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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):

Jewel Johanns, Devon, PA;
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Katherine 1.1, Wallingford, PA;
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Kimberly Shields-Tuttle, West Chester, PA;
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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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Application No. Applicant(s)
B . 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.

1.4} 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 .

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

3. 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) LJAl b) (J Some  *c) (J None of the:

1. [3 Certified copies of the priority documents have been received.
2. [] Certified copies of the priority documents have been received in Application No.

3. [J Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).

* Certified copies not received:

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

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

(3 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.(J 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)

1.4} Notice of References Cited (PTO-892) 5. [V} Examiner's Amendment/Comment
2.} Information Disclosure Statements (PTO/SB/08), 6. (J Examiner's Statement of Reasons for Allowance
Paper No./Mail Date 10/16/20; 11/9/20.

3.0 Examiner's Comment Regarding Requirement for Deposit 7. 0 Other .
of Biological Material

4. Interview Summary (PTO-413),

Paper No./Mail Date.

/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-
IL12/1L23 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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Application/Control Number: 16/580,509 Page 3
Art Unit: 1647

EXAMINER’S COMMENT

Patent Application US 2020/0262908 (claims 384 and 387) teaches the use of ustekinumab for the
treatment of UC. However, claim 384 appears to be focused on an ingestible device for delivery of
antibodies. No data has been presented in the ‘908 application which would make the instant 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 using a USPTO
supplied web-based collaboration tool. To schedule an interview, applicant is encouraged to use the USPTO
Automated Interview Request (AIR) at http://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 where this application
or proceeding is assigned is 571-273-8300.

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

/ROBERT S LANDSMAN/
Primary Examiner, Art Unit 1647
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Application No. Applicant(s)
16/580,509 Johans et al.
. . . E i A AlIA (First Inventor P,
Examiner-Initiated Interview Summary R’éaB'ElgirS U:it to Fi(le) Status "9
LANDSMAN 1647 | Yes 1of1

ROBERT S LANDSMAN "Primary Examiner
Eric Dichter Attorney of Record

Teléphonlcm

Date of Interview: 09 November 2020

Issues Discussed:

35U.5.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.

35 U.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 transacted 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
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JBI6010USNP1

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

follows:

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

[l 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/JBI6010USNP1/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
- 3 —
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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.

PATENT APPLICATION FEE DETERMINATION RECORD App“ca“°1”6§’5r8%°§ggt Number
Substitute for Form PTO-875 ’

Filing Date
09/24/2019

(7o be Mailed

APPLICATION AS FILED - PART |

ENTITY: LARGE [J smaLL [J micro

(Column 1} (Column 2}
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
(] Basic FEE N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
() seaRcH FEE
(37 CFR 1.16(K), (i), or (m)) N/A N/A N/A
(_J EXAMINATION FEE
(37 CFR 1.16(0), (p), or (q)). A i WiFe
TOTAL CLAIMS . "
(37 GFR 1.16() minus 20 = X $100 =
INDEPENDENT CLAIMS . "
(37 GFR 1.16(h)) minus 3 = x $460 =
If the specification and drawings exceed 100 sheets
of paper, the application size fee due is $310 ($155
Dgiii‘lf'?g(o)'\; SIZEFEE (37 for small entity) for each additional 50 sheets or
103 fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[CJ MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()))
* If the difference in column 1 is less than zero, enter "0" in column 2. TOTAL
APPLICATION AS AMENDED - PART I
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
- 10/16/2020 2E¥EAF'{N'NG sg'g\ﬁgisw PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
Total * ; Pe _ _
=[Toe 82 Minus | 86 -0 x 5100 - 0
4 * . ok
UEJ gg;jGerRePg%r;)t 3 Minus 3 =0 x $480 = 0
< [ Application Size Fee (37 CFR 1.16(s))
D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR
1.16(j))
TOTAL ADD'L FEE 0
(Column 1} (Column 2} (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AETER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
L | Total . ; s = -
= (S?CaFR 1.16(i)) Minus = x $0 =
2 [ independent . : = -
E (27 ggzepwi?) Minus = x $0 =
= () Application Size Fee (37 CFR 1.16(s))
(] FIRST PRESENTATION OF MULTIPLE DEPENDENT GLAIM (37 CFR
1.16())
TOTAL ADD'L FEE
* If the entry in column 1 is less than the entry in column 2, write "0" in column 3. LIE
* [f the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20". /LINDA HUMES/

*** |f the "Highest Number Previously Paid For" IN THIS SPACE is less than 3, enter "3".

The "Highest Number Previously Paid For" (Total or Independent) is the highest 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 Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS

ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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Approved for use through 10/3

PTO/SB/0BA (08-00)
1/2002. 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 collection 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 DISCLOSURE First Named Inventor Jewel Johanns
STATEMENT BY APPLICANT 222800 i
Examiner Name Robert S. Landsman
(use as many sheets as necessary) Attorney Docket Number | JBIGO10USNP1
Sheet 1 of 3
U.S. PATENT DOCUMENTS
U.S. Patent Document
! . = N f Patent Applicant Date of Publication Pages, Columns, Lines,
Examiner Cite Kind Code? ame ofcf ZnDee o ptp ean of Cited Document | where relevant passages or
Initials No! | Number (if known) ofClted Documen LAY 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,
Exari it Name of Patentee or of Cited Document gg:;g‘;g‘:;? rr:II:\\//::tt 1
Xaminer ite . q -dd-
Initials No.! | Office Numbert KindCode® Splenrt elieio. Dasument ey figures appear
OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS
Include name of the author (in CAPITOL LETTERS)), title of the article (when appropriate), title of the item
Examiner’s Cite (book, magazine, journal, 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).

1671 (2018).

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

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)

11(1):22-26 (2013)

Steven Brant, “Promises, Delivery, and Challenges of Inflammatory Bowel
Disease Risk Gene Discovery,” Clinical Gastroenterology and Hepatology,

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)

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

Sandborn, 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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Sandborn, 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 1:82-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.

Examiner
Signature

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 time 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 COUDPERATION TREATY

From the INTERMATIONAL SEARCHING AUTHORITY

T oseph F. Shists E}Q?

