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. בהודעה זו מצוינים רק עדכונים מהותיים ועדכונים אשר מהווים החמרהלאנסומיו.

בישראל: תכשיר לותהרשומותההתווי

Lunsumio as monotherapy is indicated for the treatment of adult patients with
relapsed or refractory follicular lymphoma (FL) who have received at least two
prior systemic therapies.
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4.2 Posology and method of administration

[…]

It is important to check the product labels to ensure that the correct formulation (intravenous or
subcutaneous fixed dose) is being administered to the patient, as prescribed. Lunsumio intravenous
formulation is not intended for subcutaneous administration and should be administered via
intravenous infusion only.

[…]

Delayed or missed dose

If any dose in cycle 1 is delayed for > 7 days, the previous tolerated dose should be repeated prior to
resuming the planned treatment schedule.

If a dose interruption occurs between Cycles 1 and 2 that results in a treatment-free interval
of ≥ 6 weeks, Lunsumio should be administered at 1 mg on Day 1, 2 mg on Day 8, then resume the
planned Cycle 2 treatment of 60 mg on Day 15.

If a dose interruption occurs that results in a treatment-free interval of ≥ 6 weeks between any Cycles
in Cycle 3 onwards, Lunsumio should be administered at 1 mg on Day 1, 2 mg on Day 8, then resume
the planned treatment schedule of 30 mg on Day 15.

Table 3: Recommendations for restarting therapy with Lunsumio intravenous infusion after
dose delay
Last dose
administered

Time since the last dose
administered

Action for next dose(s)

1 mg
Cycle 1 Day 1

1 to 2 weeks Administer 2 mg (Cycle 1 Day 8), then resume the
planned treatment schedule.

Greater than 2 weeks
Repeat 1 mg (Cycle 1 Day 1), then administer 2 mg
(Cycle 1 Day 8) and resume the planned treatment
schedule.

2 mg
Cycle 1 Day 8

1 to 2 weeks Administer 60 mg (Cycle 1 Day 15), then resume the
planned treatment schedule.

Greater than 2 weeks
to less than 6 weeks

Repeat 2 mg (Cycle 1 Day 8), then administer 60 mg
(Cycle 1 Day 15) and resume the planned treatment
schedule.

Greater than or equal to 6
weeks

Repeat 1 mg (Cycle 1 Day 1) and 2 mg (Cycle 1
Day 8), then administer 60 mg (Cycle 1 Day 15) and
resume the planned treatment schedule.

60 mg
Cycle 1 Day 15

1 week to less than 6 weeks Administer 60 mg (Cycle 2 Day 1), then resume the
planned treatment schedule.

Greater than or equal to 6
weeks

Repeat 1 mg (Cycle 2 Day 1) and 2 mg (Cycle 2
Day 8), then administer 60 mg (Cycle 2 Day 15),
followed by 30 mg (Cycle 3 Day 1) and then resume
the planned treatment schedule.

60 mg
Cycle 2 Day 1

3 weeks to less than 6 weeks Administer 30 mg (Cycle 3 Day 1), then resume the
planned treatment schedule.

Greater than or equal to 6
weeks

Repeat 1 mg (Cycle 3 Day 1) and 2 mg (Cycle 3
Day 8), then administer 30 mg (Cycle 3 Day 15)*,
followed by 30 mg (Cycle 4 Day 1) and then resume
the planned treatment schedule.

30 mg
Cycle 3 3 weeks to less than 6 weeks Administer 30 mg, then resume the planned treatment

schedule.



Last dose
administered

Time since the last dose
administered

Action for next dose(s)

onwards Greater than or equal to 6
weeks

Repeat 1 mg on Day 1 and 2 mg on Day 8 during the
next cycle, then administer 30 mg on Day 15*,
followed by 30 mg on Day 1 of subsequent cycles.

*For the Day 1, Day 8, and Day 15 doses in the next cycle, administer premedication as per Table 1 for
all patients

Note that all references to Cycle and Day are to the nominal Cycle and Day.

