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(application filed on or after May 29, 2000)

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

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

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

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office
of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments
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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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Application No. Applicant(s)
) s 16/580,509 Johans et al.
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
ROBERT S LANDSMAN 1647 Yes

- The MAILING DATE of this communication appears on the cover sheet with the correspondence address-
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included

herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1.[M} This communication is responsive to the amendment dated 10/16/20.
A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on 5

2.3 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.V} The allowed claim(s) is/are 1-33 and 35 . 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) JJAIl b) (J Some  *¢) (J None of the:

1. (O Certified copies of the priority documents have been received.
2. [0 Certified copies of the priority documents have been received in Application No.

3. (O 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 resultin ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

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

(J 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.LJ 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)

2. Information Disclosure Statements (PTO/SB/08),

Paper No./Mail Date 10/16/20; 11/9/20.

3.0J Examiner's Comment Regarding Requirement for Deposit 7. Other .
of Biological Material 2

4. Interview Summary (PTO-413),

Paper No./Mail Date.

5. ¥} Examiner's Amendment/Comment
6. (J Examiner's Statement of Reasons for Allowance

/ROBERT S LANDSMAN/
Primary Examiner, Art Unit 1647

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20201027
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Application/Control Number: 16/580,509 Page 2
Art Unit: 1647

EXAMINER’S AMENDMENT

Notice of Pre-AIA or AIA Status
The present application, filed on or after March 16,2013, is being examined under the first inventor

to file provisions of the AIA.

An examiner’s amendment to the record appears below. Should the changes and/or additions be
unacceptable to applicant, an amendment may be filed as provided by 37 CFR 1.312. To ensure

consideration of such an amendment, it MUST be submitted no later than the payment of the issue fee.

Authorization for this examiner’s amendment was given in an interview with Eric Dichter on
10/28/20.

In the specification:
Amend the title to the following —

Methods of Treating Moderately to Severely Active Ulcerative Colitis by Administering An Anti-
IL12/IL23 Antibody

In the claims:

In claim 1, part (iv), replace “a change™ with — improvements —
In claim 14, replace “a change™ with — improvements —

In claim 19, part (iv), replace “a change™ with — improvements —
In claim 27, replace “a change™ with — improvements --

In claim 33, part (iv), replace “a change™ with — improvements —

In claim 34, part (iv). replace “a change™ with — improvements —
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lication/Control Number: 16/580,509 Page 3
App g
Art Unit: 1647

EXAMINER’S COMMENT

Patent Application US 2020/0262908 (claims 384 and 387) teaches the use of ustekinumab for the
trcatment of UC. However, claim 384 appcars to be focused on an ingestible device for delivery of
antibodies. No data has been presented in the "908 application which would make the istant claim
limitations in, e.g. claim 1, anticipated, nor obvious. Furthermore, in the absence of any dosing data or
discussion in the ‘908 specification, the Examiner cannot make the case that the (untaught) amount of
ustekinumab would have the inherent effects (i.e. meeting the “endpoint” requirements of the instant

claims).

Advisory information

Any inquiry concerning this communication or earlier communications from the examiner should
be directed to ROBERT S LANDSMAN whose telephone number is 571-272-0888. The examiner can
normally be reached M-F 8 AM — 6 PM (eastern).

Examiner interviews are available via telephone, in-person, and video conferencing usinga USPTO
supplied web-based collaboration tool. To schedule an interview , applicant is encouraged touse the USPTO
Automated Interview Request (AIR) at http://ww w.uspto.gov/interview practice.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s supervisor, Joanne
Hama, can be reached at 571-272-2911. The fax phone number for the organization w here 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
cither 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. Shoukl
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) at
866-217-9197 (toll-free).

/ROBERT S LANDSMAN/
Primary Examiner, Art Unit 1647
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Application No. Applicant(s)
16/580,509 Johans et al.
Examiner-Initiated Interview Summary Egggi’s G:it g‘;'(':;rgg?:: Sl
LANDSMAN 1647 | Yes totd
All Participants (applicant, applicants : ' : - " ---
representative, PTO personnel) e _ Type
ROBERT S LANDSMAN Primary Examiner Telephonic
Eric Dichter Attorney of Record

Date of Interview: 09 November 2020

Issues Discussed:

35U.S8.C. 102

The Examiner discussed Patent Application US 2020/0262908 with Mr. Dichter. A summary of the
discussion can be found in the Notice of Allowability herewith.

35U.S.C. 103
See 35 U.S.C. 102 above

/ROBERT S LANDSMAN/
Primary Examiner, Art Unit 1647

Applicant is reminded that a complete written statement as to the substance of the interview must be made of record in
the application file. It is the applicants responsibility to provide the written statement, unless the interview was initiated
by the Examiner and the Examiner has indicated that a written summary will be provided. See MPEP 713.04

Please further see:

MPEP 713.04

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews, paragraph (b)

37 CFR § 1.2 Business to be transacied in writing

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

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

U.S. Patent and Trademark Office
PTOL-413/413b (Rev. Oct. 2019) Interview Summary Paper No. 20201027

BIOCON BIOLOGICS LIMITED IPR2023-01444 Ex. 1036, p. 5 of 54




JBI6O10USNPI

] The relevance of those listed references which are not in the English language is as

follows:

O Attached are copies of search report(s) from corresponding patent application(s), which
are listed on the attached Submission Under MPEP 609 D.

] Attached are the following non-published pending patent applications which may be
deemed relevant, which are listed on the attached Submission Under MPEP 609 D.

Please charge any deficiency or credit any overpayment to Deposit Account No. 10-
0750/JBIGO1OUSNPI/ED.

Respectfully submitted.
/Eric Dichter/

Eric Dichter
Attorney for Applicants
Reg. No. 41,708
Johnson & Johnson
One Johnson & Johnson Plaza
New Brunswick, NJ 08933-7003
(215) 628-7966

DATED: November 9, 2020
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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 or Docket Number Filing Date
PATENT APPLICg}ggmt:fErEFgrE'll;lTEggsNATION RECORD T80 503 Pk o D)o beMaied

ENTITY: LARGE [J smaLL (J micro

APPLICATION AS FILED - PART |

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
(] Basic FeE
(37 CFR 1.16(a). (b). or (c)) BUA NA A
(] SEARCH FEE
(37 CFR 1.16K). (il or [m)) A A li
[J EXAMINATION FEE
(37 CFR 1.160). (p). o (q)) N/A N/A NA
T:;?g:\'ﬁ 1011—3!}?8 minus 20 = * x $100 -
INDEPENDENT CLAIMS : F
(37 CFR 1.168(h)) minus 3 = x $460 -
If the specification and drawings exceed 100 sheets
of paper, the application size fee dueis $310 ($155
Dg';PR“f: E'ON SEEFEE (37 for small entity) for each additional 50 sheets or
-16(s) fraction thereof See 35 U S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j))
in]
“ If the difference in column 1 is less than zero, enter "0" in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
s 10/16/2020 | arrer PREVIOUSLY PRESENT EXTRA RATE (3) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
E L?g-lm 18] * 82 Minus | = 86 -0 x $100 - 0
| I M| ++3 = L .
2 [0) Application Size Fee (37 CFR 1.16(s))
D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR
1.16(j))
TOTAL ADD'L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AETER PREVIOLISLY PRESENT EXTRA RATE (3) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
g SO . Minus | ** = x $0 =
o ion :
Mo |- winus | -+ - x50 -
E Application Size Fee (37 CFR 1.16(s))

) FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR

1.16(j)
TOTAL ADD'L FEE
* If the entry in column 1 is less than the entry in column 2, write "0" in column 3. LIE
* If the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20". /LINDA HUMES/

“** Ii 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.

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 Chiel 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.

