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Sponsor/Collaborators
Oversight

Study Description

Conditions

Study Design

Study Identification

Arms and Interventions
e Unique Protocol ID MDX010-20

Eligibility Brief Title MDX-010 Antibody, MDX-1379 Melanoma Vaccine, or MDX-010/MDX-1379 Combination Treatment

for Patients with Melanoma
Contacts/Locations

h Official Title A Randomized, Double-Blind, Multicenter Study Comparing MDX-010 Monotherapy, MDX-010 in
IPD
g Combination with a Melanoma Peptide Vaccine, and Melanoma Vaccine Monotherapy in HLA-
References A2*0201-Positive Patients with Previously Treated Unresectable Stage Il or IV Melanoma
Document Section Secondary IDs
Study Status

Record Verification 2005-06

Overall Status Recruiting

Study Start 2004-09

Primary Completion

Study Completion

First Submitted 2004-10-21

First Submitted that Met QC 2004-10-21

Criteria

First Posted 2004-10-22 [Estimated]

Certification/Extension First 2010-09-10

Submitted

Last Update Submitted that Met 2005-06-26
QC Criteria

Last Update Posted 2005-06-24 [Estimated]

Sponsor/Collaborators

Sponsor Medarex
Responsible Party

Collaborators

Oversight

U.S. FDA-regulated Drug
U.S. FDA-regulated Device

Data Monitoring

Study Description

Brief Summary The purpose of this study is to determine the safety and efficacy of MDX-010 (anti-CTLA4) in
combination with MDX-1379 in patients with previously treated, unresectable Stage Il or IV
melanoma. Survival time will be evaluated, as well as patient responses and time fo disease
progression. Eligible patients are those who in response to a single regimen containing IL-2,
dacarbazine, and/or temozolomide, have 1) relapsed following an objective response (PR/CR); 2)
failed to demonstrate an objective response (PR/CRY); or 3) could not tolerate such a regimen due to
unacceptable toxicity. Patients will be randomized into one of three groups, and will receive one of
the following treatments: MDX-010 alone, MDX-1379 alone, or MDX-010 in combination with MDX-
1379.

Detailed Description Melanoma accounts for approximately 5% of all skin cancers in the United States, but it accounts
for about 75% of all skin cancer deaths. In 2004, the expected prevalence of melanoma is 627,252,
with about 119,178 of these cases being Stage Ill or IV i ). First line t
for metastatic melanoma, usually IL-2, and/or lide, are with
significant toxicities. MDX-010 (anti-CTLA4) antibodies are designed to keep the immune system
running by blocking CTLA-4 from down-regulating T cell activation. MDX-1379 is made up of two
peptides that are pieces of a bigger melanoma protein (gp100). These peptides bind to HLA-A2
which is then recognized by T cells.

Conditions
Condition Melanoma
Metastases

Keywords melanoma
metastatic melanoma
skin cancer
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Study Design
Study Type Interventional
Primary Purpose Treatment
Study Phase Phase 3

Interventional Study Model

Masking Double
Allocation Randomized
Enroliment 750

Arms and Interventions

Arms Assigned Interventions
Drug: MDX-010 (anti-CTLA4) menoclonal antibody

Biological: MDX-1379 Melanoma Peptide Vaccine

Outcome Measures

Primary Outcome Measures . Best Objective Response Rate

Secondary Outcome Measures . Overall Survival
Major durable response rate

duration of response

&~ WP

progression free survival

o

time to progression

Eligibility
Minimum Age 18 Years
Maximum Age
Sex All
Gender-based Eligibility
Gender Eligibility Description
Accepts Healthy Volunteers No

Criteria Inclusion Criteria:

+ Diagnosed with malignant melanoma

« Measurable unresectable Stage Il or IV melanoma
s Atleast 18 years old

* HLA-A*0201 positive

* Previous treatment with & failure/relapse/inability to tolerate IL-2, dacarbazine and/or
temozolomide

At least 4 weeks since prior treatment

Negative pregnancy

Life expectancy greater than 4 months

ECOG performance of 0 or 1

Required |ab values

HIV, HBV, HCV negative

Exclusion Criteria:

* Prior malignancies which the patient has not been disease free for 5 years, except treated and
cured basal or squamous cell skin cancer, superficial bladder cancer, carcinoma in situ of the
cervix, or any other cancer

