
Demographic and Clinical Characteristics 

● A total of 115 participants were randomized to nipocalimab 30 mg/kg IV q4w, 15 mg/kg IV q2w, or placebo
(Table 1)
– Baseline characteristics and treatments were generally consistent with the wAIHA patient population 

and largely comparable among the 3 groups (Figure 2) 

TABLE 1: Baseline characteristics

Characteristic

Nipocalimab  
30 mg/kg IV q4w 

(n = 38)

Nipocalimab  
15 mg/kg IV q2w 

(n = 38)
Placebo 
(n = 39)

Mean (SD) age, y 56.1 (16.59) 53.1 (18.98) 59.9 (15.73)

Female, n (%) 21 (55.3) 22 (57.9) 20 (51.3)

Region, n (%)

Asia 13 (34.2) 15 (39.5) 13 (33.3)

Europe 18 (47.4) 15 (39.5) 19 (48.7)

USA and ROW 7 (18.4) 8 (21.1) 7 (17.9)

Race, n (%)

White 16 (42.1) 17 (44.7) 20 (51.3)

Black or African American 0 1 (2.6) 1 (2.6)

Asian 13 (34.2) 15 (39.5) 13 (33.3)

Other/not reporteda 9 (23.7) 5 (13.2) 5 (12.8)

Ethnicity, n (%)

Hispanic or Latino 2 (5.3) 4 (10.5) 2 (5.1)

Not Hispanic or Latino 33 (86.8) 32 (84.2) 34 (87.2)

Not reported 3 (7.9) 2 (5.3) 3 (7.7)

wAIHA disease classification, n (%)b

Primary wAIHA 35 (92.1) 33 (86.8) 32 (82.1)

Secondary wAIHA 3 (7.9) 5 (13.2) 7 (17.9)

Mean (SD) baseline Hgb, g/dL 9.2 (1.39) 8.6 (1.33) 9.0 (1.42)

Hgb >8.5 g/dL, n (%)b 28 (73.7) 22 (57.9) 25 (64.1)

Hgb ≤8.5 g/dL, n (%)b 10 (26.3) 16 (42.1) 14 (35.9)

Mean (SD) FACIT-Fatigue total score 34.5 (10.67) 35.0 (10.54) 31.1 (12.16)

Prior treatments for wAIHA, n (%)

Prior rituximab use 16 (42.1) 21 (55.3) 19 (48.7)

Prior transfusions 22 (57.9) 22 (57.9) 23 (59.0)

Prior splenectomy 1 (2.6) 6 (15.8) 4 (10.3)

CS=corticosteroids, FACIT-Fatigue=Functional Assessment of Chronic Illness Therapy–Fatigue, Hgb=hemoglobin, IST=immunosuppressive therapy, IV=intravenous, q2w=every 2 weeks, q4w=every 4 weeks, ROW=rest of world, 
SD=standard deviation, wAIHA=warm autoimmune hemolytic anemia. 
aNo participants who identified as “American Indian or Alaska Native” or “Native Hawaiian or other Pacific Islander” were enrolled.  
bStratification factors (primary or vs secondary wAIHA; screening Hgb ≤8.5 g/dL or vs >8.5 g/dL; no treatment or CS ≤20 mg/day of prednisone or equivalent with no IST vs IST or CS >20 mg/day of prednisone or equivalent or  
no such treatment). 

FIGURE 2: Baseline concomitant therapies   
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IST=immunosuppressive therapy, IV=intravenous, q2w=every 2 weeks, q4w=every 4 weeks. 
Numbers shown within bars indicate number of participants.
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● Warm autoimmune hemolytic anemia (wAIHA) is a life-threatening, relapsing-remitting,
autoantibody-driven disease1

● Immunoglobulin G (IgG) autoantibodies mediate premature destruction of red blood cells (RBCs),
and most patients have severe anemia at onset1,2

● wAIHA results in significant patient burden
– Symptoms include debilitating fatigue4

– Main complications include infections and thrombosis1

– Approximately 50% of patients require transfusions and hospital admission2,3

– 5-year mortality was ~30% in a Swedish database study5

● Management involves off-label broadly immunosuppressive regimens that are associated with
relapse and adverse events
– With corticosteroids, two-thirds of patients relapse or do not respond1

– With rituximab, ~50% of patients relapse and median time to response is 90 days after the
first treatment course6,7

● Nipocalimab is the first US Food and Drug Administration–approved treatment for wAIHA
and is indicated for patients ≥12 years of age previously or currently treated with 
corticosteroids8

– Nipocalimab is a fully human monoclonal antibody and binds the neonatal Fc receptor (FcRn)
with high specificity and affinity to block the IgG-recycling pathway9

MethodsBackground

Results

● The phase 2/3, multicenter, randomized ENERGY trial
(ClinicalTrials.gov identifier: NCT04119050) evaluated the
efficacy and safety of IV nipocalimab for the treatment of
wAIHA (Figure 1)

