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Study Record Versions 

• This table shows all the versions of this study record arranged in order by submitted date. 

• To view one version of the study record, click the submitted date. 

• To compare two versions, select them using the check boxes and click ·compare· at the bottom of the list. 
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Vers1on3 2010· 01·04 

Study Details 

Study Identification 

Unique Protocol ID 

Brief Title 

Offlcial Title 

Secondary IDs 

Study Status 

Record Verif ication 

Overall Status 

Study Start 

Primary Completion 

Study Completion 

First Submitted 

First Submitted that Met QC 

Criteria 

CA209-004 

Dose-escalation Study of Combination BMS-936558 (MDX-1106) and fpilimumab in Subjects With 

Unresectable Stage Ill or Stage IV Malignant Melanoma 

A Phase 1 b, Open-label, Multicenter, Muhidose, Dose.escalation Study of BMS-936558 (MDX-1106) 

In Combination With tpllfmumab In Subjects With Unresectable Stage Ill or Stage IV Malignant 

Melanoma 

(MDXl 106-0-') 

2010-01 

Not yet recruit ing 

2009-12 

2014-07 [Est imatedJ 

2014-07 [Est imated) 

2009-12-01 

2009-12-01 

First Posted 2009-12-02 [Estimated] 

Last Update Submitted that Met 2010-01-04 

QC Criteria 

Last Update Posted 

Sponsor/Collaborators 

Sponsor 

Responsible Party 

Collaborators 

2010-01-05 [Estimated] 

Bristol-Myers Squibb 

Medarex 

Ono Pharma USA Inc 
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Oversight 

U.S. FDA-regulated Drug 

U.S. FDA-regulated Device 

Data Moni toring 

Study Description 

Yes 

Brief Summary The purpose of this study Is to assess the safety and tolerability of treatment with BMS-936558 

(MDX-1 106) in combination with ipilimumab in subj ects with unresectable Stage Ill or Stage IV 

malignant melanoma 

Detailed Description 

Conditions 

Condition 

Keywords 

Study Design 

Study Type 

Primary Purpose 

Study Phase 

lnterventional Study Model 

Number of Arms 

Masking 

Allocation 

Enrollment 

Arms and Interventions 

Ann, 

Experimental: Cl 

Malignant Melanoma 

lnterventiona 

Treatment 

Phase 1 

Single Group Assignment 

None {Open Label) 

NIA 

46 (Estimated] 

BMS-936558 {MDXl 106-040): 0.3 mg/kg lpilimumab: 3 mg/kg 

Experimental: C2 

BMS-936558 {MDXl 106-040): 0.3 mg/kg lpilimumab: 10 mg/kg 

hperimental: C3 

BMS-936558 {MDXl 106-040): 1 mg/kg lpilimumab: 10 mg/kg 

Experimental: C4 

BMS-936558 {MDX1 106-040): 3 mg/kg lpilimumab: 10 mg/kg 

Experimental: CS 

BMS-936558 (MDXl 106-040): 10 mg/kg lpilimumab: 10 mg/kg 

June 14 2024, 12:06 
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Assigned Interventions 

Drug: BMS-936558 {MDXl 106-04) 

• Solution, IV, 60 min infusion, q3 weeks for 21 weeks in 

Induction and q12 weeks for 84 weeks In maintenance 

Drug: lpllimumab 

• Solution, IV, 90 minute infusion, q3 weeks for 9 weeks in 

induction and q12 weeks for 84 weeks in maintenance 

• Other Names 

o BMS-734016 

Drug: BMS-936558 {MDXl 106-04) 

• Solution, IV, 60 m in infusion, q3 weeks for 21 weeks in 

induction and q12 weeks for 84 weeks In maintenance 

Drug: lpI1imumab 

• Solution, IV, 90 minute Infusion, q3 weeks for 9 weeks in 

induction and q12 weeks for 84 weeks in maintenance 

• Other Names 

o BMS-734016 

Drug: BMS-936558 (MDX1 106-04) 