Johnson & .Jobnson

One Jobngosn & fefwisor Pleza
New Brunswick, New Jursey (8833
Unitad Statas of Amarica

NOTIFICATION £F TRANSMITTAL OF
A THE INTERKATICWAL SEARCH REPOHET AND

‘\'\‘?Hh V\'}H'i"f EN {}i’ﬁ\IO\i D}' I‘HF i*’«f"“E?{NA Y}i 5NA‘{.

 Sppleant’s oy agent’s Bile refercnve _
FORTFURTHERACTION  Seepavagraphs § and 4 Below

JBIBOTOWGPOTY
International applicstion Mo, Internatoanat filing date

fhaorsives) i . ; 3
POTARIDIAN0GE 24 Septembar 2012 (24.00.2018)
Applicant

JANSESEN BIOTECH, ING.

1. zgf The ant i3 herely aotfiad that the ineraations] seacsh teport and the woitten opinion of the Intvmations! Rsavching
Aunthouity have haen sxrablished and are ransmitied haveveth,
Filiug of ssrendoesty wnd statement sadey Article 19
The applicant iy cotied, #he sowishes, fo amend the claims of the International application fsce Rule 461
When?  The thne Soit for §lng sech amsndreeis isueraally tevo ronths frem the date of avsrmittal of the Intzmetions)
search TEgort.

How? Dirsothy o the Interuations! Bireau pr*&mbxy hyopgh «PCT, or on paper
The Intamations! Baresu of WD, 34, chemin des Colomhattes, 1211 Geneva 20, Switzesland
{Facshuile No.r 341 22 338 83 703

s 7.

For mere dotuiled nstructions, sse the PUT dpplicons ¥ Guide, Intemstionsl Fhass, paagraphe 5,008~ 9011,

2

The spgiicmzt is horeby potified that no intornationy] sewrch report will be established end thay the decharation andar
Asttehe 17a) 1o that aRvet and the writter 0 windtes ol e {ntoraanans Seaeching Avbority an gussmited hewswdthe

DEZJ

With regard fo ay profest against pavmess of {an) adsditions! a3} under Rale 40.2, the spplivent fe gotified than

i i the protest ingether with the decision thereon hes been tansantied fo the Intemational Bucsan together with any ragiess
o foraard ths fexts of both the privtes snd the desiion thereas tothe designned Difices.

B 10 decisiun has been minde yet on the prigsat; the applivant will be natifiad 28 soon s a devision s made.

.

4. Reminders

Thespplicentmay sebimit emmoiments on an Mdornal basis on the wiilten x}pini{m of ke bterrationa! Seavching Autlanity in
the Infornstionat Buress, These somraents will be mude available 1o the pablic alter snational publicaor. Thi Jntemational
Bureny wilt suad a copy-olsuch communts tu sl designnted Ofces wnlins an Ifesational prafimisery sxsmination report has
been-or 18 0 be ostablishad.

Sheily aiter the sxpivation of 18 months from the polorify date, the internaticnsl applicion will be pablished by the
Yrgemational Bareay, Hihe ;\ppmmx wishes 10 230l or postpine pubiication. ¥ aotte of veithdratu o the Ttematital spplication.
sr-of the priority Sl mast reach the Trpen swzonssf Bureau before the completion of the rechrdos! prapsrations for iternationsd
puah caon { Ryles Y0biv.d ansd Q0Hx 3}

Withia 19 menths fom the p,sa' iy e, b only In esxpet of some designed OiBees, a demand for nteenatisnal preliminarny
e\amnrs{vm st by filed (he appmazﬂ \sdshes to postpons the entey tnto the miionsd phase sntdl M pvssths frouvihe g
dute iy simne Hfftces evendater}y sihervise, the applicant whust, within 26 mvmm imw 1},( p} date. ;esfmm the gee
adix for vty ate the rssmmmi phase before those dosignated Offices, Tay sared Difces, o yme Bwited
-33 mamhst r sn i vt dervagd 3 Rled within 19 momsh Im & mxi:f a{'mxi the ﬁ}‘pi ble tme B, OQffiee
epftunsftime ‘mﬂtt« St anud the POT /;.9;. S f‘wm N mam} £ ha{«*e;\

Man g POT. A
Commissions: e Py

TSAII0 proviaad Jasusrs 30193
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PATENT COOPERATION TREATY

From the INTERNATIONAL SEARCHING AUTHORITY

- PR
T Joseply F. Shirtz PC E
Johnson & Jotmsin

One Johnson & dohnson Plaza : .
' 1 : NOTIFICATION OF TRANSMITTAL OF
da & N, DNew Jdarsey : "
New Brunswiock, New Jersey 08833 THE INTERMATIONAL SEARCH REPORT AND

i tates of i
United: States of Amelics THE WRITTEN OPINION OF THE INTERNATIOWAL

SEARCHING AUUTHORITY, OR THE DECLARATION

(PCT Rule 4.1}

T 13 JAN 2020

Appiscan S or s sgents fils reference

JBIso DW‘C*P T FOR FURTHER ACTIONR  Bec parcgraphs 1 and £ below

Internstions apphoation No. Inernational Bling dats
{depmonthivear} )
CT/B1R58098 24 Beplember 2019 {24,08.3018}
Apphicerg

SAMSSENR BIOTECH, NG,

f’Q

§e @ The applicant iz hevtbey suiified thay the intornatosal search roport and the written opirdon of the Dienstional Ssarvhi:
Avthnity have baen estabBished and sre trancmited horewidth,
Fifeey of neendments xnd statoment ymder Artied 1% )
The apphivan s snbtiad, i he so wishes, 1o ameand the claims of ths Itemational spplivation {ses Kele 44)
When? Thetime fimit for Hling spch amendmanty s nomually hwe months oo the date of transmitel of the Intemaiionz}
sERrchssport.
Hew?  Dirsutly o the International Buresn prefeoratly throvugh PO or on paper to
The ltemational Bareaw e WIPQ, 34, chamin das Colambattss, 1211 Geneva 30, Switzertand
{Facsintile Neo +4Y 22 338 82 7%

For muny detailed instructions, ses the POT dppdicant 5 Guide, International Phase, pavagraphs $.004~ 5.011

Ej

The appiicant is hershy notificd that no ternational search wepont adfl be sxfeblishad and thay he decksration vnder
Article 17232} 1o tha offent and the writies opinton of the Interantional Searehing Anthorily ave transadiied havewith.

