
GO SHORT   THINK LONG

Proleukin® (aldesleukin) is indicated for the  
treatment of adults with metastatic renal cell  
carcinoma (mRCC) and metastatic melanoma (mM).

Over 20 years of 
durable complete  
responses in some 
patients with ECOG 
status 0 or 11-4

Please see accompanying full Prescribing Information and 
complete Boxed Warning on back.

Objective response was seen in 16% of mM patients 
(6% complete and 10% partial responders) and in 
15% of mRCC patients (7% complete and 8% partial 
responders). 1-3



Why consider Proleukin®?

Proleukin has over 20 years of 
proven results1-4 

Some patients experienced complete disappearance 
of tumors, with complete response rates of 7% in 
mRCC patients and 6% in mM patients.1-3

n  Long-lasting efficacy: over 20 years of durable 
complete responses in some mRCC and  
mM patients1-4,*,†

n  Partial responses were seen in 8% of mRCC  
patients and 10% of mM patients1-3

n  In multiple studies, stable disease (SD) rates for 
Proleukin ranged from 22% to 47% in mRCC  
patients and 22% to 38% in mM patients9-12

n  SD rates for treatment with Proleukin following 
PD-1/PD-L1 inhibition were 47% in mRCC patients 
and 38% in mM patients9

n  Responses may be evident as soon as 4 weeks 
after treatment1,9

n  ≥ 90% of responders achieved a response after 
their first course of Proleukin13,†

n  Patients should expect to commit to (typically) 
two 5-day treatment cycles in a specialized  
Proleukin Treatment Center, with 9 days of  
rest in between1

n  Does not limit the use of additional cancer  
therapies, if needed†

* Objective response was seen in 15% mRCC patients (7% complete  
and 8% partial responders) and 16% in mM patients (6% complete and  
10% partial responders).1-3

† Treatment with Proleukin is typically based on two 5-day cycles that 
constitute 1 course of therapy, with 9 days of rest in between. Patients 
who respond to Proleukin can go on to receive additional courses, while 
nonresponders are typically eligible for other treatment options.1

Important Safety Information
Because of the severe adverse events which generally 
accompany Proleukin therapy at the recommended dosages, 
a thorough clinical evaluation should be performed to identify 
patients with significant cardiac, pulmonary, renal, hepatic, 
or CNS impairment in whom Proleukin is contraindicated. 
Patients with normal cardiovascular, pulmonary, hepatic, and 
CNS function may experience serious, life-threatening or fatal 
adverse events. Adverse events are frequent, often serious, and 
sometimes fatal.

Potentially curative treatment  
for some responders1-3,*



Which patients may benefit  
from Proleukin®?

Overall health status is an important 
factor in identifying who may  
benefit the most from Proleukin5,6

n  Nearly all patients in the Proleukin clinical trials 
had an Eastern Cooperative Oncology Group 
(ECOG) performance status (PS) of 0 or 15,6,*,†

n  Of those who experienced a durable complete 
response, their age at diagnosis varied by  
decades5,6,‡

n  Careful patient selection is mandatory prior to  
the administration of Proleukin. Only patients 
with normal cardiac and pulmonary functions 
should receive Proleukin. (See accompanying  
full Prescribing Information for all recommended 
testing)

 

* ECOG PS 0 = Patient is fully active, able to carry on all predisease  
performance without restriction; ECOG PS 1 = Patient is restricted in 
physically strenuous activity, but ambulatory, and able to carry out work 
of a light or sedentary nature; eg, light housework, office work.7,8

 † mRCC: PS 0 = 65%, and PS 1 = 31%; mM: PS 0 = 71%, and PS 1 = 27%.5,6

 ‡ Proleukin has achieved durable complete responses in mRCC (7%) and 
mM (6%), and partial responses in mRCC (8%) and mM (10%).1-3

Careful patient selection is mandatory prior to the administration 
of Proleukin. 

See “CONTRAINDICATIONS,” “WARNINGS,” and 
“PRECAUTIONS” sections in the accompanying full 
Prescribing Information, regarding patient screening, including 
recommended cardiac and pulmonary function tests and 

laboratory tests.

Please see accompanying full Prescribing Information and 
complete Boxed Warning on back.

