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Please note: Comments received in the course of consultations carried out by NICE are published in the interests of openness and 
transparency, and to promote understanding of how recommendations are developed.  The comments are published as a record of the 
submissions that NICE has received, and are not endorsed by NICE, its officers or advisory committees. 

Comment 1: the draft remit and proposed process 

Section  Stakeholder Comments [sic] Action 

Appropriateness 
of an evaluation 
and proposed 
evaluation route 

pharma& pharma& agrees that a single technology appraisal is the correct route for 
evaluation of rucaparib. 

Thank you for your 
comment. No action 
required. 

Timing issues pharma& Due to the following patient related benefits of rucaparib, an access for 
physicians and patient would be relevant: 
• Rucaparib comprises favourable efficacy outcomes among all molecular 

subgroups as well as versatile drug performance in pivotal trials 
regardless of the biomarker status.1 

• ************************************************************************************
******Weekly blood counts are not advised for patients treated with 
rucaparib. Complete blood count testing prior to starting treatment with 
rubraca, and monthly thereafter, is advised.3 

Thank you for your 
comment. No action 
required. 
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Section  Stakeholder Comments [sic] Action 

• Due to the consistent and manageable safety profile of rucaparib1 no 
starting dose adjustment is required for patients: 

o with mild or moderate hepatic impairment3 
o with mild or moderate renal impairment3 

• No adjustment is recommended to the starting dose for elderly patients (≥ 
65 years of age)3 

• In case of adverse events during treatment, a flexible 3-step dose-
reduction could be applied, whereby a two week pack size would allow 
flexibility dosing adaptation.3 

Comment 2: the draft scope 

Section  Consultee/ 
Commentator 

Comments [sic] Action 

Subgroups pharma& pharma& confirms BRCA mutated and non-BRCA mutated are the only 
relevant subgroups for this submission. 

Thank you for your 
comment. No action 
required. 

Economic 
analysis 

pharma& pharma& expects that rucaparib can be assessed against comparators using 
a cost comparison approach in both populations. 

Thank you for your 
comment. Rucaparib 
has been selected to be 
appraised as a cost-
comparison. 

Equality pharma& No equality issues are envisaged from the proposed remit and scope. Thank you for your 
comment. No action 
required. 
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Section  Consultee/ 
Commentator 

Comments [sic] Action 

Questions for 
consultation 

pharma& Where do you consider rucaparib will fit into the existing care pathway for 
relapsed platinum-sensitive epithelial ovarian, fallopian tube and peritoneal 
cancer? 

• In the current clinical pathway of care for patients with relapsed, 
platinum sensitive ovarian, fallopian tube and peritoneal cancer in 
NHS England, maintenance treatment in the form of niraparib is 
available for all patients regardless of BRCA mutation status and 
maintenance treatment in the form of olaparib is available for patients 
with BRCA mutation.4,5 Within this treatment setting rucaparib would 
provide an individual PARP inhibitor maintenance option with a 
different profile compared to other PARP inhibitor, thereby allowing 
clinicians to individualise patient therapy and select the most suitable 
PARP inhibitor.3,6,7 

Do you consider that the use of rucaparib can result in any potential 
substantial health-related benefits that are unlikely to be included in the QALY 
calculation?  

• Patients usually undergo several cycles of chemotherapy, with 
cumulative toxicity.8,9 Postponing the patient related burden of 
chemotherapy side effects of a subsequent chemotherapy treatment 
regime in case of a relapse would be a substantial health-related 
benefit.10 Thus, the extension of the CFI may give patients more time 
to recover from negative effects of previous chemotherapy and delay 
the onset of adverse events associated with future lines of treatment.2 
The median CFI was significantly longer in patients treated with 
rucaparib vs. placebo in the ITT population (******************** 
**********] vs ******************* *********]), HRD population 
(******************************* vs. ******************************) and 
BRCA-mutated population (******************************** vs. 
******************************); all p*******.11  

Thank you for your 
comment. No action 
required. 
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Section  Consultee/ 
Commentator 

Comments [sic] Action 

• While a cost-comparison approach would account for the costs and 
resource use associated with frequent monitoring, the patient burden 
(i.e., time spent travelling to and from clinics and time spent waiting at 
home for monitoring visits) would not be captured. 

Please identify the nature of the data which you understand to be available to 
enable the committee to take account of these benefits. 

• CFI outcomes for rucaparib will be sourced from ARIEL3 data2 

• A reduction in patient and caregiver burden associated with travelling 
to clinics and waiting for monitoring visits is inferred from the lack of 
weekly blood counts required for patients treated with rucaparib.3 
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The following stakeholders indicated that they had no comments on the draft remit and/or the draft scope: 

OVACOME 
AstraZeneca 

GSK 