X Ej With regard fo any protest against payment of {an} addittons! feefs] wader Rale 48,2, the spplivast fs natifed dug
{3 the > prosedt tgethier with the decision thereon has been fransaiited 13 the Infernaticas! Bursan togethue with any r&cguess‘
i forward the textx of buth *?s:: protest and the decision theveon in the designated Offices,
i nodecision has been made vt on the protest the spplicant will be potifiad 33 suon as a desision Jemade.

4. Reminders
The applicant mey subwmil comments on 53 fnfornud basis on the vritten spluton of the Internation] Ssarching Authoriy o
the Tnternationat Barean. Thess corsnents will be made availsble to the public afier intemational publication. The Isternatiansl
Bureaw will send a zopy of such sopwasns 1o alf desigrated Offces prdess an inferpationad prefiminsry examination report has
Heen of s o be wstabiished,
Shortly after the expieation of I8 months frem the primity date, the in(anm{isnzi applicstdan will be published by the
Tntsmationad Busean, I the sppitcant wishes 1o senid o zzmgune publication. s sotive o withsdvewal of the ntzmstional ap;,ur.aimn.
o of the priori w chainy, sy reach the Inmevnstion n{ Rurean beibre the completion of the rechnica} preparations for ormational
publicatdon (Rules 906.) spd Gks.3).
Witin 3% winnths frow the poonic dete, but aply i respeat of sowse fses;sn'uad Cifices, a dumand for Intemmational prelun mzuj,
exargination must by Bled if the ;a;,pis-.du- wishes 1o postpene the ealiy into the nationsl phase until 3 manths for the oy
shate {in s Uifices oven Iater); otfenvise, the appdicsnt sy, withis 20 mowths fram the priariy dute, prrfonm the preseribed
acts fw entry o the nrtosal phase befors those desipnated (fines. Yo respeet of nther Sesigmnegd Ofilces. the time Jns of
34 wisrihs (c:r stevhaiil epphyevern if up demand §s5 filed within 19 months, For detsds abaii the applic & ity D foe
by Office, ses vy wipi ntpetieadoxtstime_limits himl and the POT gpsdicant s Grdde. Mationsl Chapters.
i rguest that a zepplenentavy interastional sesveh be carried sut

Within 22 nsonths from the priority date, the applicantway
by a different nter: hauurmi Seavehing Authority that offers ihis seevice (Ruje 454651} The prosedure Tor reg ag suppleentany

imermmicnnt seaveh is deseribied i the FOT “appiivose s Guide, {ternnsonsl Phcm,. pragraphs 80053038,

Navre znd msiting address of the 84878 Asgshorized ofiicer

Al Stop POT, At SARIE S "
Commissiness o Pateris hene Thamss
O, B 1458, Slexan
Fasimile No. ST5E72

Virgints 22313~ 1450
SR Telephone No, PET Helpdesk: 71272

f/)
i
5

Forsa PCYAS 2 frovised damumey 2019}
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PATENT COOPERATION TREATY

Frovn the INTE R\‘AT‘"O”J AL SEARCHING AUTHORITY

1 T Joseph F. Shirtz i ; P CT

Jotmson & Johnson
e e NOTIFICATION OF TRANSMITTAL GF
Uniited States of Pt THE INTERNATIONAL SEARCH REPORT AND
bl THE WRITTEN OPRNION OF THE INTERNATICNAL
SEARCHING AUTHORITY, OR THE DECLARATION

(p{::'g Rule 44.13

ate. i \smzslma

SRS 13 JAN 2020

Apphicant’s oy agaat’s fils relorence == » Y

JBIBOIOWOPCTA - FOR FUBTHER ACTIGN  Sen paragraphs 1 and 4 below
Internations) applcation Vo, B B S };;;r;; ; ;‘Q}{Qﬁ ;“; ting dat

POTHBY 3»’5 3083 i R 24 "\’eptemher 2018 24.08.3019)
ég})‘:\dh, VVVVV .

JANSSEN BIOTECH, INC.

E % The apghcaat 3s hL(Bb‘,‘ natiffed that th ineraational gearsh soport and the Welltean opinion of the intema tmns} Searching
Antharity have been efiablished and we ransradied ferawith,

Filing of wnendments and sintement apdor Srticke 15 :

The applicant iy antiiled, ke go wishes, to mnend the clsims of the Internanional spplication (see Ruls 48):

When?  Thetime It for filing sach amendments Isnormally tvo raanths frors the date of transniital of the fmsmitionat
soaveh seport.

How?  Dirsaily to the Intemationa! Burcay prefemshly throogh «PCT, or on paper to
The Inernationat Bureau of WIFQ, 34, chewin dos Colawdetes, 1213 Guosvs 20, Switzerdand
{Faesimile Neo 41 22 338 82 70}

For wore detailed instructinns, see the POT Appliayy > Guids, Inferasgions! Phase, pavagraphs 3.004 — 201§,

b ! Tha applicant iy herehy notificd ihat ne isterantional search repot will be cstabdished zud fhat the dechwation vaidsr
Asticle 170e) 1o that offect snd the weliten opinion of the Iniwrnationa!l Searching Suthorliy are transimiied herewith.
3 m Witk vegard @ any protest agsinst payment of €an) additional fze(x) ander Rule 40.2, the applivant is potified thsy
the protest togathes with the 3scision thereon has bﬂ’n franeraitied to the Tusrrational Burcaw togethorwith say regnest
o farwand the sexts of bath the protest gud the decision thureon w the designaed Offtess.

L1 nodecision bux been made yet on the protest; Whie spphivant it e notiBied as soom axw decision i made.

