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Introduction: Elranatamab, a B-cell maturation antigen-CD3 bispecific antibody, was approved in Japan in March 2024 for the 
treatment of relapsed or refractory multiple myeloma (MM). However, real-world (RW) data on its use remain limited. This 
retrospective study evaluated patient characteristics and elranatamab treatment patterns in patients with MM in Japan using the 
Medical Data Vision (MDV) database.
Methods: This EVEREST study used de-identified claims data from the MDV database for adult patients with MM who initiated 
treatment with elranatamab between March 26, 2024, and March 31, 2025. Follow-up was divided, based on expected dosing 
schedules, into a step-up dosing (SUD) period, a weekly (QW) maintenance period (MP1), an every 2 weeks (Q2W) maintenance 
period (MP2), and an overall follow-up period. Treatment patterns were reported descriptively. Estimated annual vial usage was 
extrapolated.
Results: Patients (N=253) with a median age of 74 years (range 41–93 years) and median treatment duration of 60.0 days 
(interquartile range [IQR], 26.0–136.0) were included. The mean (median [IQR]) time between elranatamab administrations across 
dosing periods were SUD 4.0 days (4.0 [3–4]), MP1 9.8 days (7.0 [7–9]), and MP2 13.0 days (14.0 [7–14]), indicating less frequent 
dosing than recommended in MP1, and comparable dosing in MP2. Nearly all administrations were in inpatient settings during SUD, 
and most were in outpatient settings during maintenance periods. Despite variable dosing during the maintenance periods, annual 
elranatamab usage was lower than the approved label recommendations for Japan (34.4 vs 39.0 vials per year).
Conclusion: Early RW data on elranatamab administration and vial usage in patients with MM in Japan suggest that dosing is 
generally aligned with label expectations, with variable dosing during QW and Q2W maintenance for some patients. Projected vial 
usage in this RW setting was lower than the expected usage per label.
Keywords: bispecific antibody, elranatamab, Japan, multiple myeloma, real-world data, treatment patterns, vial usage

Introduction
Multiple myeloma (MM) is a hematologic malignancy characterized by clonal proliferation of plasma cells in the bone 
marrow, leading to end-organ damage and significant morbidity.1 The burden of MM in Japan is notable, with an 
incidence rate of 6.2 per 100,000 people2 and a 5-year overall survival rate of 45.6% estimated between 2006 and 2020.3 

Although the therapeutic landscape is evolving, MM eventually relapses or becomes refractory to treatment,4 complicat
ing the choice of subsequent treatment regimens and making new treatment options essential to improving survival in 
Japan and worldwide for patients with relapsed or refractory MM (RRMM).
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On March 26, 2024, elranatamab became the first B-cell maturation antigen (BCMA)-CD3 bispecific antibody 
approved by the Pharmaceuticals and Medical Devices Agency (PMDA) in Japan for the treatment of adults with 
RRMM.5 Approval was based on the Phase 2 registrational MagnetisMM-3 trial (NCT04649359), in which 
elranatamab demonstrated deep and durable responses and a manageable safety profile in patients with RRMM 
who have triple-class refractory disease and have not received any prior BCMA-directed therapy.6,7 In an analysis 
of Japanese patients in MagnetisMM-3 and MagnetisMM-2 (NCT04798586), the efficacy and safety of elranata
mab were similar to those of the overall MagnetisMM-3 trial population.8

Elranatamab is packaged in single-dose vials containing 44 mg (1.1 mL) or 76 mg (1.9 mL).9–11 The 
recommended dosing schedule for elranatamab in Japan includes 2 step-up doses (12 and 32 mg) administered 
subcutaneously on Day (D)1 and D4, respectively, followed by the first fixed full treatment dose (76 mg) on D8. 
Treatment continues on a weekly (QW) basis through D168 (28 days/cycle x 6 cycles) when responders are eligible 
to switch to dosing every 2 weeks (Q2W). As of June 2025, dosing frequency can be further reduced to every 
4 weeks (Q4W) in patients who have maintained the response following 24 weeks of Q2W dosing.11 In 
MagnetisMM-3, most patients maintained or improved their response ≥6 months after switching to less frequent 
dosing (Q2W then Q4W) and the incidence of some grade 3 or 4 treatment-emergent adverse events (TEAEs) 
decreased.6,12