Age should not be a limiting factor1



Long-term sequelae associated  
with Proleukin are extremely rare6

Reassurance of 20+ years of 
real-world clinical experience

A long history of developing  
effective approaches to manage 
side effects1,14

Under the care of trained healthcare professionals 
at specialized Proleukin Treatment Centers:

n  Patients are monitored 24/7 by a multidisciplinary 
team trained to anticipate treatment-related side 
effects and to provide rapid response1,6

 •  The team will keep you updated on  
your patient

n  Most treatment-related side effects are  
manageable, rapidly reversible, and improve  
within 2 to 3 days of stopping therapy1,5,6  

n  Concomitant medications can assist with side- 
effect management1,*

n  Doses can be withheld at any stage during  
treatment when needed to assist with side-  
effect management1 

* Including NSAIDs (for fever), meperidine (for rigors), H
2
 antagonists  

(for GI irritation, bleeding), and antidiarrheals.1

Important Safety Information
The following adverse events (Grades 1-4) were seen in ≥ 
30% of 525 patients (255 with metastatic renal cell cancer 
and 270 with metastatic melanoma) treated with Proleukin: 
hypotension (71%), diarrhea (67%), oliguria (63%), chills (52%), 
vomiting (50%), dyspnea (43%), rash (42%), bilirubinemia (40%), 
thrombocytopenia (37%), nausea (35%), confusion (34%), and 
creatinine increase (33%).

Please see accompanying full Prescribing Information and 
complete Boxed Warning on back.



Long-term sequelae associated  
with Proleukin are extremely rare6

Patient selection considerations

If you check all of these boxes,  
consider referring your patient to 
a specialized Proleukin Treatment 
Center to confirm eligibility 

 PERFORMANCE STATUS: 
  ECOG PS of 0 or 1,1 or an equivalent  
Karnofsky score

NEGATIVE FOR1:
 Active central nervous system (CNS) metastases

 Any organ transplant

  Autoimmune diseases, including scleroderma, 
bullous pemphigoid, and myasthenia gravis

  Inflammatory disorders, including Crohn’s  
disease, inflammatory arthritis, and thyroiditis

 Infection

ORGAN FUNCTION:
  Pulmonary: FEV

1
 > 2 liters or ≥ 75% of  

predicted for height or age1

  Cardiac: normal ejection fraction and  
unimpaired wall motion on thallium stress test1

  Renal: serum creatinine ≤ 1.5 mg/dL and  
creatinine clearance > 60 mL/min1,15

 Hepatic: bilirubin ≤ 2 mg/dL16

 CNS: normal CNS function1

To learn more, visit Proleukin.com
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Proleukin® (aldesleukin) is indicated for the  
treatment of adults with metastatic renal cell  
carcinoma (mRCC) and metastatic melanoma (mM).

Age should not be a limiting factor1

WARNINGS
Therapy with Proleukin (aldesleukin) should be restricted to 
patients with normal cardiac and pulmonary functions as defined 
by thallium stress testing and formal pulmonary function testing. 
Extreme caution should be used in patients with a normal thallium 
stress test and a normal pulmonary function test who have a history 
of cardiac or pulmonary disease. 
Proleukin should be administered in a hospital setting under the 
supervision of a qualified physician experienced in the use of 
anticancer agents. An intensive care facility and specialists skilled in 
cardiopulmonary or intensive care medicine must be available. 
Proleukin administration has been associated with capillary 
leak syndrome (CLS) which is characterized by a loss of vascular 
tone and extravasation of plasma proteins and fluid into the 
extravascular space. CLS results in hypotension and reduced 
organ perfusion which may be severe and can result in death. CLS 
may be associated with cardiac arrhythmias (supraventricular and 
ventricular), angina, myocardial infarction, respiratory insufficiency 
requiring intubation, gastrointestinal bleeding or infarction, renal 
insufficiency, edema, and mental status changes. 
Proleukin treatment is associated with impaired neutrophil 
function (reduced chemotaxis) and with an increased risk of 
disseminated infection, including sepsis and bacterial endocarditis. 
Consequently, preexisting bacterial infections should be adequately 
treated prior to initiation of Proleukin therapy. Patients with 
indwelling central lines are particularly at risk for infection with 
gram positive microorganisms. Antibiotic prophylaxis with oxacillin, 
nafcillin, ciprofloxacin, or vancomycin has been associated with a 
reduced incidence of staphylococcal infections. 
Proleukin administration should be withheld in patients developing 
moderate to severe lethargy or somnolence; continued 
administration may result in coma.

Important Safety Information
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