4. Fenvndery
The applicant may suhwit comments o aa informas! basis on the wyittas spision of the Infernutinngd Searching Authority i
the Interantional }}m N Iiws: wammnants will be made avatlable to the pablic alier iniemational pubdication, T fie Faternaticnal
Busgan will send 3 # coraments 1o ol Qesipnated Offves anless 3p internudonal preliminary Sysminstion repoit bas
froen or s fo b es i
Shorndy afier the expieations of I8 wionths froms the prisvity date, the infernational spphention wiff f puldiched by the
Irisrpaticnal Bureaw. 1 the applivant wisheg te aveid oy pasiposs publication. 3 poics of vithdransad of (e intomational ';m}xc\mm
or of the priveity olaim, must reach the ntumational Bueesy before the complenos of the ieehniuad preparations for intemationa
publivation (Kules 808is { and 30b& 31 ’
Withm 19 manthe fow 8§ ;:riuriu Gate, but only o respest of stune dizsignated Offies, » depwand foy intesunticasd peelin
2ysinigaBon st todt i the applican: swishes te posipore the sptey inte the national plase mstﬁ *{i mtmths fmm she Pt
dad n sowme (ifices sven Tarery otherwise, the spplivast must, & ittile 28 wonths Fom ¢ ; seribied
acty for entry inte the nationst phase bafore thuss wnnied Dffices. Inveapect of the mm, fimi of

3% msanids {or ke v will appiy eves i g demand & filed within 1% months. Pore abat the appm(t S (rmc Hmis, Otlice

o vV Wi InTperitadexts e imis hund and e PUT dopfian : Nutional Chapiess,

Wihthiin I3 rgomibs from tha g'mm ir dage the applicant ARy rRgese ihat a supplasentary inter nxtiosst seeneh be carried am

iy wdiffeeont Intomationsd Seavching Avthorky fhat effery this senvive (Rote 235 1) The procediny for Fequs( g supploverary

nteenpional sesvol i deseribad in the SO Spfican s Guids, nternational Fhsse, paregeaphs 8406-8 832

%

Narre and maéii’ing. g.dxcw o s ISAUS Authorizad offteer

Mail Siop POT. A
£om § d
PO Bor 1458, Alerns ;.ue, Vigiie 283133 ]
Facshoie Ng, 8712738509 Te}ep‘ume Mo, FOT Halpdeel: STL272.4300

Fosra PUTTISSER0 g

Shang Thomas

Bed Janunre 2019
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PATENT COOPERATION TREATY

Froyg the INTERRKATICNAL SEARCHING ALITHORITY

Joseph F. Shirz

Johnson & Johirson

O Johnzon & Johnsun Plaza
Maw Brunswick, New Jarsey 08833
United States of America

PCT

NOTIFICATION OF TRANSMITTAL OF
THE INTERNATIONAL SEARCH REPORT AN
THE WRITTEK OPINIOIN OF THE INTERNATIONAL
SEARCHING AUTHORITY, OR THE DECLARATIN

{PCT Rule 44.13

Dae of mailing
{dav/mpnthiveas)

Appdicant’s oo agent’s file vefovencs
51 2

FORFURTHER AUTION  Ses pasagraphe | and 4 below

JANSSEN BEXTECH, INC.

IBIBOTOWORCTY
Intemational applisaton MNa, Yniersanonat Ming date

; {nmonthiear) . g B 6 :
POTAR1S/S8008 24 September X8 (34.08.2018}
Applicst

seavch rapart.

The Internat

§. Remiwders

the hutersions) Buos, Thase cor
Bureat will send 3 copy of &
corgais 10 be sstablished.

psibik atian {Bulzy B35 1 amd 90&i2 3

vugmsation must be Rizd i the applicar

3% menths {for aer) wil
by Gilize, see ww, \,mgm.

forn! Buessy of WIPH, 3
{Fagsimile Wo: +41 32 338 82 76)

For wore defailed tnstructions, ses the PCT dpplizant’s Guids, Internsiions Phass, paragraphy S804~ 3011,

X {:} The applican: 35 htreby antifisd ths ne fmemational sswel sopodt will be osteblished snd thay the declavation under
Artice IT0A) o that affect and the witten opinion of the Imernatona Ssacching Auth

Within 19 menths o the prioxny d-é" e, bt only in ey ;

wishas to poasipon sh: c;‘tw wio it e apiaas] phase

Jate 3 some (Hhots even Inter)s othermse, the gpplicant must, w Rhin 28 msnths & o the prioviy date. ;\ufmm (%e )

asts foreniry n the 'mmmai plase before those designated Qffives, o vespeat of “othes de :

ween zi’ ‘m dem‘w‘i ;>§ d within 19 months hkr desaite about the spphicable tme
: i atnd the "{ ‘sl“;z‘fh s b Eddte. Nationat ”hdpms

N
A8

.m‘mm*mnd :z.dzch is d suihr*& it zhﬂ oy u,::’,w ('(m! ¥ &;«:de, f.qtt.rn‘\ts(nm § .,zasa’, mz mmpiw & O‘kfsvb L33

1. T npglicant 1S horehy @otfied bt B isztux atinal seach repoit and the writfen :*pmm rxf ihe in*an xationat ‘Saarchm\
Axthonity have been eitabiished and are Sansmited harowith,

Biling of onembaentc and sitomant pmier Artiely I9:
The spplicant {8 eatiled, if bz 5o wighes, (o amend he claiiny of the falorrational spplivation (see Kule 461

When? The ting Bt for filing such amsadments is nosnally twn masths fora the daig of transmdual of the intemstinnst

Hew?d Directiy to the Intorsaons! Barosy praferably theough e}_‘{:‘}'} OF QR PARYE 1T
4, chenin des Colnbetios, 1211 Geonoya 280, Switzeriand

{iy are wanssigsd herowith,

3 B With rogard i3 any profest against paymwent of {snY additicas] fin{s) under Rule €12, the spplicast is wotified thap
{:} the protest segather with the desbsion tuicon has heen tanzmitiad o the Internstions) Bursan iogether with suy raiguest.
~ to Sorward the texts of batl the protest mmsd the dep

no deaision fas been rasde Yot on theprowst) the applicant will be notifiad assoon as 2 desision s made.

i therend fo the designnied DiBces.

