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Powder for concentrate for solution for infusion
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BLENREP is indicated for the treatment of adults with relapsed or refractory multiple myeloma who have received at least 4
prior therapies, including an anti-CD38 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory agent.
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Section Marked update

4.4 Special Pneumonitis

warnings and Cases of pneumonitis from spontaneous reports and named patient programs, including fatal events,
precautions have been observed with BLENREP-altheugh-a-causal-association-has-net-been-established.

Evaluation of patients with new or worsening unexplained pulmonary symptoms (e.g. cough,
dyspnea) should be performed to exclude possible pneumonitis. In case of suspected Grade 3 or
higher pneumonitis, BLENREP should be withheld. If Grade 3 or higher pneumonitis is confirmed,
appropriate treatment should be initiated. BLENREP should only be resumed after an evaluation of

the benefit and risk.
4.4 Undesirable Tabulated list of adverse reactions
effects Table 3 summarises adverse drug reactions that occurred in patients receiving the recommended dose

of BLENREP 2.5 mg/kg once every 3 weeks.

Frequencies are defined as very common (> 1/10), common (> 1/100 to < 1/10), uncommon (>
1/1,000 to < 1/100), rare (= 1/10,000 to < 1/1,000) and, very rare (< 1/10,000) and not known (cannot
be estimated from the available data). Within each frequency grouping, where relevant, adverse
reactions are presented in order of decreasing seriousness.

System Organ Adverse Frequency Incidence (%)

Class reactions® Any Grade Grade 3-4
Respiratory, pneumonitis Not known NA NA

thoracic and

mediastinal

disorders

NA = not applicable
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