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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 study is a randomized, double-blind, placebo-controlled, multicenter, Phase Ill study, to evaluate efficacy,
safety and tolerability of iptacopan in patients with AChR+ gMG who are on stable SOC treatment. Participants
who meet the eligibility criteria will be randomized in a ratio of 1:1, to receive either iptacopan or matching
placebo, for 6 months (180 days) while continuing on a stable SOC treatment. The randomization will be
stratified based on region. The study consists of a 6-month double-blind treatment period for the primary
efficacy and safety analysis followed by a 24 month open label extension period. A safety follow up
assessment will be performed, one 7 days after the last administration of study treatment and one 30 days
after the last administration of study treatment for all participants.

Condition

Generalized Myasthenia Gravis
Phase

Phase3

Overall Status
Recruiting

Number of Participants
146

Start Date

Jul 31, 2024
Completion Date

May 27, 2032

Gender

Al 113


https://clinicaltrials.gov/ct2/show/NCT06517758
mailto:

Age(s)
18 Years - 75 Years (Adult, Older Adult)

Interventions

Drug
Iptacopan

Hard gelatin capsule
Other

Matching Placebo

Hard gelatin capsule
Eligibility Criteria
Inclusion Criteria:

* Adult patients with generalized Myasthenia Gravis (age 18-75 years)

* Positive serology testing for AChR+ antibody at screening

* Myasthenia Gravis Foundation of America (MGFA) Class II-IV gMG and likely not in need v of a respirator for
the duration of the study, as judged by the Investigator.

* The confirmation of the diagnosis of gMG should be documented and supported by >1 of the following 3
tests:

* History of abnormal neuromuscular transmission demonstrated by single-fiber electromyography or repetitive
nerve stimulation.

* History of positive edrophonium chloride test

* Patient has demonstrated improvement in MG signs on oral acetylcholinesterase inhibitors as assessed by
the treating physician.

* Baseline MG-ADL score =6, with >50% of the total score due to non-ocular symptoms

* Participants not optimally controlled for > 6 months on

* just one NSIST; or

* two or more NSISTs; or

* on frequent (at least quarterly) plasmapheresis, plasma exchange, or intravenous immunoglobulin to control
symptoms despite treatment with steroids and NSISTs; or

* one of the following gMG treatments:

* a FcRN antagonist approved for gMG

* rituximab

* other approved gMG therapies excluding complement inhibitors.

* Consistent with all other iptacopan trials, participants will have to be vaccinated against Neisseria
meningitidis and Streptococcus pneumoniae. In addition, participants will be vaccinated against Haemophilus
influenzae, depending on the local regulations and on the availability of this vaccine in the countries of study
conduct. The vaccination will be performed at least 2 weeks prior to first dosing with iptacopan, covering as
many serotypes as possible. If iptacopan treatment will start earlier than 2 weeks post vaccination,
prophylactic antibiotic treatment must be initiated and administered until 2 weeks post vaccination.

Exclusion Criteria:
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* Have been treated with intravenous immunoglobulin (IVIG)/plasma exchange (PLEX) in the past month, with
rituximab in the past 6 months, eculizumab in the past 2 months, ravulizumab or other complement inhibitors
in the past 3 months, efgartigimod or other anti- FcRn therapies in the past 3 months, or had a thymectomy in
the past 6 months or a planned thymectomy during the trial period.

* Participants with clinically significant active or chronic uncontrolled bacterial, viral, or fungal infection at
screening, including patients who test positive for an active viral infection at screening with: Active Hepatitis B
Virus (HBV): serologic panel test results indicative of an active (acute or chronic) infection; Active Hepatitis C
Virus (HCV): serology positive for HCV-Ab; Human Immunodeficiency Virus (HIV) positive serology associated
with an Acquired Immune Deficiency Syndrome (AIDS)-defining condition or with a cluster of differentiation 4
(CD4) count

* 200 cells/ymm3

* Female participants who are pregnant or lactating, or are intending to become pregnant.