/f you need assistarice i cormpleling the fomn, call 1-800-PTO-9199 and select option 2.
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PTO/SB/08A (08-00)

Approved for use through 10/31/2002. 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 coleection of information unless it displays a valid OMB control number.
Substitute for form 1449A/PTO Application Number 16/580509
File Date 24 September 2019
INFORMAT'ON DlSCLOS URE First Named Inventor Jewel Johanns
Group Art Unit 1647
STATEMENT BY APPLICANT Examiner Name Robert S. Landsman
(use as many sheets as necessary) Attorney Docket Number | JBIBO10USNP1
Sheet 1 of 3

U.S. PATENT DOCUMENTS

U.S Patent Document
Name of Patentee or Applicant Date of Publication Pages, Columns, Lines,
Examiner Cite Kind Code? f Cited D ° Ap:)l of Cited Document | where relevant passages or
Inttials No.! Number (if known) QrAec Boctmen mm-dd-yyyy relevant figures appear
US 2009/0181027 Al Dal Monte, et al. 07/16/2009
US 2018/0252728 Al Amgen, Inc. 09/06/2018
FOREIGN PATENT DOCUMENTS
Foreign Patent Document Date of Publication Pages, Columns,
Name of Patentee or of Cited Document Lines, where relevant
Examiner Cite H g mm-dd- passages or relevant | T®
Intials K Office®  Numbert KindCode’ Applicant of Cited Document YYYy figures appear
OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS
Include name of the author (in CAPITOL LETTERS), title of the artide (when appropriate), title of the item
Examiner’s Cite (book, magazine, joumal, serial, symposium, catalog, etc.). date, page(s). volume-issue number(s). T2
Initials™ No.' publisher, city and/or country where published

Adedokun, et al. “Ustekinumab Pharmacokinetics and Exposure Response in a
Phase 3 Randomized Trial of Patients with Ulcerative Colitis.” Clinical
Gastroenterology and Hepatology. 18: 2244-2255 (2020).

Adedokun, et al., “Pharmacokinetics and Exposure Response Relationships of
Ustekinumab in Patients with Crohn’s Disease,” Gastroenterology, 154: 1660-
1671 (2018).

Ahern et al.. “Interleukin-23 Drives Intestinal Inflammation through Direct
Activity on T Cell,” Immunity. 33(2):279-288 (2010)

Anderson et al., “Meta-analysis identifies 29 additional ulcerative colitis risk
loci, increasing the number of confirmed associations to 47.” Nature Genetics,
43(3):246-252 (2011)

Baumgart, et al.. “Crohn’s Disease.” Lancet, 380: 1590-1605 (2012).

Berg et al., “Enterocolitis and Colon Cancer in Interleukin-10-deficient Mice
are Associated with Aberrant Cytokine Production and CD4+ TH1-like
Responses.” Journal of Clinical Investigations, 98:1010-1020 (1996)

Steven Brant, “Promises, Delivery, and Challenges of Inflammatory Bowel
Disease Risk Gene Discovery,” Clinical Gastroenterology and Hepatology,
11(1):22-26 (2013)

Colombel et al.. “Adalimumab for Maintenance of Clinical Response and
Remission in Patients with Crohn’s Disease: The CHARM Trial.”
Gastroenterology. 132:52-65 (2007)

Danese. et al.. “Ulcerative Colitis,” New England Journal of Medicine,
365:1715-1725 (2011)
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Davidson et al., “IL-12, But Not IFN-yPlays a Major Role in Sustaining the
Chronic Phase of Colitis in IL-10-Deficient Mice,” Journal of Immunology.
161:3143-3149 (1998)

Feagan et al., “Vedolizumab as Induction and Maintenance Therapy for
Ulcerative Colitis.” New England Journal of Medicine, 369:699 710 (2013)

Feagan, et al., “Ustekinumab as Induction and Maintenance Therapy for
Crohn’s Disease,” New England Journal of Medicine, 375 (20): 1946-1960
(2016).

Geremia et al.. “Innate and adaptive immunity in inflammatory bowel
disease.” Autoimmunity Reviews, 13:3-10 (2014).

Hanauer et al., “Maintenance infliximab for Crohn’s Disease: the ACCENT I
randomized trial.” Lancet. 359:1541-1549 (2002)

Hanauer, et al.. “IM-UNITI: Three-year Efficacy. Safety. and Immunogenicity
of Ustekinumab Treatment of Crohn’s Disease.” Journal of Crohn’s and
Colitis: 23-32 (2020).

Janssen Research & Development. LLC. “A Study to Evaluate the Safety and
Efficacy of Ustekinumab Induction and Maintenance Therapy in participants
with Moderately to Severely Active Ulcerative Colitis (UNIFI).” (12/19/2019).

Janssen Research & Development. LLC. “A Multicenter. Randomized.
Double-blind. Placebo-controlled, Proof-of-Concept Study of Ustekinumab in
Subjects with Active Systemic Lupus Erythematosus.” Clinical Trial Number
NCT0239061, Approved 01/18/2017.

Li. et al., “Relationship Between Combined Histologic and Endoscopic
Endpoints and Efficacy of Ustekinumab Treatment in Patients with Ulcerative
Colitis,” Gastroenterology. S0016-5085 (20): 35107-6 (Journal Pre-proof
August 2020).

Loftus, et al.. “Epidemiology of inflammatory bowel disease.”
Gastroenterology Clinics of North America, 31:1-20 (2002)

Edward V. Loftus, Jr., “Clinical Epidemiology of Inflammatory Bowel
Disease: Incidence. Prevalence, and Environmental Influences.”
Gastroenterology. 126(6):1504-1517 (2004).

Neurath et al., “Antibodies to Interleukin 12 Abrogate Established
Experimental Colitis in Mice,” Journal of Experimental Medicine,
182(5):1281-1290 (1995)

Neurath, “Cytokines in inflammatory bowel disease,” Nature Revs
Immunology. 14(5):329-42 (2014)

Papp. et al., “Efficacy and Safety of Ustekinumab, A Human Interleukin-12/23
Monoclonal Antibody, in Patients with Psoriasis: 52 Week Results from a
Randomised, Double-Blind, Placebo-Controlled Trial (PHOENIX 2), The
Lancet, 371: 1675-1684 (2008).

Sandbom et al., “Adalimumab Induces and Maintains Clinical Remission in
Patients With Moderate-to-Severe Ulcerative Colitis,” Gastroenterology.
142:257-265 (2012)

Sandbom et al., “A Randomized Trial of Ustekinumab, a Human Interleukin-
12/23 Monoclonal Antibody, in Patients with Moderate-to-Severe Crohn’s
Disease,” Gastroenterology. 135(4):1130-1141 (2008)

Sandbom et al., “Vedolizumab as Induction and Maintenance Therapy for
Crrohn’s Disease.” New England Journal of Medicine, 369:711-721 (2013)

Sandbom, et al., “Long-Term Efficacy and Safety of Ustekinumab for Crohn’s
disease through the second year of therapy,” Alimentary Pharmacology &
Therapeutics, 48: 65-77 (2018).
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Sandbom, et al.. “Ustekinumab Induction and Maintenance Therapy in
Refractory Crohn’s Disease.” The New England Journal of Medicine, 367:
1519-1528 (2012).

Sands, et al., “Safety and Efficacy of Ustekinumab Induction Therapy in
Patients with Moderate to Severe Ulcerative Colitis: Results from the Phase 3
UNIFI Study,” American College of Gastroenterology Conference,
Philadelphia, Pennsylvania (October 2018). (Poster Presentation).

Sands, et al, “Ustekinumab as Induction and Maintenance Therapy for
Ulcerative Colitis.” The New England Journal of Medicine, 381(13): 1201-
1214 (2019).

