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Advancing oncology at the speed of life™

Study Design for Descriptive Dose Comparison Sub-Study
Daily Sotorasib 240 mg vs 960 mg 

*Objective response will be assessed per RECIST 1.1 by blinded independent central review.  CR or PR requires confirmatory CT or MRI repeat assessment at least 4 weeks after the initial detection of response.
†Subjects with a confirmed progression will be allowed to continue treatment at their assigned dose if all criteria is met; cross-over to the alternate dosing arm is not permitted.
‡30 (+7) days after end of treatment for safety follow-up; every 12 weeks for long-term follow-up. 

AE, adverse event; ALK, anaplastic lymphoma kinase; BICR, blinded independent central review; CNS, central nervous system; CR, complete response; DCR, disease control rate; DoR, duration of response;

ECOG PS, Eastern Cooperative Oncology Group Performance Status; EGFR, epidermal growth factor receptor; EOI, event of interest; GFR, glomerular filtration rate; KRAS, Kirsten rat sarcoma viral oncogene homolog;

NSCLC, non-small cell lung cancer; ORR, objective response rate; OS, overall survival; PD, disease progression; PFS, progression-free survival; PK, pharmacokinetic; PR, partial response; QD, once daily; 

RECIST, response evaluation criteria in solid tumors; TEAE, treatment-emergent adverse event.

Phase II, Multicenter, Open-Label Study – Dose Comparison

Key Eligibility

• Locally advanced or 

metastatic NSCLC

• Received at least 1 prior 

therapy including checkpoint 

inhibitor and/or platinum-

based chemotherapy

• KRAS G12C mutation 

without other actionable 

driver mutation (eg, EGFR, 

ALK, etc)

• No active brain metastases

• ECOG PS 0-2

• GFR ≥ 45 mL/min/1.73m2

Stratified by:

• Number of prior lines of therapy (1-2 vs > 2)

• History of CNS metastasis (Y or N)

• Race (Asian vs Non-Asian)

• ECOG PS (< 2 vs 2)
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Sotorasib 960 mg 

orally daily

Sotorasib 240 mg 

orally daily

• Repeated oral daily dosing with 

21-day cycles

• Treatment until PD, intolerance, or 

consent withdrawal

• Radiographic scan every 6 weeks x8 

then every 12 weeks

• ORR by BICR*

• Safety

• TEAE

• Grade ≥ 3

TEAE

• Serious AE

• EOI

Primary Endpoints

• DoR, DCR, depth of 

response, time to 

response, PFS. OS, PK

Continued Treatment 
Beyond Radiographic 

Progression†

Key Secondary Endpoints:

N ≈ 200

Continued Treatment 
Beyond Radiographic 

Progression†
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