Ocular melanoma

Active, untreated CNS metastasis

« Prior treatment with MDX-010 (anti-CTLA4) antibody

Prior treatment with any cancer therapeutic vaccine

Active autoimmune disease or history of autoimmune disease

« Pregnancy or nursing

Hypersensitivity to Incomplete Freund's Adjuvant (IFA) (Montanide ISA-51)

Underlying medical conditions deemed hazardous if treated with study drug

Concomitant therapy with anti-melanoma drugs, chemotherapies, other investigational
therapies, chronic use of systemic corticosteroids

Unable to provide informed consent
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Contacts/Locations
Central Contact Person * Name Ayda Gonzalez
Telephone 908-479-2441
Email agonzalez@medarex.com
* Name Tom D'Elia
Telephone 908-479-2677
Email tdelia@medarex.com
Study Officials * Name Michael Yellin, MD
Role Study Director
Affiliation Medarex
Location s Tucson, Arizona, United States, 85724
Status: Recruiting
Facility: Arizona Cancer Center
Contact: o Principal Investigator

= Evan M Hersh, MD

« Tucson, Arizona, United States, 85724

Status: Recruiting
Facility: University Medical Center
Contact: o Principal Investigator

= Evan M Hersh, MD

Duarte, California, United States, 91010

Status: Recruiting
Facility: City of Hope National Medical Center
Contact: < Principal Investigator

= Kim Margolin, MD

Encinitas, California, United States, 92024

Status: Recruiting
Facility: San Diego Cancer Center
Contact: o Principal Investigator

= Edward McClay, MD

La Jolla, California, United States, 92037

Status: Recruiting
Facility: La Jolla Hematology and Oncology Medical Group
Contact: o Principal Investigator

= Richard G Just, MD

Long Beach, California, United States, 90813

Status: Recruiting
Facility: Pacific Shores Medical Group
Contact: o Principal Investigator

= Simon Tchekmedyian, MD

Los Angeles, California, United States, 90025

Status: Recruiting
Facility: Cancer Institute Medical Group, Inc
Contact: o Principal Investigator

= Steven J 0'Day, MD

Los Angeles, California, United States, 90033

Status: Recruiting
Facility: USC/Norris Comprehensive Cancer Center
Contact: o Principal Investigator

= Jeffrey S Weber, MD, PhD

Oceanside, California, United States, 92056

Status: Recruiting
Facility: North County Oncology Medical Clinical, Inc.
Contact: o Principal Investigator

= Richard G Just, MD

Pasadena, California, United States, 91105

Status: Recruiting
Facility: City of Hope Medical Group
Contact: o Principal Investigator

= Kim Margolin, MD

San Diego, California, United States, 92121

Status: Recruiting
Facility: Scripps Cancer Center
Contact: o Principal Investigator

= Richard G Just, MD

San Francisco, California, United States, 94109

Status: Recruiting
Facility: Northern California Melanoma Center
Contact: o Principal Investigator

= Robert Weber, MD

= Santa Monica, California, United States, 90404

Status: Recruiting
Facility: Cancer Institute Medical Group, Inc
Contact: o Principal Investigator

= Steven J O'Day, MD

Vista, California, United States, 92081

Status: Recruiting
Facility: San Diego Cancer Center
Contact: o Principal Investigator

= Edward McClay, MD
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Aurora, Colorado, United States, 80010

Status: Recruiting
Facility: Anschutz Cancer Pavilion
Contact: o Principal Investigator

= Rene Genzalez, MD

Aurora, Colorado, United States, 80012

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= Allen L Cohn, MD

Boulder, Colorado, United States, 80304

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: < Principal Investigator

= John T Fleagle, MD

Colorado Springs, Golorado, United States, 80909

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= John M Burke, MD

Denver, Colorado, United States, 80218

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: < Principal Investigator

= John T Fleagle, MD

Denver, Colorado, United States, 80218

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= Allen L Cohn, MD

Denver, Colorado, United States, 80262

Status: Recruiting
Facility: University of Colorado Hospital
Contact: < Principal Investigator

= Rene Gonzalez, MD

Lakewood, Colorado, United States, 80228

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= John T Fleagle, MD

Littleton, Colorado, United States, 80120

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: < Principal Investigator

= Allen L Cohn, MD

Lone Tree, Colorado, United States, 80124

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= Allen L Cohn, MD

Longmont, Colorado, United States, 80501

Status: Recruiting
Facility: Rocky Mountain Cancer Centers
Contact: o Principal Investigator

= John T Fleagle, MD

* New Haven, Connecticut, United States, 06520

Status: Recruiting
Facility: YYale University School of Medicine - Oncology Outpatient Clinic
Contact: o Principal Investigator

