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benefit demonstrated with alectinib through the ALINA trial. Example instances where clarity can be 
improved include: 
 
Page 3, Rationale for Recommendation, first sentence: 

• The current wording in the recommendation never explicitly states the results of the ALINA 
trial are statistically significant and clinically meaningful 

• Roche suggests changing the wording to:  “One phase III, open-label, randomized controlled 
trial (RCT; ALINA) demonstrated that adjuvant treatment with alectinib resulted in added 
clinical a statistically significant and clinically meaningful benefit in the primary end point 
disease-free survival (DFS) compared to adjuvant platinum-based chemotherapy in adult 
patients who had complete resection of their histologically confirmed stage IB (tumour ≥ 4 cm) 
− stage IIIA ALK-positive NSCLC (stages as per AJCC 7th edition)” 

 
Page 3, Rationale for Recommendation, second paragraph on patient input: 

• Context around OS in this setting is missing from this paragraph. While it is true patients wish 
to prolong life, the current wording  around pERC’s interpretation does not convey to a reader 
the important context (which is discussed under Page 5, Discussion Points, first bullet) where 
the setting of early disease is unlikely to have mature OS and DFS/CNS-DFS are considered 
clinically important 

• Suggest modifying the paragraph to include wording that aligns with the Discussion Points 
Overall Survival bullet to provide additional clarity  

• “pERC concluded that alectinib may meet some of these needs, such as improving DFS and 
CNS-DFS. pERC was uncertain unable to definitively conclude whether alectinib would 
prolong overall survival (OS) because there were only 2 (1.5%) deaths in the alectinib group 
and 4 (3.1%) deaths in the chemotherapy group as of the data cut-off date (median follow-up 
of 27.8 months; X).” However, pERC acknowledged alectinib is indicated for early-stage 
ALK-positive NSCLC; therefore, mature data for OS is unlikely to be available in this 
setting and outcomes such as DFS and CNS-DFS are considered clinically important. 

 
 
In addition, the wording in the final paragraph of the Rationale for Recommendation around cost-
effectiveness is inconsistent with the conclusions from the Pharmacoeconomic Review Report. Using 
wording from CADTH’s Pharmacoeconomic Review Report (pages 9 and 20), the following changes 
are suggested to the recommendation report: 
 
Page 3, Rationale for Recommendation, final paragraph on cost-effectiveness: “Alectinib might be 
cost-effective at a willingness-to-pay (WTP) threshold of $50,000 per QALY gained The CADTH 
base case results align with those of the sponsor’s submitted analysis, indicating that 
alectinib is cost-effective at a willingness to pay (WTP) threshold of $50,000 per QALY gained, 
relative to CHT, for adult patients with completely resected stage IB (tumour size ≥ 4cm) to IIIA 
(according to the AJCC 7th edition) ALK-positive NSCLC. Price reductions would may be required 
to decrease the uncertainty associated with this recommendation.” 
 
Page 5, Discussion Points, final sentence under the Economic analysis bullet: “pERC observed that 
while the base case ICER estimate remains below the $50,000 per QALY gained willingness-to-pay 
threshold, indicating alectinib is a cost-effective treatment, results from scenario analyses point to 
the need for a price reduction.” 
 
 
 