Although the efficacy and safety of elranatamab have been established in clinical trials,6–8,12,13 data on real-world (RW) 
usage of elranatamab is limited. The Administration of Elranatamab in the Real-World: Treatment Patterns, Healthcare 
Resource Utilization, Costs, Effectiveness, and Safety (ALTITUDE-1; EUPAS1000000229) study assessed RW treatment 
and dosing patterns of elranatamab using data from Komodo Health’s Healthcare Map™ in the US.14 In practice, 
elranatamab may be administered less frequently than indicated in the US prescribing information (39 vials/year).9,14

The Evaluation of Elranatamab Utilization in Real World Settings (EVEREST) study was carried out to assess the patient 
demographics, disease characteristics, and treatment patterns of patients with MM treated with elranatamab in Japan.

Materials and Methods
Study Design and Patient Population
This retrospective cohort analysis used de-identified data from the Japan Medical Data Vision (MDV) database, 
a comprehensive resource containing administrative data from more than 540 hospitals in Japan. The MDV database 
captures approximately 30% of advanced treatment hospitals in Japan and includes health claims data from all insurance 
types (ie, Social, National, and Elderly Insurance). The study period was from April 2008 (start of data availability in 
MDV) to March 2025 (end of data availability in MDV).

The study population comprised patients diagnosed with MM (ICD-10 code: C90.0) who were 18 years of age or 
older, with a first health claim for the administration of elranatamab on or after March 26, 2024, the PMDA approval date 
for elranatamab (See Figure S1 in the electronic supplementary material for details). The data cutoff was March 31, 2025. 
Patients with evidence of the administration of elranatamab as part of a clinical trial were excluded.

The date of the first claim with elranatamab administration after March 26, 2024 was defined as the index date. The 
follow-up period, between the index date and the last observed elranatamab administration, was divided into five sub-periods 
to allow for reporting study endpoints across different phases, based on the expected dosing schedule of patients switching to 
Q2W at the earliest possible time (D169). The five sub-periods were: index date, step-up dosing (SUD, index date to D8), 
maintenance period 1 (MP1, D9 to D168 post-index date, corresponding to QW dosing), maintenance period 2 (MP2, D169 
post-index date to the end of follow-up, corresponding to earliest possible switch to Q2W dosing), and overall follow-up 
(index date to the end of follow-up). Patients were censored on the date of their last observed elranatamab administration.

Outcome Measures
Elranatamab timing and dosing variables included reported vial size utilized, time between elranatamab administrations, 
frequency of administrations (by vial size), and observed duration of treatment. Estimated annual vial use was extra
polated from the reported mean time between administrations throughout the follow-up period.
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Statistical Analysis
All analyses were descriptive in nature and no formal statistical comparisons were made. If applicable, the frequency and 
percentage of patients with missing data for each variable were described. All patients who met the eligibility criteria 
were included in the analysis. For analyses conducted at the claims level, in which all claims with elranatamab 
administration recorded during the specified time period were evaluated, means and medians were calculated across 
all intervals between treatment administrations during the time period. Dichotomous and categorical variables were 
summarized by the number and percentage of administrations in each category. Continuous variables were described 
using mean (SD), median (IQR), minimum, and maximum.

The number of vials administered on an annualized basis was calculated to inform future economic modeling assumptions. 
These calculations for the first year of treatment assumed that the number of vials used during the SUD period matched that of 
the Japan prescribing information (J-PI). The mean number of days between administrations during MP1 and MP2 were 
separately applied to estimate the total number of vials a patient would be expected to use if they remained on treatment for the 
entire first year. These annualized vial usage estimates were descriptively compared to the annual vial usage reported from the 
MagnetisMM-3 trial data and the J-PI expected usage. SAS version 9.4 was used for statistical analysis.