= Harriet M Kluger, MD

Aventura, Florida, United States, 33180

Status: Recruiting
Facility: Mount Sinai Comprehensive Cancer Center at Aventura
Contact: o Principal Investigator

= Jose Lutzky, MD

Hollywood, Florida, United States, 33021

Status: Recruiting
Facility: Memorial Regional Cancer Center
Contact: o Principal Investigator

= Atif Hussein, MD

Jacksonville, Florida, United States, 32209

Status: Recruiting
Facility: Shands Jacksonville
Contact: o Principal Investigator

= Troy H Guthrie, Jr, MD

Jacksonville, Florida, United States, 32209

Status: Recruiting
Facility: University of Florida/Jacksonville Faculty Clinic
Contact: o Principal Investigator

= Troy H Guthrie, JR, MD

Lakeland, Florida, United States, 33805
Status: Recruiting

Facility: Lakeland Regional Cancer Center
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Contact: o Principal Investigator
= Douglas S Reintgen, MD

Miami Beach, Florida, United States, 33140

Status: Recruiting
Facility: Mount Sinai Comprehensive Cancer Center
Contact: o Principal Investigator

= Jose Lutzky, MD

Miami Beach, Florida, United States, 33140

Status: Recruiting
Facility: Mount Sinai Medical Center
Contact: o Principal Investigator

= Jose Lutzky, MD

Miami, Florida, United States, 33136

Status: Recruiting
Facility: Jackson Memorial Hospital & Clinics
Contact: o Principal Investigator

= Lynn Feun, MD

Miami, Florida, United States, 33136

Status: Recruiting
Facility: University of Miami Hospital & Clinics
Contact: o Principal Investigator

= Lynn Feun, MD

Palm Beach Gardens, Florida, United States, 33410

Status: Recruiting
Facility: Palm Beach Cancer Institute
Contact: < Principal Investigator

= Neal Rothschild, MD

Pembroke Pines, Florida, United States, 33028

Status: Recruiting
Facility: Memorial West Cancer Center
Contact: o Principal Investigator

= Atif Hussein, MD

Wellington, Florida, United States, 33414

Status: Recruiting
Facility: Palm Beach Cancer Institute
Contact: < Principal Investigator

= Neal Rothschild, MD

West Palm Beach, Florida, United States, 33401

Status: Recruiting
Facility: Palm Beach Cancer Institute
Contact: o Principal Investigator

= Neal Rothschild, MD

Atlanta, Georgia, United States, 30322

Status: Recruiting
Facility: Emory University Hospital-Winship Cancer Institute
Contact: < Principal Investigator

= David Lawson, MD

Decatur, lllinois, United States, 62526

Status: Recruiting
Facility: Cancer Care Specialists of Central IL
Contact: o Principal Investigator

= James L Wade Ill, MD

« Decatur, lllinois, United States, 62526

Status: Recruiting
Facility: Decatur Memorial Hospital
Contact: < Principal Investigator

= James L Wade Ill, MD

Effingham, Illinois, United States, 62401

Status: Recruiting
Facility: Cancer Care Specialists of Central IL
Contact: o Principal Investigator

= James L Wade Ill, MD

Goshen, Indiana, United States, 46526

Status: Recruiting
Facility: Center for Cancer Care at Goshen Health System
Contact: < Principal Investigator

= Douglas Schwartzentruber, MD, FACS

Indianapolis, Indiana, United States, 46202

Status: Recruiting
Facility: Indiana Oncology Hematology Consultants North
Contact: o Principal Investigator

= Khuda Dad Khan, MD

Indianapolis, Indiana, United States, 46237

Status: Recruiting
Facility: Indiana Oncology Hematology South
Contact: o Principal Investigator

= Khuda Dad Khan, MD

Noblesville, Indiana, United States, 46060

Status: Recruiting
Facility: Indiana Oncology Hematology Consutants of Noblesville
Contact: o Principal Investigator

= Khuda Dad Khan, MD

Lexington, Kentucky, United States, 40503
Status: Recruiting
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Facility: Central Baptist Hospital
Contact: o Principal Investigator

= Peter S Tate, MD

Louisville, Kentucky, United States, 40202

Status: Recruiting
Facility: James Graham Brown Cancer Center
Contact: o Principal Investigator