The spplicsntingy sabmit comments fn an Inforal baghs onthe serflten apinian of the Internations} Seavching Anthority 1o
meesnts Wil be vt availsble w the prblicaltes ntenvgionst pui*?mﬁiara The
b comiments to o) desigeated Ofices wairss as Intemationat iy sxeminstioes mport has

et ioned

Shontly after the c\psmnun of 18 months fom the prievify date, the Biornationsl applinstiung will be publisbed by the
in\an,s»cﬁai Rwpeans, Wihe mpl {raril wishex 1o avord or poatpane pablication, snotice of withdraws] of the tnterational sl
ov of the priasity clainy, must seach t%s:: Ja emeh.amdt Buresa before the completion of the teohinical preparaticns i interasticnst

Mume and maiting addvess of the 1RAAIS
Mgk Birp POT Al 184002

Conimigsionsr ior Patani
POy Box 1858, A L Mbginie EETE- 1450

Fyonimibe Mo :\'1».‘:,\,«)»5'!"

Antorized ofesy

Shane Thuroas

Tolephone Mo POT Halpdesh: 8732728300

Form POTASAMRZY Grovised Ry fmm
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL SEARCH HEFQRY
{PCT Article 18 and Baleg 43 and 44}

Apphicants or agant’s e safersnce ' FOR FURTEER ACTION

JERGIOWOPCT see Porm PUTASAL2Q ax well s, where applicable, om ¥ below
{nternsional application Mo, Trernational Aling dute (owrantiveary {Earliest) Peiovity Date daymontivveant

PCTABTYRSO8R 24 Beptember 018 (33.08.3018} 24 Bopteniber 3018 {32.61.2018)

Applicant
GANSEEN SOTECH, INC

This intersaticaal seaveh soport bias been prepaced by this Infersationsd Seavefing Avthority and is transuitted o the applicant acrording
to Article 180 A copy iz being ransmitied to e Inamational Buvean.

k3
is

Thiz imornations} seaveh regat conzias of 3 totad of 1 sheess.
i § it ix also accompaned by 3 copy of each priod wi docureent clied In this report

i, Rasts of the report
a With regard 1o the language, the fatomational search was carried owt op tebasis off
[‘gﬁf the inferasiional application fn the Jasgaage in which it was filed.

atranstation of the intzmationsl applicatisn isfo whicts is the lenguage of
3 fransintion fornished for the puposes of international search {Rules 12,3045 and 23 8HED.

k. B This internsional search report has bezn astablished taking inte aveount the rectificaiton ol an obvious mistake snthorized
b or potified fo thiz Authority under Rule 91 {(Rulz 43686563}

o I Wit vegard {9 any anpcleotide sndior poaivn zoid xegaenee disclosed 10 1he international application, see Box Wl L

o

Certain eiaivas were found pnsoxschable (see Box Mo, ).
3. {1 Unity of invension is Iacking {see Bux No. 1.
A, With regard wo the tithe,
% . 5.3 5 N
lz;'j the toxi Is approved as subwiited by the applicant.

§ ; the text bas beew estabdished by this Anthority (o read s follows:

5, With regard s the shstract

E/g the text is approved as sabsmited by the spphsant.

P Rox Mo 1Y

L SubEn oo

pticane may.

L iz gext has boen estat . socoyding to Bute 38.2, by this Aud
% Ashosity,

withibrone month fom the date of maiting of this ntemational sea

&, SWithregard tix the deawings.

e Nay.

a. thefipure of the drawings tebe pubdished with the absiract 33 7

:pesied by ihe spplicant,

I i as sefecied by ihis Audwres, heon

se the apphicant failed o suppost & Baure.

s i nvsniion.

v hiecpuse this figurs e charas

be pabitished with the sbstract

Form POTASAZLE fhirst sheets Quly 20898
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INTERNATIONALSEARCH REPORT Tetwmationad applivation No.
- PCTABTVERONS

Box Mo, ¥ Naclestide and/io srainyg 3cid seguencdfs) {Continsaton of tam L of the fivsiabesty
1 Withregard to sy nuclaatide andfor snino scid sequence disefosed In the Internaticas! spplication, e internstionsd sxarch wag

carried opt on the basls of s seguence Haing:

. ;E Toreedng pact of fhe infornational applteation asfled:
in the form of an Antex C/ET.25 text file,
D o paper or in the far of an fmage fls.

fr furnishied together with the internsticnal spplicstion vrdey PCT Rule §en s} oy the purpesies of intornational searchs
sdy in the form of an Anney CIAT2S fextfile

T, [} Tareishid subseguent i the Internatinust filing date for the prpasss o {ssernational search onlyr
1 ] Incthe form of en Annex £78 123 text §le (Rule 1 3den 1),
i ' l ar papey or fo the Toom of an imege fle Bade 1347 1{b) wod Administrasive fastnetions, Seetion 713%L

4 In additior, in the cuze that mere than ong versiss or copw of 3 sequence {isting has heen ffed or frnished, the regnived

stateements that the infurnation tw the sbsequant or additional zoples Is identival to that forming pav of the application as
filed or dogs not go beyond the spplivetion as $led, as appropriate, wore fwnished,

s

- Addinonal commeniy;

shess § 11 fduis 2089}

vy POTAS AT tconsimmicg of

Samsung Bioepis Ex. 1036
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INTERNATIONAL SEARCH RETORT

Taisrnations! sppHicaton Na,

ROTAZIQPA80E8

A, CLASSIFICATION OF SUBECT MATTER
PO - ABTK 39/395; COTK 1680244, 14/84 (Z010.01)

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

Avearding o Fssmationsal Fdieils Classifiestion (TPC) or o buth n«z!mna‘ clagsification and 10

B.  FIELDS SBEARCHED

Mim’mnm daczsmm;’mm searai}ed {xdussificstion systiem followad Wy clussifivatics symbolsy

Bee Saach History duocument

Docvmentatics sxarsud niher thasg mkimum documentation to the exient that vech douanents we inciuded in the fields searched

