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o A study version is represented by a row in the table.

¢ Select two study versions to compare. One each from columns A and B.

o Choose either the "Merged" or "Side-by-Side" comparison format to specify how the two study versions are to be displayed. The Side-by-Side format only applies to the

Protocol section of the study.

o Click "Compare" to do the comparison and show the differences.

o Select a version's Submitted Date link to see a rendering of the study for that version.

« The yellow A/B choices in the table indicate the study versions currently compared below. A yellow table row indicates the study version currently being viewed.

o Hover over the "Recruitment Status" to see how the study's recruitment status changed.

o Study edits or deletions are displayed in fe€.

o Study additions are displayed in green.

Study Record Versions
Version A B Submitted Date Changes
1 O August 4, 2008 None (earliest Version on record)
2 O O April 17, 2009 Recruitment Status, Contacts/Locations, Study Status, Arms and Interventions, Outcome Measures, Study Description,
Eligibility and Oversight
3 O June 18, 2009 Study Status and Sponsor/Collaborators
4 @) O June 24, 2009 Contacts/Locations, Arms and Interventions, Study Design, Study Identification, Study Description, Study Status,
Eligibility, Outcome Measures and Conditions
5 O O July 22, 2009 Contacts/Locations, Study Status, Conditions and Study Identification
6 O O July 31, 2009 Contacts/Locations and Study Status
7 @) O October 27, 2009 Contacts/Locations, Arms and Interventions, Study Status, Eligibility, Study Design, Conditions and Study Description
8 O O January 22, 2010 Study Status and Contacts/Locations
9 O O March 12, 2010 Sponsor/Collaborators, Contacts/Locations, Study Status and Study Identification
10 o O March 29, 2010 Study Status and Study Identification
11 O O April 22, 2010 Study Status
12 O O June 24,2010 Study Status, Eligibility and Study Design
13 O O December 2, 2010 Study Status
14 O @ January 19, 2011 Arms and Interventions, Study Status, Study Identification, Conditions, Eligibility and Study Design
15 O O May 24, 2011 Contacts/Locations, Study Status and Study Design
16 o O July 25, 2011 Study Status and Eligibility
17 O O January 11, 2012 Sponsor/Collaborators, Study Status and Contacts/Locations
18 o O January 16,2012 Study Identification and Study Status
19 @) O Eebruary 2, 2012 Contacts/Locations and Study Status
20 O O February 15, 2012 Study Status
21 o O March 1, 2012 Study Status
22 @) O March 14,2012 Contacts/Locations and Study Status
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Version | A B Submitted Date Changes
23 O O March 30,2012 Study Status and Contacts/Locations
24 O O April 16,2012 Study Status
25 O O April 30, 2012 Contacts/Locations and Study Status
26 @) O May 10,2012 Outcome Measures, Study Status and Study Description
27 o O June 18,2012 Study Status
28 O O Eebruary 1, 2013 Study Status, Contacts/Locations and References
29 @) O February 7, 2013 Study Status
30 O O February 22,2013 Study Status
31 O O March 14,2013 Recruitment Status, Contacts/Locations and Study Status
32 @) 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
41 o O June 1, 2015 Study Status
42 @) O September 3, 2015 Recruitment Status, Study Status and Study Design

Compare Comparison Format: = M.erged _
O Side-by-Side

Scroll up to access the controls

Changes (Merged) for Study: NCT00729664
August 4, 2008 (v1) -- January 19, 2011 (v14)

Changes in: Study Identification, Study Status, Sponsor/Collaborators, Oversight, Study Description, Conditions, Study Design,
Arms and Interventions, Outcome Measures, Eligibility and Contacts/Locations

() Show only changed modules

¥ Study Identification
Unique Protocol ID: MBX- MDX 1105-01
Brief Title:

Multiple Ascending Dose (MDX1105-01)

(Anti-PDL1)

Official Title: A Phase 1, Spen-tabel-Dese-Esealation;- Multidose Study of BMS-936559 (MDX- 4465- 1105) Administered
Every 14 Days in Subjects With Selected Advanced or Recurrent Solid Tumors

Secondary IDs: CA210-001 [BMS]
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¥ Study Status
Record Verification: August20688 January 2011
Overall Status: Netyetreeruiting Recruiting
Study Start: Nevember2888 April 2009
Primary Completion: September 2013 [Anticipated]
Study Completion: September 2013 [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 August4:2668 January 19, 2011
Met QC Criteria:

Last Update Posted: August# January 20, 2668- 2011 [Estimate]

¥ Sponsor/Collaborators

Sponsor: Medarex Bristol-Myers Squibb
Responsible Party:

Collaborators:

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

Data Monitoring: No

¥ Study Description

Brief Summary:

and-eliminated-from-the-bedy-willalse-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.