• Solution, IV, 60 min infusion, q3 weeks for 21 weeks in 

induction and q12 weeks for 84 weeks In maintenance 

Drug: lpllimumab 

• Solution, IV, 90 minute infusion, q3 weeks for 9 weeks in 

induction and q12 weeks for 84 weeks in maintenance 

• Other Names· 

o BMS-734016 

Drug: BMS-936558 (MDXl 106-04) 

• Solution, IV, 60 min infusion, q3 weeks for 21 weeks in 

Induction and qt 2 weeks for 84 weeks In maintenance 

Drug: lpI1imumab 

• Solution. IV, 90 m inute Infusion, q3 weeks for 9 weeks in 

induction and qt 2 weeks for 84 weeks in maintenance 

• Other Names· 

o BMS-734016 

Drug: BMS-936558 {MDX1 106-04) 

• Solution, IV, 60 min infusion, q3 weeks for 21 weeks in 

Induction and q12 weeks for 84 weeks In maintenance 

Drug: lpI11mumab 

• Solution. IV, 90 minute infusion, q3 weeks for 9 weeks in 

induction and q12 weeks for 84 weeks in maintenance 

• Other Names 

o BMS-734016 
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Outcome Measures 

Primary Outcome Measures 

Secondary Outcome Measures 

Eligibility 

Minimum Age 

Maximum Age ... 
Gender-based Eligibility 

Gender Eligibility Description 

Accepts Healthy Volunteers 

Criteria 

Contacts/Locations 

Cent ral Contact Person 

Study Officials 

Location 

IPD Sharing 

IPD information 

References 

Citations 

Links 

Avai lable IPD/lnfonnatlon 

1. Maximum tolerated dose 

(Time Frame: Completion of each dosing cohort] 

1. Safety assessment based on Adverse Event reports, results of clinical laboratory tests, Immune 

safety tests, physical exam, vital signs, ECG evaluation and ECOG 

(Time Frame: Safety is assessed at all study timepointsl 

2. Tumor response evaluations 

(Time Frame: Tumor response Is assessed at weeks 12, 18, 24, 30, 36, 48, 60, 72, 84, 96 and 108] 

3. Pharmacoklnetlc peak and trough concentration of each study drug when given In combination 

compared to historical monotherapy data 

(Time Frame: PK is collected pre and post dose] 

18 Years 

All 

No 

Inclusion Criteria: 

• Hlstologlc diagnosis of malignant melanoma (MEL) 

• Measurable unresectable Stage Ill or IV MEL 

• ECOG performance status score of O or 1 

• Life expectancy .1: 4 months 

Exclusion Criteria 

• History of severe hypersensitivity reactions to other mAbs 

• Prior malignancy active within the previous 2 years 

• Active autoimmune disease or a history of known or suspected autoimmune disease 

• History of recently active dlverticulltis or symptomatic peptic ulcer disease and history of 

adrenal insufficiency 

• Regular narcotic analgesia 

• Active, untreated central nervous system metastasis 

• Prior therapy with an anti-P0-1, anti-PO-L 1, anti-PO-L2, anti-COl 37 or anti-CTLA-4 antibody 

• Any non-oncology vaccine therapy used for prevention of Infectious disease 

• Concomitant therapy with any other anti-cancer therapy, concurrent medical conditions 

requirlnJ use of lmmunosuppresstve medications or use of other lnvestigatlonal drugs 

• Positive tests for HIV, AIDS, hepatitis B, hepatitis C 

• Name for participation information at a USA site use a phone number below. For 

site Information outside the USA please email: 

Email Clinical.Trials@bms.com 

• Name First line of email MUST contain NCT# & Site#. Only trial sites that are 

recruiting have contact information at this t ime 

• Name 

Role 

Affiliation 

Bristol-Myers Squibb 

Study Director 

Bristol-Myers Squibb 

• Los Angeles, Cal ifornia, United States, 90025 

Facility: Local Institution 

Contact: o Contact 

• Site 002 

• New Haven, Connecticut, United States, 06520 

Facility: Yale University School Of Medicine 

Contact: o Contact 

• Marlo Sznol, Site 001 

• New York, New York, United States, 10021 

Facility: Memorial Sloan Kettering Cancer Center 

Contact· o Contact 

• Jedd 0. Wolchok, Site 003 

• 646-888-2395 
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