




National Cancer Control Programme, An Clár Náisiúnta Rialaithe Ailse,   
King’s Inns House, 200 Parnell Street, Dublin 1. T: +353 1 828 7100 F: +353 1 828 7160  

3 

and . In terms of the ICERS, the ICER in the applicant’s 
base case was €62,767 per QALY. The NCPE-adjust base case is estimated to 
be €105,083 per QALY, a 75% total reduction inclusive of the framework 
agreement rebate that is currently 8.5% is required to reduce the ICER to 
€45k per QALY. In terms of the budget impact (BI) it is estimated that 17 
patients will be treated with cemiplimab at year-1 rising to 51 in year-5, this 
results in a 5-year gross BI estimated to be €39.56 million including VAT and 
a net BI estimated to be €39.49 million including VAT. The applicant BI 
assumes a much lower patient incidences with a 5-years gross and net BI 
estimated to be ~€9 million including VAT. The NCPE recommends that 
cemiplimab not be considered for reimbursement unless cost-effectiveness 
can be improved relative to existing treatment.  
 
Having considered the clinical efficacy of the indication in this patient 
cohort the committee members agreed by majority to recommend approval 
of this indication to the HSE Drugs Group.  
 
 (Decision: TRC 147) 
 
Daratumumab (Darzalex®) Ref. TRC 148 
In combination with lenalidomide and dexamethasone (Rd) for the 
treatment of adult patients with newly diagnosed multiple myeloma who 
are ineligible for autologous stem cell transplant. 
 
The clinical aspects of this indication were discussed. The supporting 
evidence for this indication is the open label, phase III, randomised trial, the 
MAIA trial, which compared the use of daratumumab in combination with 
lenalidomide and dexamethasone (Rd) versus Rd alone. The study showed 
that for daratumumab in combination with lenalidomide and dexamethasone 
(DRd) both a progression free survival (PFS) and overall survival (OS) 
advantage was seen. At a median follow up of 64 months, the median PFS in 
the DRd arm was 61.9 months (~>5 years) and 34 months in the Rd arm (~<2 
years), giving a ≥ 2 years PFS advantage. For OS, the hazard ratio (HR) was 
0.66, and at the 73 month follow up OS was not reached in the DRd arm vs 
64 months in the Rd arm. There is desire among the clinicians to have this 
treatment available to this patient cohort given the improvement in PFS and 
OS.  
  
The pharmacoeconomic aspects as outlined in the HTA assessment carried 
out by the NCPE were discussed. The relevant comparators and 
comparativeness treatment analysis was outlined, the NCPE review group 
highlighted number of key limitations with the analysis which include the 
heterogeneity in terms of study design, inclusion criteria, outcome 
definition, patient baseline characteristics, treatment regimens and duration 
of follow up. In terms of the clinical safety, the safety profile of DRd was 
worse than that of Rd, however the additional toxicity reflects clearly the 
known profile of daratumumab and the majority of adverse events (AEs) are 
manageable and there were no new safety findings. The cost effectiveness 
modelling was outlined and adjustments to the model were made, the 
review group highlighted concerns regarding length of the treatment effect. 
In terms of cost, the cost per treatment course of DRd is €452,520 including 
VAT compared to Rd €75,000 including VAT, bortezomib/lenalidomide plus 
dexamethasone (RVD) is €79,000 including VAT, bortezomib/melphalan plus 
prednisolone (bort/Mel/pred) is €16,000 including VAT, and bortezomib, 
Cyclophosphamide and dexamethasone (CyBorD) is €4,500 including VAT. In 
terms of the ICERS in comparison to Rd the NCEP-adjusted based case ICER 
was €208,803 per QALY, for the comparison to RVD the NCEP-adjusted based 
case ICER was €290,725 per QALY, for the comparison to Bort/Mel/Pred the 
NCEP-adjusted based case ICER was €153,709 per QALY, and for the 
comparison CyBorD the NCEP-adjusted based case ICER was €152,681 per 
QALY.  

 






