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An Adaptive, Randomized, Double-blind, Dose Exploration, Parallel Group, Placebo Controlled, Multicenter
Phase 2 Trial to Evaluate the Efficacy, Safety and Tolerability of LNP023 in Combination With Standard-of-
care With and Without Oral Corticosteroids in Patients With Active Lupus Nephritis Class III-IV, +/- V
ClinicalTrials.gov Identifier:
NCT05268289
Novartis Reference Number:CLNP023K12201
See if you Pre-qualify
All compounds are either investigational or being studied for (a) new use(s). Efficacy and safety have not been
established. There is no guarantee that they will become commercially available for the use(s) under
investigation.

Study Description

The overall purpose of this two-part study is to evaluate the efficacy, safety and tolerability of iptacopan
(LNP023) in addition to standard of care treatment. The overall purpose of this two-part study is to evaluate
the efficacy, safety and tolerability of iptacopan (LNP023) in addition to standard of care treatment.

Condition
Lupus Nephritis
Phase
Phase2
Overall Status
Recruiting
Number of Participants
240
Start Date
Aug 10, 2022
Completion Date
Sep 28, 2028
Gender
All
Age(s)
18 Years - 100 Years (Adult, Older Adult)

Interventions

Drug
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https://clinicaltrials.gov/ct2/show/NCT05268289
mailto:


Iptacopan (part 1)

Taken for 52 Weeks
Drug

Iptacopan (part 2)

Taken for 52 Weeks
Drug

Iptacopan + placebo

Taken for 52 Weeks
Drug

Placebo + standard of care

Taken for 52 Weeks

Eligibility Criteria

Inclusion Criteria:

Unequivocally positive ANA test result and/or a positive anti dsDNA at screening Active biopsy-proven lupus
nephritis within 3 months of screening demonstrating Class III or IV lupus nephritis with or without co-existing
features of Class V lupus nephritis.

Documentation of active renal disease at the time of screening necessitating the commencement of therapy
with corticosteroids in combination with MMF/MPS.

eGFR ≥ 30 ml/min/1.73 m2 Vaccination against Neisseria meningitidis and Streptococcus pneumoniae
infections Vaccination against Haemophilus influenzae infection Supportive care including stable dose regimen
of anti-malarials (e.g. hydroxychloroquine) unless contraindicated, ACEi or ARB at either locally approved
maximal daily dose or the maximally tolerated dose (per investigators' judgement) at screening, as per the
local clinical practice. Doses should remain stable throughout the study.

First presentation or flare of lupus nephritis.

Exclusion Criteria:

Induction treatment with cyclophosphamide within 3 months of planned treatment for this study; treatment with
calcineurin inhibitors within the previous 3 months prior to randomization.

Presence of rapidly progressive glomerulonephritis (RPGN) as defined by 50% decline in eGFR within 3
months prior to screening.

Renal biopsy presenting with interstitial fibrosis/tubular atrophy (IF/TA) or glomerulosclerosis of more than
50%, or which in the opinion of the investigator is such that it precludes likely response to immunosuppressive
therapy.

Participants being treated with systemic corticosteroids (\>5 mg/day prednisone or equivalent) for indications
other than SLE or LN e.g. acute asthma, inflammatory bowel disease.2/17



Participants being treated with systemic corticosteroids for SLE or LN will be excluded if they have taken more
than an average of 15 mg/day prednisone (or equivalent) in the previous 4 weeks and more than an average
of 30 mg/day in the previous 1 week Receipt of more than a total dose of 1000 mg equivalent i.v. pulse
methylprednisolone (cumulative dose) within 2 weeks prior to enrollment (and at enrollment)

Other protocol-defined inclusion/exclusion criteria may apply
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Recruiting

Debrecen,4032,Hungary
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Phone: +1 787 722 1248
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Mersin,33110,Turkey

Novartis Investigative Site

Recruiting

Talas Kayseri,38039,Turkey
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Bursa,Gorukle,16059,Turkey
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Istanbul,34093,Turkey
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Ankara,Cankaya,06800,Turkey