= Kelly M McMasters, MD, PhD

Louisville, Kentucky, United States, 40202

Status: Recruiting
Facility: Norton Hospital
Contact: o Principal Investigator

= Kelly M McMasters, MD, PhD

Louisville, Kentucky, United States, 40202

Status: Recruiting
Facility: University of Louisville Hospital
Contact: o Principal Investigator

= Kelly M McMasters, MD, PhD

Baltimore, Maryland, United States, 21231

Status: Recruiting
Facility: Sidney Kimmel Comprehensive Cancer Center at Johns Hopkins
Contact: o Principal Investigator

= William H Sharfman, MD

Baltimore, Maryland, United States, 21237

Status: Recruiting
Facility: Franklin Square Hospital Center
Contact: o Principal Investigator

= John L Zapas, MD

Lutherville, Maryland, United States, 21093

Status: Recruiting
Facility: Sidney Kimmel Comprehensive Cancer Center at Johns Hopkins
Contact: o Principal Investigator

= William H Sharfman, MD

Boston, Massachusetts, United States, 02115

Status: Recruiting
Facility: Beth Isreal Dec Medical Center
Contact: o Principal Investigator

= Stephen Hodi, MD

Boston, Massachusetts, United States, 02115

Status: Recruiting
Facility: Brigham and Womens Hospital
Contact: < Principal Investigator

= Stephen Hodi, MD

Boston, Massachusetts, United States, 02115

Status: Recruiting
Facility: Dana Farber Cancer Institute
Contact: o Principal Investigator

= Stephen Hodi, MD

Detroit, Michigan, United States, 48202

Status: Recruiting
Facility: Henry Ford Hospital
Contact: < Principal Investigator

= Robert A Chapman, MD

Coon Rapids, Minnesota, United States, 55433

Status: Recruiting
Facility: Humphrey Cancer Center
Contact: o Principal Investigator

= Thomas Amatruda, MD

Fridley, Minnesota, United States, 55432

Status: Recruiting
Facility: Humphrey Cancer Center
Contact: < Principal Investigator

= Thomas Amatruda Ill, MD

Robbinsdale, Minnesota, United States, 55422

Status: Recruiting
Facility: Hubert H Humphrey Cancer Center
Contact: o Principal Investigator

= Thomas Amatruda Ill, MD

Columbia, Missouri, United States, 65203

Status: Recruiting
Facility: Ellis Fischel Cancer Center
Contact: < Principal Investigator

= Clay M Anderson, MD

St. Joseph, Missouri, United States, 64507

Status: Recruiting
Facility: St. Joseph Oncology, Inc
Contact: o Principal Investigator

= Rajagopal Rangineni, MD

St. Louis, Missouri, United States, 63110

Status: Recruiting
Facility: Barnes Jewish Hospital
Contact: < Principal Investigator

= Gerald P Linette, MD
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St. Louis, Missouri, United States, 63110

Status: Recruiting
Facility: Washington Unv. School of Med./ Siteman Cancer Center
Contact: o Principal Investigator

= Gerald P Linette, MD

Hackensack, New Jersey, United States, 07601

Status: Recruiting
Facility: Hackensack University Medical Center
Contact: o Principal Investigator

= Andrew Pecora, MD

Hackensack, New Jersey, United States, 07601

Status: Recruiting
Facility: The Cancer Center at Hackensack University Medical Center
Contact: < Principal Investigator

= Andrew Pecora, MD

Morristown, New Jersey, United States, 07962

Status: Recruiting
Facility: Hematology-Oncology Associates of Northern NJ, PA
Contact: o Principal Investigator

= Michael A Scola, MD

New Brunswick, New Jersey, United States, 08901

Status: Recruiting
Facility: Robert Wood Johnson University Hospital
Contact: < Principal Investigator

= Joseph Germino, MD, PhD

= New Brunswick, New Jersey, United States, 08901

Status: Recruiting
Facility: The Cancer Institute of New Jersey
Contact: o Principal Investigator

= Joseph Germino, MD, PhD

Summit, New Jersey, United States, 07901

Status: Recruiting
Facility: Overlook Oncology Center
Contact: < Principal Investigator

= Michael B Wax, MD

East Syracuse, New York, United States, 13057

Status: Recruiting
Facility: Hematology-Oncology Associates of GNY'
Contact: o Principal Investigator

= Jeffrey J Kirshner, MD

New York, New York, United States, 10021

Status: Recruiting
Facility: Memorial Sloan Kettering Cancer Center
Contact: < Principal Investigator