Simon, et al., “Ustekinumab for the treatment of Crohn’s disease: can it find its
niche?”” Therapeutic Advances in Gastroenterology. 9 (1): 26-36 (2016).
Tally et al., “An Evidence-Based Systematic Review of Medical Therapies for
Inflammatory Bowel Disease,” American Journal of Gastroenterology, 106
Suppl 1:52-S25 (2011)

Uhlig et al., “Differential Activity of IL-12 and IL-23 in Mucosal and
Systemic Innate Immune Pathology.” Immunity. 25:309 318 (2006)

Yen et al., “IL-23 is essential for T cell-mediated colitis and promoted
inflammation via IL-17 and IL-6,” The Journal of Clinical Investigation,
116(5):1310-1316 (2006)

Yu et al.. “Expression of Interleukin-22/STATS3 signaling pathway in
ulcerative colitis and related carcinogenesis.” World Journal of
Gastroenterology. 19(17):2638-2649 (2013)

PCT Search Report dated 01/13/2020.

i 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 Unique citation designation number. 2 Applicant is to place a check mark here if English language Translation is attached.
Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case.
Any comments on the amount of lime you are required to complete this form should be sent to the Chief Information Officer, U. S. Patent and

Trademark Office, Washington, DC 20231.
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231.
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PATENT COOPERATION TREATY

From the INTERMATIONAL SEARCHING AUTHORITY

Toi Joseph F. Shine PCT

Johnson & Johnson

One Johnson & Jdohnson Plaza
New Brunswick, New Jsrsey 08933
Unitad States of America

NOTIFICATION £ TRANSMITTAL OF
SR THE INTERKRATIONAL SEARCH REPORT AND

N

“SPHE WRITTEN OPINION OF THE INTEENATIONAL
SEARCHING AUTHORITY, OB THE DECLARATION

WY
S gkg\zt
S
&R

Gprity

(PCT Rule 44.3)

13 JAN 2020

FORFURTHERACTION  See pacagraphs 1 and 4 below

FDite 3?‘??‘5@

{dagimentiéyvear

Applicant’s or agent’s le refercane

JBIBG1OWCHPOT

Internationad application ?&;o. Internationst filing date

POTABIDISE09S @aplmonthlyeor) o4 Septomber 2019 (24.09.2018)
Applicant

JANSEEN BICTECH, INC.

i 8 E The appiicant I5 hereby actified that the inlemationsl searsh report and the writen opinion of the Intzmational Rsarching
Anthsuity have bean esteblished and ar¢ transmitied haewith.
Filing of smendments and statoment under Article 19:
The applicant is sattled, i he so wishes, 1o amend the claims of the ntornational apphiestion {see Rule 46
When?  Thetime limit for 8ling such amendmends fsuonnally two mants from the date of brusmistal of the Intemstions}
SearCh ISpOre.

How?  Dissatly {o the International Bureaun preferably throsgh ePCT, or on paper to:
The Trgematione! Baresy of WIPO, 34, chein des Colonbettes, 1211 Geneva 20, Switzesdend
{Facshmile No.: +-41 22 338 82 703

For mure detuiled instruxtions, see the POV dpplicant s Guide, [ntemstional Phase, paragraphe 5004~ 003 1L

2. D The spplivant i horeby potified that no intomationsl sexveh repust Wwill be_ established and thay the declration wnder
Astiche 17¢2)(2) 1o that sffeet ang the wotten opinion of it Internaticnsd Searching Avthorify an rassmited hevsvith,

3 B With regsrd fo any protest against pavment of {an) additionsl feos) under Rule 48,2, the spplivant is antified than

the protest topeiher with the decision thareon has beep transantiagd fo the temations! Bucesn jogethay with any regness
o foroaird the fexts of'both the profes and the devizion therean 1o the designmed Difices.

D a0 decision has been mde yet on the pragest; the agodivans will be noifiad a8 soon as 2 decision is made.

4. Reminders

The applicant thay subimit eamiments on an ndormal basis on the wriiten opinion of the Internutionat Searching Austhority to
the fnfornstions! Busesns. These connuents will be made available 10 the pablic aites memational peblivaton. The Intemational
Buresp will semd a copy of 3uch comments a8 desigamted Offices waliong an Intesnational pradbnisary uminstion repont bas
been or is w be sstablishad.

Sholy aiter the sxphution of 1% months from the priorify date, the intornationsl applticstion will be published by the
Tstemational Burean. Hihe applicant wishes 1o avoid or postpone publication, & notive o withdrawal of the Wmtermationsl spplivation.

or-of fhe grierity claim, must roach the Tor :mona! Bureau before ihe completion of the sochvical proparations for intermaionai
publivation { Raules 905is.} ansd Q0bix.3).

Withis 12 menths from the prioviny date, b only in ssipeat of some designned Oifices. a demand for intempational preliminary
examinatinn mus be filed i xhe appdicant wishas to pospons the eptry into the maiansd plase sntid 30 menths fram the priovity
date {in some Offices even fater)l piherwise, the applicant must, within 26 months from the pricovity date, perfara the peosenbed
s for cwtry inta the nativnal pfux before those dosignated Offices. In respect of othier d(,\tf.iidlx\j Dilices, o 1o Hasdtaf
38 montls foy ier) wall apply even § if e devevanid 3s Pled within 19 momhs, For desaits abont the spplicihle tme Umig, Qffioe
by Office. see wavawipantipationestsAime_imtsdumi and the PUT ggpficas: & Grede, Nattonal Chagaers

Within 22 munhs feont the prinvity date, the applizant sy regusst fhai asupplementary interastionat search be carvied ow
by aditferent Imtemational Searching. )’*uthm ity that offersivis senvics (Rade A58 1), The provedure for roguesting supplamentuny
pciational search is described is the POY v(;)olrcmit.‘ SFwide, Intorpaitonal Phase, paragraphs 800078032,

Name siad mailiog addeess of the I5AS Agthoriaed oittosr

a3 Busp POT, At ISAMUS AR Y7

Cummissions: far Patents Shane Thamas

PO, fox 1450, Aluxeadny, Virgwis 238133650

Facsimife No, 871-273-8300 Telephone No. FUT Helndask: §T1273-4300
¥ =

Fory POTASAR20 o Jacoare G195
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PATENT COOPERATION TREATY W

From the INTERNATIONAL SEARCHING AUTHORITY

PCT

T joseph F Shitz
Johnson & Johnson

One Johnson & Johnson Plaza ) TRAN

New Brunswick, New Jersey 083933 NC:TIPIC‘ATION' v - ?F .

Urited States of America THE INTERMATIONAL SEARCH REPORT AND
THE WRITTEN OPINION OF THE INTERNATIOMAL

SEARCHING AUTHORITY, OR THE DECLARATION

(PCT Rule 44.1)
v 13 JAN 2020

FOR FURTHER ACTION  Secparagrapiv | and 4 below

Applicant’s or sgent’s file reference

JBIBO1OWCPOT )
Infernntions] spphication No. Inisrnationat fing date
{dpmonthiyear}
PCTABIBISB008 24 Seplembear 2018 {24.08.2018}
Applicard

JANSSEN BIOTECH, INC.

- [)._21 The applicant is hersby notified the the internafonal search ropart and the written opinion of the Ditanaticnal Searching
Avthority have been established and sre transmitted herewith,
Fillng of xenendments snd statoment unider Artiele 18
The applicant is spiiled, i be so wishes, 1o amend the claims of tie ntemational spplicaiion {see Rule 46}
Whea? Thetime fimit for filing such amendments is noruatly twe months foony the date of transmiital of' the internntionnl
szarch rsport, .

How?  Dirvatly o the International Burean preferably throvgh sPCT o on paperio:
The Intemational Bureaw of WIPQ, 34, chemin das Colombattag, 1211 Geneva 2. Switzeriand
{Facsimile No.: +41 22 338 82 74)

For more detuiled instructions, see the PCT dpplicant 3 Guide, International Phase, paragraphs 9.804 ~ 9,011,

55 D The appicant is berehy notificd that no intematinonal search tepont wdll b established snd thay die declsration snder
Article $7(2)2) o tha effet and the writien opinion of the Interaational Searching Anthorily an ransniifed havewith.

