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UNITED STATES PATENT AND TRADEMARK O FFICE 
U1''ITED STATES DEPARTMENT OF COMMERCE 
United States Patent and 1'rademark Office 
Address: COMMISS!ONER FOR PATE.i'<TS 

APPLICATION NO. 

16/580.509 

7590 

JOSEPH F. SHIRrz 
JOHNSON & JOHNSON 

ISSUE DATE 

03/30/202[ 

031 ton02L 

ONE JOHNSON & JOHNSON PLAZA 
NEW BRUNSWICK, NJ 08933-7003 

P.O O<r.< 1450 
Alexandria. Virghua 22313-1450 
WWW, \1$plO,gOV 

PATEN'TNO. ATTORNEY DOCKET NO. 

10961307 18160 I 0USNP I 

ISSUE NOTIFICATION 

The projected patent number and issue date are specified above. 

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

CONFIRMATION NO. 

7810 

The Patent Te1m Adjustment is O day(s). Any patent to issue from the above-identified application wiU 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 
dete1mines 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 lnfo1mation 
Retrieval (PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be d irected to the Office 
of Pate nt 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; 
Jaussen Biotech, Iuc., Horsham, PA; 
Katherine Li, Wallingford , PA; 
Colleen Marano, Malvern, PA; 
Richard Strauss, Doylestown, PA; 
Hongyan Zhang, Malvern, PA; 
Clu·istopher O'Brien, Lafayette I Iii!, PA; 
Omoniyi Adedokun, Pl1oenixville, PA; 
Kimberly Shields-Tuttle, West Chester, PA; 

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location 
for business investment, innovation , and commercialization of new technologies. The USA offers tremendous 
resources and advantages for those who invest and manufacture goods here . Through SelectUSA, our nation 
works to encourage and facilitate business investment. To learn more about why the USA is the best country in 
the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov. 
IRI03 (Rev. 10/09) 
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Notice of Allowability 

Applicat ion No. 
16/580,509 
Examiner 
ROBERTS LANDSMAN 

Applicant( s) 
Johans et al. 
Art Unit I AIA (FITF) Status 
1647 Yes 

- The MAILING DA TE of th;s communication appears on the cover sheet w;th 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 wil l 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. 

1.0 This communication is responsive to the amendment dated 10/16/20. 

0 A declaration(s}/affidavit(s} under 37 CFR 1.130(b} was/were filed on __ . 

2.0 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. 

3.0 The al lowed 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_eventslpph/index.jsp or send an inquiry to PPHfeedback@uspto.gov. 

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

Certified copies: 

a) DAIi b) 0 Some *c) 0 None of the: 

1. D Certlfled copies of the priority documents have been received. 
2. 0 Certified copies of the priority documents have been received in Application No. __ . 

3. D Copies of the certified copies of the priority documents have been received in th is 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 th is 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. 

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

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

Identifying indicia such as the application number {see 37 CFR 1.84{c)) should be written on the drawings in the front {not 1he back) of each 
sheet. Replacement sheet{s) should be labeled as such in the header according 10 37 CFR 1.121{d). 

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

Attachment(s) 
1.0 Notice of References Cited (PT0-892} 

2.~ Information Disclosure Statements (PTO/SB/08), 
Paper No./Mail Date 10/16/20; 11/9/20. 

3.0 Examiner's Comment Regarding Requirement for Deposit 
of Biological Material __ . 

4.~ Interview Summary (PT0-413), 
Paper No./Mail Date. __ . 

U.S. Patent and Trademark Ofhoo 

5. 0 Examiner's AmendmenVComment 

6. 0 Examiner's Statement of Reasons for Allowance 

7.00ther __ 

/ROBERTS LANDSMAN/ 
Primary Examiner, Art Unit 1647 

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 
Art Unit: 1647 

EXAMINER'S AMENDMENT 

Notice of Pre-AJA or AJA Status 

Page2 

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 amendmentto 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 ao 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 co the following -

Methods of Treating Moderately to Severely Active IBcerative Colitis by Administering An Anti· 

IL12/IL23 Antibody 

In the claims: 

fn claim l, part (iv), replace "a change" with - improvements -

In claim 14, replace "a change" with - improvements -

In claim 19, part (iv), replace "achange" 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 "achange"with - improvements -
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Application/Control Number: 16/580, 509 
Art Unit: 1647 

EXAMINER'S COMMENT 

Page3 

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 shoutl 

be directed co 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 US PTO 
supplied web-based collaboration cool. To schedule an interview, applicant is encouraged co use the US PTO 
Automated Interview Request (AIR) at http://www.uspto.gov/incerviewpractice. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner' s supervisor, Joanne 
Hama, can be reached at 571-272-29 ll. 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. Shoutl 
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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Examiner-Initiated Interview Summary 

RO 
Eric Dichter 

Date of Interview: 09 November 2020 

Issues Discussed: 

35 u.s.c. 102 

Application No. 
16/580,509 
Examiner 
ROBERTS 
LANDSMAN 

Applicant(s) 
Johans et al. 
Art AIA {First Inventor 

Unit to FIie) Status 

1647 Yes 

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 

I 
/ROBERTS LANDSMAN/ 
Primary Examiner, Art Unit 1647 

Page 

1 of 1 

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 regard ing 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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JB160JOUSNPI 

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

follows: 

0 Attached are copies of search report(s) from corresponding patent application(s), which 

are listed on the attached Submission Under MPEP 609 D. 

0 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. l 0-

0750/JBf 601 0USNP I /ED. 

Johnson & Johnson 
One Johnson & Johnson Plaza 
New Bmnswick, NJ 08933-7003 
(215) 628-7966 

DATED: November 9, 2020 

Respectfully submitted, 

/Eric Dichter/ 

Eric Dichter 
Attorney for A1Jplicants 
Reg. No. 41,708 

- 3 -
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PTO/SS/06 (09-11) 
Approved fo, use through 113112014. 0MB 0651-0032 

U.S. Patent and T<ade,nark Office; U.S. DEPARTMENT OF COMMERCE 
Under tho Paoorwork Raduc:tion Ad ol 1995. no oorsons am roouired to msoond to a collection of intormation unless it cfisolavs a valid 0 MB control numtxu. 

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number I Filing Date I Oro be Mailed Substitute fo r Form PT 0 -875 
HY580,509 09/24/ 2019 

ENTITY: 0 LARGE D SMALL D MICRO 

APPLICATION AS FILED · PART I 

COiumn 1 ccoIumn2) 
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE 1$l 

LJ BASIC FEE N/A N/A N/A 
137 CFR t. t6(al. (bl, or(cll 

LJ SEARCH FEE N/A N/A N/A 
137 CFR t.1 61kl. l il. or Im\\ 

LJ EXAMINATION FEE N/A N/A NI A 
(37CFR t.1 6(o\, lol .orl□l\ 

TOTAL CLAIMS 
minus 20 = X $100 = (37 CFR t.16(n 

INDEPENDENT CLAIMS 
minus 3 = 

. X $460 = (37 CFR t.t6(h)) 

If the specification and drawings exceed 100 sheets 

QAPPUCATION SIZE FEE (37 
of paper, the application size fee due is $310 ($155 
for small entity) for each additional 50 sheets or 

CFR 1.16(s)) 
fraction thereof. See 35 U.S.C. 4 1(a)(1)(G) and 37 
CFR 1.16(s) . 

0 MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j)) 

• If the difference in column 1 is less than zero, enter "O· in column 2. TOTAL 

APPLICATION AS AMENDED · PART II 

<Column 1l <Column 21 IColumn3l 
CLAIMS HIGHEST 

10/16/2020 
REMAINING NUMBER 

PRESENT EXTRA RATE($) ADDITIONAL FEE($) 
I- AFTER PREVIOUSLY 
z AMENDMENT PAID FOR w 
::::i: Tolal • 82 Minus .. 86 - 0 X $ 100 = 0 C f37CFR 1.16t'iYl 

z Independent • 3 Minus •.. 3 = 0 X $480 = 0 w 137CFR 1.16!1111 

~ l J Application Size Fee (37 CFR 1. 16(s)) 

LJ F IRST PRESEN TATION O F MULTIPLE DE PENDENT CLAIM (37 CF R 
1 .16(j )) 

TOTAL ADD'L FEE 0 
rColumn 1l <Column 2) (Column3) 
CLAIMS HIGH::ST 

REMAINING NUMBER 
PRESENT EXTRA RATE($) ADDITIONAL FEE ($) 

AFTER PREVIOUSLY 

ffi AMENDMENT PAID FOR 
Total . Minus .. = X $0 = ::::i: 131cFR ,.1snn 

C Independent . Minus ... X $0 z (37 CFR i. l GfhJ} = = 
w 
::::i: l J Application Size Fee (37 CFR 1. 16(s) ) 
c( 

LJ F IRST PRESE NTATION OF MULTIPLE DE PENDENT CLA IM (37 CF R 
1 .16/ill 

TOTAL ADD'L FEE 

• II the entrv in column 1 is less than the entrv in column 2, write "0" in column 3. LIE 

•• If the 'Hiahest Number Previouslv Paid fa(" IN THIS SPACE is less than 20. enter "20". /LINDA H U M ES/ 

••• II the "Highest Number Previously Paid For· IN THIS SPACE is less than 3, enter ·3•. 

The "Highest Number Previously Paid Fot (Total or Independent) is the highest number found in the appropriate box in column 1. 

This collection of inlormation 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 US PTO. Time will vary depending upon the individual case. Any oomments on the amount of t ime you 
require to complete this rorm and/or suggestions for reducing this burden, should be sent to the Chiel lnlonnation Olflcer, U.S. Patent and Trademark o mce. U.S. 
Department of Commerce. P.O. Box 1~50, Alexanctia. 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 f7eed assistance;,, complebng the lonn. call 1·60Q-PT0·$1$$ afld select option 2 . 
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PTO/SB/08,\ (08-00) 
ApJr<Wed for use lhrough 10/31/2002. 0MB 0651-0031 

U.S. Fatent io,d Trademak Office; U.S. 0EPARTMEITT OF COMMERCE 
Under !he Pa~'Olk Reruction Al:1 ol 1995 no oe,sons are re11Jired lo ,_.,,.,,. to a collection of informatton ooless ii cisolavs a valid OMS oon~ol r1Jni>ef 

Substitute for fonn 1449A/PTO Aoo/ication Number 16/580509 

INFORMATION DISCLOSURE 
File Date 24 Seotember 2019 
First Named Inventor Jewel Johanns 

STATEMENT BY APPLICANT Grouo Arl Unit 1647 
Examiner Name Robert S. Landsman 

(use as many sheet, as necessary) 

Sheet 1 of 3 
Attorney Docket Number JBl6010USNP1 

US PATENT DOCUMENTS .. 
U.S. Patent Document 

Name or Patentee or Applicant Date of Publication Pages, Columns, Lines, 
E>eaminer' Cit& Kind Coda' or Cited Document where relevanl passages or 
lniials of Cited Document 

No.' Number (if known} mm -dd-WYY relevant figures appear 

us 2009/018102i Al D al Monte, et al. 07/16/2009 

us 2018/0252728 Al Amgen, Inc. 09/06/2018 

FOREIGN PATENT DOCUMENTS 
Foreign Patent Document Date of Publcation Pages, Columns, 

Name of Patentee or of Cited Document Unes, where relevant 
Examiner Cite Applicant of Cited Document mrn-<ld-yyyy passages or relevant T' 
lniials 

