
Targeted Science,
Tailored Solutions
Immunovant, Inc., is a clinical-stage immunology company dedicated to
enabling normal lives for people with autoimmune diseases.

FOR DISTRIBUTION ONLY TO HEALTHCARE PROFESSIONALS

FcRn, neonatal fragment crystallizable receptor; IgG, immunoglobulin G.
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Our target: Neonatal Fc receptor (FcRn)

Tolerability profile: generally well tolerated
in healthy volunteers and ongoing clinical
trials to date2

Subcutaneous delivery via a market-proven,
user-friendly autoinjector, which allows for
at-home administration1,2

We are investigating the efficacy and safety of IMVT-1402* for adults with
difficult-to-treat rheumatoid arthritis1

IMVT-1402
is a monoclonal antibody
inhibiting FcRn-mediated
recycling of IgG2

 1. IgG is taken up into cells via endocytic
vesicles and binds to FcRn

2. FcRn-IgG complexes are sorted from
unbound proteins

3. Unbound proteins are trafficked to
lysosomes for degradation

4. IgG is recycled back into circulation

1. IgG and FcRn blocker are taken up into
cells via endocytic vesicles

2. FcRn blocker binds to FcRn in endosomes
3. IgG is blocked from forming complexes 

with FcRn
4. Non–receptor-bound IgGs are degraded 

in lysosomes
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FcRn maintains levels of IgG antibodies in
circulation by preventing their degradation3

*IMVT-1402 IS AN INVESTIGATIONAL DRUG NOT APPROVED FOR USE BY ANY REGULATORY AUTHORITY IN 
ANY JURISDICTION.

FcRn blocker blocks binding of IgG antibodies by
FcRn, resulting in their accelerated degradation4



12 weeks

The total duration of study participation is expected to be up to
86 weeks for an individual participant

48 weeks

Primary endpoint: Secondary endpoints:

Key inclusion criteria†: 
• Adults with a diagnosis of 'definite RA'

according to the 2010 ACR/EULAR criteria

• ≥6/68 TJC and ≥6/66 SJC at both the
Screening and Baseline visits

• CRP ≥ULN at the Screening Visit

• Elevated IgG+ ACPA at the Screening Visit

• Inadequate response to ≥2 classes of 
b/tsDMARDs

• Proportion of participants who maintain
ACR20 response at Week 28

• Change in CDAI score from Week 16 to Week 28

• Change in SDAI score from Week 16 to Week 28

• Have received rituximab and experienced insufficient efficacy or loss
of efficacy

• History of any chronic inflammatory arthritis with onset prior to age
18 or history of acute inflammatory joint disease of different origin
from RA

• Active malignancy or history of malignancy in past 5 years

• Medical history of PID (T-cell or humoral) including CVID

• Use of any non-immunosuppressive Fc-based therapeutic protein
in prior 4 weeks

• Use of any anti-FcRn treatment in prior 2 months or a documented
history of non-response to prior anti-FcRn treatment

Key exclusion criteria‡:

Phase 2b Clinical Trial of IMVT-1402* in Difficult-to-Treat, ACPA-positive RA

Explore how our targeted science may deliver tailored solutions at immunovant.com.
If you would like to learn more about our RA Phase 2 program, please contact explore@immunovant.com.

ACPA, anti–citrullinated protein antibodies; ACR, American College of Rheumatology; ACR20, ≥20% improvement in ACR response 
criteria; b/tsDMARD, biologic /targeted synthetic disease-modifying antirheumatic drug; CDAI, Clinical Disease Activity Index; 
CRP, C-reactive protein; CVID, common variable immunodeficiency; D2T, difficult-to-treat; EULAR, European Alliance of Associations 
for Rheumatology; Fc, fragment crystallizable; FcRn, neonatal fragment crystallizable receptor; IgG, immunoglobulin G; PID, primary 
immunodeficiency; RA, rheumatoid arthritis; SDAI, Simplified Disease Activity Index; SJC, swollen joint count; TJC, tender joint count; 
ULN, upper limit of normal.

†Additional inclusion criteria are defined in the protocol.
‡Other, more specific exclusion criteria are defined in the protocol.
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This global, double-blind, placebo-controlled, randomized withdrawal study will assess the efficacy
and safety of IMVT-1402, an investigational drug, in adults with active, D2T, ACPA-positive RA

16 weeks

*IMVT-1402 IS AN INVESTIGATIONAL DRUG NOT APPROVED FOR USE BY ANY REGULATORY AUTHORITY IN 
ANY JURISDICTION.
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• Study treatment will be administered as a once weekly 
subcutaneous injection using an autoinjector that can 
be self-administered at home

• Two doses of IMVT-1402 will be studied

Period 1
Open-label 

treatment with 
IMVT-1402

Period 3
Long-term 
extension
(optional)

Period 2
Placebo-controlled, 

randomized 
withdrawal

Enrolling
~120 adults

with D2T RA