3, D With repard (o any protest apainst payment of {an} additional feefs ) wader Rule 4012, the spplivant s natified that:
the protsat gethes with the decision thereon has been fransmitted 9 the Infernaticns? Burzan togethus with any requsst
ix forward the texts of buih the protest and the decision tevenn in e designsied Offces.
a@ decision has beca made yet op the protesty tiie spplivant will be sotified a5 soon as a degision is made,

4. Reminders
The applicant mey sebmit comments en a3 infornusl basis on the writien apinion of the Infernationsl Searching Authorify (o
the Intemationat Buresw. These commants will be made availsble ta the public afier intemational publication. The internsticns}
Rurean will s2nd a zopy of such somments 1o all desipnated Offices prless an infarpational preliminary examination rapor has
been of is 10 be ustabiished.
Shortly after the expiation of I8 menths fem the privpity date, the international application will be published by the
Tntemationat Bureay, I1 the sppiicant wishes 1o svoid or pocpons publication. 8 sotice ol withdiwal of the intemastional spplication.
or of e priority claim, was reach the Tntemastional Rarean before the completion of the jechnics) preparations for internationat
publicadon (Roles 9086, snd 904453}, ¥
Within 1% maonths frons the prionte dute, but anly in respect of sowe designated (ffices, a demand for intemational prefiminary
xangination must be Hled if the applicas: wishes 1o postpene the emiy into 1he national phase uneit 30 swonths fov the priovity
daie (i sowe Offices oven {ater); othenvise, the applicant must, withis 28 moanths from the prioviy date, perfonn the proseribed
acts fiw entry Wto the nwitonal phase befors those desienated Gffices. Ja respeat of other designmed Offces. the tme Yyt of
3 wenfhs (or aterhwill spply evers if ap demand §5 filed within 19 months. For detniis abeut the applicahle tme imits, Offiee
by Office, sce wawwipointpetiendontsitime_iimits.hitml and the POT Sppdivent ¥ Guide, Mational Chapiers.
Within 22 menths from the priority date, the applicant may request that 4 supplementavy intaraztional seareh be carried sut
by a different Intersativnal Seavching Authority that offiers shis senvice (Rafe 436051}, The prosedure for sequesting suppleentary
imesutienst seaveh is described i the FOF Appiicon § Guide, nteraniiona! Phase. paragraphs 8.005-83.058.

Nowe and maiting nddress of the {SAJUS Agshorized officer

Maill Stop POT, Al ISARLEE o ~ ;
Commissinaas for Fateris Shene Themas
PO, Box 1450, Adexanuis, Vieginis 223131450
Faesimile No, S75-873-8500 Tefephone No, PCT Heipdesk: §71-272-43{0

Forrs PCTASA220 frevised Innuary 2109}
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Gor

PATENT COOPERATION TREATY

Frova the INTERNATIOMAL SEARCHING AUTHORITY

s Joseph.!'-'. Shirtz PCT
Johnson & Johnson

One Johnson & Johnson Plaza . B s
OHE L LA oo Tl N
United States of Amarica . e ki
S ol THE WRITTEM OPINION OF THE INTERMATHINAL
s T SEARCHING AUTHORITY, OR THE DECLARATION

S (PCT Rude 44.1)

Hate m iling -
e PATRRT BOCHYY ar) 13 JAN 2020

Apphcant’s oy ageat’s file reforence ¢ Y, . 5

FO TERACTION Sowpa 5 1 and §
JBISOIOWOPCTT T TR S
Intesmational applicatisn No. Internmiona fling date

{davimenthiyear
PCTAB1A/58Q88 24 September 201D (24.08.2019)
Applivant

JANSSEN BIOTECH, INC.

L 8 The applivant is heeeby patfied that the inorpational gearsh seport and the writen apinien of ihe ntesnations) Searching
Anthority have bean established and we irangreisted herawith,

Filing of onendments and statement ander Sticke 19: .
Thz applicant is ontided, i he so wishes, e smend the 2aims of e international spplicgtion {see Bube 4%

When?  The thne lini for fiing such amendments is nonmally two raonths fror the date of transinittal of the ismomationat
seavch repord.

How?  Directly to the Intemational Burcau prefesshly through ePCT, or on paper tu:
The Iaernationat Bureas of WiPQ, 34, chemin des Colambertes, 1211 Gensvs 20, Switzerdand
{Faeshmile No.: 41 23 338 82 703

For mure detailed instructinns, see the POT Appiivons » Guide. Interasions! Phase, paragraphs 9.004 — 2011,

D The apphicant is horehy notified st ne international search report will be sstablished and fhat the dechwation vadey
Axticle 17(2)(a) o that offect and the weitten opinion of the Insmations! Scarching Authority are transmmtied hersvath.
[:] With regard (o any protest agsinst payment of (an) additional fee(s) ander Rude 40.2, the applicant is notified tha

D the protest together with the decision thareon has been transmitted 1o the Insemational Bureau togetherwith sy regnest
o farwaed thi sexts of bath the protest and the decision heeson o the dezignated Offices.

f decision Bas been made yot on the protest; $ie apphicapt wilf be notified as s0on asa decision i mnde.

w

ed

. Reminders
The applicant may spbwit comments on an informa basis on the written opision of the Infernutional Searching Authority o
the Jairasional Bweau. These commants will be smade avatlabic to the pubdic slicr inismatinnal pubhwnm Thi Internstions)
Busean will send 3 copy of such commanis 1o alf designated Offices anless 3p infernadonal praliminary sxminsiios repeit Bag
froes or is 10 be waisblished.
Shonty afier the expiration o7 1& wonths from the priuwity date, the iniexmnatiansl spplicniion wilt e publisked by the
Intematicnal Bureams. 1 the applicant wishes to avald orpastpose poblication. 3 poices af withgiravwst o the intemational sppheation.
or of the priority claim, must seach the intcmatumxl Buresis before the campletion of the iechrical peeparations for iematinnal
publivation {Raies ‘.?i)bax { and ¥05&.3
Within 19 months from the griority date. but only ta respeat of seie dusignated Ofices, a demand foy intemation: peslhminary
exsmigation must be Blad if the app‘scam wishes to posipone the splry isie the national phase watdl 38 wonths from the prosay
dati Oin some Gifiens even falery othenvise, the spplivast must, switlin 28 wonths from the groy ity date, perionm the presoribied
acts for entyy into the natioust phase bafore those designmed Dffices. In respect of ather des .mnawd Offces, the time fimia of
38 wisunths {or lter) will spply even 3 8o derand is fled witkin 19 months. For dutaits abow the appticabie Gise limits, Oifice
by Offieg, sew wavniwapiintpovioaiexesting imashont aud the FUT sppfrean © Tavle, Natianal Chaptess,
Within 32 nipnihs from the priovity dsse, the appluam Ry regusst ihat a supplementasy interaxtionst suoaxh be carvied am
ty cdiffecent Intemmionsd Seavciing Authioriy fhat aitery this service R ole 438 1) The mocvdne for re qm.\(‘ng supplamstars
ntemaional seavch is deseribed in the FOT Sypficanrk Guide, International Phuse, muageiphs 841368 032

Name snd nmiling addeess of the 1SAUS Aptharized sfitiser

?fail Slop‘m'i.‘g;{;' SANIS Shane Thomas
K SIAT L b B

PO Box 1400, Alexsadua, Viginge 2831381480
Faeshmiie Ng, §71-273-8300 Tejephane No, PLCT Helpdsah: ST.272-4300

Fonm PITASAZ20 ovized Januney 2019)
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PATENT COOPERATION TREATY

From the INTERNATIONAL SEARCHING ALUTHORITY

"t
Tor Joseph F. Shifz PCT

Johnson & Jofinson

One Johnson & Johnson Plaza
MNew Brunswick, New Jersey 08933
United States of America

NOTIFICATION OF TRANSMITTAL QF
THE INTERNATIONAL SEARCH REPORT AN
THE WRITTEN OPINIEN OF THE INTERNATIONAL
SEARCHING AUTHORITY, OR THE DECLARATHIN

{PCT Rule 94.1}

Dare of mailing
{davonthivess)

Applicant’s oy agent’s file weference
FOQRFURTHER ACTION  Sce parageaphs § and 4 helow

BB IOWORCT 1

International applisation ?’t’J %;;)gcr;ta&gtgé;gistg date

PCTAB19/58008 24 Seplember 2018 (24.08.2018}
Applicant -

JANSSEN BIDTECH, INC.

T spplicent is hereby uonfied that the nternational search roport and the written spinion of ihe International Searching
Axthornity have been estabiished and ave tansmitted harowith.

Filing of smendments sand sitement pmber Article 19: )

The applicant s entitled, i b 50 wighes, 1 smead he claims of the inrmational spplication (see Kule 46);

YWhen? The tums Bmit for {iling such Iments is noonally two mosths fron the date of transmiual of the intemstinns!
search report.

Hew? Dty to the Interaafionst Buress preferably through oPUT, or on paper fo:
The Internations] Buresn of WIPO, 34, chomin des Colambeties, 1211 Genova 20, Switzeriand
(Fassimile No; +41 22 338 82 70)

For more detatied instructiens, see the PCT dpplicant s Guide, Internsiionsd Phse, pyagraphs 9.064 ~ 9,011,

ki [:} The appiicant i hereby ootificd ths no {mernational sesyel roport Wwill be ostablished snd that the declaration wndsy
Articke T7(2)a) to that affect and the written opinios of the Imereaiional Searching Avthority av vanswitted herowith.