No.' Office' Number' KindCode$ figures appear 

OTHER PRIOR ART• NON PATENT LITERATURE DOCUMENTS 

Examiner's Cite 
Include name of the author (In CAPITOL LETTERS), title of the artlde (when appropriate) , title of the Item 

(book. magazine. journal. serial. symposium. catalog. e tc.) . date. page(s). volume-issue number(s). T 2 

Initials• No.1 oublisher, citv and/or countrv where oublished 

Adedokun, et al, ' "Ustekinumab Pharmacokinetics and Exposure Response in a 
Phase 3 Randomi zed Trial of Patients with Ulcerative Colitis," Clinical 
Gastroenterolog-y and Heoatology, 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., "lnterleukin-23 Drives lntestinal Inflammation through Direct 
Activity on T Cell " Immunitv . 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: 1590-1 605 (2012). 
Berg et al. , "Enterocolitis and Colon Cancer in Interleukin-IO-deficient :r-.1ice 
are Associated with Aberrant Cytokine Production and CD4+ THl-like 
Responses," Journal of Clinical Investigations, 98:1010-1020 (1996) 
Steven Brant, "Promises, Deli very, and Challenges of Inflammatory Bowel 
Disease Risk Gene Discovery," Clinical Gastroenterology and Hepatology, 
11(1):22-26 (2013) 
Colombe! 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 oflmmunology, 
161 :3143-3149 (1998) 
Feagan et al., "Vedolizurnab 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) l 946-1960 
(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 
ofUstekinumab 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)." (12/1 9/2019). 
Janssen Research & Development, LLC, "A Multicenter, Randomized, 
Double-blind, Placebo-controlled. Proof-of-Concept Study ofUstekinumab in 
Subjects with Active Systemic Lupus Erythematosus," Clinical Trial Number 
NCT0239061 , Ann roved 0 1/1 8/2017. 
L i, et al., "Relationship Between Combined Histologic and Endoscopic 
Endpoints and Efficacy of Ustekinumab Treatment in Patients with Ulcerative 
Col i tis," Gastroenterology, SO0 16-5085 (20): 351 07-6 (Journal Pre-proof 
Au!lust 2020) 
Loftus, et al , "Epidemiology of inflammatory bowel disease," 
Gastroenterolo!!V Clinics ofNorth America, 31:l -20 (2002) 
Edward V. Loftus, Jr., "Clinical Epidem iology of lnflammatory Bowel 
Disease: Incidence, Prevalence, and Environmental Influences," 
GastToenterolog;y, 126(6): 1504-1517 (2004). 
Neurath et al., "Antibodies to Interleukin 12 Abrogate Established 
Experimental Colitis in Mice," Journal of Experimental Medicine, 
182(5):)281-1290 (1995) 
Neurath, "Cytokines in inflammatory bowel disease," Nature Revs 
Tmmunolouv, 14(5):329-42 (2014) 
Papp, et al., "Efficacy and Safety of Ustekinumab, A Human lnterleukin-12/23 
Monoclonal Antibody, in Patients with Psoriasis: 52 Week Results from a 
Randomised, Double-Blind, Placebo-Controlled T rial (PHOENIX 2), The 
Lancet, 371 : 1675- 1684 (2008). 
Sandborn et al , '·Adalimumab Induces and Maintains Clinical Remission in 
Patients With Moderate-to-Severe Ulcerative Colitis," Gastroenterology. 
142:257- 265 (2012) 
Sandborn et al., "A Randomized Trial of Ustekinumab, a Human Interleukin-
12/23 Monoclonal Antibody, in Patients with Moderate-to-Severe Crohn ·s 
Disease." Gastroenterolo!?V. 135( 4): 1130-1141 (2008) 
Sandborn et al., "Vedolizumab as Induction and Maintenance Therapy for 
Crrohn 's Disease " New England Journal ofMedicine. 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 Phannacology & 
Therapeutics, 48: 65-77 (2018). 
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I EJ<aminer 
Signature 

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 Gastroenterolo!!Y 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 
Suon] 1 :S2-S25 (2011) 
Uhlig et al., "Differential Activity ofIL-12 and IL-23 in Mucosa! and 
Systemic Innate Immune Patholo~v " Tmmunitv. 25:309 318 (2006) 
Yen et al. , "lL-23 is essential for T cell-mediated colitis and promoted 
inflammation via IL-17 and IL-6," The Journal of Clinical Investigation, 
l 16(5):1310-1316 (2006) 
Yu et al., "Expression of lnterleukin-22/STAT3 signaling pathway in 
ulcerative colitis and related carcinogenesis," World Journal of 
Gastroenterology, 19(l7):2638-2649 (2013) 
PCT Search Report dated 01/ 13/2020. 

I Date 
~onsidered 

•EXAMINER: Initial if reference considered , whether or not eitalion tS In confONY'lance with MPEP 609. Oraw line through citation if not in 
conrormance and not considered. lncl.Jde copy of this form with next communication to applicant. 

, Unique citation designation number. 2 Applicant Is 10 place a check mark he,e if English language Translation is attache<I . 

Burden Hour Statement: This form is estimated lo take 2.0 hours lo complete. Time wil vary depending upon lhe needs of the individual case. 
Any comments on the amount of lime you are required 10 complete this form should be sent lo lhe Chief lnformalion Officer, U. S. Patent and 
Trademar1< Office, Washington, DC 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner ror Patents, Washington, DC 20231. 
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PATENT COOPER.~TlON TREATY 

from ·me INTER.NATT ON AL SEARCHlNG AUTHORITY 

Tu: Joseph F. Shirt: 
Johnson & John~on 

PCT 
One Johnson & .. lohoson Plaza "N'OTJFlCATfO.N OF TRANSMlTTA'.L OF 
New Brunswick, New Ji:rsey 08933 

~,S~"';l·ri:-rf-: INTE!'t,NA'l'l()'NAI .. s :£.AR.CH RE'.PORT AJ1i"I) 
United States of America :::iE,~ ·•"1THE W1'tlT'TE.N OP{NIO'N {)F TH}~ 1NTErtNAl'l()NAL 

SEA.RCHING.A1J'l'I·lOR!TY, OR THE DEC.l"'\RAt"JON 
JAN ·~ fS ¢~•.:,~1 ~ 

l ~ £Ah~~~ 
(PCT"Rul.e 44.l) 

~~t ~:~~~tMr f)f ' fif/e ~tiii:ih~i 
.... 

(da;tmmithlyeai:_} 1 3 JAN 2020 
• AppHcaat'li> or agtnt's Ille rc.forcn1<-c 

! FOR H tRTijERAC'f!ON" 
JBIB010WOPCT1 

See parr:graphs I BJ~(! 4 l:>etow 
. ! 

fototuudcn«! ~pt>lico.ti.on-No. lntornation~I filing dlltc 

PCrrt! B 19/5-6096 
(d½')l>'m:mthly;:w) 

.24 Septernber2019 (24.09.4Q19) 

App!ic~nt 

JANSSf;:N BiOTECH, INC-. 

The ,1Rplkimt is he;~by .ao:,1.ffied thilt the ir;1emat1,pn3J $"ear.::!'! rer,o;., and the w.rilten opini.on of foe i:ni-emntio.,1ni S,~ai·d1ing 
Ai•thQ>'it,• ha,-.,e-t><:ci, e;s.tabJished ai,d ;1re :rmi~niJu.ed.Jt~~"''·tb. • 
FillTlg of»tth\1Hb),~l•!$ MIQ tt<1foment ttl.f(l<:1·,l.rticle t!):-
The ,ip1~ie<lr1t is ~ 10!!~. ff he so ·wi:sfae:;, "to arMl!d the :-:!aims <\f the iutcmai,0.11-al appJicl'ltfon (sec Rule 46); 
When'! Tfo: tim<: limit for 1il Ing: :rnch ·umt:11t.lmc:nls is rmimally t1>/0 mmiths from. tn~ ci3fo o-fu,m&rniltnl of the intcmsti1_m;1l 

stsllrch xepon.. 

Directly t.o thi T.utcflsmtlonn1 :S1,rem1 vreferab.ly 1hrou.&h cPCT, or on paper ti,: 
lhdt1it'l'N1tio1,~l lhu~~u i>fW'i.t'O; '.i4, cb"erAin de~ Coirui,hi!tll:s._ ·11n Gerte~a. 20. iwit;(«tlmd 
(Facsimile No.: ,i-,n 22 '.BS ~2 70) 

fw morn llct11il.ed instruclium,, see th~ l'C'l'.Applicam"'s GuMe.Jntcrniiibmll J>lJii:.e, p,1,»iii;rn,:,hii 9.004-9.0.J L 

2, 0 The 11p;:ilieai1t is "hcwhy no!i_fied tl1$t no inlernation~l search f¢p::Ht -wiil lx: c:stffhl i&iied snd th111 !he dccl'3ratimi imd.:t' 
.Artide J 7(2.)(a) ,o that t,Jfi:ct wll the w:ritt.:in l>pbiun of;J:e lmci:rn!lfornil Se.irching A\1thoril)· &.."1-l w,msmitt.:.•d he~wi1h. 

3, D With r~gllrd to im): 1n-utc.st against pllyll'IC(lt of(an} ndllition3I l~'{s) under l~ulcc 40.2, the sppli.ellnt is u~1l!lied thm: 
D th.:, P.l"<>M;t ·tnge!hc,· wit"i the 1.kei.sfon U1i:'l°'¢◊n has:bee1J trat1SJ1Jrl\td f<.) tlu: I ntemati<;ln.&T H\1r.:.au ,oge/!n:r with any ;-.:;queJ>I. 

te fiJr'-"'';itd thte text$ of'both th~ prufe!}t m1d th~ tit'eision th~recn1 t.o the 0csi,g.frnted Olli C'e.£. 

0 110 decil(ion l1t,'> been m;,d~ )'el on the prme.,t; fuc: llNllfoam -.,,,m be notifiw ~ :/Qon ;is.a ded,imi -is mil<le. 

4. ~nniodi:.-s 
1hc_ 3pp!ic,mt may n• bin it "mwlll(!"b ,,n ntl -ir,Ji.wi'ual ha$>S on ih c w,·Ut,m \l'{'i»foo •>f Ni,- h,t-e,>nu lfooaf S"Jl>•ehhlg A u1·l1t11·,~- tu 
!he ·1n1emal1onlll nuremi. Thest: <:t>mmt~lts \1<ill ~ mmk;111aihible Iv the publk ulh:r iut~rm1tiona{ pub!i~,tion. The lnt~ma\itina.! 
fhire;rn ·wil I J,c.l)d a ::()py or s?Jch conimi:_n"~ to iii! de~igr:·atro Ofiice.s ·Qnk;..<, an imi:mat i<>\,a! pi:diminary e>:mniri;11.im1 :-1!pvrt h;l!l 
been (\f' ls to be .::'stabH~hi'!it. 

