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• Evaluate efficacy and safety data for COPIKTRA, the first and only oral dual PI3K-δ/γ inhibitor that 
targets malignant B cells and the tumor microenvironment1,2

• Understand dosing - monotherapy with or without food and how to manage potential toxicities1

• Consider use of COPIKTRA in appropriate patients, with or without higher risk factors, including 
elderly (median age 69 years), heavily pretreated (at least 2 prior lines of therapy), and 17p deletion1

OBJECTIVES
• Discuss the unmet needs in treatment options for patients with relapsed/refractory CLL/SLL

INDICATIONS AND USAGE
COPIKTRA™ (duvelisib) is indicated for:  
The treatment of adult patients with relapsed or refractory CLL or SLL after at least two prior therapies

SELECTED IMPORTANT SAFETY INFORMATION
WARNING: FATAL AND SERIOUS TOXICITIES: INFECTIONS, DIARRHEA OR COLITIS,  
CUTANEOUS REACTIONS, and PNEUMONITIS

Please see accompanying full Prescribing Information, including Boxed Warning  
and Medication Guide.

Please join us to learn more about  
COPIKTRA™ (duvelisib) capsules 

An invitation to join a live and engaging presentation on an oral monotherapy  
for adults with relapsed/refractory CLL/SLL after at least 2 prior therapies 

Please see Important Safety Information on the following pages, and accompanying  
full Prescribing Information, including Boxed Warning and Medication Guide

References:
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2.  Vangapandu HV, Jain N, Gandhi V. Duvelisib: A phosphoinositide-3 kinase δ/γ inhibitor for chronic lymphocytic leukemia.  

Expert Opin Investig Drugs. 2017;26(5):625-632.



IMPORTANT SAFETY INFORMATION (continued)
•   Fatal and/or serious infections occurred in 31% of COPIKTRA-treated patients. Monitor for signs and 

symptoms of infection. Withhold COPIKTRA if infection is suspected.
•   Fatal and/or serious diarrhea or colitis occurred in 18% of COPIKTRA-treated patients. Monitor for the 

development of severe diarrhea or colitis. Withhold COPIKTRA.
•   Fatal and/or serious cutaneous reactions occurred in 5% of COPIKTRA-treated patients. Withhold COPIKTRA.
•   Fatal and/or serious pneumonitis occurred in 5% of COPIKTRA-treated patients. Monitor for pulmonary 

symptoms and interstitial infiltrates. Withhold COPIKTRA.

WARNINGS AND PRECAUTIONS
Infections: Serious, including fatal (18/442; 4%), infections occurred in 31% of patients receiving COPIKTRA 25 
mg BID (N=442). The most common serious infections were pneumonia, sepsis, and lower respiratory infections. 
Median time to onset of any grade infection was 3 months (range: 1 day to 32 months), with 75% of cases 
occurring within 6 months. Treat infections prior to initiation of COPIKTRA. Advise patients to report new or 
worsening signs and symptoms of infection. For grade 3 or higher infection, withhold COPIKTRA until infection 
is resolved. Resume COPIKTRA at the same or reduced dose. Serious, including fatal, Pneumocystis jirovecii 
pneumonia (PJP) occurred in 1% of patients taking COPIKTRA. Provide prophylaxis for PJP during treatment 
with COPIKTRA and following completion of treatment with COPIKTRA until the absolute CD4+ T cell count is 
greater than 200 cells/μL. Withhold COPIKTRA in patients with suspected PJP of any grade, and permanently 
discontinue if PJP is confirmed. Cytomegalovirus (CMV) reactivation/infection occurred in 1% of patients taking 
COPIKTRA. Consider prophylactic antivirals during COPIKTRA treatment to prevent CMV infection including 
CMV reactivation. For clinical CMV infection or viremia, withhold COPIKTRA until infection or viremia resolves. If 
COPIKTRA is resumed, administer the same or reduced dose and monitor patients for CMV reactivation by PCR 
or antigen test at least monthly.
Diarrhea or Colitis: Serious, including fatal (1/442; <1%), diarrhea or colitis occurred in 18% of patients receiving 
COPIKTRA 25 mg BID (N=442). Median time to onset of any grade diarrhea or colitis was 4 months (range: 1 day 
to 33 months), with 75% of cases occurring by 8 months. The median event duration was 0.5 months (range: 1 
day to 29 months; 75th percentile: 1 month). Advise patients to report any new or worsening diarrhea. For patients 
presenting with mild or moderate diarrhea (Grade 1-2) (i.e., up to 6 stools per day over baseline) or asymptomatic 
(Grade 1) colitis, initiate supportive care with antidiarrheal agents, continue COPIKTRA at the current dose, and 
monitor the patient at least weekly until the event resolves. If the diarrhea is unresponsive to antidiarrheal 
therapy, withhold COPIKTRA and initiate supportive therapy with enteric acting steroids (e.g., budesonide). 
Monitor the patient at least weekly. Upon resolution of the diarrhea, consider restarting COPIKTRA at a reduced 
dose. For patients presenting with abdominal pain, stool with mucus or blood, change in bowel habits, peritoneal 
signs, or with severe diarrhea (Grade 3) (i.e., > 6 stools per day over baseline), withhold COPIKTRA and initiate 
supportive therapy with enteric acting steroids (e.g., budesonide) or systemic steroids. A diagnostic work-up to 
determine etiology, including colonoscopy, should be performed. Monitor at least weekly. Upon resolution of the 
diarrhea or colitis, restart COPIKTRA at a reduced dose. For recurrent Grade 3 diarrhea or recurrent colitis of any 
grade, discontinue COPIKTRA. Discontinue COPIKTRA for life-threatening diarrhea or colitis.



