Alliance A031702

A PHASE I1 STUDY OF IPILIMUMAB, CABOZANTINIB, AND NIVOLUMAB IN RARE GENITOURINARY

CANCERS (ICONIC)

criteria see Section 3.2

Required Initial Laboratory Values

Absolute Neutrophil Count (ANC)
Platelet Count

Total Bilirubin

AST/ALT

Creatinine

creatinine clearance

hemoglobin

serum albumin
lipase and amylase

>1,000/mcL

>75,000/mcL

<1.5 x ULN. For subjects with known Gilbert’s disease or similar
syndrome with slow conjugation of bilirubin, total bilirubin <3.0
mg/dL

<3.0 x institutional upper limit of normal (ULN) (or <5 x ULN for
patients with liver metastases or Gilbert’s disease)

< 1.5 x upper limit of normal (ULN)

OR

> 40 mL/min/1.73 m? (calculated using the CKD-EPI equation or
Cockroft-Gault formula) for patients with creatinine levels above
institutional normal.

>9 g/dL (transfusion of PRBCs allowed)

>3.2g/dL

<2.0 x ULN and no radiologic (on baseline anatomical imaging)
or clinical evidence of pancreatitis

Schema
1 cycle =21 days 1 cycle = 28 days
Triple therapy for 4 cycles (12 Double therapy cycle 5 and
weeks) beyond

R Continue until progression,

E unacceptable AEs, or a

G response™® lasting 2 years or

I greater

S

T Cabozantinib 40 mg, PO, daily

E continuous. —— | Cabozantinib continued at the

R Nivolumab 3mg/kg, day 1, same dose
q3weeks (while on ipilimumab) Nivolumab 480 mg on day 1
Ipilimumab 1 mg/kg IV, day 1 g4week maintenance
q3weeks

*Response is defined as a complete or partial response or stable disease >9 months. Patients will be
followed for a total of 5 years from the date of registration or until death, whichever comes first.

Please refer to the full protocol text for a complete description of the eligibility criteria and
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treatment plan.
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