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•	 Patients with metastatic PDAC often are treated with gemcitabine and nab-paclitaxel; however, survival is 
limited, and more effective regimens are needed1

•	 SEA-CD40 is an investigational, receptor-agonistic, nonfucosylated, humanized IgG1 monoclonal antibody 
directed to CD40, which is expressed on antigen-presenting cells2

•	 SEA-CD40 binds with increased affinity to FcγRIIIa resulting in enhanced effector function and CD40 
agonism, allowing amplification of immune stimulation and antitumor activity3

•	 In preclinical models, the combination of SEA-CD40 and chemotherapy resulted in significant antitumor 
activity, which was further enhanced with anti-PD1 treatment3

•	 SGNS40-001 is assessing SEA-CD40 as monotherapy and in combination with other agents. Study  
Part L is assessing SEA-CD40 in combination with gemcitabine, nab-paclitaxel, and pembrolizumab in a  
PDAC cohort4,5

•	 IRRs were the most common AEs considered related to SEA-CD40 and were generally ≤ Grade 2
	◦ All patients received mandatory pre-medication with H1+H2 antihistamines, acetaminophen, ibuprofen, and 

anti-emetic of investigator’s choice, as well as a controlled infusion rate
•	 There was a trend toward better tolerability at 10 mcg/kg
•	 AEs leading to treatment discontinuation: 

	◦ SEA-CD40 10 mcg/kg: immune-mediated lung disease, n=2 (5% of treatment group); septic shock, n=1 (3%)  
	◦ SEA-CD40 30 mcg/kg: colitis, n=1 (5%); portal vein thrombosis, n=1 (5%)

•	 Patients had transient increases in circulating cytokines and chemokines associated with immune activation 
and trafficking, as well as increases in markers of activation on peripheral NK cells and T cells

•	 Similar cytokine induction was observed after SEA-CD40 monotherapy, 4 hours after SEA-CD40 infusion 
(data not shown) 

Characteristic 
10 mcg/kg 

N=40
30 mcg/kg 

N=21
Total 
N=61

 Age, median years (range) 66.0 (40–80) 65.0 (41–76) 66.0 (40–80)
Sex, n (%)

Male 18 (45) 11 (52) 29 (48)
Female 22 (55) 10 (48) 32 (52)

ECOG Performance Status, n (%)
0 24 (60) 8 (38) 32 (52)
1 16 (40) 13 (62) 29 (48)

Liver Lesion, n (%)
Yes 24 (60) 16 (76) 40 (66)
No 16 (40) 5 (24) 21 (34)

Received Radiation Therapy, n (%)
Yes 7 (18) 3 (14) 10 (16)
No 33 (83) 18 (86) 51 (84)

Received Surgery, n (%)
Yes 9 (23) 5 (24) 14 (23)
No 31 (78) 16 (76) 47 (77)

Received Systemic Therapy, n (%)
Yes 10 (25) 6 (29) 16 (26)
No 30 (75) 15 (71) 45 (74)

•	 SEA-CD40 is an investigational, nonfucosylated, CD40-receptor agonist that potently activates the innate 
immune system 

•	 Preliminary results demonstrate that SEA-CD40 in combination with gemcitabine, nab-paclitaxel, and 
pembrolizumab has a tolerable safety profile

•	 Evidence of immune activation in this study was consistent with the proposed SEA-CD40 mechanism of action
•	 10 mcg/kg SEA-CD40 was selected as the recommended phase 2 dose for further development, including 

an ongoing phase 2 basket trial in lung cancer and melanoma
•	 Antitumor activity appears encouraging compared to historical chemotherapy outcomes, but additional 

survival follow-up is needed to determine if there is a plateau in the curve
•	 This chemoimmunotherapy regimen may warrant further evaluation in a randomized setting

Copies of this poster obtained through Quick Response (QR) Code are for personal use only and may not be reproduced 
without permission from ASCO® or the author of this poster, David Lawrence Bajor, David.Bajor@UHhospitals.org

1.	Von Hoff DD, et al. N Engl J Med 2013; 369: 1691-703.
2.	Vonderheide RH. Clin Cancer Res 2007; 13(4): 1083-8. 
3.	Neff-LaFord H, et al. Abstract 5535; Virtual Meeting II of the American 

Association for Cancer Research; June 22-24, 2020.
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N=21

Total
N=61

Best Clinical Response (Overall, n [%])

Confirmed ORR

19 (48) 8 (38) 27 (44)
12 (30) 9 (43) 21 (34)

n (%) 19 (48) 8 (38) 27 (44)
95% CI 31.5, 63.9 18.1, 61.6 31.5, 57.6-100
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Data Cutoff: 29Nov2021

Median follow-up (months): 10 mcg/kg, 6.6 (range: 0–15.3); 30 mcg/kg, 7.4 (0.7–19.9); total, 6.9 (0–19.9)

Median follow-up (months): 10 mcg/kg, 10.7 (range: 0.8–22.2); 30 mcg/kg, 9.4 (0.7–23.6), total: 10.6 (0.7–23.6)

4.	Bajor DL, et al. Poster (Abstract TPS451); American Society of Clinical Oncology 
Gastrointestinal Cancers Symposium Virtual Congress; January 15–17, 2021.

5.	Grilley-Olson JE, et al. Poster (Abstract 3093); American Society of Oncology 2018, 
Chicago, IL, June 1–5, 2018.

Fold of change over baseline (C1D1-pre) for each cytokine is shown. One dot represents one patient. A connecting line represents a group median. Error bars represent 
median±SD. Corrected P-value <0.001 between peak induction and baseline. IP-10 (CXCL10): interferon gamma-induced protein 10; MCP: monocyte chemoattractant 
protein-1; MIG (CXCL9): monokine induced by interferon-gamma; MIP-1beta: macrophage inflammatory protein-1 beta.

Data Cutoff: 29Nov2021

Data Cutoff: 29Nov2021

•	 Key Eligibility Criteria
	◦ Must have histologically or cytologically confirmed 

metastatic PDAC not amenable to curative therapy 
for which patients did not receive previous systemic 
therapy in the metastatic setting

	◦ Previous adjuvant or neoadjuvant therapy for  
non-metastatic PDAC allowed if fully completed  
>4 months before study treatment

•	 Endpoints
	◦ Efficacy: confirmed ORR per RECIST by 

investigator (primary); ORR per iRECIST by 
investigator, DCR, DOR, PFS, OS (secondary)

	◦ Safety: AEs, laboratory abnormalities, DLTs 
(secondary)

	◦ PK parameter estimates and ATAs (secondary)

*SEA-CD40 is an investigational agent, and its safety and efficacy have not been established.
© 2022 Seagen Inc., Bothell WA 98021. All rights reserved. USM/S40/2021/0010

Data Cutoff: 29Nov2021
(A) Transient decrease in circulating monocytes, 
NK, and CD4+ and CD8+ T cells at 24 hour after 
SEA-CD40 infusion (corrected p-value <0.05). 
Fold of change over baseline (C1D1) is shown for 
all parameters. One dot represents one patient. A 
connecting line represents a group median. Error 
bars represent median±SD. 

(B) Increased expression of activation (CD69) and proliferation 
(Ki67) markers on circulating CD4+ and CD8+ T cells (corrected 
p-value <0.05). 

(C) No significant change in circulating Treg levels after  
SEA-CD40. Tregs are defined as CD4+CD25+CD127low/- cells 
(p-value >0.10).
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•	 There was no difference in activation markers of peripheral immune subsets 
observed between the two dose levels

•	 There were comparable response rates observed at both dose levels


