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» Chemoradiotherapy is the standard therapy
for unresectable stage IlIA and 11IB NSCLC.

* Current standard therapy for stage Il
NSCLC provides a progression-free survival
(PFS) of approximately 12 months, and a

study median overall survival of approximately 24-

schema 28 months.

* Phase 2 data of the PARP inhibitor veliparib
with paclitaxel and carboplatin in metastatic
NSCLC suggests the addition of veliparib
may improve outcomes of patients with
advanced NSCLC.

* Veliparib may also increase the efficacy of
platinum-based therapy and radiation
criteria therapy.

» This study will investigate concurrent
radiotherapy and consolidation
chemotherapy with veliparib for stage Il
NSCLC.

follow up

RATIONALE

Primary

» Phase 1: To establish the recommended Phase 2
dose (RPTD) of veliparib in combination with
concurrent paclitaxel/carboplatin-based
chemoradiotherapy

« Phase 2: To investigate veliparib concurrent with
thoracic radiation and versus placebo, and with
consolidation carboplatin and paclitaxel with
veliparib compared to placebo

Primary for Phase 2:

* Progression-free survival (PFS) in patients with
stage Il non-small cell lung cancer (Phase 2
portion)

Secondary for Phase 2

» To assess overall survival (OS), objective
response rate (ORR)

» To assess the duration of overall response (DOR)

» To assess the safety and tolerability of veliparib
versus placebo added to standard therapy
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Concurrent Chemoradiotherapy

» Veliparib will be administered PO BID beginning 3 days prior to beginning chemoradiotherapy.
Chemotherapy will consist of carboplatin AUC 2 mg/mL/min and paclitaxel 45 mg/m2 administered
intravenously on Day 1 of each week during radiotherapy. Radiotherapy will be delivered using 3D
conformal RT or IMRT and subjects will receive a total of 60-63 Gy. Chemoradiotherapy may be

Sy extended up to 9 weeks in duration due to treatment delays. Subjects who have not completed

schema chemoradiotherapy after 9 weeks should proceed to consolidation therapy or observation at the

discretion of the Investigator.

Consolidation Chemotherapy

* No more than 8 weeks after completion of concurrent chemoradiotherapy, veliparib/placebo 120 mg
BID will be administered beginning 2 days prior to the start of paclitaxel/carboplatin infusion and will
continue through Day 5 of each 21-day cycle.

» Carboplatin AUC 6 mg/mL/min and paclitaxel 200 mg/m2 will be administered intravenously on Day 1 of

gl each 21-day cycle. Subjects will receive a maximum of 2 cycles of consolidation chemotherapy.

criteria Subjects who require > 8 weeks to recover from toxicities resulting from chemoradiotherapy should not
receive consolidation.

+ Amendment 4 tested an increased consolidation veliparib dose of 240 mg PO BID with carboplatin and

follow up paclitaxel.
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