$ht,;tly afte,· the ,~xpin'uio:, of '18 month,.; from 1-he prior-ify ,tale. the fimrn;J.ti.on,il ,rN1li~~fo:m w.ill be- 1rnbli~hcd !:,y tho 
b~t"ns(kil1n! :fh\reau. lf"thc ,,pplicant wis:l•e~ tP a'(l()it{ cw f>OSt}l<).1)¢ p\>bll(:i\ti,>n, -~ nNit-e vf ,vitll"<lrH\'ira! llf (he 1i~M·n,.ti(),.1l!l 11pplic«1 km. 
cir-ofthi:: pr:iv,hy d ~iu;, inust re»cl> the rme1:iraiioM,l B.ure1m bcfon, ,hc cor.iptctiun o"fthe icchni.~<!l p1~:parntisms 1hr in1e111,1_1ipnii l 
put,fa-;;tk>ll (Rules 9C-bfa:. I mi.;l 90bi.t.J), 
Within .19 month,~ i'nim the J>r1ori1y d,u.e, bm o.n!y m -l'e°iip<!t:l. of ~·ome dcsigrn1!d OH\tcs, « d~mand fo,· inlem<\ti,:mnl prt-foni11nry• 
ex«min~ii.-in mllSl. t>e. file;! i r ti)e. «i:f!Hcan1 "l-\!lshes to pn?;1po~e ·t~ e nt>'y lnto-th~ nmi.omil ;.-,h~st until 3tJ m1111th$ h>m me pifori(y 
d«l~ (in St,s>"le Offh::i~s <?.:t';) fokr)~ !)jhCl"'\Vl&i~r the flpplfonnt mus~ ·within 2(} hlVU•tl,s frt.·wn the ;wio,·il.,r th.\tt?'~ p.erfr.wrn. the JH~!:1:r"beci 
act.,;.for i:r,-t,,y into t:hc U.ttiu11Ri pli.a:;e b~foJ'c·1hosedesit?,n~ted Ofth~~s_ !t, ,,,:::;peel ~fothc:f" dcs\g11md 0Hice$. th.it ,.im~ lintil uf 
30· mon1hs tur l·,J!er) will ,,iflply ~\'en rfl>c; ,kmmid is flied \>Jilhi11 l.9 momhs, l'Hnk1ai!;; abmit the ~pp!ic,ihle" time !iml!~. orn~~ 
l?r ·Ofiicc .. se.c \~:-\.\·µ,•.\\>)~)o.intlfH=t/cr.it~x•tsJtjnu~_limitr.J-uml and 1.he P<-:-T Aµ,'?flco.1u~ GuJlk·. N:)til'.'ln:lJ cr,~rners .. 
Wi;h,n 21 m1mths frnnt the prim·it~• d:it~, fht app!knnt m:1)'l'll<J"llfilf lnM a <>llflplem<.>nl~.ry intt'rnittiona! s<.>:11Th 1-,._, .,.,·,·icd -0,.-1 
by " \iiffeti'!n\ lrste)~Wi~n»l s,~;lr<:hing. A <,;thlltll)' ~hM ofT'trs·\his SfrYi~ (R,i l~ 4 $!>is. l ). The t~rqtdt11~ t,,r ,x,.-:,H,:stilll1 :;;,ppl<1;1c11 tat) 
1tlt-t...'H}<1ti<.1naf ~eafcl~ s~ dr:~cribcd h: 'the PC1 •. 4pplicsl.ut':i·f]11lrfe: hllCtJ)<1.,tcH),HJ l'hP.$Z: ptff<tgf~phs ~.(}f)6:w~·.031~ 

Nam~ ,Wid maililig aMre,;s oftlu: iSAAJS 
M<>;J •l,:<}fS !'C-T, Al)i;: l.'>A/US 
C1sm11>i~:si03,~: ipr Ptir~nt!} 
P.O.&~ 1450, Atnx~f.i{in~ . 'li:~ll{f...:: 2~~ ... :ti·3 .. 34S(} 
F~,5iinik Nft s.1, ... ,213..._~:wo 
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:PATENT COOP..ERA'I'JON TREATY 

From the lNTER.;~ATlONAL SBARCHlNO AUT.HORJTY 

To: Jos~ph F. Shitiz PC T 
Jonnson & JohnsM 
One Johnson & Johnson Plaza NOTIFICATION OF TRANS.V.ITTA.L OF New Brunswick, New Jersey 08933 

THE INTER.:'IAT!ONAL SEARCH REJ>ORr AND United States of America 
THE WRJTTEN OP!NION O.F T'HE INTERNATIONAL 
SBAR.CH1NGAlJ'fHORITY, OR THf:. DECLARATION 

(PCr:Rult:4-4.l) 

D,lle of mai!in~ 
(.4,iylmm:rthly,u,r; 1 3 JAN 2020 

Applk.a1Jt'S or ngent's: 'file referentt: 
FOR FIJR'.l.'JlER ,<\CTJON Secparnwapi"U 1 and 4 below 

JBl6010WOPCT1 
, 

--~··-··· 
lnterm1ti.omd applicntk>u.No. Ir.=atiooa1 llJing date 

{day/,IION{hiyear} 
PCT/1819/58098 24 September 2019 (24.09.2019) 

········-· ····· --•--•n••·•-••·••-•-•·•·"'__,,'" 

Applicant 

Ji\NSSEN BIOTECH, INC. 

Tbe applleaut is hei:eby .tmlified thm th~ internafrouul ;,c.arch 1'ep(!(t and the writt.CJ\ np.inio.i, of ihe lai,"·,rit.lonnl Se:<!.rchiiJg 
A~tbority have L>e~ cstablish.ed and r:re tmn~mitted hm:--.-..•ii.h. 
f'ili.ttg ofll.iut:1iihnc11tS ,·mu ;takm~l,t under Artidf 19: 
Th.e applicant is -i:ntiilt>d, ifh::. so wishes, t0 amcoct Ille cfaims of tile i.im:mational 11ppli1.--a,fon {sec R-ck 46}: 
'\-Vbe-n? '!lte·tin,c limit fot fi!i,ig.such llll>Cndments .is oormi,Hy two. monch,; fmm ;he date of u=smi•1tol ofll,e intcmntfonnl 

senr<:h 1epo...."1.. 
How? Dire;;tly to th.el!,t.enil)tio;.\~l l;)urean prefornb!y t'hro~1gh lll'CT, llr on papcrto; 

Tiie Inu:matioMil Bure.tu cfW!PO. 34, c-.hw1rn de$ Colombettl!&, J 2 l 1 Geneva 20. Swit=l.mc 
(Fi,c.siroileNa.: +412.2338 82 70) 

),'or mo,-.e detailed Jnst,·uctfons, $Ce lhc ?CT A.ppli,xmtfs Ouiele, lntemntionnl Phm,e, r,nrag~hs- 9.004~ 9.01 I, 

:? .. D TI,e appfic3l,t is bc:r . .-uy no1i6C'd tl•at JlO inrer:Mtional .,c.,rc.b T"fll:»·, w-ill hi: c.slabli:ih,:d ;,nd tltal Ilic dccloration :iildcr­
Article 17(.?.){a) to th;;. eJfi.-,..,1 and the writ,en opinion of the lntem~tir.>iml Searching ;\ntJ!oriry a....: ;mnsm_iiiec hen:willr. 

3, 0 ,vith l·ei:ard to miy proti,st agai11st paym.ent of (i;n) addilfonn! fee(;,) tmcler R1t!e 40.2. the ap;>li;;i:nt is 1,01illcd thm: 
0 the pmie!;t tilgethetwith tiie decj~ion ,hcrem, has been lrn11smi1terl m ihe Ir.tern2ti(!na} Rurf<tu 10.getherwith .any n::q111:s! 

1~ forw~rd the texts oflmtb the. prot,-st a-nd uie dccisio11 il)ei•eon w t1)e designme<l Ofllce.$. 
0 no clecision has been made xi:t !Jll lb.c pr-otcst; u,c <ippli•_,.,.Jtv,>ill b<: n<:>tined as~o1Jn as a dedsi_nn ,:, made. 

4. Rs?mindet'!; 
The applie«ntinsysubmit c(msmt11t, on@ info.rm11! bas.is on 1bewrit1·en i;piuhm uftlw lntcrnuti1,;i:~1S~iiri.'hing;\ulhorily 10 
~he fotemational Bure~u. Thc~e eonunen~ ~,..;-11 be m11de avnrl3b.le to Jhe public a{ier intemational rmbfo:a1ion. The int-<rll3tit-.nai 
T:h.1Tea,1 wili s,end a cn.py of st1ch ron1"t1<.:nl.$ 10 all desig-.-,ettd Offices ur.lei:s an inte.rnational preiimimiry examlnatfon 1~110~ has 
bt'l:'-iJ or i~ w be estal>lisht>II. 
'Shortly uftcr tl,c c>:p,tnti,)n of lS nl(lnths from tl,- Jiril)dty U.litc, the inkt·.,,.Honi>l a11pJi,:,,,:fon will be puhlishtd b)' th<:: 
lrm:1m1tio.')~I S-ore,iu, Tf ttie ,,pplicanl \.\-1;;hr.i w ;;-void orpo..<:tpune rmb\ieatii.m. ii n<>(iec <,f wi!J;,.!i~,-wa! ofthe intemlltk,1,r.l i1pp1icr,ti;.Jn. 
,,r c-:fthll priority claim, mm;., re-ad, the ls;;emntio,,a! F.lmeau. he fore the completion orthe 1cchni¢lll p:,.:p;u-atio;is for inh::malio:nal 
yub!i~a,1-:,si (Rll.lc.s 90bi::.) and 9ilbi$,.>), 
Wrn,ii; 1-9 .nionlhs fi·om ;he priority :J::ile, but 01,Jy in ,·espe~t nfsome desi_anaw! Offkes, a dei:n,md (or-int!'!m:,!iM1,i pre:imin>'i)• 
o.aruim1tion must 1-,e filed !fthe 11pplicam wishes,o _pot1µoac tht cril.iy int(l t.he nation~I phns~ nmil :\0 lll(>llths frt·w,1 ,h~ i.>riori;y 
d;m: {in ;;;)me Oflkc;; ,,Yen l;ne,·_i; otherwis.e, the a;:,i,!icanl mum, wlthfu ::!.O niundw f:·om th~ pri<>l'i\y 1fot!1. f!<trfonn tire p,~crib(:ct 
acL~ for ~ntry in.t(> ihc il:Hiorsa l plrn~,: bzfo1-e rho$e desi~n·ated Offi;.:,::s. In re.spec! of other dcs,gn~s.ed Ofliecs. the !im, limit (!f 
3!1 wo.nlh& (o.r Isler) '><'iii s;>piy ev;;..,,.1 if rw dl.llll{\nd is nlei! within 19 months. for-demits- at.out the .:ip;>lic.!hle tint~ iimit~. omn, 
l•y Office: see ,v\,'"\.,:v.-~p'('J.k1t/pct.:'en!tcAts.ltime_iimits.ht,nl and the f>C.T .. {pp!ir:n,?t ~ Guid('. Nat.tonal Chcq-,1~r.$. 
\\ii;.hin 22 n1on1hs fr·om the:·p,.•iority Ua,~. fhc .appHcafst\T(u_~· >"<:qucitth~t ~ ~upr,lelnt.!'nf.:hJ,-: lf):t~rn*tional stn-.n,h hf'tilr,-ic(l uut 
by a differ em ·1ntcr,;~tivn;1! St:,:,·chhi ,'\ uth<Jrity ,ha1 ofl't:'rs ;Jiis -,cn·i~ {Ruk 4 :Sbis-. l ). The: pt<.1ccdw\· fM n:qt1;.-;.ting st1;:,pkm~111ary 
intcmatimi;il search 1.:; d~trihttl ,11 \ht ~CJ',ippii<:,?Jll'i: Guidt!, h1lemmional Plm~c, p~rag;-gpl!s K,00~-l!.{132. 