* Women of child-bearing potential, defined as all women physiologically capable of becoming pregnant,
unless they are using effective methods of contraception during dosing of study treatment.

* Active systemic bacterial, viral (including COVID-19) or fungal infection or any major episode of infection that
required hospitalization or injectable antimicrobial therapy within 14 days prior to study drug administration.

* History of recurrent invasive infections caused by encapsulated organisms, e.g., N. meningitidis and S.
pneumoniae.

* Presence of fever > 38 °C (100.4 °F) within 7 days prior to study drug administration

China
Novartis Investigative Site

Recruiting

Xianyang,Shaanxi,712000,China
Novartis Investigative Site

Recruiting

Guangzhou,Guangdong,510515,China
Novartis Investigative Site

Recruiting

Xian,Shaanxi,710075,China
Novartis Investigative Site

Recruiting

Shenzhen,Guangdong,518053,China
Novartis Investigative Site

Recruiting

Beijing,065001,China 3/13



Novartis Investigative Site

Recruiting

Shijiazhuang,Hebei,50030,China
Novartis Investigative Site

Recruiting

Changsha,Hunan,410008,China
Novartis Investigative Site

Recruiting

Fujian,350001,China
Novartis Investigative Site

Recruiting

Suzhou,Jiangsu,215004,China
Novartis Investigative Site

Recruiting

Jinan,250012,China
Novartis Investigative Site

Recruiting
Nanchang,Jiangxi,330006,China

Greece
Novartis Investigative Site

Recruiting

Thessaloniki,Gr 54636,Greece
Novartis Investigative Site

Recruiting

Athens,115 28,Greece
Novartis Investigative Site

Recruiting
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Larissa,GR,411 10,Greece
Novartis Investigative Site

Recruiting

Patras,265 00,Greece
Novartis Investigative Site

Recruiting
Chaidari,Attiki,12462,Greece

Israel
Novartis Investigative Site

Recruiting

Haifa,3109601,lsrael
Novartis Investigative Site

Recruiting
Jerusalem,9112001,Israel

Italy
Novartis Investigative Site

Recruiting

Roma,RM,00135,ltaly
Novartis Investigative Site

Recruiting

Napoli,80131,ltaly
Novartis Investigative Site

Recruiting

Bologna,BO,40139,ltaly
Novartis Investigative Site

Recruiting

Palermo,PA,90127 ltaly
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Novartis Investigative Site

Recruiting

Firenze,F1,50134,ltaly
Novartis Investigative Site

Recruiting

Palermo,PA,90146,ltaly
Novartis Investigative Site

Recruiting

Genova,GE,16132,Italy
Novartis Investigative Site

Recruiting

Roma,RM,00189, ltaly
Novartis Investigative Site

Recruiting
Roma,RM,00133,ltaly
Japan

Novartis Investigative Site

Recruiting

Higashimatsuyama,Saitama,355-0005,Japan
Novartis Investigative Site

Recruiting

Narita,Chiba,286-8520,Japan
Novartis Investigative Site

Recruiting

Fukushima city,Fukushima,960 1295,Japan
Novartis Investigative Site

Recruiting
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Sendai-shi,Miyagi,983 8520,Japan
Novartis Investigative Site

Recruiting

Fukuoka city,Fukuoka,812-8582,Japan
Novartis Investigative Site

Recruiting

Suita,Osaka,565 0871,Japan
Novartis Investigative Site

Recruiting

Sapporo city,Hokkaido,063-0005,Japan
Novartis Investigative Site

Recruiting

Shinjuku Ku,Tokyo,160-0023,Japan
Novartis Investigative Site

Recruiting

Nishinomiya,Hyogo,663 8501,Japan
Novartis Investigative Site

Recruiting

Chiba,2608677,Japan

Novartis Investigative Site
Recruiting
Hanamaki,lwate,025-0082,Japan
Novartis Investigative Site
Recruiting
Hiroshima,734-8551,Japan

