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data, a piece wise approach to the modelling of EFS data, overestimation of 
the long term TNBC recurrence risk, assumption of the life lone treatment 
effect. In terms of the cost, in the neoadjuvant setting pembrolizumab plus 
chemotherapy including VAT is €58,452, and €46,782 excluding VAT. 
Pembrolizumab monotherapy in the adjuvant setting is €61,885 including VAT 
and €49,481 excluding VAT versus  

 
 In terms of the ICERS, the ICER 

in the applicant’s base case was estimated to be €44,001 per QALY. Changes 
were made to the NCPE-adjust base case and was estimated to be €66,186 
per QALY. When considering the PAS included, the NCPE-adjust base case 
falls below the 45k per QALY and the probability of cost effectiveness would 
increase to ~73%. In terms of the budget impact (BI), 141 patients are 
estimated to bel eligible for neo-adjuvant treatment with pembrolizumab 
plus chemotherapy in year 1, rising to 147 in year 5. For adjuvant 
pembrolizumab 101 patients will be eligible in year 1 rising to 105 in year 5. 
The 5-year gross BI was an estimated €67 million including VAT and the net 
BI was an estimated to be €64 million including VAT. However the review 
group consider the estimated BI to be underestimated. When considering the 
PAS, the BI estimates reduce, but are still considerable at  

 VAT over 5 years. The NCPE 
recommends that pembrolizumab 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 unanimously to recommend approval 
of this indication to the HSE Drugs Group.  
 
 (Decision: TRC 149) 
One member absent from voting, however quorum was in place. 
 
Polatuzumab vedotin (Polivy®) Ref. TRC 150 
In combination with riTUXimab, cyclophosphamide, DOXOrubicin, and 
prednisone (R-CHP) for the treatment of adult patients with previously 
untreated diffuse large B-cell lymphoma (DLBCL). 
 
The clinical aspects of this indication were discussed. The supporting 
evidence for this indication is the phase III, randomised double blind trial, 
the POLARIX trial, which evaluated the use of polatuzumab vedotin (pola) in 
combination R-CHP (pola-R-CHP) compared with standard riTUXimab, 
cyclophosphamide, vincristine, DOXOrubicin, and prednisone (R-CHOP) 
therapy in patients with previously untreated intermediate-risk or high-risk 
DLBCL. The study showed that the 2 year progression free survival (PFS) 
improved from 70.2% in the R-CHOP arm to 76.7% in the pola-R-CHP arm, 
however there was no difference in overall survival (OS). The trial also 
demonstrated greater benefit in patients with high IPI 3-5 disease. The 
addition polatuzumab vedotin is a significant change in the treatment of de 
novo DLBCL, for the past two decades R-CHOP has been the standard of care 
for newly diagnosed DLBCL. pola-R-CHP is recommended by international 
guidelines such as NCCN, and there is desire among the clinicians to have 
this treatment available to this patient cohort, it was noted that salvage 
options for this patient cohort is now CAR-T and a 6% improvement in PFS 
would have a significant impact on the number of patient who would 
progress to CAR-T.  
  
The pharmacoeconomic aspects as outlined in the HTA assessment carried 
out by the NCPE were discussed. The place in therapy was outlined, noting 
that pivotal trial evaluated the use of pola-R-CHP in patients with an IPI 
score of 2-5, which is narrower than the licensed indication, clinical opinion 
obtained by the NCPE review group considered this reasonable. The 
supporting evidence was outlined, at the most recent data cut median PFS 
and OS had not reached in either arm, and the review group considered 