3 [:] With ragard to any profest against paypment of {an) additions] fee{s) under Rule 4.2, the spplicant i wotified thap

the protest joget herwish the decision thurcon has hewn tunsmtied fo the temnstionst Rursan ogether with sny meguest
to Sorward the texis of both the protest mnd the deeision thereon fo the desigaaied Difices,

no docision fas been made Yot on the protesty the applicant will be noified as soon &8 2 degision s made.

4. Remiuiders

The spplicantuay submit comments on an Inforrmal basis on the wrilten apinion of the Internations} Searching Anthovity 1o
the Internaicns) Boceaw. Thuse comraents will be made availsble o the prbiic after mivmaional publication. The Ioemational
Bureaw will sepd a copy of stich coniments to o} desigrated Offices uairss ait intemnationad prefiminsry sxsminstion seport has
been @i is 1o be established.

Shontly after the expirton of 13 menths from the prievify date, the intarpadonal applicstion will he published by thy
Intemstions} Rureau. Tthe apphicant wishes 1o avord or pogtpane publication. s notice of withdraws! of the isemational application.
or of the prionity claim, must rench the Inseruatonad Buresu before the completion of the rechnical preparations for internsticnal
publication {Buizs 945 § and 90&i2.3). :

Within 19 months from the prioriy daie, b ondy In eespect nf some designnied Difices. a demand for ntemational prefiminmy
exgimnation must be filzd if the applicant wishes to pasipona the entry tnio the naians) plisse Brelf 38 nunths fram the grivniey
date {in some Cffods eves Inter} othernvse, the agplicant must, withie 28 wmonths om the prioriy date. perfosm the prosevibegd
acts for enfry intn the wutienal phaxe before those dexipnated Offices. In vegpect of other designated Ofces. the time fimit of
38 monibs {or tater) will spply wven (ng dervand Is fifed within 19 months, For dowis about the spplionble ime wits, Office
by Offige. se¢ wivwwipo.mpatfendonsiime Hmitsbimi and e POT $eplewn § Girde, Nationst Chamas.

Wathin 22 months from the priority date, the spplisant may vequest thst a supplemeniary interantinpal scarch e csrvied apt
by sdifferent Inemationst Brarching Authorty that offers s service (Bule 338513 The procedire foy nagiiesiing supplonwentary
hytematinnat search & deseribed in the PO dpplicane 5 Guide, Internstional Phase, parsgraghs R.006-8.032.

Mume and maiding addvess of the JRAALS Aunthorized officer

Mal Btop POTY, At 1342
Conimissione? for Patenis
PO, Box 148D, Asxzandde, Virginia 224121480

Faczimily Mo, 712788800 Telephone No. POT Halpdesh: 57127248300
Form PCTASARN Govised lasunrs 1019

Shane Thamas
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL SEARCH REPORT
{PCT Article 18 and Rules 43 and 44)

Apphcant’s or agent’s e seforence FOR FURTHER ACTION

JERCIOWOPCT see Form PUTAS A2 ax well as, where appiicable, em 3 below.
Internstional spplication No. Imenational Ating date (dowmantieheart {Earliest) Poority Date {dayimontivear)
BOTARTGBAN0R 24 Septerber 2019 {(24.09.2015} 24 Beplerhar 2048 {24 682018}
Applicant

JANSSEN SIQTEDCH, INC.

This internsticnal seareh report has been prepaved by ihis Infernationad Searcliing Avthority and {5 transintied to the applivant according
w0 Artiele 18, A copy is being transmiiad to ihe Intamational Bavean.

Thiz inemntional seaceh report conziats of e total of 3 sheets.
D it ix ndso accormpamed by 3 copy of each priok ant docuraent cited in this xepord

i, Rasts of the report
a.  With yegard 1o the tapguage, the infernational search was carried out on thee basis of
IE the intersaiional application in the Jangusge in which it was filzd.

a transiation of the intemations! application isto which is the language of
3 transingosn fornished for the purposes of internationat search (Rudes 12,30} aud 23,16,

fr. D This internauonal search reporthas besn astabliished faking Inte gecount the rectificatton slan obvions mists ke snthonized
by or potified to this Authority under Rule 21 {Rulz 43.658s{u)).

<. @ With segard to sny asdeotide andi/or sming 2cid sequenec disciosed in jhe intemational application, sce Box No. L

s

D Certain eisims were found snsearchable (see Box Mo, (1)
3 D Unity of invention is 3cling {(see Box No. 3.

A, With regard 10 the title,
the text is epproved as subusitfed by the applicant.

D the toxt has been established by this Anthoriny o read us follows:

5. With regard o the shstruct,
the text iz approved as sabanited by the spphicant.
ths texi has been esteblizhzd, sceording to Hule 38.2, by this Authority as 1 appears ia Box Mo 1V, The applicane may.
within one mautly (o the dae of maiting of i ntemational search report, sebmit conpnens 1 this Auhoty,
& With regard to the drawings,
a.  the figure of the drawings to be published with dee absiract 33 Figore No 3
E{l au supeesicd by the spplican:,
D as sefected by ihis Awhong, beounse the apphicas failod ti suggest a Bauie.
E’ as sefected v this Aty heosuse this figure bener characturiaes i veniion.

b, ! l none of the faures i o0 be pubtished with the sbsteacy.

Form POTABAS LD flirst shoet] Quiy 2009
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INTERNATIONAL SEARCH REPORT Teternationad application No.
PCTABIRSEONS

BoxNa, Nuclentide and/ur sraien acid seguence(s) (Continpation of itam 1.« u¥ the fivst sheet)

1. With regard to any nucleatide andfor smin ecid sequence diselosed in the internaticas! spplication, the internationad search was
caried opt on the basis of § seguence Hsing
au g forming part of the intornationat application as filed:
] in the form of an Annex C/8T.25 text file,
D o1 paper or in the farm of an image file,

& D fursished together with the internsticnal spplicstion vrder PCT Rule § 3en 15} for the purpusies of intorpatonal search
only in the form of an Annes C/ST2E extfile.

<. D furnished subseguent o the Internatinual filing date for the purposes of inemational scarch only:
{ ] inthe foom of an Annex C/ST.25 toxt file (Rule 13er 1)),
D o paper or {6 the Joom of an image file @ade 13205 1{b) and Adwmimstaive astructions, Section 713}

p A D In additon, in the cuze that moeee than one version or copw of 3 sequence fisting has been filed or fumished, the reguired
stateements (hatthe infinrnation tn the snbsequant or additionat copies is identivs} to that forming pai of the application as
filed or does not o beyond the spplicetion as filed, as appropriate, were furaished.

3. Addinonal copunenis;

Farrag PCTASAZIS teontnunion of Sra shes: 1)) {uie 2015
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INTERNATIONAL SEARCH REFORY taiernations] spplicaiion Na,
PCTA819/58088

A.  CLASSIFICATION OF SUBIECT MATTER
PG - ABTK 39/395; COTK 16/244, 14/54 (2016.01)

CPC ~ ABIK 39/395; COTK 18/244, 14/54

Aveording to Fatemational Patent Classifiestion (IFC) or fo dath nations! clagsifeation and IPC
B. FIELDS SEARCHED

Minimnm documenistion searched (Rlassificssion system followad ¥y clussificatios symbols)
See Sparch History document

Sae Search Hisfory documsnt

Electronic data base consuited during the internatinnal senech {nume of date base and, where practivable, search terms uged)
Seg Search Hislary document

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Catepory® Citation of docurment, with mdication, where appropoate, of the relovant pessuges Relevant to clsim Mo,
N {JANSSEN RESEARCH & DEVELGPMENT, LLC) A Study 1o Bvaluats the Safety ansd Efficacy 1.3, 4713, 514/1-3,

of Ustekinumab indiction and Mamtenance Therapy in Participants With Moderately to Severelv | 6/4/1-3, TAVE1-3,

Active Ulcarstive Cofitis (UNIFT}. 13 Augest 25118; relrieved fram the intamet BiTiB/41.3, QITIGI4/1.3,

