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estimated to be €25,221 per QALY. The budget impact (BI) was outlined, 
with a 5 year gross BI estimated to be €14.1 million including VAT, €13.4 
million excluding VA, and 5 year net BI estimated €9.16 million including VAT 
and €9 million excluding VAT. The recommendation of the NCPE review 
group is that olaparib in combination with bevacizumab be considered for 
reimbursement if cost effectiveness can be improved. 
 
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 132) 
 
Sacituzumab govitecan (Trodelvy®) (Ref. TRC 133) 
As monotherapy for the treatment of adult patients with unresectable or 
metastatic triple-negative breast cancer (mTNBC) who have received two or 
more prior systemic therapies, including at least one of them for advanced 
disease. 
 
The clinical aspects of this indication were discussed. The supporting 
evidence for this indication is the phase III, open label, randomised, ASCENT 
study, which evaluated the safety and efficacy of sacituzumab govitecan 
compared to a treatment of the physicians choice in the treatment of adult 
patients with unresectable or metastatic triple-negative breast cancer 
(mTNBC) who have received two or more prior systemic therapies, including 
at least one of them for advanced disease. The primary endpoint was 
progression free survival (PFS) in patients without brain metastases, the 
secondary endpoints were PFS in the total population and overall survival 
(OS). The study showed a significant improvement in PFS in the sacituzumab 
govitecan arm with an improvement of 4.8months in the total population, 
(and 5.6 months in the population without brain metastases) vs 1.7 months in 
the chemotherapy arm, with a hazard ratio (HR) of 0.4. In addition to a good 
PFS, the study showed almost a doubling in OS from approximately 6 to 12 
month. Clinically, this is a cohort of very sick patients and the use of 
sacituzumab govitecan demonstrated a very meaningful PFS and OS 
advantage, with significant advantages for the patient cohort including good 
response rates. The safety profile was discussed nothing that sacituzumab 
govitecan is quite toxic and is associated with chemotherapy type side 
effects, notably diarrhoea, nausea and neutropenia. It was noted that while 
there will be a learning curve with this drug, given that the side effect 
profile is typical of chemotherapy drugs, the clinicians are experienced in 
managing these toxicities. There is a strong desire among clinicians to have 
this treatment option available for this cohort of patients. Currently there is 
a significant unmet need in the management of these very sick patients with 
a poor prognosis and sacituzumab govitecan would offer these patients a 
significant clinical benefit.   
 
The pharmacoeconomic aspects as outlined in the HTA carried out by the 
NCPE were discussed. The supporting evidence was outlined and the NCPE 
review group highlighted some limitations of the study, such as the open 
label nature of the study and the potential for bias in the measurement of 
subjective outcomes. The cost effectiveness model used was also outlined 
and number of limitations in the applicant’s base case were identified, to 
which the NCPE review group made a numbers of adjustments. The review 
group also raised uncertainty regarding potential patient numbers as up take 
may be higher than estimated due to lack of other treatment options, 
however clinicians feel that due its safety profile this treatment will not be 
suited to all patients, especially, frail and elderly patients. Considering cost 
effectiveness sacituzumab govitecan is significantly more expensive than the 
current standard of care chemotherapy at a cost of €82,116 including VAT, 
€65,792 excluding VAT. The ICER was outlined based on the applicant’s base 
case at €129,356 per QALY and the NCPE adjusted base case €216,138 per 






