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One member abstained from voting, however quorum in place.  
(Decision: TRC 144) 
 
Abemaciclib (Verzenio®)    Ref. TRC 145 
In combination with endocrine therapy for the adjuvant treatment of adult 
patients with hormone receptor (HR)-positive, human epidermal growth 
factor receptor 2 (HER2)-negative, node-positive early breast cancer at high 
risk of recurrence. 
 
The clinical aspects of this indication were discussed. The supporting 
evidence for this indication is the phase III, open label, randomised trial  
MonarchE study, which evaluated the safety and efficacy of abemaciclib in 
combination with adjuvant endocrine therapy (ET) compared to ET alone in 
adult patients with hormone receptor (HR)-positive, human epidermal 
growth factor receptor 2 (HER2)-negative, node-positive early breast cancer 
at high risk of recurrence. At the most recent data cut, the primary endpoint 
of invasive disease-free survival (IDFS) had significantly improved with the 
addition of abemaciclib. The IDFS at 5 years was 83.2% for abemaciclib plus 
ET versus 75.3% for patients treated with ET alone, an absolute benefit of 
7.6% which is considered meaningful, with a highly significant HR 0.67, a 32% 
reduction in the risk of IDFS events. OS survival is immature and has not yet 
reached significance. The safety profile was discussed, noting that, while 
access to abemaciclib is not yet available in Ireland, this class of drug is 
routinely used and clinicians are experienced in monitoring and managing 
associated toxicities. There is desire among the clinicians to have this 
treatment available to the patients at high risk of recurrence, and consider 
that there is an unmet need in this patient cohort.  
  
The pharmacoeconomic aspects as outlined in the HTA assessment carried 
out by the NCPE were discussed. The supporting evidence was outlined, the 
NCPE review group highlighted concerns regarding the immaturity of the 
distant relapse free survival (DRFS) and the OS data, and the uncertainty 
regarding the association between IDFS and DRFS and OS. The NCPE review 
group also highlighted a number of limitations of the trial such as, open label 
design of the trial. The cost effectiveness modelling was outlined and 
adjustments to the model were made. In terms of cost, the cost per 
treatment course of abemaciclib plus ET is €59,701 and the cost per 
treatment course of ET alone is  The ICER in the Applicant’s base 
case was €40,869 per QALY. The NCPE-adjusted base case ICER was €77,224 
per QALY. Based on scenario analysis, the review group considered the 
actual true ICER probably lies between the range of €60,000 per QALY and 
€100,000 per QALY based on the uncertainty associated with the assumptions 
in the model. The probability of cost-effectiveness at the €45,000 per QALY 
is 1% in the NCPE adjusted base case and it is estimated  reduction 
in price to the wholesaler is required in order to reduce the ICER to €45,000 
per QALY. In terms of the budget impact (BI), it is estimates that the eligible 
patient population is  The  
cumulative gross BI over 5 years  is estimated to be €18.61 million  and the 
net BI over 5- years  is estimated to be €18.39 million The recommendation 
of the NCPE review group was that abemaciclib should be considered for 
reimbursement if the  cost-effectiveness can be improved relative to existing 
treatments. It was noted that a PAS was not included in the HTA submission.  
 
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.   
 
One member was absent from voting, however quorum in place.  
 
(Decision: TRC 145) 