Cutaneous Reactions: Serious, including fatal (2/442; <1%), cutaneous reactions occurred in 5% of patients receiving 
COPIKTRA 25 mg BID (N=442). Fatal cases included drug reaction with eosinophilia and systemic symptoms 
(DRESS) and toxic epidermal necrolysis (TEN). Median time to onset of any grade cutaneous reaction was 3 
months (range: 1 day to 29 months, 75th percentile: 6 months) with a median event duration of 1 month (range: 1 
day to 37 months, 75th percentile: 2 months). Presenting features for the serious events were primarily described 
as pruritic, erythematous, or maculo-papular. Less common presenting features include exanthem, desquamation, 
erythroderma, skin exfoliation, keratinocyte necrosis, and papular rash. Advise patients to report new or worsening 
cutaneous reactions. Review all concomitant medications and discontinue any medications potentially contributing 
to the event. For patients presenting with mild or moderate (Grade 1-2) cutaneous reactions, continue COPIKTRA 
at the current dose, initiate supportive care with emollients, antihistamines (for pruritus), or topical steroids, and 
monitor the patient closely. Withhold COPIKTRA for severe (Grade 3) cutaneous reaction until resolution. Initiate 
supportive care with steroids (topical or systemic) or antihistamines (for pruritus). Monitor at least weekly until 
resolved. Upon resolution of the event, restart COPIKTRA at a reduced dose. Discontinue COPIKTRA if severe 
cutaneous reaction does not improve, worsens, or recurs. For life-threatening cutaneous reactions, discontinue 
COPIKTRA. In patients with SJS, TEN, or DRESS of any grade, discontinue COPIKTRA.
Pneumonitis: Serious, including fatal (1/422: <1%), pneumonitis without an apparent infectious cause occurred in 5% 
of patients receiving COPIKTRA 25 mg BID. Withhold COPIKTRA in patients who present with new or progressive 
pulmonary signs and symptoms such as cough, dyspnea, hypoxia, interstitial infiltrates on a radiologic exam, or a 
decline by more than 5% in oxygen saturation, and evaluate for etiology. If the pneumonitis is infectious, patients 
may be restarted on COPIKTRA at the previous dose once the infection, pulmonary signs and symptoms resolve. 
For moderate non-infectious pneumonitis (Grade 2), treat with systemic corticosteroids, and resume COPIKTRA 
at a reduced dose upon resolution. If non-infectious pneumonitis does not respond to steroid therapy discontinue 
COPIKTRA. For severe or life-threatening non-infectious pneumonitis, permanently discontinue COPIKTRA and 
treat with systemic steroids.
Hepatotoxicity: Grade 3 and 4 ALT and/or AST elevation developed in 8% and 2%, respectively, of patients receiving 
COPIKTRA 25 mg BID (N=442). Two percent of patients had both an ALT or AST > 3 X ULN and total bilirubin > 2 X 
ULN. Median time to onset of any grade transaminase elevation was 2 months (range: 3 days to 26 months), with 
a median event duration of 1 month (range: 1 day to 16 months). Monitor hepatic function during treatment with 
COPIKTRA. For Grade 2 ALT/AST elevation (> 3 to 5 X ULN), maintain COPIKTRA dose and monitor at least weekly 
until return to < 3 X ULN. For Grade 3 ALT/AST elevation (> 5 to 20 X ULN), withhold COPIKTRA and monitor at least 
weekly until return to < 3 X ULN. Resume COPIKTRA at the same dose (first occurrence) or at a reduced dose for 
subsequent occurrences. For grade 4 ALT/AST elevation (> 20 X ULN), discontinue COPIKTRA.
Neutropenia: Grade 3 or 4 neutropenia occurred in 42% of patients receiving COPIKTRA 25 mg BID (N=442), with 
Grade 4 neutropenia occurring in 24% of all patients. Median time to onset of grade ≥3 neutropenia was 2 months. 
Monitor neutrophil counts at least every 2 weeks for the first 2 months of COPIKTRA therapy, and at least weekly 
in patients with neutrophil counts < 1.0 Gi/L (Grade 3-4). Withhold COPIKTRA in patients presenting with neutrophil 
counts < 0.5 Gi/L (Grade 4). Monitor until ANC is > 0.5 Gi/L, then resume COPIKTRA at same dose for the first 
occurrence or at a reduced dose for subsequent occurrences.
Embryo-Fetal Toxicity: Based on findings in animals and its mechanism of action, COPIKTRA can cause fetal 
harm when administered to a pregnant woman. Advise pregnant women of the potential risk to a fetus. Conduct 
pregnancy testing before initiating COPIKTRA treatment. Advise females of reproductive potential and males with 
female partners of reproductive potential to use effective contraception during treatment and for at least 1 month 
after the last dose.