Ethics
Approval from an institutional review board/independent ethics committee was not required for this study as only 
de-identified secondary data sources were used.

Results
Patients
During the year following PMDA approval of elranatamab, 253 patients with MM in the MDV database initiated 
elranatamab treatment (Table 1). The median (range) age was 74.0 (41.0–93.0) years and 54.5% of patients were female. 
In the 6 months prior to treatment initiation, the mean (SD) Charlson Comorbidity Index score was 6.9 (2.9), with 147 

Table 1 Patient Demographics, Clinical Characteristics, and Treatment History of Patients Initiating 
Elranatamab

Patients (N=253)

Age at index datea

Mean (SD) 73.0 (8.4)

Median (IQR), years 74.0 (69.0–79.0)

Min | Max 41.0 | 93.0

Sex, n (%)
Female 138 (54.5)

Smoking index, median (IQR)b

Mean (SD) 172.9 (405.5)
Median (IQR), years 0.0 (0.0–100.0)

Time from initial MM diagnosis to index date, median (IQR), months 60.4 (31.5–96.9)

Care setting of index elranatamab claim, n (%)
Inpatient 250 (98.8)
Outpatient 3 (1.2)

Hospital scale at index date, n (%)
≤199 beds 3 (1.2)

200-499 beds 106 (41.9)

≥500 beds 144 (56.9)
Unknown 0 (0.0)

(Continued)
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Table 1 (Continued). 

Patients (N=253)

Hospital category at index date, n (%)
University hospital 41 (16.2)

Public hospital – local government 71 (28.1)
Public hospital – national government 93 (36.8)

Private hospital 48 (19.0)

CCI score during 180 days prior to or on index date
Mean (SD) 6.9 (2.9)

Median (IQR) 7.0 (5.0–9.0)

CCI score category during 180 days prior to or on index date, n (%)
0-1 0 (0.0)
2-5 106 (41.9)

6-9 100 (39.5)
≥10 47 (18.6)

CCI components during 180 days prior to or on index date, n (%)
Malignancy 253 (100.0)

Congestive heart failure 188 (74.3)

Chronic pulmonary disease 105 (41.5)
Mild liver disease 98 (38.7)

Peptic ulcer disease 87 (34.4)

Metastatic solid tumor 71 (28.1)
Mild or moderate renal disease 55 (21.7)

Diabetes without chronic complication 54 (21.3)

Myocardial infarction 48 (19.0)
Cerebrovascular disease 45 (17.8)

Severe liver disease 41 (16.2)

Severe renal disease 36 (14.2)
Rheumatic disease 23 (9.1)

Peripheral vascular disease 19 (7.5)

Diabetes with chronic complication 9 (3.6)
Dementia 5 (2.0)

Hemiplegia or paraplegia 4 (1.6)

Human immunodeficiency virus 1 (0.4)
AIDS [Human immunodeficiency virus + opportunistic infection] 1 (0.4)

Prior medical history at baseline, n (%)c

Hypertension 186 (73.5)

Any non-hematological malignancy 141 (55.7)

Other hematological malignancies 110 (43.5)
Peripheral neuropathy 108 (42.7)

Bone lesion 102 (40.3)

Renal failure 70 (27.7)
Hypercalcemia 55 (21.7)

Plasmacytoma 30 (11.9)

Amyloidosis 25 (9.9)
Hepatotoxicity 9 (3.6)

Extramedullary disease 7 (2.8)

Plasma cell leukemia 6 (2.4)

(Continued)
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(58.1%) patients having a score of >5. Most patients were triple-class exposed (82.2%) and 42.3% were penta-drug 
exposed. Three (1.2%) patients had received prior chimeric antigen receptor T cell therapy, and 38 (15.0%) had 
undergone a stem cell transplant.

