V940 in Participants With Resectable Stage Il to IIIB (N2) NSCLC not Achieving pCR After

STUDY OVERVIEW

LUN24039

Merck V940-009-03 (INTerpath-009)
Phase 3 Randomized Double-blind Study of Adjuvant Pembrolizumab With or Without

Receciving Neoadjuvant Pembrolizumab With Platinum-based DoubletChemotherapy

Screening - enroliment
4 weeks

Neoadjuvant given prior to
randomization

ﬂ(ey eligibility criteria for \

enroliment:

» Stages [I-I1IB(N2) NSCLC

* ECOG 0-1

* Able to undergo surgery

* Able to receive chemo +
pembro

Exclude EGFR and ALK

\ mutations

Stratification factors:

(

\.

Pembrolizumab (200 mg)

IV q3wX 4
+

chemotherapy?® qiw X 4

~12 weeks

* Histology (squamous vs nonsquamous)

* PD-L1 expression (TPS <1% vs 21%)

* Disease stage (Il vs Il per AJCC 8" edition)

* Geographic region (North Amenca/\Western
Europe/Australia vs Rest of World)

Screening for randomization
4-6 weeks

Randomization

Adjuvant phase , V940/placebo start C1D22-C4D1

SEER ﬁigihilit},r for randomization:
* No pCR by local testing®

* Completed (R0-R1) surgery®

* No disease at re-baseline image

* Adequate surgical tissue available for

qA1ebing

\

* Participants previously treated

~

NGS (V940 is designed based on
surgical tissue) and PD-L1 testing

outside the study with neoadjuvant
pembrolizumab and platinum-based
chemotherapy and who successfully
completed surgery with surgical tumor

TR

11
N=680

tissue sample available may advance
to screening for randomization.

Pembrolizumab 400 mg IV qbw X 7
+

V940 IM g3w 9 doses

"\

J

Pembrolizumab 400 mg IV qéw X 7
+

Placebo IM q3w x 9 doses

\

* Primary Endpoints: DFS by INV assessment
* Secondary Endpoints: OS, DMFS, DFS2, LCSS, safety, PRO

Mechanism of Action
V940: mRNA individualized neoantigen

Study Rationale

therapy

Patient Population

St 1l to llIB (N2) NSCLC

Key Eligibility Criteria

This randomized study is being conducted

to compare the efficacy and safety of
plus

neoadjuvant

by surgery and adjuvant pembrolizumab

pembrolizumab
platinum-doublet chemotherapy followed

with V940 or with placebo in participants

with resectable Stage Il or IlIA, or IlIIB (N2)

NSCLC not achieving pCR.

Additional Information

Dr. Susan Johnson (sjohnson@echoct.com)

Prior to neoadjuvant therapy:
Able to undergo surgery, receive chemo +

pembro (patients

No EGFR or ALK mutations

Sgquamous and Nonsguamous histologies

Post surgery:
Completed RO-RI

no pCR by local testing

*Patients previously treated outside the

study with NA pembro/platinum chemo

and completed surgery may advance to
screening for randomization
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