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Abecma is indicated for the treatment of adult patients with relapsed and refractory multiple myeloma who have
received at least 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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6.5 Nature and contents of container

Ethylene vinyl acetate cryopreservation bag(s) with sealed addition tube containing 10-30 mL (50 mL
bag), 30-70 mL (250 mL bag) or 55-100 mL (500 mL bag) of cell dispersion.

Each cryopreservation bag is individually overwrapped with a transparent plastic sleeve that is folded to the
back of the cryopreservation bag and packed in a metal cassette.

One individual treatment dose is comprised of one or more infusion bags of the same size and fill
volume.

6.6 Special precautions for disposal and other handling
[...]

Thawing

o Remove the Abecma infusion bag from the cassette and inspect the infusion bag for any breaches
of container integrity such as breaks or cracks before thawing. If the infusion bag appears to have
been damaged or to be leaking, it should not be infused and should be disposedof according to
local guidelines on handling of waste of human-derived material.

o Place the infusion bag inside a second sterile bag.

o Thaw Abecma at approximately 37°C using an approved thaw device or water bath until there isno
visible ice in the infusion bag. Gently mix the contents of the bag to disperse visible clumps of
cellular material. Small clumps of cellular material are expected in Abecma. Do not wash, spindown
and/or resuspend Abecma in new media prior to infusion.

o Abecma infusion bag is overwrapped with a transparent plastic sleeve that is folded to the back of
the infusion bag. Gently remove the infusion bag from the overwrap by unfolding the plastic sleeve
at the back to expose the infusion bag. Pull the infusion bag out of the overwrap.
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The following information is intended for healthcare professionals only:
[...]

Thawing

. Remove the Abecma infusion bag from the cassette and inspect the infusion bag for any breaches of
container integrity such as breaks or cracks before thawing. If the infusion bag appears to have been
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damaged or to be leaking, it should not be infused and should be disposed of according to local
guidelines on handling of waste of human-derived material.

Place the infusion bag inside a second sterile bag.

Thaw Abecma at approximately 37°C using an approved thaw device or water bath until there is no
visible ice in the infusion bag. Gently mix the contents of the bag to disperse visible clumps of cellular
material. Small clumps of cellular material are expected in Abecma. Do not wash, spin down and/or
resuspend Abecma in new media prior to infusion.

Abecma infusion bag is overwrapped with a transparent plastic sleeve that is folded to the back of the
infusion bag. Gently remove the infusion bag from the overwrap by unfolding the plastic sleeve at the
back to expose the infusion bag. Pull the infusion bag out of the overwrap.
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