Sas Sarrch History document

Elecronis data hnse cong fiies:; during the ten
Seg Search History Jotumend

crntinnal senrch {nume of deis by and, wheye practivable, search teems ued)

€. DOCUMENTS CONSIDERED TO BE BELEVANT

Category® Clation of documsnt, with Indication, whers appro

poiate, of the ;"iﬁf‘\)ﬁni DRSFHLLS Retevant to oludm Mo,

% {IAMSTEN RESEARCH & CEVELOPMENT, LLV; A 8t
of Ustakinumab indiction and Meinterancs Therapy in

t.-
5i12, paragraphs 27

<1§;§§ps:lia§rrs:f_-a-ln
F2, pavanpaph

i US 200843 1B 1027 AT {DAL MONTE, # et al} 18 July 2008; peragraphs {0076]; clain 3

Active Uloarstive Cofitis (UNIFTL 13 August 2518, relieved fram the intemaet
QUVAANSHoW R TORAGT 238> on 18 Danamber 201, pages 1-120 pags

1y 1o Bvahats the Safety arsd Efficacy
Participants With Modeatety to Savarsy

13, 4713, §M4/1-3,

FAI-3, THUST-Z,
BITIBI4I1-3, SRS,
TNRI7I6I441-3,
YT
?3;’5&"’ I8¢ '3

PHTIBIAT 13,

'f '3/9/'}" TSR3,
1871604413,
YEIITIRRIER,
FRQITIGHIF4T,
IRBITIGAI-3, 152,
BBAGZL 232382,

QIPR2Y, $B1831,
FE119-21, 2The2t,
2BQ21, 2918-51,
311821 1821,
22824, 333

1—3,4!3"3, Fi4m 3
SRT-T, PEI4H1-],
8{: %(S:“! 2 9P!(3?é}1~3.

Fusther dosaments avy Hisied n the continuation of Box O

; E St paent Family anpex.

* speait omegnries of oiied dovumens:
A iing thageneral stz of thear whieh ix fue wonsidered

bss b 0f PRIICUIET rede vanos

dosument dued by e sppdicant i the internsniona! appiivetins
sartier spphicatian of preess B pubhsbed on ornfter ihe imemativnal
filing daie

o T docmnm( Mu:h wiay Whrawy dohis sa priosiy ciaimiy) or whiefs
e publication dwe of asober cieainn se ather

ARG IG AN ﬂm} disciszore, use, exhibion u salrmcsns
- Rling daze b fater (han

o wﬁufﬁ ¥

sprament pubdlished prioy o thadmesntio
i prisagy qaw clsined

fater dot u'n N p-xp*sﬁim} afier the mtevsationnd filtne sdate aepwionty
saix and no i conliiet wigk the applica bt chest 1 updensiiig
the gringiple or thensy widerlying the nvention

X™ doroment of genticuisr ratavance, whe claimeg m\:i‘m'é:im samet he
crasidered novet @ Sannotboy sm“dw:\u 35 mvalvEan wventive siep
whiess 3w documens is taken sfone

% of pantizigdar ﬂhit‘\‘aﬁcc the Thimed Iyamay Casssst
&sief. i invahve g inveimive Sl When ihe docmen 8

Rh one wrmgre wdher mch sSocsmants: sl cuminnvton
% shifted i ihe any

e of the actunt complaiios of the witgrratdons) sepeh

coven

20 Decermher SR 2012218}

Paie of maiiing of the internatipnal s

13 JAN 2020

1Y ropart

Same and matling wdivees of ta 138838
Nalt Blop FOT. At 1847UE, Tonrnissioasy for Paisnis
O Box 3553, Aexaneie, Virgids 83131450

ey

iawmxk Wy BT 27348300

Avthorized siticer
Bhane Thoamss

~dugimng N POT Helpdesk: §73-27249360

Forg P J230 Exetund sheet) fluly 23
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INTERNATIONAL SEARCH REPORT Ttemnationsl spRostion Mo
PUTHB19/58008

T (Comtimugion),  DOCUMENTS CONSIDERED TO RE RELEVANT

Caregory” Citation of docament, with indication, whiere approprivte, of the wievant passages Relevant to glaie Mo.

1BITIBI4N -3,
LTI 3,
BRI,
BTG,
TTAITIGINS,
1743, 1901,
2HIGB, 23722019-51,
2471024, 251591,
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PATENT COOPERATION TREATY

Progn the INTERNATIONAL SEARCHING AUTHORITY

PCT

To: Joseph . Sivirtz
Johnson & Johnson

ek e e A " NOTIFICATION OF TRANSMITYAL OF
e s o s ety THE INTERMATIONAL SEARCH REPORT AND
Ak THE WRITTEN OPINION OF THE INTERNATIONAL

SEARCHING AUTHORITY, OR THE DECLARATION

{FOT Bale 44.1)

Das of e 13 JAN 70720

- Applicant’s or agaut’s file refarence ;
FOR FURTHER ALTION See passgraphs 1 and 4 belmy

SBIEOTOWOPCT
Tatemational applicstion No, ‘ - Interaational fling date

{Bayimondveas} A . 5 K
PCTARTS/SS028 24 Septentber 2018 (F4.03.2018)
Applisant o

JANBSEN BHOTECH, INC,

TEEN 3 S es
1LY The apleu“w is heraby notified {hat the interantional azarc}; mpari and i w-*att::z“(s;‘ﬁ\a‘itzn af'ths Intsmations) Searching
Authority heve been satablished and are travsitted herewith. o .
Filing of smendmenis and stefoyent axder Artiel 18
The applivant Is entified, i be 5o wishes, to gl the clatms of the ms*matmre& spplizatio = Ruje48)
When?  The flme Bradt for fillng sush amendunnts i5 sorasstly bwo raonths fom the date of tansmittal of the inyrationst
seareds raport. :
Hewr? Directly to the Intornatonal Baresu preferably theongh «PCT, srtm pagsr 83
The Internationsd Bursss of WIPQ, 34, chemin dow Toiunshe ftcs, 1211 Geneva 20, Swizesiand
{Facsimite Now +41 32 338 82 70%

