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Abecma is indicated for the treatment of adult patients with relapsed and refractory
multiple myeloma who have received at least three two prior therapies, including an
immunomodulatory agent, a proteasome inhibitor and an anti-CD38 antibody and have

demonstrated disease progression on the last therapy.
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4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Abecma is indicated for the treatment of adult patients with relapsed and refractory multiple
myelomawho have received at least three two prior therapies, including an immunomodulatory
agent, a proteasome inhibitor and an anti-CD38 antibody and have demonstrated disease
progression on the last therapy.

Secondary malignancies including of T-cell origin

Patients treated with Abecma may develop secondary malignancies. T-cell malignancies have
been reported following treatment of haematological malignancies with a BCMA- or
CD19-directed CAR T-cell therapy, including Abecma. T-cell malignancies, including
CAR-positive malignancies, have been reported within weeks and up to several years
following administration of a CD19- or BCMA-, directed CAR T cell therapy. There have been
fatal outcomes. Patients should be monitored life- long for secondary malignancies. In the
event that a secondary malignancy of T-cell origin occurs, the company should be contacted to
obtain instructions on the collection of patient samples for testing.

Table 3 Adverse reactions observed in patients treated with Abecma
System organ class Adverse reaction All grades frequency
Neoplasms benign, Secondary malignancy of T-cell origin Rare

malignant and unspecified
(incl cysts and polyps)
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