
SEA-BCMA MONO- AND COMBINATION THERAPY IN PATIENTS WITH RELAPSED/REFRACTORY MULTIPLE MYELOMA: 
UPDATED RESULTS OF A PHASE 1 STUDY (SGNBCMA-001)

James E Hoffman, MD1; Brea Lipe, MD2; Jason Melear, MD3; Michaela Liedtke, MD4; Mark A Schroeder, MD5; Ruben Niesvizky, MD6; Christopher Strouse, MD7; Christopher A Yasenchak, MD8; Damian J Green, MD9; Jeremy Sauer, PhD10; Yinghui Wang, MS10; Phoenix Ho, MD10; Al-Ola Abdallah, MD11

1Sylvester Comprehensive Cancer Center, University of Miami, Miami, FL; 2University of Rochester Medical Center, Wilmot Cancer Institute, Rochester, NY; 3Texas Oncology, Austin, TX; 4Stanford University Medical Center, Stanford, CA; 5Siteman Cancer Center, Washington University School of Medicine, Saint Louis, MO; 6Weill Cornell Medicine, New York, NY; 7Holden Comprehensive Cancer Center, University of Iowa, Iowa City, IA;  
8Willamette Valley Cancer Institute and Research Center, Eugene, OR; 9Fred Hutchinson Cancer Center, Seattle, WA; 10Seagen Inc., Bothell, WA; 11University of Kansas Medical Center, Kansas City, KS

•	 Despite recent progress in the treatment of 
triple-class R/R (R/R to a proteasome inhibitor, 
immunomodulatory drug and anti-CD38 antibody) 
MM, patients remain in need of novel therapies 
with manageable toxicity and non‑cross‑resistant 
mechanisms of action.

•	 B-cell maturation antigen (BCMA) is expressed in 
most MM plasma cells.1

•	 SEA-BCMA is an investigational, humanized, 
nonfucosylated IgG1 monoclonal antibody directed to 
BCMA.

•	 Preclinical data for SEA-BCMA demonstrate 
promising antitumor activity and versatile 
combinability.2 

•	 SGNBCMA-001 Part A was comprised of both 
monotherapy dose escalation (100–1600 mg flat 
dosing by intravenous infusion) and dose expansion 
at the highest tolerated dose. SEA-BCMA 1600 mg 
Q2W was generally well-tolerated and showed initial 
antitumor activity with an ORR of 14% (95% CI: 2.9, 
34.9; n=22).3

•	 Here, we evaluated intensive SEA-BCMA dosing (Part 
B) and the addition of dexamethasone (DEX; Part C) 
to further assess the safety, tolerability, and clinical 
activity. Preliminary data from Part D, testing the 
combination of SEA-BCMA, pomalidomide (pom), and 
DEX in an earlier line of therapy, are also presented.
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SEA-BCMA Proposed Mechanism of Action

SEA-BCMA Study Schema

Demographics and Disease Characteristics Preliminary Results for SEA-BCMA Antitumor Activity and DOR

Updated Safety Data Show SEA-BCMA was Generally Well-Tolerated

•	 A sugar-engineered antibody, the nonfucosylated Fc region 
of SEA-BCMA has increased affinity for activating FcγRIIIa 
and minimal affinity for inhibitory FcγRIIb.

•	 Parts B and C aim to optimize clinical activity in patients with  
triple-class refractory MM 

•	 Part D aims to assess potential IMiD synergy in earlier line of therapy
•	 Updated data from Parts B and C, and preliminary data from  

Part D are presented therein

•	 SGNBCMA-001 (NCT03582033) is an 
ongoing phase 1, open-label, multicenter, 
dose escalation and expansion study to 
evaluate the safety, tolerability and antitumor 
activity of SEA‑BCMA in adults with R/R 
MM not previously exposed to any other 
BCMA‑directed therapy.

•	 Parts B and C enrolled patients who have 
received ≥3 prior lines of therapy for MM and 
are triple-class refractory. These expansion 
cohorts are testing
	◦ Intensive dosing (Part B; weekly induction 

dosing of SEA-BCMA for 8 weeks is followed 
by Q2W maintenance dosing) and

	◦ DEX (40 mg weekly) combination therapy with 
either standard SEA-BCMA dosing (Part C1) 
or intensive SEA-BCMA dosing (Part C2; 800 
mg [dose level -1] or 1600 mg [dose level 1]).

•	 Part C2 has been amended to allow patients 
with prior exposure to BCMA-directed therapy 
and is continuing to enroll.

•	 Part D (testing the combination of SEA-BCMA 
with pom and DEX in patients who have 
received ≥2 prior lines of therapy) is enrolling.

•	 Responses are assessed per the 2016 
International Myeloma Working Group 
criteria.
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Patient Characteristic
Part A
(N=35)

Part B
(N=20)

Part C1
(N=12)

Part C2
(N=8)

Part D
(N=3)

Age (years)
Median (Min–Max) 71.0 (51–84) 74.0 (57–91) 68.5 (48–76) 72.5 (68–83) 75.0 (68–76)

Age, n (%)
≥65 28 (80) 18 (90) 9 (75) 8 (100) 3 (100)

Gender, n (%)
Female 16 (46) 7 (35) 7 (58) 2 (25) 1 (33)
Male 19 (54) 13 (65) 5 (42) 6 (75) 2 (67)

ECOG Performance Status, n (%; Eligibility: 0–1) 
1 32 (91) 17 (85) 9 (75) 7 (88) 2 (67)

Number of prior systemic therapies for myeloma
Median (Min–Max) 6.0 (3–15) 4.5 (3–10) 5.0 (3–10) 5.0 (3–6) 4.0 (2–5)

Refractory, n (%)
To PI 25 (71) 19 (95) 12 (100) 8 (100) 3 (100)
To IMiD 26 (74) 19 (95) 12 (100) 8 (100) 2 (67)
To anti-CD38 antibody 26 (74) 20 (100) 12 (100) 8 (100) 2 (67)
Triple class refractory 23 (66) 19 (95) 12 (100) 8 (100) 1 (33)
Intolerant of any above classes 9 (26) 4 (20) 4 (33) 2 (25) 1 (33)

Extramedullary disease, n (%)
Presence of bone lesions indicated by 
skeletal survey 23 (66) 9 (45) 7 (58) 7 (88) –

Soft tissue plasmacytomas identified by 
radiography 5 (14) – – 1 (13) –

Note: Parts A and D enrolled triple-class exposed, while Parts B and C required triple-class refractory.