ADVERSE REACTIONS
B-cell Malignancies Summary
Fatal adverse reactions within 30 days of the last dose occurred in 8% (36/442) of patients treated with COPIKTRA 
25 mg BID. Serious adverse reactions were reported in 289 patients (65%). The most frequent serious adverse 
reactions that occurred were infection (31%), diarrhea or colitis (18%), pneumonia (17%), rash (5%), and pneumonitis 
(5%). Adverse reactions resulted in treatment discontinuation in 156 patients (35%) most often due to diarrhea or 
colitis, infection, and rash. COPIKTRA was dose reduced in 104 patients (24%) due to adverse reactions, most often 
due to diarrhea or colitis and transaminase elevation. The most common adverse reactions (reported in ≥20% of 
patients) were diarrhea or colitis, neutropenia, rash, fatigue, pyrexia, cough, nausea, upper respiratory infection, 
pneumonia, musculoskeletal pain and anemia.
CLL/SLL
Fatal adverse reactions within 30 days of the last dose occurred in 12% (19/158) of patients treated with COPIKTRA 
and in 4% (7/155) of patients treated with ofatumumab. Serious adverse reactions were reported in 73% (115/158) 
of patients treated with COPIKTRA and most often involved infection (38%; 60/158) and diarrhea or colitis (23%; 
36/158). COPIKTRA was discontinued in 57 patients (36%), most often due to diarrhea or colitis, infection, and 
rash. COPIKTRA was dose reduced in 46 patients (29%), most often due to diarrhea or colitis and rash. The most 
common adverse reactions with COPIKTRA (≥20% of patients) were diarrhea or colitis, neutropenia, pyrexia, upper 
respiratory tract infection, pneumonia, rash, fatigue, nausea, anemia and cough..

DRUG INTERACTIONS
CYP3A Inducers: Coadministration with a strong CYP3A inducer may reduce COPIKTRA efficacy. Avoid 
coadministration with strong CYP3A4 inducers.
CYP3A Inhibitors: Coadministration with a strong CYP3A inhibitor may increase the risk of COPIKTRA toxicities. 
Reduce COPIKTRA dose to 15 mg BID when coadministered with a strong CYP3A4 inhibitor.
CYP3A Substrates: Coadministration of COPIKTRA with sensitive CYP3A4 substrates may increase the risk of 
toxicities of these drugs. Consider reducing the dose of the sensitive CYP3A4 substrate and monitor for signs of 
toxicities of the coadministered sensitive CYP3A substrate.

Please see accompanying full Prescribing Information, including Boxed Warning and Medication Guide.
 
To report side effects during use of COPIKTRA, contact Verastem Oncology at 1-877-7RXVSTM  
(1-877-779-8786) and/or the FDA at 1-800-FDA-1088 (www.fda.gov/medwatch).
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