● Key eligibility criteria: adults (≥18 years of age) with
primary or secondary wAIHA for ≥3 months (Hgb <10 g/dL,
laboratory evidence of hemolysis, positive direct antiglobulin
test) who received ≥1 prior therapy

● Participants were randomized 1:1:1 to nipocalimab
30 mg/kg IV every 4 weeks (q4w), 15 mg/kg IV every
2 weeks (q2w), or placebo during the 24-week double-
blind period

● Stable doses of concomitant corticosteroids or
immunosuppressants were allowed
– Participants on corticosteroids who met the primary

end point were required to taper corticosteroids by
10% q2w

	● Primary end point: durable Hgb response (Hgb ≥10 g/dL 
and ≥2 g/dL increase from baseline at ≥3 consecutive 
visits [≥28 days] starting by Week 16, without rescue 
therapy or new/increased steroids/immunosuppressants) 

● Key secondary end points
– Mean change from baseline in Functional Assessment

of Chronic Illness Therapy–Fatigue (FACIT-Fatigue)
at Week 24

– Percent reduction in corticosteroid dose at Week 24
(mandatory taper for Hgb responders only)

● Multiplicity was controlled via equal weight analysis for
each dose arm, with a 1-sided α = 0.02499

*Presenting author.
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Key Takeaways
Nipocalimab, an FcRn blocker that 
selectively lowers IgG including 
pathogenic autoantibodies, 
demonstrated consistent and 
clinically meaningful benefits  
across multiple endpoints 

Nipocalimab 30 mg/kg IV q4w 
showed a significant durable Hgb 
response and favorable responses 
in prespecified supporting Hgb 
measures; Hgb increase was rapid, 
with 1 g/dL improvement observed at 
Week 1 and maintained over 24 weeks

For nipocalimab 30 mg/kg IV q4w, 
improvement in fatigue was evident 
as early as Week 2 and maintained 
through Week 24 

Nipocalimab was generally well 
tolerated, with no new safety signals 
identified; the occurrence of grade ≥3 
infections was no higher than placebo, 
and no hypogammaglobulinemia  
was observed

To evaluate the efficacy and safety of intravenous (IV) nipocalimab in wAIHA

Objective

FIGURE 1: ENERGY (NCT04119050) study design 
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Primary End Point and Related Hgb Analyses	

● Among all participants who were treated with nipocalimab, durable Hgb response was achieved in 22.4% (P = 0.017)
● Nipocalimab 30 mg/kg IV q4w significantly improved durable Hgb response versus placebo (P = 0.015; Figure 3)

	● Participants who were treated with nipocalimab 30 mg/kg IV q4w were more likely to achieve additional prespecified Hgb endpoints 
compared with those who received placebo

FIGURE 3: Prespecified Hgb response analyses
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● Hgb improvement with nipocalimab was observed as early as Week 1 and maintained throughout the double-blind period (Figure 4)

FIGURE 4: Change from baseline in Hgb
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Time to Treatment Discontinuation

● 25/38 (66%) and 22/37 (59%) participants completed 24 weeks of double-blind treatment with nipocalimab 30 mg/kg IV q4w and
nipocalimab 15 mg/kg IV q2w, respectively, versus 14/39 (36%) for placebo (Figure 5)

● 4/38 (11%), 8/38 (21%), and 4/39 (10%) in the nipocalimab 30 mg/kg IV q4w, nipocalimab 15 mg/kg IV q2w, and placebo groups,
respectively, discontinued the study
– 9/38 (24%), 8/38 (21%), and 22/39 (56%) in the nipocalimab 30 mg/kg IV q4w, nipocalimab 15 mg/kg IV q2w, and placebo groups,

respectively, had early escape to the open-label extension

FIGURE 5: Time to treatment discontinuation during the double-blind period  
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Key Secondary End Points	

● Reduction in FACIT-Fatigue score from baseline to Week 24 was nominally significant for nipocalimab 30 mg/kg IV q4w (P = 0.007)
versus placebo (Figure 6)

	● More participants experienced corticosteroid reductions at Week 24 with nipocalimab versus placebo (Table 2)

FIGURE 6: FACIT-Fatigue total score change from baseline
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TABLE 2: Reduction in average daily dose of corticosteroidsa at Week 24

Nipocalimab 30 mg/kg IV q4w 
(n = 38)

Nipocalimab 15 mg/kg IV q2w 
(n = 38)

Placebo 
(n = 39)

Patients taking corticosteroids at baseline, n 26 32 28

Mean (SD) change from baseline, mg –3.7 (8.3) –2.5 (6.8) –0.7 (2.7)

Mean (SD) change from baseline, % –15.1 (28.24) –14.0 (30.42) –3.9 (16.33)

One-sided P valueb 0.039 0.055 –

Hgb=hemoglobin, LS=least squares, OLE=open-label extension, q2w=every 2 weeks, q4w=every 4 weeks, SD=standard deviation. 
aParticipants taking corticosteroids who met the primary endpoint were required to initiate steroid tapering, unless medically infeasible. Doses were reduced by 10% of baseline q2w and paused/reversed if Hgb decreased ≥1 g/dL. 
bBased on LS means on ranks.