= Jedd Wolchok, MD

Cleveland, Ohio, United States, 44195

Status: Recruiting
Facility: The Cleveland Clinic Foundation
Contact: o Principal Investigator

= Ernest Borden, MD

Dayton, Ohio, United States, 45409

Status: Recruiting
Facility: Miami Valley Hospital
Contact: o Principal Investigator

= Nandagopal § Vrindavanam, MD

Dayton, Ohio, United States, 45415

Status: Recruiting
Facility: Hematology and Onocology of Dayton, Inc.
Contact: o Principal Investigator

= Nandagopal S Vrindavanam, MD

Dayton, Ohio, United States, 45415

Status: Recruiting
Facility: Samaritan North Health Center
Contact: o Principal Investigator

= Nandagopal § Vrindavanam, MD

Dayton, Ohio, United States, 45429

Status: Recruiting
Facility: Dayton Clinical Oncology Program
Contact: o Principal Investigator

= Nandagopal S Vrindavanam, MD

Dayton, Ohio, United States, 45459

Status: Recruiting
Facility: Medical Oncology and Hematology Assoc.
Contact: o Principal Investigator

= Nandagopal S Vrindavanam, MD

Kettering, Ohio, United States, 45429

Status: Recruiting
Facility: Hematology and Oncology of Dayton, Inc
Contact: o Principal Investigator

= Nandagopal S Vrindavanam, MD

Middletown, Ohio, United States, 45042
Status: Recruiting

Facility: Signal Point Hematology/Oncology, Inc
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Contact: o Principal Investigator
= Nandagopal S Vrindavanam, MD

Middletown, Ohio, United States, 45044

Status: Recruiting
Facility: Middletown Regional Hospital
Contact: o Principal Investigator

= Nandagopal S Vrindavanam, MD

Portland, Oregon, United States, 97213

Status: Recruiting
Facility: Providence Portland Medical Center
Contact: o Principal Investigator

= Walter J Urba, MD, PhD

Portland, Oregon, United States, 97213

Status: Recruiting
Facility: The Oregon Clinical
Contact: o Principal Investigator

= Walter J Urba, MD, PhD

Hershey, Pennsylvania, United States, 17033

Status: Recruiting
Facility: Penn State Milton S. Hershey Medical Center
Contact: o Principal Investigator

= Joseph Drabick, MD

Philadelphia, Pennsylvania, United States, 19104

Status: Recruiting
Facility: Hospital of the University of Pennsylvania-Abramson Cancer Ctr
Contact: < Principal Investigator

= Lynn M Schuchter, MD

Philadelphia, Pennsylvania, United States, 19111

Status: Recruiting
Facility: Fox Chase Cancer Center
Contact: o Principal Investigator

= Naomi Haas, MD

Pittsburgh, Pennsylvania, United States, 15232

Status: Recruiting
Facility: Hillman Cancer Center
Contact: < Principal Investigator

= John M Kirkwood, MD

Pittsburgh, Pennsylvania, United States, 15232

Status: Recruiting
Facility: University of Pittsburgh Cancer Institute
Contact: o Principal Investigator

= John M Kirkwood, MD

Easley, South Carolina, United States, 29640

Status: Recruiting
Facility: Cancer Centers of the Carolinas
Contact: < Principal Investigator

= Joe J Stephenson, Jr, MD

Greenville, South Carolina, United States, 29615

Status: Recruiting
Facility: Cancer Centers of the Carolinas
Contact: o Principal Investigator

= Joe J Stephenson, Jr, MD

= Seneca, South Carolina, United States, 29672

Status: Recruiting
Facility: Cancer Centers of the Carolinas
Contact: < Principal Investigator

= Joe J Stephenson, Jr, MD

Spartanburg, South Carolina, United States, 29307

Status: Recruiting
Facility: Cancer Centers of the Carolinas
Contact: o Principal Investigator

= Joe J Stephenson, Jr, MD

Arlington, Texas, United States, 76012

Status: Recruiting
Facility: Arlington Cancer Center
Contact: o Principal Investigator

= Anwar Khurshid, MD

Lubbock, Texas, United States, 79410

Status: Recruiting
Facility: Joe Arrington Cancer Research and Treatment Center
Contact: o Principal Investigator

= Jose AFigueroa, MD

Salt Lake City, Utah, United States, 84112

Status: Recruiting
Facility: Huntsman Cancer Institute
Contact: o Principal Investigator

= Wolfram Samlowski, MD

Burlington, Vermont, United States, 05401

Status: Recruiting
Facility: Fletcher Allen Health Care
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