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| Version ‘ A ‘ B ‘ Submitted Date Changes

31 O O March 14, 2013 Recruitment Status, Contacts/Locations and Study Status
32 o O March 28,2013 Study Status

33 o O May 7, 2014  Study Status

34 o O June 25,2014 Study Status

35 O O November 13,2014 Study Status

36 O O November 20,2014 Study Status

37 O O December5, 2014 Study Status

38 o O April 27,2015  Study Status

39 O O May 5, 2015 Study Status

40 o O May 19,2015 Study Status

M o O June 1,2015  Study Status

42 O O September 3, 2015 Recruitment Status, Study Status and Study Design

Compare Comparison Format: © Merged .
O Side-by-Side

Scroll up to access the controls

Changes (Merged) for Study: NCT00729664
August 4, 2008 (v1) -- June 24, 2009 (v4)

Outcome Measures, Eligibility and Contacts/Locations

(J Show only changed modules

> Study Identification
Unique Protocol ID: MBX- MDX 1105-01
Brief Title: Phase-1+-Open-+tabel-Study of MDX-1105 in Subjects With Selected Advanced or Recurrent Solid Fumers Tumors (MDX1105-01)

Official Title: A Phase 1, Open-Label, Dose-Escalation, Multidose Study of MDX-1105 Administered Every 14 Days in Subjects With Selected Advanced or Recurrent Solid
Tumors

Secondary IDs:

* Study Status
Record Verification: August2668 June 2009
Overall Status: Netyetreeruiting Recruiting
Study Start: Nevember2668 April 2009
Primary Completion: November 2011 [Anticipated]
Study Completion: June 2012 [Anticipated]

First Submitted: August 4, 2008

First Submitted that August 4, 2008
Met QC Criteria:

First Posted: August 7, 2008 [Estimate]
Last Update Submitted that August4:2068 June 24, 2009
Met QC Criteria:
Last Update Posted: August# June 25, 2088- 2009 [Estimate]

¥ Sponsor/Collaborators
Sponsor: Medarex
Responsible Party:

Collaborators:

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

Data Monitoring: No
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¥ Study Description

Brief Summary:

be-studied: The primary purpose of this study is to determine if MDX-1105 is safe and
tolerated when administered every 14 days to subjects with selected advanced or recurrent solid tumors.
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Detailed Description:

stuely: This is an open label, multicenter, dose escalation and multidose study of MDX-11-5, a fully human monoclonal IgG4 antibody targeting the Programed
Death-Ligand 1 (PD-L1).

The study will consist of 3 periods: Screening (up to 28 days), Treatment (up to 17, 6 week cycles), and Follow-up (up to 6 months).
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¥ Conditions

Conditions: Renal Cell Carcinoma
Non-Small Cell Lung Cancer
Malignant Melanoma
Epithelial Ovarian Cancer

Keywords: Medarex
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> Study Design
Study Type: Interventional
Primary Purpose: ©thef Treatment
Study Phase: Phase 1

Interventional Study Model: Paraftel-Assigrment Single Group Assignment

Number of Arms:
Masking: None (Open Label)
Allocation: Non-Randomized

Enroliment: 40 [Anticipated]

¥ Arms and Interventions

History of Changes for Study: NCT00729664

Arms

Experimental: 4 MDX-1105
5-eoherts{-0-3;1:3;10;and-15mglkgidese) 5 escalating dose arms

Assigned Interventions
Biological: MDX-1105
MB)(—1-1-95+V-0H‘H9|6H—5-€‘. .. i Ono! tsve-gv ,3, g! 5 § Eg deeee E,

days-fera-total-ef 3infusiens Dose levels include .3, 1, 3, 10 and 15
mg/kg/dose, administered IV

¥ Outcome Measures

Primary Outcome Measures:

1. To determine the safety, maximum tolerated dese dose ( M¥B- MTD) and dose-limiting toxicity(DLT)of MDX-1105

[ Time Frame: MB 85-administered-as-aninfusione

Secondary Outcome Measures:

1. Evaluate preliminary efficacy in solid tumors on the basis of objective responses

[ Time Frame: Bays-+-15-ane-29 Day 42 |

~ Eligibility
Minimum Age: 18 Years
Maximum Age:
Sex: All
Gender Based:

Accepts Healthy Volunteers: No
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Criteria: Inclusion Criteria:

« ECOGPS0Oto2

* Relapsed/refractory renal cell carcinoma,NSCLC,malignant melanoma, epithelial ovarian cancer
* Up to 5 previous systemic therapies

¢ Must have measurable disease

-or-reeurrent-di thatis-rot
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Exclusion Criteria:

« No history of severe hypersensitivity reactions to other monoclonal antibodies
¢ No prior therapy with an anti-PD-1, anti-PD-L1, or anti-CTLA-4 antibody

« No active infection (viral, bacterial or fungal)

¢ No active autoimmune disease or a documented history of autoimmune

* No active or latent infection

« A th n Lol bacal i £ tha ol ieal i in it 1 Liod £ hich th
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¥ Contacts/Locations

Central Contact Person:

Central Contact Backup:

Study Officials:

Locations:

* IPDSharing

History of Changes for Study: NCT00729664

. Henrnr-SPRitet-MB Medarex Medical Monitor
Prineipatnvestigater Study Director
Maye-Clinie Medarex

United States, California

The Angeles Clinic and Research Institute

[Recruiting]
Los Angeles, California, United States, 90404
Contact: Contact: Omid Hamid, MD ohamid@theangelesclinic.org
Contact: Principal Investigator: Omid Hamid, MD

United States, Georgia

Emory University

[Recruiting]
Atlanta, Georgia, United States, 30322
Contact: Contact: Rene Merriwether 443-287-6122
Contact: Principal Investigator: John Kauh, MD

United States, Maryland

Study Center
[Not yet recruiting]
Baltimore, Maryland, United States, 21231

United States, Minnesota

Mayo Clinic

[Recruiting]
Rochester, Minnesota, United States, 55905
Contact: Contact: Herry-G-PitetMB- Brenda Hippert brenda.hippert@mayo.edu
Contact: Principal Investigator: Henry C Pitot, MD

United States, New York

Study Center
[Not yet recruiting]
Buffalo, New York, United States, 14623

United States, Ohio

Study Center
[Not yet recruiting]
Columbus, Ohio, United States, 43210

United States, Pennsylvania

Study Center
[Not yet recruiting]
Philadelphia, Pennsylvania, United States, 19107

United States, Texas

Oncology Consultants

[Recruiting]
Houston, Texas, United States, 77203
Contact: Contact: Luis Camacho, MD Icamacho@oncologyconsultants.com
Contact: Principal Investigator: Luis H Camacho, MD

MD Anderson Cancer Center

[Recruiting]
Houston, Texas, United States, 77230
Contact: Contact: Suzanne Cain 713-792-8874
Contact: Principal Investigator: Wen-Jen Hwu, MD

United States, Washington

Study Center
[Not yet recruiting]
Seattle, Washington, United States, 98109

Plan to Share IPD:

~ References

Links:

Available IPD/Information:
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Scroll up to access the controls Scroll to the Study top
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