Detailed Description:

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 16 six-week cycles), and Follow-up
(up to 6 months).
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¥ Conditions

Conditions: RenalGel-Careinema

Nenr-Small-CelllLunrg-Canreer Cancer, Multiple Indications
MaligrantMelanoma
Eithelial-Ovaranc

Keywords:
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¥ Study Design

Study Type:

Primary Purpose:

Study Phase:
Interventional Study Model:
Number of Arms:

Masking:

Allocation:

Enrollment:

¥ Arms and Interventions

History of Changes for Study: NCT00729664

Interventional
Other Treatment
Phase 1

Parallel Assignment
45

None (Open Label)
Non-Randomized

40- 268 [Anticipated]

Arms

Assigned Interventions

Experimental: Anti-PDL-1 antibody (Arm 1)
5-eoheris{0-3;1:3;16;anrd-1bmegtkgidesel BMS-936559 (MDX-1105)

BietegieattBXx-4185 Biological: Anti-PDL-1 antibody

i i Solution, Intravenous, 0.1 mg/kg,
Every 14 days, 3 doses per each cycle of 42 days,
16 cycles/48 doses depending on response

Other Names:

e BMS-936559
e MDX 1105

Experimental: Anti-PDL-1 antibody (Arm 2)
BMS-936559 (MDX-1105)

Biological: Anti-PDL-1 antibody
Solution, Intravenous, 0.3 mg/kg, Every 14 days, 3
doses per each cycle of 42 days, 16 cycles/48 doses
depending on response

Other Names:

¢ BMS-936559
¢ MDX 1105

Experimental: Anti-PDL-1 antibody (Arm 3)
BMS-936559 (MDX-1105)

Biological: Anti-PDL-1 antibody
Solution, Intravenous, 1 mg/kg, Every 14 days, 3
doses per each cycle of 42 days, 16 cycles/48 doses
depending on response

Other Names:

e BMS-936559
e MDX 1105

Experimental: Anti-PDL-1 antibody (Arm 4)
BMS-936559 (MDX-1105)

Biological: Anti-PDL-1 antibody
Solution, Intravenous, 3 mg/kg, Every 14 days, 3
doses per each cycle of 42 days, 16 cycles/48 doses
depending on response

Other Names:

¢ BMS-936559
¢ MDX 1105

Experimental: Anti-PDL-1 antibody (Arm 5)
BMS-936559 (MDX-1105)

Biological: Anti-PDL-1 antibody
Solution, Intravenous, 10 mg/kg, Every 14 days, 3
doses per each cycle of 42 days, 16 cycles/48 doses
depending on response

Other Names:

¢ BMS-936559
e MDX 1105
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¥ Outcome Measures

Primary Outcome Measures:

1. To determine the safety, maximum tolerated €éese dose ( MHB- MTD) and dose-limiting toxicity(DLT)of MDX-1105
ia i i a-total-ef 3-infusions Weekly and bi-

[ Time Frame: MB O5-administered-as-an-infusion-every-14-day
weekly ]

Secondary Outcome Measures:

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

[ Time Frame: Bays34—45-ard23 Day 42 ]

¥ Eligibility
Minimum Age: 18 Years
Maximum Age:
Sex: All
Gender Based:
Accepts Healthy Volunteers: No

Criteria: Inclusion Criteria:

e ECOGPSOto1

¢ The malignancies include relapsed/refractory renal cell carcinoma, non-small cell lung cancer, colorectal
adenocarcinoma, malignant melanoma, advanced/metastatic epithelial ovarian cancer, gastric cancer,
pancreatic cancer and breastcancer

¢ Must have measurable disease

. Adults-atHHeast48-years-efage

1

2. ki

3. ECOGperfermance statusof 0-or 1
4. Critefi i :
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¥ Contacts/Locations

Central Contact Person:

Central Contact Backup:

Study Officials

Locations:

History of Changes for Study: NCT00729664

Felephone—908-479-2602
. HenryGPRitetMB Bristol-Myers Squibb
PrireipaHnvestigater Study Director
Maye-Clinte Bristol-Myers Squibb

United States, California

The Angeles Clinic and Research Institute

[Recruiting]
Los Angeles, California, United States, 90404
Contact: Contact: Jill Paroly 310-231-2114 jparoly@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
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¥ |IPDSharing

Plan to Share IPD:

¥ References

Links:

Available IPD/Information:

History of Changes for Study: NCT00729664

Johns Hopkins University

[Recruiting]
Baltimore, Maryland, United States, 21231
Contact: Contact: Alice Pons, RN 410-502-9380 ponsal@jhmi.edu
Contact: Principal Investigator: Julie Brahmer, MD

United States, Minnesota

Mayo Clinic

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

United States, New York

Roswell Park Cancer Institute

[Recruiting]
Buffalo, New York, United States, 14623
Contact: Contact: Andrea Frazer 716-845-4387 andrea.frazer@roswellPark.org
Contact: Principal Investigator: Kunle Odunsi, MD

United States, Ohio

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

The Ohio State University Comprehensive Cancer Center

[Recruiting]
Columbus, Ohio, United States, 43221
Contact: Contact: Cynthia S Taylor, BS 614-293-2366 cynthia.taylor@osumc.edu
Contact: Principal Investigator: Thomas Olencki, DO

United States, Texas

Oncology Consultants
[Recruiting]
Houston, Texas, United States, 77203

Contact: Contact: Lolita D Harris, Ph.D. 713-275-3272 research@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

Seattle Cancer Care Alliance

[Recruiting]
Seattle, Washington, United States, 98109
Contact: Contact: Scott S Tykodi, MD 206-288-1195 stykodi@fhcrc.org
Contact: Principal Investigator: Scott S Tykodi, MD

Scroll up to access the controls

Scroll to the Study top
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