For miore detailed instrustions, sae the POY dppficontd Guide, Intemstionsl Phase, purapraphs 9.004 - 3,011,

> [3 The app}.a:arti is hereby sotifisd that o internationad scarch report Will by sstablished wnd fhat the declarmion under
Avticle THHa) 1 hat effect aund fhe wiilten vptaion of the Internstianst Searching Authority are transmitied hsrowh,

3 D With regani o zuy prafest agains payment of {3n) additions] foefs) nnder Bule 4022, the applicant is sified that:
i | the protest fogather wish the deciston theveor fus beontomumiued to the Inteimational Burean togsther with atty svguest
o forwand fie texts of both the peotest and the decision thepzen to the designsted Ufices.
no decizion s been nuiade yet on the praotensy the applicani will be amifind as soon 354 dovision is wads

4. Renuinders
The applicantmay sebrit comnents on su fnforms basis enthewritten apiuisn of the Intrrnatons) Rearching Authosity o
the Tntermationsd Ruveaw. Thste commmens sill be made svailabiz to the public after International publication, The intarriatioal
Bureaw il send & copy of stich comuments o 3k designnied Difiees unlesg an mierrational prehrinery Sxsmitation teport deg
besn o1y 10 by established
Bhetly after the C\mraaun of 18 mnushs frowm the prierity dute, the Bisrssiionat apphcatmn will he pobiished by e
hien“éuoww Buyeww. T iheapplicard wishes tovid or posipons puablication, & nutice of svihdrawal of the intomational spplictivn,
af ufthe priovity claim, must mach the §nfs:r’mhoriai Buresa befors the completion of the toehnival preparations for Intrebticn
publication (Rales 80&s. | and 888 3%
Within 1% months o the prioviie date, bt ouly In respest-of soime designssed Difices, & m:numa for Fetumatisns] prefimionry
exaraination must bz fled i the applicantwisheste ; sipone the entry wio e natansy ghsse vt 3 vomehs foom the privriy
dite (in sore Oifises even latorh otherwise, the appl fosed
acts for sntry fnte the nationa! phase bt‘imr‘ those di s
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(,.....
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PATENT COOPERATION TREATY

Frows the INTERNATIONAL SEARCHING AUTHORITY

T Joseph F. Shirtz g QT

Johnasan & Jotmson

Cna Johnson & Jobnson Plass

New Brunswick, New Jersay 082333
Unitted Siatex of America

NOTIFICATION OF TRANSMITTAL OF
THE INTERHATIONAL SEARCH REPORT AND

SEARCHING AUTHORITY, OR THE DECLARATION

{(POT Rude 44.13

THE WRITTEN OPINION {3}? THE INTERMATIONAL

DL 13 JAN 2070

A p;o.ﬁé;mt’s or ages fils reforence

JBISGT1OWORCT1

FGRPURTHER ACTION  Scoparagraphs | end 4 below

Intewnanonal application No. S ' Intepational Hieg date
38

{dayincrhivens)

PCTAB1G/58048 24 September 2018 (24.08.2019)

Applicant

JANSSEN BIOTECH INC.

ki

Lt

&

§:>§ The applicunt s boreby nuetified Qug the Intamational soarch repont and ‘the written opinien of the Uinsrnatonal Searching
i been entablish

Anthiority b g and are transmiticd herewith.

Filing of amendmonds and stdament wnder Avtiele 19

The applicant iz gntitled, i he so wizhes, io wmend the olahms of tae hiemational application {3ue Rule 46

When?  The tisre Hmit fo filing such smendments 3 normasiy tve months Bum the date of tanmitisl of the intereations]
saesirepat.

How?  Dicectly i the Intzmational Rursau prefambly tirough e FOL, oran parr: K
The International Bw zw of WIPQ, 34, chemin dey Colombettss, 1311 Ganevs 20, Swinzeriand
{Feaexbmiis Mo +43 232 338 82703

For move detailed fnstractivns, seathy FOT dppHeanrt Geide, Internatinnal Phase, parsgraphs 9.004 - 2011,

E} The applicant 1§ haveby
Astivis P2 i ut @

aptified that ne inteenations] seacch report vl by satablished and hat the declarstion under
and the »yitten opininn of the Irternadonal Searehing Authority are transmuniad hesewith,

. {:} With regard fo any prafest against payaend of {an} sddi@ional fee{sy vader Rude 403, the applicast is notifted that

2 } the protest togesher with the deciston theroon has boan transmitiad to the Tuter
o forwaed the sexts of both the provest snd the decision theyeon to the dest

I % sr-decisien by beor made vet an the protesy the apphcat will be patfied as oot 35 2 decision is made.

! Rursan together with my request

. Reminders

The applicantmasplunit compaents on w nfarmal basls on the weitter apiwion of the ntgepationsd Sowrvhing
she fntersationst Burems,. These conpments will be made svailable jothe pubdic afier international pubdication. The nernational
Burenn wilf sersl & copy of such commens w all desiganed Offices wnless an infernational prelivinwy examinstion seport has
been ot i3 to be esisbliched, )
Sharily afier t‘ae S xrazm‘\ oi !X mom‘hs frpra the priovity dute, the nternations! applicstion will be published by tfﬁ.
Frst i or pasipons putdicaticn, saouice of \v;;.vim*\'.s off me nmm;m at i
t)mm, zm} pcmh 1} ¥m m,snufsai Buarzat before e coppldetion of the e
pubfivsios {Rubes 9081 and 06530

Within 19 maath n e priovity dase, bus ordy i respect of some designuted Ok
examination wmnst befiled the applicast wishes W posipor e entey inio the pational ph
date S rome OfRuas oven fatery sthervdse. the xmp i S thin 20 wonths fom the
ais for eatry inda the nationst phase before those destgamed Oifives. In reapect of o
34 menths {for huer) wil v even o dersand is filed within 19 ot
by Diflee, see www adpadntiporienfinstsiime_imasbimt ans
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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 under 35 USC111(a)
.. . Sub-Total in
Description Fee Code Quantity Amount USD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Sul:’-;rg(t;)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: JBI60OTOUSNP1
Receipt Date: 16-0CT-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 L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)