Poland

Novartis Investigative Site
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Recruiting

Katowice,Slaskie,40-650,Poland
Novartis Investigative Site

Recruiting

Rzeszow,35 055,Poland
Novartis Investigative Site

Recruiting
Lublin,Lubelskie,20-064,Poland

Portugal
Novartis Investigative Site

Recruiting

Porto,4099-001,Portugal
Novartis Investigative Site

Recruiting

Lisboa,1349-019,Portugal
Novartis Investigative Site

Recruiting

Vila Nova De Gaia,4434-502,Portugal
Novartis Investigative Site

Recruiting

Lisboa,1649 035,Portugal
Spain

Novartis Investigative Site

Recruiting

Alicante,Comunidad Valenciana,03010,Spain
Novartis Investigative Site

Recruiting
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Pozuelo de Alarcon,Madrid,28223,Spain
Novartis Investigative Site

Recruiting
Barcelona,Catalunya,08036,Spain

United Kingdom
Novartis Investigative Site

Recruiting

Inverness,Invernesshire,lv2 3re,United Kingdom

Novartis Investigative Site

Recruiting

Birmingham,B15 2th,United Kingdom
Novartis Investigative Site

Recruiting

Liverpool,L9 7It,United Kingdom
Novartis Investigative Site

Recruiting

Southampton,So16 6yd,United Kingdom
Novartis Investigative Site

Recruiting

lIford,London,lg1 4hp,United Kingdom
Novartis Investigative Site

Recruiting

Swinton,Manchester,M27 8ff,United Kingdom
United States

Central TX Neuro Consultants P A

Recruiting

Round Rock,Texas,78681,United States
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Adam Horvit

Lauren Wade

Phone: 512-218-1222
Email: Iwade@ctncpa.org

Superior Associates in Research LLC

Recruiting

Hialeah,Florida,33012,United States

Amnerys Garcia

Vanderbilt University Medical CenterX

Recruiting

Nashville,Tennessee,37221,United States

Amanda Peltier

Honor Health Research Institute

Recruiting

Scottsdale,Arizona,85258,United States

Anne Hatch

Kristy Osgood

Email: kosgood@honorhealth.com

Ohio State University Medical Center

Recruiting

Columbus,0Ohio,43210,United States
Miriam Freimer
Hawaii Pacific Neuroscience LLC

Recruiting

Honolulu,Hawaii,96817,United States

Julianne Lee

Phone: 808-261-4476
Email: julee@hawaiineuroscience.com
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Kore Liow
Augusta University Georgia
Recruiting

Augusta,Georgia,30912,United States

Benjamin Barnes

Kristy Bouchard

Phone: 706-721-2505
Email: kbouchard@augusta.edu

Fullerton Neuro and Headache Ctr

Recruiting

Fullerton,California,92835,United States

Alexandra Vasquez

Phone: 714-738-0800
Email: avasquez@fullertonneuro.net

Jack H Florin
Prairie Heart Institute

Recruiting
Springfield,lllinois,62769,United States
Raghav Govindarajan

Tara Rosen

Phone: 217-492-9100
Email: trosen@prairieresearch.com

Neurology Offices Of South Florida

Recruiting
Boca Raton,Florida,33482,United States

Phone: 561-482-1027

Brian Costell

SC3 Research Pasadena
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Recruiting

Pasadena,California,91105,United States

M Lorraine Purino

Mario Salinas

Email: mario.salinas@neurosearch-usa.com

Penn Presbyterian Medical Center

Recruiting
Philadelphia,Pennsylvania,19104,United States
Sami Khella

Thomas Keenan

Phone: 215-662-8570
Email: thomas.keenan@pennmedicine.upenn.edu

Neuroscience Research Ctr

Recruiting
Canton,Ohio,44718,United States

Phone: 330-244-2542

Ryan Drake

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

Source URL: hitps.//prod1.novartis.com/clinicaltrials/study/nct06517758
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