmacology & 
Therapeutics (2010) 88 6, 814-817. 

❑ 

003 AHMAD, et al. Endoxifen, a New Treatment Option for Mania: A Double-Blind, Active-Controlled 
Trial Demonstrates the Antimanic Efficacy of Endoxifen. Clin Transl Sci. 2016 Oct; 9(5): 252- 
259. 

❑ 

004 AHMAD, et al. Endoxifen for breast cancer: Multiple dose, dose escalation study characterizing 
pharmacokinetics and safety in metastatic breast cancer patients. J Clin Oncol 30, 2012 (suppl; 
abstr 3089). 

❑ 

005 AHMAD, et al. Orally administered Endoxifen is a new therapeutic agent for breast cancer. 
Breast Cancer Res Treat. 2010 Jul;122(2):579-84. doi: 10.1007/s10549-009-0704-7. 

❑ 

006 Anonymous: "History of Changes for Study: NCT02547961"„ 10 September 2015 (2015-09-10), 
XP055669980, Retrieved from the Internet: URL:https://clinicaltrials.gov/ 
ct2/history/NCT02547961?V_1=View#StudyPageTop [retrieved on 2020-02-19]. 

❑ 

007 BHATNAGAR, et al. Tumor Lysing Genetically Engineered T Cells Loaded with Multi-Modal 
Imaging Agents", SCIENTIFIC REPORTS, vol. 4, no. 1, 28 March 2014 (2014-03-28),. 

❑ 

008 CABRERA-GALEANA, et al. Ki67 Changes Identify Worse Outcomes in Residual Breast 
Cancer Tumors After Neoadjuvant Chemotherapy. Oncologist. 2018 Jun;23(6):670-678. 

❑ 

009 CHANG, Minsun. Tamoxifen Resistance in Breast Cancer. Biomol. Ther. 20(3), 256-267 (2012). ❑ 

• 
Examiner Date 
Signature Considered 
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complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, 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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T2

010 Clinical Trials Gov. Identifier No. NCT01273168. Endoxifen in Adults With Hormone Receptor 
Positive Solid Tumors. January 10, 2011. 

❑ 

011 Clinical Trials Gov. Identifier No. NCT02311933. Tamoxifen Citrate or Z-Endoxifen 
Hydrochloride in Treating Patients With Locally Advanced or Metastatic, Estrogen Receptor- 
Positive, HER2-Negative Breast Cancer. December 9, 2014. 

❑ 

012 DICKSCHEN, et al. Physiologically Based Pharmacokinetic Modeling of Tamoxifen and its 
Metabolites in Women of Different CYP2D6 Phenotypes Provides New Insight into the 
Tamoxifen Mass Balance. Front Pharmacol. 2012; 3: 92. 

❑ 

013 DONNEYONG, et al. Risk of mortality with concomitant use of tamoxifen and selective 
serotonin reuptake inhibitors: multi-database cohort study. BMJ. 2016 Sep 30;354:i5014. doi: 
10.1136/bmj.i5014. 

❑ 

014 EP17857260.8 The Extended European Search Report dated March 24, 2020. ❑ 

015 FASCHING, et al. Ki67, chemotherapy response, and prognosis in breast cancer patients 
receiving neoadjuvant treatment." BMC cancer 11.1 (2011): 486. 

❑ 

016 FAUQ et al. A convenient synthesis of (Z)-4-hydroxy-N-desmethyltamoxifen (endoxifen). Bioorg, 
Med. Chern. Lett. 2010, vol. 20(10), pages 3036-3038. 

❑ 

017 GAUTHIER et al. New Highly Stereoselective Synthesis of (Z)-4-Hydroxytamoxifen and (Z)-4- 
Hydroxytoremifene via McMurry Reaction. J Org Chem. 1996 May 31;61(11):3890-3893. 

❑ 

018 GOETZ, et al. A first-in-human phase I study of the Tamoxifen (TAM) metabolite, Z-Endoxifen 
hydrochloride (Z-Endx) in women with aromatase inhibitor (Al) refractory metastatic breast 
cancer (MBC) (NCT01327781) San Antonio Breast Conference 2013 [PD3-4]. 

❑ 
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