,--·-------------------------.--------------------------.. I N.e·rr,e and ,naUhlg nrldrcs5. of the lSl~iUS Atttho·d:..-:t.~<l oHk~r 
Malt Slop PC7, f\tb: tS.<.JlJ$ 
Ccmrn1ssJc.n~rf~r P$tent?P 
?O. B,;>< ·145(;, A;e>tar.,-,:l>. Vi.-:iinia.2231;,-1450 

l·)esimik Nu. t7M'n•.S3il,'l 'fokphon< No. PCT N.;;-ipdeik: 5?1-.212-4300 _____________ .,.....__ ______________________ _, 
i.'tim; PCTflSA/220 l•<'\'i$t'd fanum,- 2Vl9) 
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PATENT COOP.1<:RATlON TREATY 

from the JNTERNATJONA.L SEARCHING AlJTrfOR!T'I' 

1h: Joseph r-, Shirt,: PCT 
Johnson & Johnson 
One Johnson & .Johnson Plaza NOTlflC,'\TTOl'J QF TRANSMITTAJ'.,()F New Brunswlcl<, Nev,1 Jers~y 08933 

Tl-IB TNTERNAT:lONAL SBARCH .RET'()RT AND United States of America 
THE \VRI'rT'F.:N OPINION OF THE JNTERNAl'HJNAL 

·~~(';i~l'\{i~l ~ SEARCH!NG.AUTHORl1'Y, OR THE DECLAf{AT.lON 

tr:.~ 'l ~ 
, fV'H'\ {PCT R~tle 44.1) 

<Jt~~ ,'$.. "'-~ 
... \~~ ...... ~ ...... 

•'- N ' l'$ t t~~:;,~1 t)nC.~ 
--~,a!~,~t:imiiiling 13 JAN 2020 . . dafl1nb!idi/yzarJ 

. . ...... , . .... . .. 
,4-ppJiCMt's or agt'-l1t's file rcti:rcllce 

J816010WOPCT1 
VOR HJRTl-lE.RACTl(J:N St--.:: paragraph~ 1 .and 4 below 

, 

·1;t;;mational app1katfon No. 
---•·••·• '-•-·•---·•-·-·- · ·-· ·•&.&.0-•• .. ... 

PCT /IB 19/58098 

fo1emmicr..al f\HnR<l~tc 
(dayhiumt/i.l:,,ear} 

24 September 2.0·19 (24.09.20'19) 
--· ····----- ... 
Appli~~H} 

.. 

JANSSEN BIOTEml INC, 

The appl:icam i.;, llereby ooiilled tll\lt 1lle imcmc1tional sea.ell Fl:)port ar.d the writ~•l opiJifon of 1.hc tmmiation;i) Sears;!, in/~ 
A.il.hori1y have be<1n ~tabli:ilied (tlid ;JJ"(: i.m.">smi:tedbcrewith. 
Filing -0f ~mtndme11ts 1md st.JiitJl)cnt under A!"(icl~ l?: 
Th~ .appTic~nt is t-i,th.le<J, ifhr:: S!> \\1shes, to .;mend 1h~ i:!.alms c,fth:: h1tcrna.tiowi! llpp!k~tiof) (see Rtilit 4(\): 
'\'\-'!>im? The time limit for i\ling S\lcll i.!m,mdments Is nonnaUy two rnontl,s from >tie d3te t:,ftra1~~m11~m of the: imemmional 

:1c2rch re~'O.rL 

.H11w? Directly to the Jmemational B11re11u prefornbly thm1111,h eJ>CT, Qr on p-ape~· tc>: 
The Imcmational ·Burems o:f WI.PO .. ¾, ,,htmiil des Colomblittc~ 12 i l G~r;eva 20, Sw.il7.t.r!an<l 
(hcsimileNt, .. ; -t41 .22 33:S 8~ ?0). 

li" ur mur~ lletailcd instructions. see the /'CT ,-t.pplf<,01,r; G,tidt. Iurematfom1! Phase, par;i&•·;;phs 9 .004 - 9.0 l I. 

::l. 0 The: !l!Y,lli;;,a:it ls hcrcl))' 11onlkd 1hat n1; imen-mional .s-e.arch t'ep,:,rt will be u1;ia~ll:;hed aud ll,<1t the o:,,;Jtran;in U:'ldier 
Altide 170)('3) to that eff.-,1 and 1he \>.\riltN, opinion of the:Jnteil:tlatiorml &ru·ching,"\u1hol'lly .~re t.r·ru1sm1Hcd .herewi(b. 

1. 0 'WM, ,·e!l-•••,i to ~Ill' lH'lltc,st against r,aymem of (:in.) addltkmal foc{s) lmd~.- Ruk •10.2, ,he a11plitsMt is n,:,tiJfod 1!rni: 

0 the, 1m:>tcst togtlhcr wi~h the decision there?" ,has be_e1_1 u~?srojtt~c t◊ the fo(cmalimn.l !%reau wgethcr wilb -any J'l:!quesi 
to for,vard the: tel>ts of 001h th~ J)l"Qlest an<i. thc dc-c,swn wm,:ou 10 tht:-de;;1gn.aied Ofnc:-cs. 

0 uu decision ,h:1~ !>¢en m,ule-yet .,1n 1!1<! p;\~!s:St; 1l1e app!ieiuit-will be notffred as :,ow, m; a, df('..ision is !!lllde. 

,1 •. Rem1n~111.-;, 
Th,~apr,lk.anr m.aysulimit s:1nn1m:11ts f.ln .an infonmil b.asls .on tlwwritten <Ji>iliiun ofthl! fn<emutional f t'-an)j,i1igAtilhori.fy t11. 
lhc lntern ilU(.lual Bunam. Tll~e c1m11:nm1s will l,e ii,nde 1tv,,i!uU<:: to 1he p11b1Jc e lier .inlemn1i<J;1al p1.,hlie,1\1N1. Th,:: hl~mationa! 
Bureau will =d ~ copy iif ;;ucli co1nme..n,;, to all desiin'cltci1 OJfo:cs unless :m inlern<Hiona! -prelir11i1uiry e,,;~mim1tfon rep~,i: ha~ 
ht,;::n or is t◊ ht ~,tahli.shed. 
$h9-r1ly aflcr the ~i)ir.atir,n !lf Jtl months n·ou, the priurl~• d~te, !he it11e)11,uional app!ic>Hlon wUl f_1r tmhlislwJ by thi: 
lru=iufonal fSIJft,~11. 1fth~ applicmtwish~;to avoid 1)rpc1stpM~ tlllblic,,tfon. a n~•tice uf w(duirawal ol'lhil imematio1ral app!ia1ti11:1. 
qr of the pric:rrity tlaim, must '"'ad, lh.:: lntcmntinnaJ. lh,·e.<1·11 before tt:a- <:0111iik1iori oft!-;: ,~,clm.ic.il prt>p~;:ntir.ms fodmtmMinnal 
rmblicnti<.m (RuJc:s 90/lix. I and 90bls.:'i). 
·\V-ithin 19 n1Qnlh$ from !he priority dMe, ~ut only , n re:.pcs:.\ of S(,1jc dl:~i~11.3~cd Offi.::es, a dt-J>W11<{ l'w i1>t(:'.mnlimin) prelh>1·iuw~,, 
t~aml11atiott must bi! !Bed if the 3p;,1kan, wisht;. to ilt,slporic- tht, entry inlo the ll.3liun:t! i~:JtlStt iHttil 30 mtmd1s frcm ths' pi-;tir\v 
dat.:: lin som¢ (h'!icl!S: ev,:n Jal•~•}; oihj:',.._,,is,:,, tile 11pplitlmt mu.st, within 1.!l moll!h$ frv11, the fm(irity <late. p~rl'mm ~l\~ pt;~scrili,,d 
act:{ fO,· t?llfl•y i nt<J <ht' JJi~tlou~l' phns~ Q•:tfbrc tho:~~ ,-j\!"~ignmed. ()fH,'».:')\ Ji\ rfS(s~C:t .:>f' Othct tk:;ignM~C ()f}~c¢..".$~ thC" t.hnc Uintt of 
30 tlll~nihs ( or hl!crl will ~ppiy even if n<> demand is filed within l !J months. for 1i~1;1ils ab<.)U! tht op;:i!kul·,Je tiiiic !imiu., 0!1k<? 
by Olti:cc, ~.:c Wl\"'<',:Wlp().i)1tfpc\ir.nhe:>:t~/ ti;n~)imit'>.h,ml am! J.h,:, />(.'TAf)pllcr;m '.-. G1;;d,~, Ni'l;ionol Chaplets. 
\Vi thin Z111rnn1hs frmn Hu, pdorily tl:llt, th<: ap_plk:111t llliJ)· rt,-q ui<~I 1hat asuppleme"rn,)· intl'n1alion.il ~i:.u~h bc<"ar.l'ied 0111 
l:!y <1 c!ille.ren1 l.nt.-mmi<i,1~1 S.-nn:-t1iniiAn:h1Jri,)' !hat offer$ this_s~ictt(lfofo 4.Shs. l ). The $.,n,tcdm·~ 1\,:· r,·q,tt:$dng.,,uppkm.:ma1y 
intcm~~innnl ;;~'ard\ i$ rk-sc,ib;:d in the l'CT,-t1-~>fi(\1nf~ Gukh, Tlltt,rnail"onnl l;h,is1:, p;m1g,-;;ph.~ S.Q06-ll .0'.U. 

Nm>i<' ,mil r11a.il ini; iddrc~~-cf f' ;h~ JS,'\tUS 
~J,,;j Stop PC,. A,\n: !SA/US 
Ccmi~~s~.:tn&t f\Y f'-'3tent!. 
P .0 ~ ,e.i;:». 14~~~ Aler~:-:dria) Vi;,gU'1k ?.2--:~ ,~~--'l -t':.S~ 

Facshnil¢ Ko. s.n-i73-ll3W 
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PATF..NT COOPERATION TREATY 

From the lNTERNATIONAI, SEARCWNG AUl'}fORl'.fY 

To: Joseph F. Shi'rtz. 
Johnson & Joflns~ll'l 

:PCT 
One Johnson & Jotu)sc,n Plaza NOTIFICATION OF TRANSMI'1TAL or New Bn,mswick, New Jersey 08933 

THE INTERNATIONAL Sl:C:ARCH REJ'ORT AN[') Unit8<l States (sf America 
'THE \\TRITTEN OPINION 0.1<' THE INTERNATlON'AL 
SEARCHING AUTHORIT'(, 0 .R THE DF.:CLAR,<\TKlN 

(PCT Rtlk 44. I) 

Dale of muiling 
(daylmvnthly,~,;rj 

·-· 
A pplicai,l's or age-~•t.•s·f. le reforence 

J816010WOPCT1 
:FOft.FURTJ-l'lt.R ACTtON S~e p/lrngraplis l nnd 4 below 

T.ntemalionil applka,ion },fo. !mcrrl~tioMI ~fol~ date 

PCT/IB i9/SS098 
(day!mo~-;{}1/yearj 

24 September 2019 (24.09.2019) 
·--· .. -· 

,~pplic;mt 
... .. 

JANSSEN BlOTECH, !NC. 

