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 (Decision: TRC 158) 
 
Teclistamab (Tecvayli®) (Ref. TRC 159) 
As monotherapy for the treatment of adult patients with relapsed and 
refractory multiple myeloma, who have received at least three prior 
therapies, including an immunomodulatory agent, a proteasome inhibitor, 
and an anti-CD38 antibody and have demonstrated disease progression on 
the last therapy. 
 
The clinical aspects of this indication were discussed. It was noted that 
teclistamab is available via a compassionate use programme (CUP) at St 
James’s Hospital (SJH), where 10 patients were treated over 12 months. The 
supporting evidence for this indication is the MajesTEC-1 trial, a single arm, 
open-label, multicentre trial which investigated the use of teclistamab for 
the treatment of adult patients with refractory (RR) multiple myeloma (MM), 
who have received at least three prior therapies, including an 
immunomodulatory agent, a proteasome inhibitor and an anti-CD38 antibody 
and have demonstrated disease progression on the last therapy. Treatment 
with teclistamab proposes a risk of cytokine release syndrome (CRS), with a 
clinically significant risk in ≤2% of patients and up to 60% of patients 
experience fever in the first few days of treatment. Teclistamab is initially 
administered in step-up doses to reduce the risk of CRS, in which patients 
require an inpatient stay for up to 8 days. It was noted that in the United 
States, administration is slowly being migrated to the outpatient setting, 
whereas across Europe, administration is in the inpatient setting. Following 
the step-up dosing, a maintenance dose is administered once weekly, and for 
those who achieve a compete response (CR) for a minimum of 6 months, 
then a dosing frequency of every two weeks may be considered. It was noted 
that for those who achieve a CR, dosing frequency could be further reduced 
to once a month, however this is not licensed. In the MajesTEC-1 trial, after 
14 months of follow up the overall response rate (ORR) was 63%, and the 
median duration of response (DOR) was 18.4 months. Over all the median 
progression free survival (PFS) was 11.4 months, similar to that of the 10 
patients treated at SJH via the CUP. The safety profile of teclistamab was 
discussed, 94% of patients experienced at least one adverse event of ≥ Grade 
3. Frequent adverse reactions of any grade in patients were 
hypogammaglobinaemia, CRS, and mild neutropenia and anaemia. There was 
a high incidence of infection, however it was noted that the incidence of 
infection in clinical practice is nothing like the levels seen the MajesTEC-1 
trial, and it is considered that teclistamab is well tolerated patients are on 
regular prophylaxis and receive immunoglobins. In the MajesTEC-1 Trial, 
there were a higher rate of infection experienced compared to that currently 
seen in clinical practice, however it was noted that the trial was conducted 
during Covid19, which would explain the discrepancy in terms of infections. 
Teclistamab’s place in therapy was discussed, as a fourth line alternative 
treatment option for RRMM, and there is desire among the clinicians to have 
this highly effective treatment available for this patient cohort.  
 
The pharmacoeconomic aspects as outlined in the HTA assessment carried 
out by the NCPE were discussed. The positioning of teclistamab in the 
current treatment pathway was discussed and the relevant comparators were 
outlined, noting that this is a rapidly evolving area, and a number of new 
treatments have been licensed, but not yet reimbursed. The supporting 
evidence was outlined, in terms of the data, the ORR was 63% at the final 
analysis (August 2023), OS data was 57% mature at that date and was 
considered immature. The median OS was 22.2 months and the PFS data was 
65% mature with a median PFS of 11.4 months. The NCPE Review Group 
highlighted a number of limitations regarding the supporting evidence, such 
as the single arm, open label nature of the study, small sample size and lack 
of direct comparator evidence, the generalisability of the trial population, 
the median age of the trial participants was 63.9 years with an ECOG of 0-1, 
while clinical opinion indicated that in Irish clinical practice this patient 