Parts B (Intensive Dosing), C1 (Combination Therapy with DEX), and C2 (Intensive 
Dosing Combination Therapy with DEX) Show Similar Tolerability with no DLTs Observed
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•	 In Part A SEA-BCMA was generally well-tolerated with a single DLT (prolonged IRR) 
observed, and the MTD was not identified in the 5 dose levels tested.3 

•	 Part B completed the safety run-in (n=6) and completed enrollment at 1600 mg SEA-BCMA 
intensive dosing.

•	 Part C1 completed the safety run-in (n=6) and continued enrollment for SEA-BCMA 1600 mg 
Q2W + DEX.

•	 Part C2 dose optimization is completing safety run-ins at 800 mg SEA-BCMA intensive 
dosing (dose level –1) and at 1600 mg SEA-BCMA intensive dosing (dose level 1).

•	 No DLTs were observed in Part B, the safety run-in portions of either Part C1 or C2 thus far, 
and among the first 3 patients in Part D; safety and tolerability were similar to that observed 
in Part A.

•	 No patients in Parts B, C2, and D discontinued treatment due to TEAEs. In Part C1, 1 patient 
discontinued treatment due to a TEAE unrelated to SEA-BCMA. The majority of treatment 
discontinuations were due to PD.

•	 No deaths related to SEA-BCMA occurred during the study to date; all deaths within 30 days 
of SEA-BCMA dosing were due to myeloma. 

SEA-BCMA Demonstrated Single Agent Activity and Response Rates Increased with 
Intensive Dosing and Combination Therapy

Standard Q2W Dosing 
SEA-BCMA 1600 mg

Intensive Dosing
(Weekly x 2 Cycles, Then Q2W)

SEA-BCMA
Part A

Monotherapya

(N=22)

Part C1
+ DEX
(N=12)

Part B
Monotherapy

(N=20)

Part C2  
+ DEX
(N=8)

Part D
Q2W + pom/DEX

(N=3)
Best overall response (confirmed), n (%)

Stringent complete response 0 1 (8) 1 (5) 0 2 (67)

Complete response 0 0 0 0 0

Very good partial response 1 (5) 0 0 1 (13) 0

Partial response 2 (9) 1 (8) 3 (15) 2 (25) 1 (33)

Minimal response 1 (5) 1 (8) 1 (5) 0 0

Stable disease 13 (59) 7 (58) 11 (55) 5 (63) 0

Progressive disease 5 (23) 2 (17) 4 (20) 0 0

Overall response rate (ORR), n (%) 3 (14) 2 (17) 4 (20) 3 (38) 3 (100)

95% CIb for ORR (2.9, 34.9) (2.1, 48.4) (5.7, 43.7) (8.5, 75.5) (29.2, 100)

ORR by dosing schedule, n (%) 5 (15) 7 (25)

a	 Escalation and Expansion Phase dosed at 1600 mg.
b	 Two-sided 95% exact confidence interval, computed using the Clopper-Pearson method (1934).
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•	 Both intensive SEA-BCMA dosing (Part B) and the addition of DEX (Part C1) showed increased 
ORR relative to Q2W monotherapy (Part A). 

•	 For the combination of the intensive SEA-BCMA dosing schedule and the addition of DEX  
(Part C2), the ORR across both SEA-BCMA dose levels (800 mg [n=3] and 1600 mg [n=5]) was 
38% (n=8; 95% CI: 8.5, 75.5).

•	 The combined ORR of both intensive dosing cohorts Parts B and C2 relative to standard dosing 
(Q2W) cohorts Parts A [1600 mg SEA-BCMA] and C1 were 25% versus 15%, respectively. 

•	 The overall median DOR from 15 patients with a confirmed response across Parts A (1600 mg 
SEA-BCMA), B, C1, C2, and D was 8.3 months (95% CI: 5.5, –).

•	 In Part A, the median DOR was 10 months (95% CI: 5.6, –), 1 patient remains on treatment. 
In Part B, the median DOR was 6.5 months (95% CI: 1.8, –); 4 patients remain on treatment, 
including 2 responders. In Part D, the median DOR was 8.3 months (95% CI: –, –);  
2 responding patients remain on treatment. 

•	 In Parts C1 and C2, the median DOR was not yet reached (1 responding patient remains on 
treatment in Part C1, and 2 responding patients remain on treatment in Part C2).

•	 Updated results for SEA-BCMA continue to demonstrate a favorable safety profile and 
combination potential. 

•	 Encouraging preliminary data suggest that both the intensive dosing schedule and combination 
with DEX may increase clinical activity over Q2W monotherapy. 

•	 Part C2 and Part D (testing the combination of SEA-BCMA with pomalidomide and DEX), are 
enrolling. 

•	 SEA-BCMA shows potential to provide R/R MM patients with the option of a novel therapy with 
manageable toxicity and combinability in regimens with other classes of myeloma therapies.
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