L lg) The applicant is hcr\.'!1y W.)t:ifl.oo !.11ltt the iJitcrnati.onal se;in;;h rej;)'Jn anct lhe wr.(ire.11 cplr;lo1, -<lf !he lntematjonat -$ejlrching 
Altthori~• have been tstabiishcd am! ar.e 1rai1s111ittd !1~rcwith. 
J<'ilir1g 11fan:u:nilm!-'llt!E mid .sh,te1:iumt um,lerArtidc 19~ 
Th~ ~-pplicn111 is entilled, ifhe ,o "vi;-111:&, 10 amtTid Ille claim:. onhe Jmerrlutional applicahon {see Ruiz 46)~ 
"\Vb~n? The l.i.m,:, limit for filing fmch a.-ncv.dments .is nmmally t-.vu mc1nili:s fto1t1 the datt-of mmsmimtl oftl!t intcmoitim1.il 

search report. 
Ifow? Din:c:liy to the Intem;;tl.omd .Buteau prclcrnbly th1ot1gh ,~PCT, or on pai.1c1 i.o: 

Tl)e lnti-J·nat ,orml Bur.ellJ.l of\\.11'0, 34. ebcmi.n de$ Cofqiil!)c:tle.,;, 1211 Gcn:::Ya 20. Switr.crhmd 
(fm,sim.ilc No.; -~41 22 ;138 8l 70) 

F0

Qt' mcu·t> d etailed •~fl•uet-il>n~ :;ee lh~ PCT .App/ica11t ;~ Gu/de, lnten1ailQnJl Pha:,;c, Jllll<ISY~Ph~ 9.904- 9.0J l. 

2. D TM appll~11nt l!I h!!Teb:y rmtiiied thm no itm:maiion3l starch rcpo11. ·will b<: c:,.reb!i-she-:1 itnd tha1 the dcdaratl<Jll \ll\tkr 
A,'!.icle i '!(~~)(a) h) Ol;t effe<:t rtil<'I the ·wr11t~.n oplnfor; nf 1he Jn1.err;;HlN1<tl Searching A\1tlmri.y 3l~ 1rnnm1it1e<l he-rewith. 

\Vith ~gs11·il to .any profesl 0g11insl p11ymen.t of (an) ad<linun~l 1h,(s) ttmkr "Rule 40,2., the :;pplic::ini- •~ noHfied thllr: 

D the ;iro.testi-~g,~herwi)li the! d::dsio.n thereon has he.~1 ll"'mro1llted to_thc 'ln(crnstfomil !{\1r£-atncgcther'i«i;h iiny ~l)uc:st. 
□ lo forw1ir<l !he lc-1<1s of ho1h the-proJe,t ;md the rle,z1,i1m 1herecm to 1111:: desisr-.;;;ed O!ll<:es. 

no t,'t.'S,.",jsion has l:,111111 rn,1.ie·yel !ln th~ pn'll'ma; 1J1e apr.lie.un1 will be nruitii!'(.I as srnm iis a dec:i;._ion i~ made. 

4. Re.mi:mlcn 
The applic;,mt may submit co1ilment~ on an info1T£1al bll$>S i)n the w1·iltit~ opin,o:) Ql'tht h1h~M1atfo11lll Se.a.-ening,<\11tl1<>dty to 
the fotemmi<1nal I:fa.-cnu. Tbtei;c. comments will be mudc uvuilai:>le to tnc: pul>fo: ,d1;c-r intnnu1i<mal publie'<llion. Tl!.-. Juicmuti<,nal 
Bureat, will se-~id a copy of si,ch con1rnems to ;1II dcsigr.md Oflices m,Ji:5-.<; m\ lntemnlfona! prdimiamy el\amim11im1 ttpon has 
bc<:n ot is 1.0 be- estab!i,i)td. 
-Shon!y at)e~- Jh:: e,xp11ation cf lS mon <hs f)·mn tl,e 1n-lorlfy 1llll.e. [jle i11w:11atiol),d ,i,pJJlie_inlnn will tJj[> publi_~h..-1) !>)' \h~ 
Jntemii,iori31 Burc:au. 11' the lipplfoant wishc:$ tu 11vo1d tW r,DS!Jl(\))e ptibfkatior1. r; nolkt> <>f wi1hdmW8l of th,~ i111emm io,ml a1,r,llt~~1ion. 
or <Jf the prfority cl.31:\\ must n:;1ch th;: rmenm,iona! })urc<1u bc:for~ ,he complc1ion of the red,;ik;.il pt<'l)<Vntion, f1..>r )ntcru,i(iuniil 
pttl•Jicnli,;,n (Ru!e~ \'iO&,.s -i and ~Obi.,.3). 
W?thin 19 m,,ntl,s lhim th~ prio,11y d!He, 1.,rn. only ill resp<«I of ~Qme desi!!nalcd 01l\ccs, 1, cl~mond for intt.-n\a-lional p>'t'li1nimn-y 
c,n1;1m1atioi; mtlSI. he fi!.-:d ii' the a1)1'.llklam wis!>t$ to pOStJX>:te the eiitry it!iO th~ nm.,onal plum: imlil 30 mmHhs from the primity 
date: tin $Ol!l<: Offi<-'e!l·Cvcu hll¢r.), mhcn-..se, thc-ispp!i,~,,.,t mus1., with in 10 month$ from the pri,.,ril)' dme. pt;-form lh<.' p,-.;~txiht\d 
~t:u; 10:" enfry iuu> the l'(~tfon~{ pfn1stt bd<,rt ~h()sc dcsis,\ated Ofllce-s. fn n!-~-sc:t:l ofod1~, dc~igf:ai~d Officct. th~ tin,~ fin-~;t of 
3ll wonths (l)f !met)" will <lpp1y ~ven ff n1-. ilemnml is fikci within 19 momhs. h.>r tki:ii'b at><A1( the ,tpp!ic:,hfo time iim\1:1'. Ofiicc 
by 0/llc<?; s~ W\l.•w.wipq.irMpr.t!i:rJt~>:tsftim~ .. HmiKhtn\l and !..'le f>CT,'lpflhmm~ G;a,1~. Nations! Chupieis. 
v;;,:h-i.,i.:t.i ll>t>11tl,s f>-01>, the priority dat,:-, fhc 11ppli,:-n11t may ,·..-qu1'.,I thnt ~ supp!~me-nh1-yintcrn;1ti1u11d sca,--rh b..- cM.-Je<.l ou1 
by ,; dilkrcm lnl~'l>1>1ti1ml!I $.:,1n,:h~,i~ A«lhu-;-it,· ;h111 o(fo,s thls S(r'-•1<,"</ (Rule 4 5bt.~, 1 ). 1 ·h._, prnc<1,\lll'\'. f,ir N;Jllt:,1.,11g ~upph'»\,?m,1ry 
h11~mati,:ma! ,;carch is dc.scrihtd i1; thr: PCTAp;.>l!,ta11tYCuid~. h1ternntkmnt l'iiit.~.:.. por.ifi,n1phs R.~!l/i.~.03'2. . 

N~o,~ ~t'1d ,1, ,fnii":~ nQ:.:fre~~ tlf \h~ LSA/\)~ 
M;1tl S1>>pPCT, Alln: l~v\iO:l 
6animiS$k'>fH?~ l¢r Pa,tents 
P,0~ S'O>c 1.450, l.t..iG-t<and:fa. \fo9~le ~,;i~1'3· l~-:$0 

F~t~~;!mik N◊. 011 ... i1.s~ts◊ 

Shane Thomas 
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Pi\'fRNT COOPERATION TREATY 

PCT 
lNTERNATIClNA.L S\.:ARCI:l RF.;l•o:itr 

(PCT Anic)e l 8 and Roles 43 ,snd 4:1) 

Applicsnt'i, or agent'& iilc n:fei~m.":C l VOR n JRf8ER A CTI.ON 

Jf.\l6010WOPC"f'I . s.ec Fom1 l'(TiJSA/220 as. well us, where appiieahle, it:::m $ be.lo,\•. 

·y;;~:-rniioTtal ap_;:,Hc,,tion /./o. 
-u• .. --·-••·•-•• 

r·,nemHtional filing dn,e (dcylmonth:/yea1) (Earliest) J>rio1·i1y Date (d;,-;,,lmuntft/1-earJ 

PCT J!B•l 9J~:J98 24-Septcmller 2019 (2,t.09.2019} 24 S~litrnbsr 201 g {:.>A. 09.2018) 
..... ___ .,... ___ , 

/\.pplkant 

JANSSEN 61(.lTECH, INC. 

1'hls intcrnat:icmal scarchit:ponhas bect,prepat"td by this Xri!ernm.ionill Se:in:liil1gAuthori;y and ist1aa:.m1itteti to chc apµlit~ru1t ,w,'Or~frug 
to Artitl~ l S. t\ c.·1py i,-; heing 1ransmi11ed to ,he lntt'\lnatiorilll B\u-eau . . . 'r 
This inte1w11.io.nal ser~-ch 1-epr1rt wmiM& of i t(st;;! of __:[__ shee.l.$.. 

0 lt i~ also ac:~ompan;cd uy u copy of c~c-J\ pricl- mi docu.rnent cited in this l'ef)or{, 

2. 

a, \Vith J:lgard ,o ti!~ IMt,tunge, the inlem~!ional search was ci,rrieil t>UI ml the basis ol-: 

lxJ lhc inte:,;mi.o.nal upplicetion in the Jw1guae,c in whkJi it was filii:i. 

l>. □ 

<;.. ~ 

□ 

□ a trans.latiou of the intematiQnal app!i'catin11 .ir.10 _______________ whk:h is. rrw l~r,g.\1<\Sl:" of 
ll l1·.msllHiou lbwished for (!Jt"-J.mrpOSl.'S ofintcrllallf);l~I search {Rnles 12.J(a) illl<l 23. l(h)). 

1his iuttJ·n;itit,11nl se,irr.h ;~epmthas h~n established tai<in!l into l!CC:Ounl t.>,c: 1-ectific:'ltion uf in, obvious mist!ll,,:1l!Hhori7.eo 
by or llotifttd to this Au!.h¢rjl)' un,Jei· Rule !) l (Rufo 4'.l.a,fa(a)). 

\VHh s-egm·d H> an)' nudeotide ~tn<l/u1· amin.o aCld .scquc-.Ju:c d!s":iQS~U tfJ ;he jotcroation1'J appHcnth.m, sc~ Box !~o. t. 

3. 0 llni1y ofinnnlion i.s tacking (s~~ Box No. lll) .. 

4, Wilh rt-gard \0 !lit titlK, 
¥ ~ the text i'S appr<l\<cd !IS :;ub,ni;(cd by the apµlic:,r, t, 

0 t1le r~xt ht$ b,~,~n 1!;.rnhli:;hed by- ;his Aodrnri ;yt<i read ~s foUnws: 

,hc tc,,"t is up~>rHW as ~\lbn,,,t~c by the aµplic.r~,t. 

the kxi has bee,, cm1t>li:jlmi. ~ccnrdiii~ to Role 38.2, b)· thi~ Autf1(Jrity ~s ,, apr,,~;,r.~ h B(IX No IV. Th~ ap,,licMt m::ir. 
w:thtn {.?rtC m\,oth fron, the d~s.e ◊f 1nai{!ng. ofthb jnter::u~tional 5ca.n:h rt:po:·t, st1bmH c,•1un1~·nts tt:t t.!·iitt ;\m.hority. 

6. \\,!;{h t'c&ard to the: dnl'Winp:s. 

;.l. (h¢ •Hsiu'¢ of th~ ,1,-~,\,•.ing,; {(j he puhfo;hed \\"ilh th~ ah?f.B"'fH:t is Figt .. n"iS' No------­

f'..71_·_ t(,~ m• SU]~¢~l~"J hy lh~ upp!i1:hm . ., 

0 a;> scd('Vlc-d hy ihi~ i\u.:.hority. ~tti:::us~ lhe upplit.:ctrn failed VA' ~u~;&:::~t ~ i):gu.rc. 