Elranatamab Treatment Characteristics
The observation period (time from first to last claim for elranatamab administration) of the EVEREST study was 302 
days. The median (IQR) duration of therapy between index date and the last recorded administration was 60.0 (26.0
–136.0) days (Table 2). Of the 253 claims for elranatamab administration at the index date, 247 (97.6%) were from vial 
size 44 mg/1.1 mL, all on an inpatient basis. Six (2.4%) administrations were from 76 mg/1.9 mL vials, 3 (1.2%) were in 
an inpatient setting and 3 (1.2%) were in an outpatient setting.

In the SUD period, 606 claims for elranatamab administration were received for 253 patients, 474 (78.2%) admin
istrations from 44 mg/1.1 mL vials (all inpatient), and 132 (21.8%) administrations from 76 mg/1.9 mL vials (126 
[20.8%] inpatient and 6 [1.0%] outpatient). The mean time between administrations was 4.0 days (median [IQR], 4.0 
[3.0–4.0]). During SUD, 230 (90.9%) patients received at least 2 administrations of elranatamab.

In MP1, 226 patients had sufficient follow-up to be observed and 97.6% of the 1833 claims for elranatamab 
administration were for 76 mg/1.9 mL vials, split between 445 (24.3%) inpatient and 1344 (73.3%) outpatient admin
istrations. Forty-four administrations (2.4%) were from 44 mg/1.1 mL vials, with 35 (1.9%) on an inpatient basis. The 

Table 1 (Continued). 

Patients (N=253)

Prior treatment history at baseline, n (%)c

Proteasome inhibitors 226 (89.3)
Bortezomib 176 (69.6)

Carfilzomib 165 (65.2)

Ixazomib 81 (32.0)
Immunomodulatory drugs 234 (92.5)

Lenalidomide 213 (84.2)

Pomalidomide 176 (69.6)
Thalidomide 9 (3.6)

Anti-CD38 237 (93.7)

Daratumumab 197 (77.9)
Isatuximab 142 (56.1)

Stem-cell transplant 38 (15.0)

Steroids 249 (98.4)
Chimeric antigen receptor T-cell therapy 3 (1.2)

Chemotherapies 128 (50.6)

Exposure during baseline period, n (%)c

Triple-classd 208 (82.2)
Penta-druge 107 (42.3)

Classes of treatment received in the overall follow-up, n (%)
Immunomodulatory drugs 2 (0.8)

Steroids 251 (99.2)

Chemotherapies 2 (0.8)

Notes: a Index date is the date of the first hospital encounter for elranatamab; b Smoking index: number of cigarettes smoked 
daily × years of smoking. Measured during baseline period and using assessment closest to index date; c The baseline period was 
defined as the period between diagnosis to 1 day prior to index date. d Triple-class refers to ≥1 proteasome inhibitor, ≥1 
immunomodulatory drug, and ≥1 anti-CD38 antibody; e Penta-drug refers to ≥2 proteasome inhibitors, ≥2 immunomodulatory 
drugs, and ≥1 anti-CD38 antibody. 
Abbreviations: CCI, Charlson Comorbidity Index; IQR, interquartile range; MM, multiple myeloma; SD, standard deviation.
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Table 2 Dosing and Administration Patterns of Patients Receiving Elranatamab

Index 
Date

Step-Up Period 
(index date to D8)

Maintenance Period 1 
(D9 to D168)

Maintenance Period 2  
(D169+)

Overall Follow-Up 
(Index Date to End of Follow-Up)

Patients, n (%) 253 (100) 253 (100) 226 (89.3) 40 (15.8) 253 (100)

Patients with ≥2 administrations during the time  
period, n (%)

230 (90.9) 207 (81.8) 27 (10.7) 247 (97.6)

Elranatamab claims, n (%) 253 (9.8) 606 (23.5) 1833 (71.1) 140 (5.4) 2579 (100)

