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Immunovant Provides Regulatory Update
Regarding Initiation of Phase 3 Trial for
Batoclimab in Myasthenia Gravis in the
First Half of 2022
NEW YORK, Dec. 30, 2021 (GLOBE NEWSWIRE) -- Immunovant, Inc. (Nasdaq: IMVT), a
clinical-stage biopharmaceutical company focused on enabling normal lives for people with
autoimmune diseases, announced that the Company achieved alignment with the FDA
Division of Neurology 1 (“FDA”) to move forward in myasthenia gravis (“MG”). Immunovant
plans to start its Phase 3 study for batoclimab in MG in the first half of calendar year 2022.

The trial will include an induction (primary efficacy) period during which Immunovant plans to
study doses of 680mg and 340mg of batoclimab delivered weekly by subcutaneous injection.
The primary efficacy analysis will be based on MG-ADL measured in Acetylcholine Receptor
Antibody Positive subjects through 12 weeks of blinded, placebo-controlled therapy. Follow-
on treatment with alternative dosing regimens (including potential lower maintenance and
higher rescue doses) will be explored in subsequent study periods. The safety and
monitoring plan and size of the safety database are expected to be in accordance with FDA
guidance and generally consistent with those being used in other similar programs. Details
of the clinical trial will be presented in an upcoming investor call described below.

“We believe we have a differentiating approach to studying batoclimab in myasthenia gravis,”
commented Bill Macias, M.D., Chief Medical Officer. “Specifically, by applying an induction
and maintenance paradigm, we aspire to develop the first anti-FcRn with flexible dosing.
This approach has the potential to maximize the benefits of batoclimab’s unique product
attributes,” Dr. Macias added.

“Based on our market research, we believe that people living with myasthenia gravis desire
to achieve significant clinical improvement and want to maintain this improvement without
experiencing disease flares,” stated Pete Salzmann, M.D., Chief Executive Officer. “Our
Phase 3 trial was designed around these insights and is intended to take advantage of
batoclimab’s broad therapeutic window and a simple subcutaneous delivery device to
provide a patient-friendly dosing experience,” continued Salzmann. This pivotal trial is on
track to begin in 1H 2022 with a likely data readout in 2024. More details will be provided in
an investor call on January 5th, 2022.

Conference Call Information

Immunovant will host a conference call and audio webcast on Wednesday, January 5th,
2022 at 8 a.m. ET. Following prepared remarks, the call will include a live question-and-
answer session for the investment community. To access the webcast and the presentation
being shared on the call, please visit Immunovant’s website



at https://www.immunovant.com/investors/news-events.

Participants may also dial in using the numbers provided below: 
Toll Free: 1-877-407-9039
Toll/International: 1-201-689-8470

An archived webcast recording will be available on Immunovant’s website for a limited time. 

About Immunovant, Inc. 

Immunovant, Inc. is a clinical-stage biopharmaceutical company focused on enabling normal
lives for people with autoimmune diseases. Immunovant is developing IMVT-1401
(“batoclimab”), a novel, fully human anti-FcRn monoclonal antibody, as a subcutaneous
injection for the treatment of autoimmune diseases mediated by pathogenic IgG antibodies. 

Forward-Looking Statements

This press release contains forward-looking statements for the purposes of the safe harbor
provisions under The Private Securities Litigation Reform Act of 1995 and other federal
securities laws. The use of words such as “may,” “might,” “will,” “would,” “should,” “expect,”
“believe,” “estimate,” and other similar expressions are intended to identify forward-looking
statements. Such forward looking statements include Immunovant’s plan to start a Phase 3
study for batoclimab in MG in the first half of calendar year 2022 with a likely data readout in
2024, and expectations with respect to the safety and monitoring plan and size of the safety
database; Immunovant’s plan to explore in subsequent study periods follow-on treatment
with alternative dosing regimens; Immunovant’s plan to develop batoclimab across a broad
range of autoimmune indications; and the potential benefits of batoclimab’s unique product
attributes. All forward-looking statements are based on estimates and assumptions by
Immunovant’s management that, although Immunovant believes to be reasonable, are
inherently uncertain. All forward-looking statements are subject to risks and uncertainties
that may cause actual results to differ materially from those that Immunovant expected.
Such risks and uncertainties include, among others: initial results or other preliminary
analyses or results of early clinical trials may not be predictive final trial results or of the
results of later clinical trials; the timing and availability of data from clinical trials; the timing of
discussions with regulatory agencies, as well as regulatory submissions and potential
approvals; the continued development of Immunovant’s product candidate, including the
timing of the commencement of additional clinical trials and resumption of current trials;
Immunovant’s scientific approach, clinical trial design, indication selection and general
development progress; future clinical trials may not confirm any safety, potency or other
product characteristics described or assumed in this press release; any product candidate
that Immunovant develops may not progress through clinical development or receive
required regulatory approvals within expected timelines or at all; Immunovant’s product
candidate may not be beneficial to patients, or even if approved by regulatory authorities,
successfully commercialized; the potential impact of the ongoing COVID-19 pandemic on
Immunovant’s clinical development plans and timelines; Immunovant’s business is heavily
dependent on the successful development, regulatory approval and commercialization of its
sole product candidate, batoclimab; Immunovant is at an early stage in development of
batoclimab; and Immunovant will require additional capital to fund its operations and
advance batoclimab through clinical development. These and other risks and uncertainties
are more fully described in Immunovant’s periodic and other reports filed with the Securities
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and Exchange Commission (SEC), including in the section titled “Risk Factors” in
Immunovant’s most recent Annual Report on Form 10-K, its Form 10-Q filed with the SEC on
November 5, 2021, and Immunovant’s subsequent filings with the SEC. Any forward-looking
statement speaks only as of the date on which it was made. Immunovant undertakes no
obligation to publicly update or revise any forward-looking statement, whether as a result of
new information, future events or otherwise.
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