[~j iclS ~cJcctc<l {;_r th f~ f\nthQritJ~ b t"',';~u~~ this fig!.U'e h.'!H.t~t ('h:lnlth~i•b:t.}S ~h~ h,,,~m.lon. 

b. [] non.: of:h,~ tlg.ure.,; i:; !<: oc pubE$hcd wiih th1: ablr.l-''C 
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fNT.t<:RN~nONALSEARCH REPORT fot1iQ-,ational appli~atiun No. 

r>Cfl!B1 n1e;mms 

l. Wjth n':gard to miy nucleNide and!Qr ainioo acid scqtieut.e disclosed ill the intematic-n,1 llJ)plicallon,. th.cd1>1ern;:·{io11·;,I se;irch "-'11$ 
cau-ied OUI 011 (he t>Ml;, of ll ~lttj\lent:e lb\lng; • 

a. 1:8:J fnr.mini:imrl ofl:hc i11lcmational i.vplication nsfilecl: 

~ in the form -0f an Anne.:< C/,ST.2511:xl We. 

0 on pap;:.-r or in the form of ail image file,. 

fomislied togclh<:r with tl)r. inte.mallonl!I appli<:l!tfou und~r PCT R1lle I '3te1: l (;i} for the pur-..-,!J/,1:s t.,f intcnmtionai S!:lll'<:h 
only in the fom1 c..f an A.nnc>< CiST.2.S !e>it•mc. 

fumisht!~ 511h;;eq11eJlt to the intcmatit.mal :filing dnte for the plJTf1n~;.of.imernariona1 s:::arch ouly: 

0 in the form ofsnAnncx C/ST-25 tt1<:t:fi!e (.,'t\lle 13tur. l (ii}). 

D C>!> p:iper or in !he form of a:n imat1,:c file (Rule 1:lteJ·.l(b) ,mdAd..'Tih»strauvc u)s1Y\lct{oi~s,. S!>clfoJt 7l.'.l}. 

fn ac!di!fon, in the ca~c- that inure than ont ve1:sfon or Coro' of a .seq_m::nc::: listing has. het-Jl file.I Qt furnished. the re,1ui.red 
statements ths.tthi: info1:mation in the rnb$equ,:ml. or add.iticnal i:vplcs l.s identical to !hat forming pm-\. of tl1e a{¾,lfo.ation as 
filed or do:::s Jl◊l go bcyQnd the- appllt:111imi as tlled, as appropriate, w,m: fun1i~b~, 
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l NTERNATIOl'fAL SK4,.R.CH RE.l"ORT tmemation<SI ;ipplfoidon Wo, 

PCT,!!319/58098 

A, CL,<\SSfr-tCATfON OP SUB)HCT MAT!'BR 

IPC. • A61K ;39.1395; C07K 161244, 14/5:4 {2019,01) 

CPC - A61K 39/395.; C07K 16/244, 14/54 

A,~;;iot'ding w fo1ema1ion:.l Pat~llt Classificntion (Il'C) 01· 10 omh nation$) cl~slfication tmd lPC. 

B. F!ELDSSE,\RCHED 

Minimum d(lCUmll!llllfi-On searched (1.~~sll'i:cs1ion s,,siein foll'0\<\1d hy ck,•,sifo:atfon ;;ymbols) 
SQe Sa~mn HIS!ory documonl 

Documentati(m ~careh.:d ot.~r dtatl minimum d(>ctsinenmtim1 to the extent that ~11ch d~>;.umcnts arc included in th~ fields ,em:hed 
Sae Searcn Hfsto:y c!Ocu1Mnt 
__ .._ ......... . HHH--•• •• ---- • - ------------------------------• 

Eleclronlc uata illl>c e<:>ns\dtta dUJ-istg ;he i))t,-_,,,.,tinnnl ,;.e,,rcli {nam• ol' 4stll b ... e und, wl>ei~ prn,,tkahl~.- sea.-co terms u.::ec) 

See SN•J"r,n Hi;;tory i;Jocumen! 

C, DOCUME~'i-T.S CONS!DBREDTO B,SlIBLEV,1,NT 
1-----,-,,-,-···-·---------------------·---···------------,,....-----------1 

C.:itcg.ory~ Citation of docunt~¾ ,t, wltl1 lndi<:-.ati<m. where n,pproprfa.te, of1he ra!evim1 passag.es 
····-----t------------------~---------------------1------·-··-···------1 

{ ,lANSSf.N RESC:ARCH & D;V!:1.0PMENT, LLC} A sii1i1y 10 f:vah.:aB? f.he Saiaty a:id Efficacy 
Of .Uslek:numai:> !11!11.1ction and Maintana;>ce Therapy in Partieipimts Wllh Mooeri31<iJy to SeYerely 
Aclfve Ulcnrr,fiw! Cnl;tii; (UNIFI}. 13 t\Uf.J'JSt 21)13; r6li'14;1Yert from !11G intamel 
<;t;Ups:/Jt.frrtica!t;i<11s,gov,'tt21$!1owiNCTO'l40723\S.-"' on H, Dfical'l\ber 2019; pages 1--12; p.ig., 

1·3, 4/,,3, 5/411-3 .. 
6/411-3, 7/6/4/1-'J, 
ame1M1-2. 91716i4it--3, 
H)l9.'716/4i1-3, 

~!12, pa!llgrapll 2; 5i1Z, paregre;ms 2-7 

Spr:c..;i~l t~i.ego,:e!. of <::heif J'<)~umen~: 
•'t'.t.. ... docume;,\ tkJ1{1.in~ ;.h~ gtne.mf SJ~r~ of ~heurt.,vhtch js 1mt ,:onsid~ncl 

lob::. ,)f p~rtieuf~r rt!e¥3n<:<! 

"t)'' (l()~umot\l til,-c !>)· the 3pplic~111 !M the i:r.!em~ti<lnil i!f plit~!i1Jn 
··f.;»· ~~i1i"cr ~pphc~thm ,,r pat~;t. t?tn puhhshtt1 ori or i!her Jhe in,erm:tjt.~t 

lili•!! da1e 
··L►" do.C\nrn .. ~n( whkf\ tUU)'° v~row doub£$ t,n priorhy :h,hn{t:) <>r ,'>-itkh 

jr, cltt!d ,~ <t":~ah! ;sh th¢ gvt>!icntit._m ll:;c!.:: (sf :l.::01h.er ci!tJ.ii,n ~r other 
'>'JJ¢t:ia.! :.:~o.srm lH spc-dd~1..n 

·"Q'" ~ktt·uni~nt r~!\:rtin~ so·~ttH)fJJJ ths,,is1.~u.:-ei use. e:>!hibition1.1t ut hr.·fmC,iU~ 

..:rr dn;:umc:'H riuhhsh(!<l .v~h):- tn tht': fot<tOmtfonal U.Hnt da1t hu1 f;uc: than 
lht pr)isr ity t1at;.' d:tia,c4 

0 St1e pment fon\il)' Mnex. 

1119/7 /U/4!hl, 
12/o,7/6/1{/1·3. 
13,W7t6/4j1•3, 
HIW7f6l'1!1·3, 
15,'9/'!/6/4/1-<J, 
·t fJJS/7 iil{4!1-3, 
17f!),7JS/4/1-'.!, 
18,"J/7/6/41'1-3. 19-21. 
22/19-21 , 2312'2/19·21, 
24/19-21, 25/19-21 , 
?6/19-21, 27/H!-21. 
28/1\H?.1, r.~/19-7.1 , 
30/19-::t·t, ~{1f1!l-21 . 
32/19-21, 33•34 

1-3,411-3, 5/.':h-3, 
6/411-::, 7/G/411-3, 
Ail l<'l.i411. S, (3fllf;MJ1-3, 
1 nt9/7 !lil--t/1 <1, 
11/3/7/614!1-3. 
1 w,ma,,:11.3: 

·--······---···--------------i 
... fv fater doct'lme\ll publ_i~hed ~ftt,, ~h~ ~n!<?rr-~_ffo:1~~ fili_n~ rJ;f)C!-01tpri<Jf~t)· 

j,Jn!c nnd nm ul ·contltCl )Vtdt )ht: 11pphcau0>:! bm cncd l.Q un<lu::Hi:lr..sJ 
the pnnct·;.,tc or tl•t>us·~; und~sl)ilnt ... tlw- ln'Jesnimf 

"'X •• dot\)m¢nt vf r~rtk·ufar r:":i~\'tu1ee: ~1~ cJ.3frrnd inv~rufon ~a,,,,~t h~ 
\.~~$.idel"i.'clnuvc) '\)J ('&nnot l>e: >:iin~i~t~.s~ 1~,. mv-..llvt (lU it\\"<mlive ~tc1> 
\'-•htu tln~ Cs;qlmem. (., 1ak~n atone 

,.,y ;. d~c-~·sn,~m of partkUJnr rcJevanc-c: th¢ , ~~i,ncd irt,·<.'.;.i.ikm ,·:.um,Jt 
b¢ ci.iniit!e::e<l to h',.\:~)h1t~ An im~nti\"~ $tfrJ· ':."...:ht:n Jl lic!' <fo~um<?m i~ 
co:n()iued with of:e or more <.Hh~t·J:u<:h •ii.w.·Hm:~ms.. $...t•ds c:mnhlnntinn. 
b.·dn! nh-• . ..-iou~ .io n .pa1'$0n :;~ 1Uf..'J in th~ ,ar. 

"'& .. dOClJ1Y;l!tU ,n~mb<:rofthc S:UH)'..: JW:tcm farnily 

1-N-,,-lt-ll-~-a-,-){-! -,,-l,<1-i,,.!'it-,!;?-. -,1J~-:-~;_s_:-_o_.1""·t-h-~-l:c5c-A-:---c/l-cl-:-S----------·f-A-o-!.l-!~-:n..,·{,....~~r i>;l1 c~r 

M,ill Slop PCT. Attn: lSAlUS, Cor,•,ri;]ssior,el fo, Pi:,11ml& 
P,0. So.x ·145!J,. ,.\j~)~r\d!i'0, Virgirtla 223~3-e-':i4.50 

F~~~frtiHc Nt~, 571-2.73~$390 
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lNTERNATION'AL Sl::ARCH R:l!:l'(Hff lnternafamal applicat,1m No. 

PCT/!S 1915809B 

C (Comi11\1a1ioli). DOCUMENTS CONSlDERl".D TO 'BE RF..LEVANT 
.... ........... 

