
• SCLC is an aggressive disease with limited treatment options beyond first-line 

chemo-immune therapy and no approved third-line therapy1,2

• Delta-like ligand 3 (DLL3) is a Notch ligand that is upregulated and aberrantly 

expressed on the cell surface in most SCLC, making it a compelling therapeutic 

target3,4

• Tarlatamab (formerly AMG 757) is a DLL3-targeting HLE BiTE® designed to bind 

DLL3 on target cancer cells and CD3 on T cells, forming a cytolytic synapse and 

resulting in T cell activation & expansion and T cell-dependent killing of tumor cells 

(Figure 1)5

• Interim results of an ongoing first-in-human study of tarlatamab in patients with 

relapsed/refractory SCLC (NCT03319940) show promising and durable efficacy with 

an acceptable safety profile6,7

• These findings support further study of tarlatamab in SCLC
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• Phase 1 FIH (NCT03319940) data shows tarlatamab has an overall manageable and reversible AE profile 

and delivers promising and durable efficacy in relapsed/refractory SCLC

• Based on promising outcomes from the phase 1 study, a phase 2 study (NCT05060016) is being conducted 

to evaluate the efficacy, safety, tolerability, and PK of tarlatamab in third line and later SCLC patients

– Two different doses of tarlatamab will be evaluated in Part 1 (Dose Characterization)

– In Part 2 (Dose Expansion) enrollment will continue at the selected target dose based on Part 1 results

– Enrollment is ongoing

Figure 1. Tarlatamab: A HLE BiTE® Therapy Targeting DLL3 KEY ELIGIBILITY CRITERIA

Adults with histologically or cytologically confirmed SCLC

DeLLphi-301 (NCT05060016) is a phase 2, open-label, registrational study 

in subjects with relapsed/refractory SCLC (Figure 2)

N~60

Screening / enrollment

Figure 2. Study Design - Phase 2 Study of Tarlatamab in 3L or Later SCLC (DeLLphi-301 Study)
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STUDY OVERVIEW

ECOG performance status ≤1

Progressed/recurred after two or more lines of prior treatment including 

at least 1 platinum-based chemotherapy regimen (including a PD-L1 

inhibitor, if standard of care, with certain exceptions per protocol)
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DISCLOSURES

KEY TAKEAWAYS

OBJECTIVES AND ENDPOINTS

PART 1 ONLY

Primary Objective: To evaluate safety and efficacy (per RECIST 1.1 by 

investigator) of 2 dose levels of tarlatamab

ALL PARTS

Primary Objective: Evaluate anti-tumor activity of tarlatamab as determined

by ORR per RECIST 1.1 by BICR

Secondary Objectives: Evaluate anti-tumor activity of tarlatamab as 

determined by other measures per RECIST 1.1 (DOR, DCR, PFS, OS); 

safety and tolerability; pharmacokinetics; immunogenicity

BICR, blinded independent central review; CD, cluster of differentiation; DCR, disease control rate; DLL3, delta-like ligand 3; 

DOR, duration of response; ECOG, Eastern Cooperative Oncology Group; Fc, fragment crystallizable domain; FIH, first-in-human; 

HLE BiTE, half-life extended bispecific T cell engager; ORR, objective response rate; OS, overall survival; PK, pharmacokinetics; 

PFS, progression-free survival; RECIST 1.1, Response Evaluation Criteria in Solid Tumors version 1.1; SCLC, small cell lung cancer
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PART 1: DOSE 

CHARACTERIZATION

† Safety follow up occurs 42 (±5) days from 

the last dose of tarlatamab or prior to initiation 

of subsequent therapy, whichever occurs first.
‡ Long-term follow up is every 3 months 

(±2 weeks) up to 1 year from the subject’s 

last dose of tarlatamab or 5 years from first 

subject enrolled, whichever occurs first.
§ An interim analysis of 30 subjects at each 

dose (60 subjects total) from Part 1 will be 

used to select a single dose. The aim of 

Part 2 is to further evaluate tarlatamab at the 

selected dose.
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(Parts 1 and 2)