<titpsifichinicaiinials QOVAAShow/RCTO2AGT238> on 18 Decamber 201%; pages 112 page 10T I61441-3,

32, paragraph 2; 5112, paragraphs 27 THBITIBRIT-3,
TRIGTIBI4A-3.
13MITI6IAIB,
13/97/61441-3,
180¢7160441-8,
TERITRRI-S,

FRIQTIEIA-F,
IRITI6/4F1-3, 1521,
221921, 23221021,
24118.2%, $518-21,
#6/19-21, 2001821,
2821, 29119-31,
3029-21, 2171921,
22/19-21, 3334

¥ US 2008181027 A1 {DAL MONTE, & &t al) 18 July 2008; paragraphs {0076); clates 3 1-3, 4413, §/447-3,
BA-3, TIRI411-],
BITIRIIN-E, QI7I614I1-3,

TTHISIS,
TUNTIGAL 3,
1268(TIBI-3,
r Further docaments ans Histed in the contipuation «f Box O, D See patent Family asnex.
¥ Speciat vmegaries of cited dotumens: T later document pudlished afles the micrnationnt filing dise arpwiosity
“XY gocument dedining the genamt siatz of teart which is i consideeed snlc aue pod in conllict wid 1he application b chved 1 spdersisisd
bos B of PEAICUIRE rele vance the principle or thewsy wdertying the Wvemion
“B7 dostment diwd by e 3pplicant i the international appiivations “X™ doeament of peniculsr ralavance, Yie claimed ipvaatinn zannog he
£ sgriier applicsiian of pates Bt pubhshed on or sfter 1he imemativiat orsidered novel 01 cannot be eansiderad 1 myalve an wvenstive swp

filing dase whess 2w document is faken sfone

S document which may ey douhis e prioriy ciaimiz) or whith YY" dociment of partizidar solevanee the tiaimed invenzha s
U s vied tn cmablish the publication dwe of another cition ov ather be considered 1o invohie an inventive step wWhen the docinnem is
spsprial rRRsH s spetined) combined with one ar mare tther such ducsmany, suchs cobanation
S docgsment el ing 3o ansss discissare, use, exhifiionur gitvrmesns bring obvious io & parson skifted in the
P darument pudlsshed prior to the fnersational g date bat Iater than "7 documen member of the san? pawem family
iss prisrgy daw cisaned

Fasie of the actunl compiation of the wternations sexeh Dasie of madiing of the intornational search ropast
20 Decerpber 2618 (R0.12.2078) 1 3 .I A N 2020

Nage and matling wdorss of the 18448 Amforiced oitioes

ait Blop FOT. Altre 1SAMIE, Donunisaianer {or Patanis Shane Thoas

P,0. Box 1450, AMexandrie, Virgirda 2831314580

Fanvimtle No, 87 G-273-8300 Telophone Ne. POY Heipdesk: §73-272-43G0

Fores PUTARAZID {xewnnd sheet) {uly 24{%)
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INTERNATIONAL SEARTH REPORY
PCTAB1D/58008

Internatienal sppliestion No,

< (Congimuation).

DOCUMENTS CONSIDERED TO BE RELEVANT

Caegory™

Citation of docament, wath indication, where apprapriate, of the rlevant passages

Relovant 1o ¢lain Mo.

US BOI8/0282728 A {AMGEN INT. et a.) 08 Septamber 2018; paragaph [0183)

{JANSSEN RESEARCH & DEVELOPMENT, LLC) A Multinenter, Randomized, Double-blind,
Placebo-conrolied, Proal-of-Cancept Study of Ustekinumab in Subjects with Active Systemic
Lupus Endhemaiosus. 18 danuary 2017 retdeved frony the intemet
~htgsifslinicaiivials. gov/Provided Does/81NCTO2340081/Prol 000 paf> on 18 Decamber 2018,
pages 1-148; page 8, parageaph 21 page B, paragraph 2; pge 12, paragraph 4; page 48,
paragraph 1; page 42, paragsph 8; page 63, paragraphs 8, 7] gage 70, paragraph 3

(GLDIONSSON, J) Efficacy and Safety of Ustakinumab, A Humsn intarieukin-12/23
hMonaclona! Amtitiody, in Petienis with Psoriasia: 32-Week Resufts from 8 Randomised,
Doutie-Blind, Placeto-Comirolied Tral (PHOENIX 2). 17 May 2008, relieved from the internetl
~Hlips 000 comiprimae/1 108987>0n 19 Decamber 2018 pagaes 1-]: page 13, paragraph 2

{ASEDOKUIN, O et &b} Phamacokinatics and Exposurs Response Retationships of
tistekinumab in Patiznts with Crohn's Disease. Sastroanterclogy. 1 February 2818! Vi, 154,
8. & pages 1680-167 1; page 1664, column 2, paragraph 2; DOL

4010574 gastro 2018.01.043

13/ TiBI4I1-3,

147977 I6I411.3,
RELUFFR TN
1GIHTIBI41-3,
TTITIRIR3,
18/5/76/411-3, 1821,
22119-21, 23722719-21,
2471821, 25811921,
2WHB-27, A7118-21,
2801924, 28/18-21,
30/18-21, 311921,
3Zi18-21, 32-34

3. 43, §I4/3, 6i4s3,
FIGUALTS, QITIGRS,
QITHILS, 10/8/716/473,
THTIRGASS, 1BITISII3,
137017461413, 1/QTIRISIS,
HISITIEI4I3, 16/QITISINS,
YTRTIBIRE, 1RIBITIGI4S,
21, 22/2%, 23722724,
24421, 28121, 26428,
27721, 28831, 20424,
30427, 31421, 32/

A2, Gia1-5, §1401-3,
TIGIAI-3, 8I7/6/411-3,
SITHIINZ,
10I0/THIA1-3,
VIRTISI4N-3,
TRIBITIBIGI -3,
V2R/TIBIAN -3,
1470171614713,
TRTHI4N3,
16/917i6/471-3,
T7IERISI Y,
IBANTIGIAN-], 15-21,
2315-2%, 2312211521,
24:49-21, 25¢19-31,
36/18-2%, A7/10-21,
2BMCG-21, 29118-21,
3G/18-23, 3141821,
F218-21, 3334

1O/9¢728/471-3, 24718521,
25719-21, 26419-21,
271821, 3B8/18-21,
28419-21, 30/19-2,
31718-21

YTIHTIOIA1.2, 301921

Faps POTHSAZIO {contsuon af secopt shoetd daly 2089}
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PATENT COOPERATION TREATY

Prom the INTERNATIONAL SEARCHING AUTHORITY

To: Joseph F. Shinz PCT

Johnson & Johnson

ket S g e R | NOTIFICATION OF TRANSMITTAL OF
astioeriiiiin S b THE INTERNATIONAL SEARCH REPORT AND

trkied Stales of Armenca TRE WRITTEN OPINION OF THE INTERNATIONAL

SEARCHING AUTHORITY, ORTHE DECLARATION

{(PCT Rule 44.1}
i, 13 JAN 7020

FORFURTHER ACTION  Sce pampgraphs 3 and 4 below

Applicant’s or agent’s file reference

B0 TOWOPCT 1

Intemational applisston o, ' International filing date

POTAB19/55008 (daplmomt®7e0) o4 September 2019 (24.09.2019)
Applicant

JANSSEN BIOTECH, INC,

SRR 3
SN IOIN Sitors - —
13 The spplivant is hereby notified that the infernastional search repart aed the \n;}’it%én‘h%%i{tm of ths Iuismations) Searching
Authonty heve been satablished and &z raoswitted herewith, o

{5 BATENEE fxeves
Filing of anendments and stafemvnt under Article 15: R

pR T

The applisant s cntiticd, if be so wishes, to amend the elatng of the intemationat spplization oz Rule 46k

Whan?  The floe Bt for filing sush smendraenits is aormsily two months from the date of transmittal of the insrnational
search report. .

