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In essence, we want to convey that guidance is needed about how to ensure access to testing is not an 

additional hurdle for patients to jump on their path to accessing this treatment. In table 1, numbers 7 

and 8 appear to respond to this concern by concluding with conditions that state: 

(#7) The feasibility of adoption of capivasertib plus fulvestrant must be addressed 

And 

(#8) The organizational feasibility of conducting testing for PIK3CA/AKT1/PTEN alterations 

must be addressed. 

The reasons column for each point make observations about the cost and availability of companion 

testing, but no firm recommendations about what CDA advises for the payment and availability of 

these tests. 

CBCN notes that condition #7 and #8 are ambiguous because stating that “feasibility of adoption… 

must be addressed” does not provide concrete ways of how this is to be addressed. By comparison, 

other conditions provide concrete ways that they are to be addressed. For example, #6, which speaks 

about a reduction in price of capivasertib provides specific instructions for this condition in the reason 

column and states: 

…A price reduction of 85% would be required for capivasertib to achieve an ICER of $50,000 

per QALY gained when compared to endocrine monotherapy. 

Based on the unclear condition and reasons presented in Table 1 for #7 and #8, we cannot agree that 

the implementation issues have been clearly articulated and adequately addressed in the 

recommendation. 

On page 12 of our input under companion diagnostics, CBCN further notes the equity and 

implementation issues which arise based on the need for companion diagnostic testing for this 

treatment. However, the recommendation fails to stipulate how these concerns will be addressed. In 

fact, the recommendation acknowledges gaps in access:  

- (Page 6): While most provincial laboratories in Canada include PIK3CA, AKT1 and PTEN on 

their NGS panels, funded testing options that target all three alterations are currently limited or 

not available. Furthermore, there are no publicly funded or private genetic testing facilities in 

the territories. Patients also identified a need for equitable access and reimbursement to 

companion testing in order to ensure equitable access to this treatment. pERC noted that 

clinical experts indicated that implementation of NGS testing for PIK3CA/AKT1/PTEN 

alterations will have substantial health system impact (e.g., impact on personnel and currently 

available testing infrastructure). pERC discussed that testing implementation will affect the 

budget impact of capivasertib plus fulvestrant. 

- (page 26): There is inconsistent access to testing for PIK3CA/AKT1/PTEN alterations across 

jurisdictions. Most patients currently access testing through clinical trials, special programs, or 

private payment options. 

While the equity gaps that can be caused due to the genomic testing requirements to access this 

treatment are well articulated and identified in the recommendation, CBCN notes that identification of 

equity gaps falls short of providing a recommendation that directly addresses these barriers to access. 

With respect to preferred treatment funding, our medical advisory board notes that while the trial did 

not require it, the recommendation should qualify that CDK4/6i would be the preferred combination 






