463544

1 Non Patent Literature Adedokun2Ref.pdf no 12
24600d6399333f42a6a371eddb02f4f8dd2

Warnings:

Information:

4285593

2 Non Patent Literature AdedokunRef.pdf no 21

d68473ae2354de54f0e176785149a02d 14f)
2dda

Warnings:

Information:

2501612

3 Non Patent Literature BaumgartRef.pdf no 16

f061de8ccla3d8sb7e7a7fe48b30556e0ed
2778a

Warnings:

Information:

644326

4 Non Patent Literature BergRef.pdf no 1

bda33abecec71b8ce9663caBee80d9534e3

Warnings:

Information:

263583

5 Non Patent Literature BrantRef.pdf no 5

a5392ffec8e989ad50e4f0d4f125e3c22c901
ddf

Warnings:

Information:

712529

6 Non Patent Literature ColombelRef.pdf no 14

bb55296bb36f3715f49d3f2a7c0bb 146800
a58c4

Warnings:

Information:
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5669380
7 Non Patent Literature DaneseRef.pdf no 13
f3c630df8fe739adbe383cb319992alebdb
Warnings:
Information:
1589131
8 Non Patent Literature FeaganRef.pdf no 13
c151736505a1e01d523b1610bcee897535:
05de3
Warnings:
Information:
296042
9 Non Patent Literature FeaganRef2.pdf no 15
Teede3727be6a7e5ca%ed70c16a14daed 3a|
fa134
Warnings:
Information:
778558
10 Non Patent Literature GeremiaRef.pdf no 8
1151252bd753aeb8cc0c7ce64240700e7 14
3ele6
Warnings:
Information:
120803
1 Non Patent Literature HanauerRef.pdf no 9
bSac2fb102acbbdb39fa405c4616d3a152c
Warnings:
Information:
147013
12 Non Patent Literature HanauerRef2.pdf no 10
e422d4efffdbe82b60d21da2bf6fd637e659)|
bof3
Warnings:
Information:
4089372
13 Non Patent Literature JBIClinicalTrial1.pdf no 148
905b80a04ef889b0035ba728dd75e9cb6f5
Warnings:
Information:
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3756577
14 Non Patent Literature LiRef.pdf no 56
Saae3a9de2eb18f116acda7bde6972930fcf|
alce
Warnings:
Information:
153511
15 Non Patent Literature LoftusRef1.pdf no 14
2ee658c9fb1bf2f4fc4609968872d56cefcs|
22b
Warnings:
Information:
105223
16 Non Patent Literature LoftusRef2.pdf no 20
cf94ab22c2cf7095d3185a8a36260c98f9%eb
Warnings:
Information:
1500466
17 Non Patent Literature NeurathRef.pdf no 14
ca759ab678b3b0e6b0b07c35a449603b110)
Warnings:
Information:
3384246
18 Non Patent Literature NeurathRef2.pdf no 10
3212e5420a16080492ff7a004a03f5e95eae
Warnings:
Information:
166216
19 Non Patent Literature PappRef.pdf no 10
43f76824554df1e1c04b27d7395eeaddb4 6|
0b1fd
Warnings:
Information:
1408483
20 Non Patent Literature SandbornRef.pdf no 12
04470779ddf56d5d 1158604 119470a38044
b74c1
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21 Non Patent Literature SandbornRef2.pdf no 12
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Information:

795933

22 Non Patent Literature SandbornRef3.pdf no 12

3bcf00bd35059c8daca613d995aa380c93b
43374

Warnings:

Information:

275081

23 Non Patent Literature SandbornRef4.pdf no 13

564caasfe424af9e 1bf33adeelae 1ec05 3ecf|
34e

Warnings:

Information:

647752

24 Non Patent Literature SandbornRef5.pdf no 65

56627212045ad11f9e96a8a3fe239dd3648
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Information:

362803

25 Non Patent Literature SandsPosterACG.pdf no 15

©3e8007e016d91ba71a39443e07bf57218¢)
7e04f

Warnings:

Information:

224488

26 Non Patent Literature SandsRef.pdf no 14

6086f397640c57b9db3faad 1e55c4dd9a68|
879c2

Warnings:

Information:

1052973

27 Non Patent Literature SimonRef.pdf no 11
b3df997935a91027f83091dd60d6dd 0af19
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Information:
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424137
28 Non Patent Literature TalleyRef.pdf no 24
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Warnings:
Information:
1593779
29 Non Patent Literature UhligRef.pdf no 10
24c593ec4d24879f50d0ccce2a77107fSeb2)
c72c
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Information:
1846367
30 Non Patent Literature YenRef.pdf no 7
3d193404b8d602859f19c88a83ebf9e1091
Warnings:
Information:
1521703
31 Non Patent Literature YuRef.pdf no 12
2aee77acdB82265a9%c6e3a67d77e0a4859fd
bcad1
Warnings:
Information:
507590
32 Non Patent Literature AhernRefa.pdf no 10
2f4f3084faf647309dd0beb47355dd7e6977]
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Information:
331828
33 Non Patent Literature AndersonRefa.pdf no 10
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Information:
731042
34 Non Patent Literature DavidsonRefa.pdf no 7
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35 Non Patent Literature p d no 1
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258c
Warnings:
Information:
165279
36 ResptoOA01.pdf yes 10

2 b3efd348bd: 1}

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
195677bfSeb7ad2e9334e5b5dadb151b13f|
e530b
Warnings:
Information:
198141
Information Disclosure Statement (IDS
38 ! sciosu nt(IDS) 1449Form.pdf no 3
Form (SB08)
934f2fof4d9bf63240d7749bbbb0d31761d
7df37
Warnings:
Information:

This is not an USPTO supplied IDS fillable form

6574792
Other Reference-Patent/App/Search
39 PP PCTSearchReport.pdf no 10
documents
9e9c1411e6e3761d026af84af19a2b87bd0
18c77
Warnings:
Information:
30711
40 Fee Worksheet (SB06) fee-info.pdf no 2
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Warnings:

Information:

Total Files Size (in bytes)1 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 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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