Vial size, n (%)a

44 mg/1.1 mL 247 (97.6) 474 (78.2) 44 (2.4) 8 (5.7) 526 (20.4)
76 mg/1.9 mL 6 (2.4) 132 (21.8) 1789 (97.6) 132 (94.3) 2053 (79.6)

Frequency of elranatamab administrations, n (%)a

44 mg/1.1 mL

Inpatient 247 (97.6) 474 (78.2) 35 (1.9) 5 (3.6) 514 (19.9)

Outpatient 0 (0.0) 0 (0.0) 9 (0.5) 3 (2.1) 12 (0.5)
76 mg/1.9 mL

Inpatient 3 (1.2) 126 (20.8) 445 (24.3) 8 (5.7) 579 (22.5)

Outpatient 3 (1.2) 6 (1.0) 1344 (73.3) 124 (88.6) 1474 (57.2)

Time between elranatamab administrations, daysb

Intervals between administrations during the time  
period, n (%)

353 (13.7) 1607 (62.3) 100 (3.9) 2326 (90.2)

Mean (SD) 4.0 (1.2) 9.8 (6.6) 13.0 (7.6) 9.1 (7.2)

Median (IQR) 4.0 (3.0–4.0) 7.0 (7.0–9.0) 14.0 (7.0–14.0) 7.0 (7.0–8.0)
Min | Max 3.0 | 7.0 3.0 | 77.0 3.0 | 56.0 3.0 | 112.0

Notes: a Measured over all elranatamab administrations observed during the period of interest; b Total time between vial administrations over the total number of intervals between vial administrations observed during the period of 
interest. 
Abbreviations: D, day; IQR, interquartile range; Max, maximum; Min, minimum; SD, standard deviation.
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mean time between administrations for MP1 was 9.8 days (median [IQR], 7.0 [7.0–9.0]), with 207 patients (81.8%) 
completing 2 or more administrations.

Forty patients had sufficient follow-up to be observed in MP2; submitting 140 claims for elranatamab administration 
for the period. Of these, 132 (94.3%) administrations were from 76 mg/1.9 mL vials, and 90.7% were administered 
outpatient. Twenty-seven patients received 2 or more administrations, and the mean time between administrations for 
MP2 was 13.0 days (median [IQR], 14.0 [7.0–14.0]).

Projected annualized vial usage in the first year of treatment, based on the expected vial usage during SUD (3 doses) 
and the mean days between administrations in MP1 (mean 9.8 days) and MP2 (mean 13.0 days), was 34.4 vials.

Discussion
The findings from this EVEREST study offer early insights into how elranatamab has been used in RW clinical practice 
in Japan since its approval by the PMDA in March 2024. This study provides a valuable complement to clinical trial data 
by reflecting how elranatamab is administered in routine clinical practice.

Our findings indicate that elranatamab is largely administered in accordance with the recommended dosing schedule 
during the SUD phase. During SUD, the mean number of days between administrations was 4.0 days compared with 5.7 
days reported in the ALTITUDE-1 study using Komodo Health’s Healthcare Map™ databases in the US.14 In MP1 and 
MP2, the mean number of days between administrations using the MDV database was 9.8 and 13.0 days. Recommended 
dosing is every 7 days for MP1 and every 14 days for responders in MP2, with these data suggesting that, in Japan, 
elranatamab administration during the MPs varied slightly from the label recommendations, occurring at a reduced 
frequency in MP1 and a comparable frequency during MP2. Reduced dosing frequencies compared to the label 
recommendations were also shown in the ALTITUDE-1 study, where the mean number of days between administrations 
in MP1 and MP2 was 10.7 and 26.0 days, respectively.14 It was also noted that nearly one-quarter of administrations in 
MP1 occurred on a Q2W basis and one-quarter of administrations in MP2 occurred on a Q4W (every 28 days) cadence. 
Collectively, these RW data suggest that adherence to initial step-up and maintenance dosing of elranatamab is variable 
and that elranatamab is commonly administered less frequently than recommended by the J-PI and the US prescribing 
information. This reduced administration frequency may be due to treatment-related de-escalation, such as toxicity 
management, or factors unrelated to treatment, such as schedule constraints or patient preference. However, claims-based 
resources such as the MDV database do not capture clinician-reported reasons for administration frequency, so the 
drivers thereof cannot be ascertained.