[…]
Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS) grading and management

ICANS should be identified based on clinical presentation (see Section 4.4). Rule out other causes of
neurologic symptoms. If ICANS is suspected, it should be managed according to the recommendations
in Table 5.

Table 5  Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS)

Gradea Actions

Grade 1

ICEb 7-9 or depressed level of
consciousness but awakens spontaneously

Withhold Lunsumio and monitor neurologic
toxicity symptoms until ICANS resolves.c,d

Provide supportive therapy and consider
neurologic consultation and evaluation.

Consider a single dose of dexamethasone 10mg,
if not taking other corticosteroids.

Consider non-sedating, anti-seizure medicinal
products (e.g., levetiracetam) for seizure
prophylaxis.

Grade 2

ICEb 3-6 or depressed level of
consciousness but awakens to voice

Withhold Lunsumio and monitor neurologic
toxicity symptoms until ICANS resolves.c,d

Provide supportive therapy and consider
neurologic consultation and evaluation.
Treat with dexamethasone 10 mg intravenously
every 6 hours, if not taking other corticosteroids,
until improvement to Grade 1, then taper.

Consider non-sedating, anti-seizure medicinal
products (e.g., levetiracetam) for seizure
prophylaxis.

Grade 3

ICEb 0-2 or depressed level of
consciousness but awakens to tactile
stimulus or any clinical seizure that
resolves rapidly or focal/local oedema on
neuroimaging

Withhold Lunsumio and monitor neurologic
toxicity symptoms until ICANS resolves.d,e

Provide supportive therapy, which may include
intensive care, and consider neurologic
consultation and evaluation.

Treat with dexamethasone 10 mg intravenously
every 6 hours, if not taking other corticosteroids,



until improvement to Grade 1, then taper.

Consider non-sedating anti-seizure medication
for seizure prophylaxis until resolution of
ICANS. Use anti-seizure medication for seizure
management as needed.

For recurrent grade 3 ICANS, consider
permanently discontinuing Lunsumio.

Grade 4

ICEb is 0 or patient is unarousable or
requires vigorous or repetitive tactile
stimuli, or life-threatening prolonged
seizure (>5 min) or repetitive seizures
without return to baseline or deep focal
motor weakness or diffuse cerebral oedema
on neuroimaging

Permanently discontinue Lunsumio.

Provide supportive therapy, which may include
intensive care, and consider neurologic
consultation and evaluation.

Treat with dexamethasone 10 mg intravenously
every 6 hours, if not taking other corticosteroids,
until improvement to Grade 1, then taper.

Alternatively, consider administration of
methylprednisolone 1 000 mg per day
intravenously for 3 days, if symptoms improve,
then manage as above.

Consider non-sedating anti-seizure medication
for seizure prophylaxis until resolution of
ICANS. Use anti-seizure medication for seizure
management as needed.

a American Society for Transplantation and Cellular Therapy (ASTCT) consensus grading
criteria.
b If patient is arousable and able to perform Immune Effector Cell-Associated Encephalopathy
(ICE) Assessment, assess: Orientation (oriented to year, month, city, hospital = 4 points);
Naming (name 3 objects, e.g., point to clock, pen, button = 3 points); Following Commands
(e.g., “show me 2 fingers” or “close your eyes and stick out your tongue” = 1 point); Writing
(ability to write a standard sentence = 1 point; and Attention (count backwards from 100 by
ten = 1 point). If patient is unarousable and unable to perform ICE Assessment (Grade
4 ICANS) = 0 points.

c Consider the type of neurologic toxicity before deciding to withhold Lunsumio.
d See Delayed or missed dose for guidance on restarting Lunsumio after dose delay.
e Evaluate benefit/risk before restarting Lunsumio.

4.4 Special warnings and precautions for use
[…]

Immune Effector Cell-Associated Neurotoxicity Syndrome (ICANS)

[…]

At the first signs or symptoms of ICANS, manage according to the ICANS guidance provided in
Table 5. Treatment with Lunsumio should be withheld or discontinued permanently as recommended.







Description of selected adverse reactions

[…]