Clltegory·• I Citation ufdocum~m, with indicijLion, whe-.re aprsroprime, oflht1devmJt r,1;::$:l;;eS R1:l..:vmH to daiin No. 
i -----·--·····-········-·· 

13/f!/7 /6!411,..3~ 
14/9/7/614/1'3, 
15/(?l716/411 ··3. 
16/9/7{6!4/1 ·3> 
17 [f)/7 /6!4/1-3, 
10/9/7!6/4l1-3> 19 .. 21, 
22/19·21, 23/22/1<J.•t1, 
24/!9-21, 25/19 .. 21, 
26/19-2~, :?."71'19-21, 
:1s.rto-21. :rn119 .. :.>.1, 
30!1~1-2':. 31119-2.1, 
32/!9•2~, 33.34 

y VS 2018/0252728 A ·1 (AMGEN !NC. et iii.) 00 Se;>tornber 2D18; parag1aph f()189] 3. 4rJ, 5!4/3. 6/4/3, 
TIW41:l, l.lfTIW-1{:S, 
9,7/F.,/,),'3, 10/9/7/6!4/3, 
11/9/7 /'1!4/3. 12/M i6/IV3, 
1S/Sl7iS/4/3, j4/9/?/(;;!4/3, 
15!917/fs/4/3. 16/'~/7 /6/4/3, 
17i9f7!6!4f3, lB/!l/7/6!4/a, 
21 , W21. 23/22/QI , 
24/21, 25/2·;. 261'2!, 
27/21, 26121, 29/21, 
10121. :w21. ::12ri1 

~· (JANSSEN RESEARCH & DEVffil.(WM!'i.NT, U.C} A Mul!ro:enter, Randamiztid, Oov.blc•blfnd, 4/·t-:.l, 5!411-'.;, \>14/1-3, 
Plm:dlO·<:On'\rol}ed, f'rca:.i!--of•Cl,mcepl Study oi Us!<:>klr,!Jl)'at, In StlbjGcts wilh I\Cli,~1 Syr,terr.ic 7/6/4/1-3, 8!716!4!~·'2. 
l.upus Erylheim.iwsus. Hl Jonuwy 2017; ,'etrie;;oo from !he Internet 9,7 i6/:tf1 ... s, 
-<httpn:/!,::,imcaittbf;..9ov1PrcvldodDs,cs/61/N_CT02349061iPro~ .. OOO.pdb on 19 D ... .::urr,l:>Qr ?.OHl; 10/9/7i'f:./4/1 -3, 
pa;1es 1-14!!: ;:,agr, !!. pmagr/lph 2: page 9. parngrapl't .2; pog~ 12, l)Qr~graph 4; pa;,ie 48. 1 ·l /9,7 !61411 .. 3, 
p<iregr«pli 1; p~ge 49, paragraph 2 ; page 69, paragraphS 4, 7; r,age ?O, paragrapu 3 12fll/7/tl!4/1 .:1, 

12.JS,"7 !6!4/1-3., 
14!S/716!4/1--3, 
1~{7jfJJ~;11 ~~. 
16/917/6/4/1-3. 
17 /9iU6/41 I -'.:I, 
·rn:917!GtM1-a, 19--~1. 
221rn-2·1 . • !s12211 (1.21. 
24/1e-21, 25119-21, 
26/19-21, :27/H!-21, 
28!19-21, 2£1!19·21, 
lU:1!!•21, :H/,.9 .. 21, 
a?./19-~>1. 33-".34 

y .(G\JOJON$$0N, J) E.ffica,,,y a!'><! Safety of Us""1<inuma:l,, A H'1m<1n ln!'3rltntkln•12/2'1 10/9i7 /e/4/1-3, 24/19·21, 
Mon.oclon.i1 AnUbo!.ly, in Fa1iemswilli PSJ.>ria~is: 52-Week Resoft!s from a P.andomf!.e(l. 25f19-21, 26/19-:21. 
Ootrt,le•Slln.cr. P!acebo•Conlrolled Trial {PHOENIX 2), 17 May 2008; reltie~d from the i:,teroel 27/19-21, 28/H!--21, 
~Hps://f·lUOO.(.,"irn/p:imG/1108987>-on '19 0€lCOm~cr 20H): pag3$ 1 ... 3: p~go 1/3, P:iif~HH;pfl 2 29/19··21~ 30!19--~,, 

;$,!19-21 

y {AQEOOKUN, OJ QI al.) Phaitnl'lwk'ill&lfos snd Expoaira Rt,,;pon&e R,;!,)!!Mll!'lips ot 17!9!7/6/.1/1-3, 30/19-111 
Ustekin.:Jmab in Pa1i1mts wiU; Crchn',s Obaase. Csst,·oeater<:ilo{f>'. ti1 Fab«;;,ry 2016: vol. 1!;4, 
r,o. e: pag0s ,OOG-16?1: pagt.> 1064, t:tilwnn 2, µan.graph 2; DOi; 
10.1Dli?.tj.g,;,!Wo-201~ 01.04:-1 

·--~·-···--·-·-·· • ·--
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rATENT COO.PERAT10N TREATY 

From 1he tNTRRNAT'.ION,<\.L SEARCHlNG AUTHORITY 

io, Josp,ph F. Shirtz 
Johnson & Johnson 
One Johnson & Johnson Plaza 
New Brunswick, New Jersey 08933 
United States of America 

Applicant's or agent.'); file reference 

JB!6010WOPCT1 

International appiii:atiou No. 

PCT/1B 19/58098 

PCT 
NOTrPlCA'.t'ION OF TRANSMl1T,\L OF 

THE INTERNATIONAL SEARCH RE.PORT AND 
THE 'WRlITEN Of>lNTON OJ THE T.NTERN.A110NAL 
SEARCHING A U1):IORlTI: O'R. THE DECLARATION 

Dm.e of marnnu 
(d11Jrmort:itl}~1 

(PCT Rule 44. I) 

13 JAN zo·zo 
:FOR FORTif.ERAC'.'frON' Se.tparJ_grnp.½~ l nnd 4 hcfow 

mlllr.nationtd ·ming date 
(d@'mvr.tJilyear) 

• 24 September 20·;9 (24.09.2019) 
-----~-----------------------•4-•-..~•-•••••••-•....._ ... . .,.. ..... ~ ·-H•-~----~-----------1 

Applieluit 

JANSSEN Bl.OTECH, INC. 

Tb" &.ppli¢iint is here.hy notified tJlt1t ·!l.-.e inler.n~tlonal f.t<nrob. re.pwt aq~-u;~\,J:ltt/-Jj;~{;,m gf th~ Jme.;,at,,mal Se~r~riing 
/ ',.11thority hs,--c bt'en e:stabfa:hcd and are trruis,\litted ,hr.rew.ith, T="., ""-'"'" .. . 
F,, f ., d . , "' ~~~•••l,"'t,r,,"··w,••• 1 ling u amc11>,mcnt.~ .ind smtt.m~itt iw ~r A r tiele l:r; • •• • ' · • ' '"'"''·•''-<:: , '->ft; p-';;,, 
The applicanl ,s entitled, ifhe 5U wlshc.$, to an,end thi: claims of !he int<m>a11tmal npp.lic.~fiou ~ii;, Rn le 46j: 
~ 'hen? The lime limitfbrfiling sui.'t. 2mendruet1lS is tiCintl-»lly two mo,iths from the da1e Qfb·aMmitta! of the intem~tio1,ui 

sea."\~ report. 

Huw t Dir::c:tly ta i.bc lnttmalional. Ih.11'¢:&U preferahly lhrough ePCT, or on paper 10: 
The Tntmutimml Bul'Ci}u ofWIPO, J4, ~hi:~nin des Col0Ji1beites, l2 l l C:icne-.a 20, Swiizes,~nd 
(Fac.:l'mile No.: -~41 22 ni: &2 70) 

F 01· n101·e ddail~tl i!lsl:l'.icti<>n", """ the l'C1' Applieant l. 6ui<le, .h~tc:m2tioual l'he:;e, µw-agrupiis 9,004 - 9,011. 

'-·· .0 T,-.e appl.icnnt hi hereby notified thut nu i11tcmillkrmd Soa~.ii 1,cpo1t will b;e .-~<tablished i,n(i that t1,c dc<-,liirll\io:-, utiJcr 
A.rti<".Je l7{2){n) t,o that e!foct <1nd foc-v,'tit~a ~pfoiim oflhe lntex:natiomll Serucl1ingAuillority ate tramllnltted ht."\.'With. 

3. 0 \Vith t'e,gimil to any prnle.'lt agaift'¼ p2yml!nt of'(an) addltiom! foe{$} wider R1.1b 40.2, tht ar,i,Jicant is ·i1<.>1ifll!tl ;hat: 
·□ tile prote.~f. t?s;etherwilh tht: de~isicm tium:on lilts bc::_cn tt;ms.mitted to the 1n~mation~l ~u,-eau togctha-v..i"!!t any ri:qtlest 

to forwan:I ti.le t~t,~ of!;)oth rhe _prot~~; .:ind the dec1i,10.n !hereon to the <lesign3tcd Olfa:es. 
0 uo deoisi~w hus been n,mfo ;yet cm ;he p.role:,i; tni,, uppli,:;;,n, ·w';U \>(: nullfi~ as .swu 11.s a d=isiu11 is :Ulltk. 

4. ~ern iodc,·s 
Th~applkantmay submit comments 011 ;m iuf.orm.sl t :isis &ll dit>wiitttm opi,iinn nf the lnt~i-natioi•~I Sean~ltingA 1)tbotitv to 
the Jptemntk,n;;l Bureau. 1"h;se ccsmment.., will b,:, maut: av11ifobie 10 tl1e publie afa,6ntei·natit>t1ai pt1blic.ation. The h1ll!lTI1t1k;n11l 
Buteau will :;end i! copy ;if ~rn::h comments to illl dtl&ignl!!l.-rl l'.)IBce:s unle!:S mt irrt~matiouai pTeliminilry e,~minatio;, repor; :has 
bee11 ol"is t9 b:: csmb!ishcd. 
Shmt!y aftc1· ih~ ~.;;pttl\ti,m. of 1$ mm>th$ ft-0111 the: pn<>rHy dJ<!t:, tl:se in tp"n;)tio,.a! Applic•th>n wm hf rublishtd by the 
1:Jtem.itio't'm! B,m:l:lu•. fftht applicant wishes to avoid OrJ.lQSlJX>l)~ p,iblk..a.lion. ;i nt11ice or widldr3wal <.'>f the fol.emntkm~I ;;pplka,io11. 
or oft!;~ p.riofity dl1iro, must fl:::adi th~ ii1tt"rn11tiomll Bur~u lid-o-rethc:: t -Mnplr.!i(l11 oflti~ t,~chr:icnl prepannions fuy-JtitctmiLi'omil 
p,1Micl)ti,::m (Ruh~s 90bi.~. I l)nrl· 90bi.,.:?). 
Within 19 month"/< from the primi,y date, hut only in r-ei;.?e-..i ·ofsoipe desrgirnlcd OB\ce~. 11 demand for io1i:n1~li1sml1 prdimimlt)' 
examination mn,t t,1:: f\kd if 1l1e l\ilp!icam wi,h¢s t0, postpone the entry imo tli.:. naifom!l i:foi~.: unl:i! JO munths fu-im the prinri,y 
!.l;ile•( in ~orne Offices cvt:I\ l <1ter')~ 01lle;-wist, thi= appt,cnnt must, wiihh, 10 l:)H~lJ ths from e1::. r,nnrity ~lN;_e .. perfoalt !l,e. p;-,sq·ib1,d 
acts for entry fotn thi: nat.fon.:il phase mfore !hose d(;Signlltt'd Ollkes. In 1'eSfitC! <>f0ther,iesi!l-11aa,d Offi(.'ts.: thc ti,nc timft t:f' 
30 monl.hs (~)f later) wilt apply t:"Cfl ifno derrmd is ft!,>tl within 1~ nwmJis. "Forde1~-ils al>o\H inc:: 8pp!ic::thlc lime timi1:i. Oflice 
iJy Offl::e, sec w,,-w.w,p11,inl/pcUenA~tsilimr._Hm1t~.hlm! untl. th; f'CT,-fpplicwt(!: G:dd~. Nnti<::ni::.1 C'httplers,. 
Wiih1u 22 month, ft-.:>m th~ pt·ioril)< <li\.1~. th; 11ppl.i<'1tl'II ma;r requ""ftlmt J\ su1,1>ltmenfQty in1~rn:,titmal sc,n·d1 l>~ enr1·ic<l out 
by a di!forcnt h1t~.rrn11iomd Sc::sn:hiii.,i; Autliorily thlll elf,~r, this servke (l\ ult! 4 Sbf.t. ! ). The riro~du,'c. i,1r ~,J!l~~tlng. S!lpj.>lNn ct'stary 
imcm.:iricm;il scat".:.il is dc.scrih1.'ii ;~ the r.CJ'Applica,u :t Guide, lnt::1natfonat l'ha.~~, pnrs,ll.-Uf,h$ f..Q(Hs-8.1}32. 