United Kingdom

Novartis Investigative Site

Recruiting

Cambridge,Cb2 0qq,United Kingdom

Novartis Investigative Site

Recruiting

Leicester,Le5 4pw,United Kingdom

United States

Mayo Clinic Rochester

Recruiting

Rochester,Minnesota,55905,United States

Alexandria Ramirez

Email: ramirez.alexandria@mayo.edu

Evamaria Anvari
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Virginia Commonwealth University

Recruiting

Richmond,Virginia,23298,United States

Jason Kidd

Michelle Orr

Phone: +1 804 828 0180
Email: michelle.orr@vcuhealth.org

Olive View UCLA Medical Center

Recruiting

Sylmar,California,91342,United States

Phuong-Chi Pham

Ochsner Health System

Recruiting

New Orleans,Louisiana,70121,United States

Phone: +1 504 842 3930

Ivo Lukitsch

Kaiser Permanente Fontana

Recruiting

Fontana,California,92335,United States

Steve Lee

Phone: +1 909 427 6946

Nephrology Associates Of Central FL

Recruiting

Orlando,Florida,32806,United States

Isabel Castano

Phone: +1 407 816 5700
Email: icastano@elixiacrc.com
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University of Colorado Denver

Recruiting

Aurora,Colorado,80045,United States

Amber Podoll

Allegheny Health Network

Recruiting

Pittsburgh,Pennsylvania,15212,United States

Swati Arora

Univ Calif Irvine

Recruiting

Irvine,California,92697,United States

Phone: +1 714 456 5142

Yongen Chang

Florida Kidney Physicians

Recruiting

Riverview,Florida,33578,United States

Amit Johnsingh

Marc Richards

University of Nebraska Medical Center

Recruiting

Omaha,Nebraska,68198,United States

Phone: +1 402 559 5151

Prasanth Ravipati

Royal Research Corp

Recruiting

Hollywood,Florida,33021,United States

Phone: +1 954 940 0208

13/17

tel:+1 714 456 5142
tel:+1 402 559 5151
tel:+1 954 940 0208


Elio Torres

Johns Hopkins Hospital

Recruiting

Baltimore,Maryland,21287,United States

Phone: +1 410 955 5268

Mohamed G Atta

Dallas Nephrology Associates

Recruiting

Dallas,Texas,75204,United States

Ankit Mehta

Esmeralda Martinez

Email: Martinezes@dneph.com

Loma Linda University

Recruiting

Loma Linda,California,92354,United States

Brenda Delgado

Email: bdelgado@llu.edu

Sayna Norouzi

Nep Assoc of Northern Illinois

Recruiting

Hinsdale,Illinois,60521,United States

William Whittier

Stony Brook Internists PC

Recruiting

East Setauket,New York,11733,United States

Sobia Khan

Mayo Clinic Jacksonville
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Recruiting

Jacksonville,Florida,32224,United States

Nabeel Aslam

Trinity Hooks

Phone: +1 904 953 7648
Email: Hooks.Trinity@mayo.edu

Brigham and Womens Hosp Harvard Med School

Recruiting

Boston,Massachusetts,02115,United States

Finnian McCausland

Katherine Curtis

Email: kcurtis2@bwh.harvard.edu

Prolato Clinical Research Center

Recruiting

Houston,Texas,77054,United States

Phone: +1 832 338 9118

Biruh Workeneh

Wichita Community Clcl Onco Program

Recruiting

Wichita,Kansas,67214,United States

Joanna Haddad

Phone: +1 316 494 4912
Email: jhaddad@wngpa.com

Wissam Saliba

Temple University

Recruiting

Philadelphia,Pennsylvania,19140,United States

Iris Lee
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Zoe Pfeffer

Phone: +1 215 707 8984
Email: Zoe.pfeffer@tuhs.temple.edu

Ronald Reagan UCLA Medical Center

Recruiting

Los Angeles,California,90095,United States

Lama Abdelnour

Worldwide Contacts

If the location of your choosing does not feature any contact detail, please reach out using the information
below.

Novartis Pharmaceuticals

Phone: +41613241111
Email:

Novartis Pharmaceuticals

Phone: 1-888-669-6682
Email: novartis.email@novartis.com
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