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Clinical Spotlight
News about generic imatinib

On December 3, 2015, the United States (U.S.) Food and Drug Administration (FDA) granted approval for
the first generic version of imatinib (Gleevec®).

Historical Significance
 The FDA approval of imatinib (Gleevec) in 2001 ushered in a new era in the treatment of cancer—the

era of targeted therapies.

 Gleevec was first approved for treating adult patients with chronic myelogenous leukemia (CML) and
is considered to be the most successful targeted anti-cancer agent developed to date based on its
efficacy for the treatment of CML.

 Subsequently, Gleevec has received approval for the treatment of many different types of cancers,
including certain forms of acute lymphoblastic leukemia (ALL) and gastrointestinal stromal tumors
(GIST).

Targeted Oncology Therapy
 Targeted cancer therapies differ from standard chemotherapy by attacking specific molecular targets

of the cancer cells rather than indiscriminately acting upon all rapidly dividing cells.

 Many targeted therapies require identifying a unique gene mutation within the individual tumor in
order to select the appropriate patients who will derive benefit from the drug.

Cost of imatinib Therapy
 When Gleevec was introduced in 2001, the wholesale cost was approximately $30,000 per patient

per year and currently exceeds $100,000 per patient per year.

 In 2014, U.S. sales of Gleevec exceeded $2 billion.

 Sun Pharmaceuticals has received 180-day exclusivity rights to AB-rated generic imatinib and plans to
launch on February 1, 2016.

 Significant wholesale price decreases for generic imatinib will likely not occur until at least August,
2016 when additional generic labelers may enter the market.

 As a specialty medication in the commercial setting, imatinib prescriptions are often subject to a
patient percentage co-pay rather than a fixed dollar co-pay.

 A study looking at commercially insured patients reported the average co-pay for imatinib was $145
per month in 2010.

 The median total out-of-pocket cost for Medicare Part D beneficiaries receiving imatinib in 2010 was
$7,043 annually.
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Clinical Considerations
 The National Comprehensive Cancer Network (NCCN) guidelines list imatinib 400 mg once daily as a

category 1 recommendation (high-level evidence, uniform consensus) for initial therapy of chronic
phase CML.

 The switch from traditional chemotherapy infusions to oral self-administered medications, such as
imatinib, gives rise to concerns over proper medication adherence.

 Research indicates that non-adherence to imatinib can lead to clinical consequences; an adherence
rate of less than 85 percent with imatinib has been associated with the development of resistant
clones and imatinib failure.

 Although highly effective, imatinib is not considered to be a cure for CML and many patients may
require life-long therapy.

 Patient cost may play a role in adherence to this long-term therapy. One study reported that in the
commercially insured population, patients with higher copayments were 42 percent more likely to be
non-adherent to their treatment.

 In Medicare Part D beneficiaries, findings indicate that for each $10 increase in monthly out-of-
pocket spending, the likelihood of discontinuation or delay in therapy with imatinib increases by 13
percent.

 The availability of generic imatinib may improve patient access as well as adherence based on lower
patient costs.

Management Considerations
 Novartis currently offers a discount card for brand Gleevec to commercially insured patients limiting

their monthly copayment to $10, which may be lower than the plan co-pay established for generic
imatinib.

 Strategies to prevent cost-shifting to plans based on these co-pay discount cards may need to be
considered.

 Magellan Rx Management offers a patient-centered CML adherence and assessment program with a
goal of improving overall adherence to oral tyrosine kinase inhibitor (TKI) therapies, while also
improving compliance to NCCN guidelines, recommended polymerase chain reaction (PCR) and
mutational analysis testing.

 The program is supported with a pharmacist-led three-pronged outreach approach to patients,
providers, and pharmacies.
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