The recommendation is to use a 44 mg/1.1 mL vial for each of the 2 step-up doses.9,10 However, it was reported that 6 
patients (2.4%) received their initial dose on the index date using 76 mg/1.9 mL vials. Three of these patients received 
their initial dose as an outpatient, despite the protocol indicating that patients should be hospitalized for 48 hours after the 
first dose.11 However, as the patients’ full treatment histories may not have been captured in the MDV, it is possible that 
the first elranatamab administration reported may not have been the first administration for the patient. This may have 
impacted the reported deviations from the SUD protocols. During MP1 and MP2, the recommended dose is 76 mg, 
although 10.6% and 12.5% of patients, respectively, received at least 1 elranatamab administration from a 44 mg/1.1 mL 
vial. In MP1 and MP2, most patients were treated on an outpatient basis.

Annualized vial usage from this EVEREST study (34.4 vials) is lower than the usage recommended in the J-PI for the 
first year of treatment (39.0 vials), which includes two 44 mg/1.1 mL vials for SUD, twenty-three 76 mg/1.9 mL vials used 
during QW MP1 until scheduled transition at D168 to (Q2W) when a further fourteen 76 mg/1.9 mL vials should be used 
during MP2. Observed annualized vial usage from the MagnetisMM-3 trial data ranged from 20.0 vials for all patients 
(N=187) to 29.1 vials for patients who achieved a partial response or better (n=97), while RW data from ALTITUDE-1 also 
suggested less frequent dosing than recommended.14 Taken together, understanding RW annualized vial usage may help 
inform future cost-effectiveness and budget impact analyses by providing insight on RW dosing frequency and drug 
utilization that differ from label-based assumptions. Using these RW patterns in economic models may improve the accuracy 
of estimates of drug acquisition costs and support payer budgeting decisions within the Japanese healthcare system.

Use of the MDV database is limited by the completeness and accuracy of the underlying claims data, which does not 
include comprehensive medical and treatment histories of all patients. Not all hospitals are included in the MDV 
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database, resulting in identification of a patient population that may not be representative of all patients with MM in 
Japan. There are also limited data on reasons for some of the deviations in maintenance dosing frequency. Interpretation 
of maintenance dosing patterns and annualized vial usage is limited by the short median treatment duration (60 days) and 
the small proportion of patients entering MP2 (15.8%), such that the reported annualized vial estimates reflect projections 
based on incomplete treatment courses rather than observed full-year utilization. This study was also limited to the 
evaluation of elranatamab dosing patterns and vial utilization; therefore, the effects of deviations from label- 
recommended dosing on efficacy or safety were unable to be evaluated.

Conclusion
Claims data provided RW information on elranatamab administration and vial usage in patients with MM in Japan. Early 
evidence indicates that elranatamab is administered largely according to initial dosing recommendations, with some 
deviations in maintenance period dosing frequency resulting in slightly lower projected annualized vial usage than 
recommended. Further research with longer follow-up is warranted to better understand treatment patterns and optimize 
dosing strategies in MM patients in Japan.

Abbreviations
BCMA, B-cell maturation antigen; D, day; IQR, interquartile range; J-PI, Japan prescribing information; MDV, Medical 
Data Vision; MM, multiple myeloma; MP, maintenance period; PMDA, Pharmaceuticals and Medical Devices Agency; 
QW, once weekly; Q2W, every 2 weeks; Q4W, every 4 weeks; RRMM, relapsed or refractory multiple myeloma; RW, 
real world; SUD, step-up dosing; TEAE, treatment-emergent adverse event.
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