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Rilotw umab ,n 
MET posit ve gastric cancer 

RILOMET-1 
RILOMET-1: A Phase 3, Multicenter, Randomized, 
Double-Blind, Placebo-Control led Study 
of Rilotumumab (AMG 102) with Epirubicin, 
Cisplatin, and Capecitabine (ECX) as First-Line 
Therapy in Advanced MET-Positive Gastric or 
Gastroesophageal Junction Adenocarcinoma 

Primary Endpoint: 

• Overall survival (OS) 

Secondary Endpoints: 
• Progression-free survival (PFS) 

• Time to progression (TTP) 

• Overall response rate (ORR), disease control 
rate (OCR), and time to response (TTR) 

• Safety and immunogenicity 

Rilotumumab is an investigational agent that has not been approved 
by regulatory agencies for the use under investigation for this trial. 

Key Inclusion Criteria: 

• Pathologically confirmed unresectable locally 
advanced or metastatic gastric or GEJ 
adenocarcinoma 

• Eastern Cooperative Oncology Group (ECOG) 
performance status of O or 1 

• Tumor MET-positive by centralized 
immunohistochemistry (IHC) 

• Tumor Human Epidermal Growth Factor 
Receptor 2 (HER2)-negative 

For Additional Information: 

• Amgen Call Center: (866) 57-AMGEN 
or (866) 572-6436 

• www.ClinicalTrials.gov 
(NCT01697072) 

1. Iveson T, et al. EurJ Cancer. 2011;47(Supp/. 1):$443. Oral 
presentation at 2011 European Muttidisclpllnary Cancer Congress: 
Sept 23-27, 2011; Stockholm, Sweden. Abstract i6S04. 

2. Zhu M, et al. J Clin OncoJ. 2012:30(15 SuppJ):2535. Poster 
discussion at 2012 American Society of Clink:al Oncology Annual 
Maeting; Jun 1-5, 2012; Chicago, IL. Abstract #2535. 

3 . OavidenkO I, et al. Ann Oncol. 2012;23(Suppl. 9):ix230. Poster 
presentation at European Society of MedicaJ Onco&ogy 2012 
Congress; Sept 28-Qct 2, 2012; Vtenna, Austria. Abstract 687P. 

AMGEN' 
02013Amgen Inc. 
All rightsres..-l. Oncology 

Tell Your Patients 
About ASCO 1s 

Cancer.Net 
Mobile App 

HELP YOUR PATIENTS 

MANAGE THEIR 

TREATMENT AND CARE 

Available for FREE 
on iPad, iPhone, 

and Android Devices 

Scan to Download 
in Your Respective 

App Store -R 
Learn more at cancer.net/app 

Cancer. Net-~ 
Doao \pp,owd r.1tJem lnforma1ion from •\.\CO' 

.......... 

SANDOZ INC. IPR2023-00478 Ex. 1009, p. 2 of 13f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Volume 31, Issue 1 January 1, 2013 

J OURNAL OF 
C LINICAL 

Official Journal of the 
American Society of Clinical Oncology 

O NCOLOGY 
············ 

CONTENTS 

EDITORIALS 

Toward Improved Understanding of the Ethical and Clinical Issues Surrounding 
Mandatory Research Biopsies 
Jeffrey Peppercorn (see article on paqe 17) 

Achieving the Best of Both Worlds 
Andrew H. Ko and David Cella (see article on paqe 23) 

Improving T-Cell Therapy for Epstein-Barr Virus Lymphoproliferative Disorders 
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Ethics 

Use of Research Biopsies in Clinical Trials: Are Risks and Benefits 
Adequately Discussed? 
Michael J. Overman, Janhavi Medak, Scott Kopetz, et al (see editorial on page 1) 

Gastrointestinal Cancer 

Impact of FOLFIRINOX Compared With Gemcitabine on Quality of Life in Patients 
With Metastatic Pancreatic Cancer: Results From the PRODIGE 4/ACCORD 11 
Randomized Trial 
Sophie Gourgou-Bourgade, Caroline Bascoul-Mollevi, Fran~oise Desseigne, et al (see editor ial on 
page 3) 

Postoperative Adjuvant Chemotherapy Use in Patients With Stage 11/111 Rectal 
Cancer Treated With Neoadjuvant Therapy: A National Comprehensive Cancer 
Network Analysis 
Polina Khrizman, Joyce C. Niland, Anna ter Veer, et al 
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Adoptive Transfer of Epstein-Barr Virus (EBV) Nuclear Antigen 1-Specific T Cells As 
Treatment for EBV Reactivation and Lymphoproliferative Disorders After Allogeneic 
Stem-Cell Transplantation 
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Results of Annual Screening in Phase I of the United Kingdom Familial Ovarian 
Cancer Screening Study Highlight the Need for Strict Adherence to 
Screening Schedule 
Adam N. Rosenthal, Lindsay Fraser, Ranjit Manchanda, et al (see editorial on page 8) 

AIDS-Related Cancer 

Pegylated Liposomal Doxorubicin, Rituxlmab, Cyclophosphamide, Vlncristlne, and 
Prednisone In AIDS-Related Lymphoma: AIDS Malignancy Consortium Study 047 
Alexandra M. Levine, Ariela Noy, Jeannette Y. Lee, et al (listen to the podcast by Dr Smith at 
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Neurooncology 

O 8 A European Organisation for Research and Treatment of Cancer Phase Ill Trial of 
Adjuvant Whole-Brain Radiotherapy Versus Observation in Patients With One to 
Three Brain Metastases From Solid Tumors After Surgical Resection or 
Radiosurgery: Quality-of-Life Results 
Riccardo Soffietti, Martin Kocher, Ufuk M. Abacioglu, et al (see editorial on page 11; listen to the 
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Breast Cancer 

Prognostic Impact of Pregnancy After Breast Cancer According to Estrogen 
Receptor Status: A Multicenter Retrospective Study 
Hatem A. Azim Jr, Niels Kroman, Marianne Paesmans, et al 
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