Hew?  Directly to the International Bureau preferably through 2PCT, or on paper to:
The Intarnations} Bueesy of WIPQ, 34, chumin des Colombertes, 1211 Geneva 20, Bwitzestand
{Facsirite No: +43 33 338 83 703

For miore datoiled instrustions, sae the POT dppliconty Guide, Internationsl Phase, parapgraphs 9.004 - 3,013,

2 D The applicant i5 hereby sotifisd that an touational scarch weport will be cstablished and fhat the declaravion under
Axticle T7{(2){n) to that effect and the woillen opition of the Internstions} Searching Authority are fanamitied harewith,

3. D With regardd to zay profest agains psyment of (sn) adibtions! fee(s) under Rule 40.2, the applicant i3 wonfied thag:
D the protesi fogather with the decision thereosn fas beon temnsinitied to the Inteimational Bustan together with any svquest
o Torwand e t2xis of both the penfest snd the decision heruan to e desygnsted Offices.
150 decizian has been made yet on the protesy; the applican: will be nusficd as soosn 3% & devision is wade.

4. Reminders
The applicant may sebrait comrents on an informsl basis on the written apinion of the Internations] Searching A uthanity (o
the Intemational Rureasu. Thewe comments will be made availabie 1o the pebdic afier Inieynational publivation. The Intrmivaal
Bureaw will send & copy of such comments o 38 designnied Oifiees uadens an nterrationad prefivinsry Sxsmination sport hus
been or iy 10 be esteblished.
Shortly after the expiration of 18 wmanshs frow the priarity date, the ntzraationat applicstion will he published by the
International Burean. ibeapphicant wishes 1o avoid or posipons publication. & aotice of withdrawal ofthe international spplicaiton.
oy of the priocity claim, must sach the Interistional Buyesw belore the completion of the tochnical prepavations for internaticneg
publication (Ralas 80875, | and 9055.3). J
Within 1% monihs from the prinrity date, but only In rexpet of some designnted Offices, & demand for Inmemations] prefimionry
examination must be filed it the appiicam wishes to postpone the entry o the naiunst ghase vafd 3 womths fom the griority
dute (in sorme Offices oven laterh othionwise, the applicant mast, within 28 manths frons the prierity daie. pofony the prescaribed
acts for entry inte the nationsi phase before those designated Qffices. In vespect of other designaed Offices, the time fimit of
3 wonihs (or later} will agply even i no desansd is filed within 19 momths, For deseils about the spolicable tme limiis, Gffice
hy Office, seo wawwowipn intpet/eniextsiing_limutabind god the PCT sppficen b Grride, Nationa! Chapiors,
Withis 22 wionths from the priority date, the applicunt may requext thist a supp! nfary intirnational seaveh be enrried ant
by adifferent {ntermmional Searching Authoriny shat offeas this servive (Rule 43475 1), The procedine firréguesting supplomerary
imemastianet scavck 3s desoribwd w e FOF dpplicant ¥ Guide, Internationat Phase, pavsgeiphs 8.006-8.032,

Nusne and raziling rddress ot the 1SAAIS Antharized sf¥csr

Mail Sop POT, Altar ISARIS ~

Comsmissianarfos Patents Shane Thomas
FO. Bre 1454, Mexandia, Wrginia 2231341650
Fagsimile Na., S73-278-830D Telophone No. PCT Halpdesk: 5712724300

Foym POTASAR20 grovised Jantan 21
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PATENT COOPERATION TREATY

Fron: the INTERNATIONAL SEARCHING AUTHORITY

PCT

T Joseph F. Shirlz
Johnaon & Johnson

One Johnson & Jehnson Plaza ;
: NOTIFICATION OF TRANSMITTAL OF
New Brunswick, New Jersey 08933 THE INTERNATIONAL SEARCH REPGRT AND

United States of America THE WRITTEN OPINION OF THE INTERMATIONAL

SEARCHING AUTHORITY, OR THE DECLARATION

{(PCT Rude 44.1)
imondiion, 135 JAN 2020

FOR FURTHER ACTION  Sceparagraphs { and 4 belaw

Appbicant’s or agem™s il reference
IRISGI0OWORCTA

Iniewaitonal application No. }r;;ct_natiu_n;ai m)iug Qate

yrncsriidvear)
PCT/IB18/58098 i e 24 Septernber 2019 (24.08.2019)
Applicant

JANSSEN BIOTECH, INC.

%. @ The applivant i boreby notified teg the Insmational search report and the writtes vpintos of the Tmsrnational Searching

Aunthority have been establishad and are transmised herewith,

Filing of amendmenis and stafement undar Article 19:

The applicant §s entitled, if he so swishes, io amend the plaims of the htemational applivation {sue Rule 46)%

Wihen?  The tisne hmit for filing such amendments iz normally twe moaths Hom the date of tansmitisl of the internationsd
Garsly yepart

How?  Directly io the Intzmational Rureaw prefembly dnrongh ePCY, or o paper
The International Bursay of WIRQ, 34, chemin des Colombettag, 1211 Genevs 20, Switzeriand
{Facsimiie Nou +43 22 338 §2 703

For more detailed instructions, see the PO Applican & Guide, Internationat Phase, paragraphs 9.004 - 261§,

A ﬂ The applicant is haveby notfied that no internations] search report will be established and that the declavation under
Asticis 17033{0) 1o Gt effect and the »yitten opinion of the International Searching Authavity are transnutad herawith,

i {] With regard to apy protest sgainst payment of {an} additional fee{s) wader Rule 402, the applicant is netified thatt
the protest tugether with the decision thercon has boen transmitied (o the Interuatonal Roreavitagether with any request
w forsvaed the soxts of'both the protest snd the decision thereon to the designated Offices.
sy decision hay beer made vot on the protesy the apphican will be natified as soon ag 2 decision is made.

4. Reminders
The applicant may submit comraents on an infarmal basis on the written apition of the Internations) Seworphing Avtherity o
she fpternstionst Burean, These conpnents will be made available 1o the puldic afier internatonal pubdication. The nsrnativral
Burean wilf send 2 copy of such vompmienys to all designmed Dffices wrloss an infernational preliminny examination seport has
been ar is to be esisbliched,
Shordy after the expiration of IR months fvowm the priority dafe, the nternationsd applivation will be published by the
Irmemational Buveas. [Mihe applicam wishes 30 aveid or postpore publication. 3 nitice of withdrws! of the iternntiond applicauon.
of of the griority Slvtra, mus? reach the Internastional Burzar before the eompletion of the wehnical preparaiions fov intzrationat
pubficsiion {Rujes 908 and 90> 3). :
Within 19 munths fm the priovisy dae, b ordy i respect of some designated Officrs, & demand for interasationad prelimimay
examination mnst be fled HMthe applicast wishes tu posipone the entey 110 1he pational phite et 38 maonths om de prioiy
daute {in some Offtces even latar): othenwige. the applicun: must, within 28 weonths from the prionily dage. puefomy the prascoibed
acis for eatiy into the sationsd phase before those destgnaed Bifices. In resped of other designaaad Gitices. the iime imd of
38 mesnths for hney) wilf spplv oven i no Qaand s fied within 19 monihis. For detadls abowt e applicatde wwme i, Offtee
by Difice, see wivw.wipo.intiperoniestsilime_fimatsbint and the FIUT sppficants Gride. National Thapters,
Within 23 mnnths feavs the priovity date. the applicani may request that o supplementary internatiangl seareh be earvied out
by adiferent Imernatonal Searcting Authoriny e offers this service (Rude 438453 3, The prevsdnre By requesting supplensesiary
sncrntional scasch is described in the 207 Applican: 5 Gulde, Intermatinnal Phase. pavaguaphs &.006-8.032.