Safety in the Double-Blind Period (Table 3)

● The most common adverse events (AEs; ≥10%) among all participants in the combined nipocalimab group were wAIHA (37.2%),
diarrhea (11.5%), and fatigue and pyrexia (both 10.3%); the most common AEs among participants in the placebo group were
wAIHA (51.3%) and COVID-19 and nasopharyngitis (both 10.3%)
– The majority of treatment-emergent AEs (TEAEs) were grade 2 or 3
– No participant experienced profound hypogammaglobulinemia (total IgG <1 g/L for 2 consecutive visits)
– By preferred term, no TEAE leading to discontinuation was reported in >1 participant

● Two cases of major adverse cardiovascular events occurred in participants with complex medical histories in the nipocalimab
15 mg/kg IV q2w group, which later led to death
– Causes of death were not related to study treatment

TABLE 3: Safety

Participants, N (%)

Nipocalimab  
30 mg/kg IV q4w 

(n = 38)

Nipocalimab  
15 mg/kg IV q2w 

(n = 37)a
Placebo 
(n = 39) 

TEAEs 35 (92.1) 30 (81.1) 35 (89.7)

SAEs 8 (21.1) 6 (16.2) 14 (35.9)

AEs leading to discontinuation 2 (5.3) 5 (13.5) 1 (2.6)

AEs of interest

Grade ≥3 infections 2 (5.3) 3 (8.1) 5 (12.8)

Adjudicated MACE 0 2 (5.4) 0

Adjudicated VTE (DVT and/or PE) 1 (2.6) 0 0

Hypoalbuminemia (albumin <20 g/L) 0 0 0

Death 0 2 (5.4) 0
AE=adverse event, DVT=deep vein thrombosis, IV=intravenous, MACE=major adverse cardiovascular event, PE=pulmonary embolism, q2w=every 2 weeks, q4w=every 4 weeks, SAE=serious adverse event, TEAE=treatment-emergent adverse event, VTE=venous thromboembolism. 
aOne patient was randomized to nipocalimab 15 mg/kg IV q2w, but did not receive nipocalimab.

PRESENTED AT: The Association for the Advancement of Blood & Biotherapeutics (AABB) Congress; October 17-19, 2026; Atlanta, Georgia, USA. REFERENCES: 1. Brodsky RA. N Engl J Med. 2019;381(7):647-654. 2. Roumier M, et al. Am J Hematol. 2014;89(9):E150-E155. 3. Jackson L, et al. Presented at: American Society of Hematology (ASH) Annual Meeting and Exposition; December 7-10, 2024; San Diego, CA, USA. Poster 4459. 4. Pease S, et al. J Patient 
Rep Outcomes. 2025;9(1):97. 5. Cherif H, et al. Eur J Haematol. 2025;114(1):129-138. 6. Murakhovskaya I. J Clin Med. 2020;9(12):4034. 7. Labson D, et al. Presented at: American Society of Hematology (ASH) Annual Meeting and Exposition; December 6-9, 2025; Orlando, FL, USA. Poster 6249. 8. IMAAVY® (nipocalimab-aahu) injection, for intravenous use [prescribing information]. Janssen Biotech, Inc.; August 2026. 9. Seth NP, et al. MAbs. 2025;17(1):2461191.  
ACKNOWLEDGMENTS: This study and presentation were sponsored by Johnson & Johnson. Medical writing support was provided by Chan Yoon, PharmD, of Lumanity Communications Inc., under the direction of the authors in accordance with Good Publication Practice guidelines (DeTora LM, et al, Ann Intern Med. 2022;175(9):1298-1304). DISCLOSURES: BF received honoraria for service on a consultancy/advisory board from Alexion, Johnson & Johnson, 
Novartis, Recordati, Roche, and Sobi. IM received research funding from Alexion, Annexon, Bioverativ, Incyte, Kezar, Novartis, Principia, Rigel, and Sanofi; and served in a consulting role for Alexion, Alpine/Vertex, Apellis, Janssen, Novartis, Recordati, and Sanofi. YU received honoraria from Alexion, Chugai, Incyte, Kaken, Nippon Shinyaku, Novartis, Recordati, Sanofi, and Sobi; received consultancy fees from Alexion, Asahi Kasei, Chugai, Janssen, Johnson & Johnson, 
Novartis, Ono Pharmaceutical, Recordati, Sanofi, and Sobi; received research funding from Chugai; and serves as an editor for the International Journal of Hematology. DS, KS, MZ, JC, JHL, SP, and CS are employees of and may hold stock/stock options in Johnson & Johnson.This

 m
ate

ria
l is

dis
trib

ute
d f

or 
sc

ien
tifi

c p
urp

os
es

 by
 Jo

hn
so

n &
Jo

hn
so

n I
nn

ov
ati

ve
 M

ed
ici

ne
 an

d i
s no

t fo
r p

rom
oti

on
al 

us
e.




