PRESCRIBING INFORMATION MEDICATION GUIDE DEAR HEALTHCARE PROFESSIONAL LETTER DEAR PROFESSIONAL SOCIETY LETTER COPIKTRA FACT SHEET PATIENT SAFETY “WALLET” CARD

(duvelisib)

PURPOSE INDICATION

A Risk Evaluation and Mitigation Strategy (REMS) is a strategy to COPIKTRA is a kinase inhibitor indicated for the treatment of adult
manage known or potential serious risks associated with a drug patients with:
product and is required by the Food and Drug Administration

(FDA) to ensure that the benefits of the drug outweigh its risks. * Relapsed or refractory chronic lymphocytic leukemia (CLL)

or small lymphocytic lymphoma (SLL) after at least two prior
The purpose of the COPIKTRA™ REMS is to mitigate the risk of fatal therapies.

and serious toxicities including:
+ Relapsed or refractory follicular ymphoma (FL) after at least

two prior systemic therapies.

R .
Infections This indication is approved under accelerated approval based

OSerious, including fatal (4%) infection occurred in 31% of on overall response rate. Continued approval for this indication

patients receiving COPIKTRA 25 mg twice daily (N=442). may be contingent upon verification and description of clinical

benefitin confirmatory trials.

¢ Diarrhea or Colitis
Counsel patients using the COPIKTRA Patient Safety Wallet Card.

i including fatal (<19 iarrh liti
Oserious, ”_“: uding fata _( %), dl?r,r ea or colitis Provide the COPIKTRA Patient Safety Wallet Card to your patients.
occurred in 18% of patients receiving COPIKTRA 25 mg

twicedaily (N=442).

¢ Cutaneous Reactions

OSerious, including fatal (<1%) cutaneous reactions
occurred in 5% of patients receiving COPIKTRA 25 mg
twicedaily (N=442).

¢ Pneumonitis

OSerious, including fatal (<1%) pneumonitis without an
apparent infectious cause occurred in 5% of patients
receiving COPIKTRA 25 mg twice daily (N=442).

For more detailed information on these risks, please see the
Fact Sheet.
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