IGuf!IC and r<iailing rtddi,~~$ <>f i!lt> ISA/llS 
Mail Step PCt. Attn:' !SIV'JS 
Co,r.lB!S"S!!ll'lerfc, P<3!~!~, 
? ,0 . Bi.« 1400, ,'.le>:andna. Vl«Jln:R iz31;M~5'.l 
Facsimile No, zn-trs-~~1)1) 

Shane Themas 
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J>AT}.!'.NT COOPERATION TREATY 

Froi:ri the INTERNATIONAL SEARCHING AUTHORITY 

T..:>: Joseph F. Stilrtz 
J>CT 

Johnson & Johnson 
One Johnson & Johnson Plaza NOTTFJCATJON OF TRA.NSJVHTTA.L Of 
Ne1,v Brunswick, New Jersey 08933 THE INTERNATIONAL SEARCH :R.El?ORT AND United S~;tes ()f' America 

THE '\\.'RfTTEN OP!NiON OF THE JNTI~RNAT!ONAL 
SEARCHlNG AUTHORITY, OR THE DECLARAT!ON 

(PCT Rule 44, l) 

Dute of tm1Hinj 
(:laylJJJOJtfhlyerJ;~. 1 3 JAN 2020 
••·----··- ·······•-·•--·-••· ··-·-··--···-· 

Ap;phcant's ()r aglim's ftk n:Ji;:rcncc 
1:oR n,RTHER ACTH)N 

JBl60'l 0V\/OPCT1 
See par.igupJ1s: 1 Mtl 4 bek1w 

> ~k- . OOOHOOo,400--0-HH-OO--OOOOOO-OOO---•-••-•H---••ooOOOOH-•••--••••• .......... O' 

lslicnra,i<mal appli(:ntiQll l'Jo. 
..... 

!ntc:rnational Hl.ing da1e 
{d:iyiltr(.!tUhlyevt} ~ . ,.,. . 

PCT /i819/58098 2,-. September 2019 ("'4.09.2019} 
• ·•--••·••-·-·•--'-'---••·•--··· ..... ·-· 

Applle11nt: 

JANSSEN B!OTECH, lNC. 

The nr,pli~,mt i~ !nm~by nmilkd tlmt tl.1~ int~-nati,mal s.:::-rJ'l.'li r~.purt and t111~ "''ritt(ts; ~)pinio11 oftlse foierna\ional Seafchin,?, 
A uthorify lmv,~ been <:.5lat>li!ihl!d and a,e· trrn:ismiu,ed· herewlfu. 
F ilh•i; of' "me11,h1,r.nts and s.t,.tc,n,ent undi,1·Ariiclc lll-: 
Th(. ~1ppli~~11nt is entitled. ifht so wishes, tQ !!mend th~ claims. of the il~t~matim>.al npplicatipn (s,~e Rule 4f;): 
'Wben? 111.e timt limit for filin1~ ~,1eh ntn~ndmmirs isnorm;tHy ;'<'>'◊ month!; fi.\11l\ the date aftmn!ill'.lillal• of the inlerr.mionl!i 

m:,m:ll rcplln. 

DirecHy ;o th~f,nt~mationat B1m:au pn::ierabJy !hrnlli;h d'Ct: ur m paper w: 
Th!; lnti:n,~,ti<)n'ftl Bure&\1 oJ'\VJ.PO .. 34. chemln des Cok,,,;bett~$., l 2 t } G~r.eva 20 .. S"" .. i12.erhmC. 
(F 3.c£imik No.: ➔·4 l 22 :ns s2 ·u1f , 

For mor~ 1ktaiktl ill$f1·u,•H11u$, $«. th:, PCT Applf<Umt~ (Jyid~, lrncmntiimal Phase,.11~ri&rnrh.s 9.004 ... C.1.01 l. 

2. 0 Th~ applka;it i-s h,~rtby ,lt)!ined that ,i., intemalfoMI ~ea.-ch !'t!Jlll't wi.l! lie e.,rnhl.ished and !hat the d«.lamliM under 
Arlide ! 7(2)(a) w t:'lat eir::-c:t aml the ,,-Tilters oµirsion ofth,: lm(;matir,nal Searehillg .-Xmhoi·ity .1re transmitted h,Jre""-i,h. 

:;, O· With rtglll'd HJ ~11y 11s-otc~t 11gainst r;;iymcr,i. of (an) ;idditionnl fee{;;) t\nder Ru1e 4-0.2, lhe applir:ant is nNifo~d !hat: 
O the l1!'<)1~st t:sj,\<':i.h(;r with the decision ;heseon hn;; ~,~en trMsmi1ted m !he fotenm,ionn! B:iireint together with ;;ny req,111,;t 

to fbrwurU ttu:. H.} .. ~ts of both th~ prol-cst. und tJ1;t U~ci~i0:l, therc:on tu the <feiignute<i Oilit:r.~. 

0 i;o tlccis\(sn has been rn;;;le )'t't ,m th<: pn>tci;,: the apµl;caril win b~ nm1fi.~d n~ ;;0011 as a rleci~io,-, is madC'. 

<j, R<?·mlmlf(U 
~'t})C':;\p1=/licnnt rt,9}1$u.bn,it '-""Hnn.,tnts i>t:l ~u. in:fnnna1 ha:sis.on thse- writte:n opinion t;.f'the Jnt~i'}lationnl Scfl:r~h\n.gAJJtlHH·ify f.n 
the hltcrmitfo,rnl H,m.i1,1, Thtl:'e wmrn<:'1JtS wilt b;:, mw.le ·avllilol,le ,o the public-.. at\er intcmati<>nal publica1;,,n. Tilt. r mcrnuti~1nal 
l3ur¢all wil.! scntl ,, copy of ~11ch eormm:m.)i tu l!ll desigmi,cd Oflkc-s nnk$$ al\ inft~·r,ation;i! pr¢limimi,y e~msih1~1tiui, H,:pon hu; 
t;een or is to be Mfabli~h~il'- , 
$hc,r::ly :,fl¢,· 1he e;s:pimtic" of 18 months rrnm 1lie 1wi1,rily ihil·e, the inteniatif>lt»I c>fiµih.-atitin will be publi~hecl by the 
·1,,,tematfo.,'>11 B;ur~;M. !fth,! apr,licam wi!d1C$ io avc,id c,r poslpone poblic~tion, a r.mi'-'.e of wkhdra\'>'3.: t)!'thc iniem3tfotmi l!flf)Hca1inn. 
or or the- r:dor"?ty t.~hlfrn .. ll~Us~ rend, the l1nerna~lvn?J l"iun:~1u befcre thi~ cnn:tpJetion· or the w:t.hnk.nt preµnr,"3tk,n~ lbr intzrn~,tinnat 
1m(,!it·~;i<>1) (Rvie.'> 906/s. l am! 9Vbi.d). 
\1/itb.in i 9 inu.nth.s. fhnn ! he prie!·ity <lat~. bui onl.Y fo ,-cs.pe-t't ~1 sonlc d:;-s ig.rmtcd OB-i<:f:-~~ 11 ,Jt"J:nr.::-ui fur ini.t'l'fHH i<-wmi pr.di1nitmry 
e.'<arnif,atfon rr:imi, \>e filed ff die a1;pHzaw wis-i,cs to poS!jX>nc tllt entry ,m,) th~~ nati1,>;1<1: plit,3c until Jll m-0nlh$ ii-Mn th<! 1nfori1y. 
d,oe ti-n sorm.~ f)ffices even fot:.~r); othe.n'>'\$e ... the- 1-tppti'-=UtH m\'.t$\, ,,/ithin 20 months fi'\.'H1l the rri¢t·;Ly ;Jmc~ 1,1i::rfon,, the- pt~$.<.Tibe-d 
~;::;:; fof c·utrs into th,, ,1~ti<>n:ll phnH" before 1h1),t de;;igna1e,l O!nces. !n re:;µcc1 of n1hcr d<1,-.;g,1a!t'.'!d Offi(;e:.. i,h~ iim,~ litni1 of' 
311 imniths for li!\t·r) " ·it! ~pp!:, ~"'tn ifn1, d~mand i$ fiit'<i wi,hin 19 n10ml,s. h'<dt~t~-i!s a(,;l\!i \he ,,ppii,.»tM ,,,'1'1~ !imit-s, Ofiics:! 
hy OH'ice~. ~i::c ·w«..,·w.«..v)po.int/p~~l/(riit~.);{$.!'th-·nc_Jirnit:i.hitnf om.J the- PCT.iipplh.:tU'-l 1~ Gtdt'b.~., Na-thn1tit Chv,t.,t¢l"$~ 

Withi!) 21 nwn!h.~ from the -,,l'im·it~· d:11~. th~ i,pplimnl m•y rcques( ds~t ,, sH11ph.'mc111iu-r inttn;atlunul sc:,rch be c:,nic<l !>llt 
t,y ,Hliffer~m 1memak,na! S<';irching.A uthm·ily t!\at offer:;thi,,; seryic., (Rtt!~ ~Sb.1::S. l). Th.: pnK<1,i1m: for r~(jt,c.:,1i1,g !a,~pli't>:<1nl3ry 
iincnwtiot,af :-..ei,tn;h i$ d11st:ribt~d h1 thr!- FCT Appl!ctm: 8 G::h:lt'~ h)ti;J'fl<ll-ion~t Phase~ ~in\t.r;sphs S.fH1t, .. 8_032. 

-· 

~---------------------------,,------------------------···-·--····---···· 
Na1,,~ m1d n~aiHng :.xklrn .. 'i.s: of the l~.A./{)S 
M~ii $ft>: .. f'~1. At-.,.?.: l~Ail/S 
C<;.rt•mi$~1).'1t-~r i<.')r P-~lnn~~ 
? .(~. 8:)x hle-0. A?~xs:.:~rs~, Vi:tini:: ;.!~3~,3 .. 1l:W 

t-=-~t$·irnH~ NtJ. 571-27-3-S.SOO 

A uthori~iiJ o!iic,·r 

Shim;.;, Thornas 
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Electronic Patent Application Fee Transmittal 

Application Number: 16580509 

Filing Date: 24-Sep-2019 

Title of Invention: 
Safe and Effective Method ofTreating Ulcerative Colitis with Anti- IL 12/IL23 
Antibody 

First Named Inventor/Applicant Name: Jewel Johans 

Filer: Eric Dichter/Deborah Pishock 

Attorney Docket Number: JBl607 OUSNPl 

Filed as Large Entity 

Filing Fees for Utility under 35 USC 111 (a) 

Description Fee Code Quantity Amount 
Sub-Total in 

USD($) 

Basic Filing: 

Pages: 

Claims: 

Miscellaneous-Filing: 

Petition: 

Patent-Appeals-and-Interference: 

Post-Allowance-and-Post-Issuance: 

Extension-of-Time: 
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Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Miscellaneous: 

SUBMISSION- INFORMATION DISCLOSURE STMT 1806 1 260 260 

Total in USO($) 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 ofTreating Ulcerative Colitis with Anti-IL 12/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: JBl601 OUSNPl 

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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