Nam snd mziling oddeexs of the IKAAS Authorized ofiicer
M3D Siop ECT, Ain: ISAUE Shane Thomas

Densiasivney for Padants
£ Box 1380, Alaxaadiiz, Viginis 33313-1a58
Faestmile Ny, 8712738300 Telephone No. PUT Halpsesk: 57TL272-8300

Fore PUTASAZZZ0 (rovizad fangary 2019
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Electronic Patent Application Fee Transmittal

Application Number: 16580509

Filing Date: 24-Sep-2019

Title of Invention:

Safe and Effective Method of Treating Ulcerative Colitis with Anti-IL12/IL23

Antibody
First Named Inventor/Applicant Name: Jewel Johans
Filer: Eric Dichter/Deborah Pishock
Attorney Docket Number: JBI6OTOUSNP1
Filed as Large Entity
Filing Fees for Utility under35USC 111(a)
Description Fee Code Quantity Amount SulL:’-STg(t:)l M
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 Suﬂ;rg(tsa)l in
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 1806 1 260 260
Total in USD ($) 260
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Electronic Acknowledgement Receipt

EFS ID: 40865379
Application Number: 16580509
International Application Number:
Confirmation Number: 7810
Title of Invention: Safe' and Effective Method of Treating Ulcerative Colitis with Anti-IL12/IL23
Antibody
First Named Inventor/Applicant Name: Jewel Johans
Customer Number: 27777
Filer: Eric Dichter/Deborah Pishock
Filer Authorized By: Eric Dichter
Attorney Docket Number: JBI601OUSNP1
Receipt Date: 16-0OCT-2020
Filing Date: 24-SEP-2019
Time Stamp: 15:56:33
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $260
RAM confirmation Number E20200FF57041504
Deposit Account 100750
Authorized User Deborah Pishock

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

37 CFR 1.21 (Miscellaneous fees and charges)
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File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name 4 < <
Number Message Digest | Part/.zip| (ifappl.)
463544
1 Non Patent Literature Adedokun2Ref.pdf no 12
24600d639933142a6237 1 eddb02f48dd2
76200
Warnings:
Information:
4285593
2 Non Patent Literature AdedokunRef.pdf no 21
d68473ac23544e5410017678514%02d 14|
S2dda
Warnings:
Information:
2501612
3 Non Patent Literature BaumgartRef.pdf no 16
{061de8cc1a3d8Sb7e7a7{e48030556¢0ed
2778
Warnings:
Information:
644326
4 Non Patent Literature BergRef.pdf no 1
bda33abecec? 108ce563caBeeB0d9534e 3
59855
Warnings:
Information:
263583
5 Non Patent Literature BrantRef.pdf no 5
a5392MexBe?89d50e4f0d411 25¢ X 2290
Warnings:
Information:
712529
6 Non Patent Literature ColombelRef.pdf no 14
bbS5206bb3613715§40d 312a7c00b 146800
aS8cd
Warnings:
Information:
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5669380

7 Non Patent Literature DaneseRef.pdf no 13
f3c630df8fe73%d be383cb319992a1ebdol
dois
Warnings:
Information:
1539131
8 Non Patent Literature FeaganRef.pdf no 13
€151736505a1e01d523b1610bcee3975354
05de3
Warnings:
Information:
296042
9 Non Patent Literature FeaganRef2.pdf no 15
Teede3727bebaZeScaded70c1 6alddacd3a)
far34
Warnings:
Information:
778558
10 Non Patent Literature GeremiaRef.pdf no 8
11512520d 7530 807 cef4 2407000714
3ele6
Warnings:
Information:
120803
1k Non Patent Literature HanauerRef.pdf no 9
bSac2n102acodb3Had05:461643a152¢
Warnings:
Information:
147013
12 Non Patent Literature HanauerRef2.pdf no 10
e4 2d4efffdbet2b60d21dalof6fd637e659)
bof3
Warnings:
Information:
4089372
13 Non Patent Literature JBIClinicalTriall.pdf no 148
205080004 1889H0035 ba 728dd 7 e Fchal 5|
9213
Warnings:
Information:
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3756577

14 Non Patent Literature LiRef.pdf no 56
Saae3a9de2eb18f116acda7bde6972930fc|
alee
Warnings:
Information:
153511
15 Non Patent Literature LoftusRef1.pdf no 14
2ee658¢9Tb 1 b4 fc46e0996887 2d56cek 8|
pral
Warnings:
Information:
105223
16 Non Patent Literature LoftusRef2.pdf no 20
f24ab22c2cf7095d 318528236 260c98(9eb |
4586
Warnings:
Information:
1500466
17 Non Patent Literature NeurathRef.pdf no 14
a759ab678b300e6b0007 35449603 b 110)
1367¢
Warnings:
Information:
3384246
18 Non Patent Literature NeurathRef2.pdf no 10
3212e542021608049217a004 2031595 eae|
Warnings:
Information:
166216
19 Non Patent Literature PappRef.pdf no 10
43176824554 df1e1c04b27d7395eea9%d bi6|
Ob1fd
Warnings:
Information:
1408483
20 Non Patent Literature SandbornRef.pdf no 12
0447077 90dd 564511586041 1947036044
b74c1
Warnings:
Information:
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556832

21 Non Patent Literature SandbornRef2.pdf no 12
f09%a112543e4831201d6Sbebleds9418b7
2643
Warnings:
Information:
795933
22 Non Patent Literature SandbornRef3.pdf no 12
3bxf00bd3505%Bdacab13d995aa380¢9 10|
43374
Warnings:
Information:
275081
23 Non Patent Literature SandbornRef4.pdf no 13
S64caasTed24aBe 1bi33adee0ae 10c05 e
3%
Warnings:
Information:
647752
24 Non Patent Literature SandbornRef5.pdf no 65
56627212045ad1119e96a8a31e239dd3648|
927%1
Warnings:
Information:
362803
25 Non Patent Literature SandsPosterACG.pdf no 15
€3e3007€016d91ba7 1a39443¢0706f57218¢
7eo4f
Warnings:
Information:
224488
26 Non Patent Literature SandsRef.pdf no 14
60861397640cS7p9db3faad 1 eSS5cédd9ass)
8792
Warnings:
Information:
1052973
27 Non Patent Literature SimonRef.pdf no 1
399793549 1027183021d460d 6dd 0all
Warnings:
Information:
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424137

28 Non Patent Literature TalleyRef.pdf no 24
8cf791533df075f2d béaBbOfE9800e64ecB4
8
Warnings:
Information:
1593779
29 Non Patent Literature UhligRef.pdf no 10
24¢593ecid 24879150d0ccce2a7710715e02]
7ic
Warnings:
Information:
1846367
30 Non Patent Literature YenRef.pdf no 7
3d19. 59119cB883etf9e
20546
Warnings:
Information:
1521703
31 Non Patent Literature YuRef.pdf no 12
2ace77acdB2265a%623a67d77e004859d
beatl
Warnings:
Information:
507590
32 Non Patent Literature AhernRefa.pdf no 10
21413084f2647309dd0beb47355dd7e6977]
2215
Warnings:
Information:
331828
33 Non Patent Literature AndersonRefa.pdf no 10
9732684e3cd 14ad68c7 191 X fch0003 31321
b00f
Warnings:
Information:
731042
34 Non Patent Literature DavidsonRefa.pdf no 7
B8J834 baOcBad7 LM feet Ac4e 52035054
eel?
Warnings:
Information:
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ClinicalTrialNCT02407236Cove

121772

35 Non Patent Literature no 1
Page.pdf
a713024aa3ae0c847def54093914fc6d43ch|
Warnings:
Information:
165279
36 ResptoOA01 pdf yes 10
b 3d1
bcel0
Multipart Description/PDF files in .zip description
Document Description Start End
Applicant Arguments/Remarks Made in an Amendment 8 10
Claims 2 7
Applicant Arguments/Remarks Made in an Amendment 1 1
Warnings:
Information:
109592
37 Transmittal Letter IDS.pdf no 3
195677of5eh7ad 2093340 S5 dadh 15 1h13
5300
Warnings:
Information:
198141
Information Disclosure Statement (IDS)
F 3
38 Form (SB08) 1449Form.pdf . no
934f2fbf4d9bf63240d77490bbb0d31761d|
Warnings:
Information:
This is not an USPTO supplied IDS fillable form
6574792
39 Other Reference-Patent/App/Search PCTSearchReport.pdf o 10
documents
9e9¢ 141 1e6e376130260184a11 92087040
1877
Warnings:
Information:
30711
40 Fee Worksheet (SB06) fee-info.pdf no 2
485 23bb7 cheatd 602d 72 781394 206 Y|
a3b6

BIOCON BIOLOGICS LIMITED

IPR2023-01444

Ex. 1036, p. 29 of 54




Warnings:

Information:

Total Files Size (in bytes): 50058803

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 receiptsimilar to a
Post Card, as described in MPEP 503.

New Applications Under35 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.

- A | Application Filed with the USPTO Receiving Offi

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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