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1. Recommendation revisions 
Please indicate if the stakeholder requires the expert review committee to reconsider or clarify its 
recommendation. 

Request for 
Reconsideration 

Major revisions: A change in recommendation category or patient 
population is requested ☐ 

Minor revisions: A change in reimbursement conditions is requested ☐ 

No Request for 
Reconsideration 

Editorial revisions: Clarifications in recommendation text are 
requested ☐ 

No requested revisions X 
 
2. Change in recommendation category or conditions 
Complete this section if major or minor revisions are requested 
Please identify the specific text from the recommendation and provide a rationale for requesting 
a change in recommendation. 

 
3. Clarity of the recommendation 
Complete this section if editorial revisions are requested for the following elements 
a) Recommendation rationale 
Please provide details regarding the information that requires clarification. 
 

 
b) Reimbursement conditions and related reasons  
Please provide details regarding the information that requires clarification. 
 

 
c) Implementation guidance 
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Please provide high-level details regarding the information that requires clarification. You can 
provide specific comments in the draft recommendation found in the next section. Additional 
implementation questions can be raised here.  
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Roche agrees with the CDEC that frequency of injection is considered to be an important outcome of 
interest by both patient and clinician groups. Therefore, Roche would like to highlight that in the 
faricimab PTI arm durable vision gains were achieved with extended dosing, with more than 60% of 
patients on Q16W dosing at week 96 and almost 80% on Q12W dosing or longer (The sum of Q12W 
and Q16W percentages which is the calculated proportion of patients who achieved Q12W or Q16W 
dosing at week 96 is 78%). The majority of patients who achieved Q12W or Q16W dosing at 52 weeks 
were able to maintain these extended intervals through week 96. Patients in the faricimab PTI arms 
received a median of 3 injections during year 2 of the trials. This accounts for a 40% reduction from 
the 5 injections received by each of the fixed Q8W treatment arms.  
 

Table 1. At Week 96, ≥60% of Faricimab-treated Patients in the PTI Arms achieved Q16W 
Dosing 

 YOSEMITE (n=270) RHINE (n=287) 

Q4W 7.0 % 10.1% 

Q8W 14.8% 11.8% 

Q12W 18.1% 13.6% 

Q16W 60.0% 64.5% 
a Analyses included patients in the faricimab PTI arms who had not discontinued the study at the week 96 visit. Treatment interval at week 96 was 
defined as the treatment interval decision made at that visit. 
 
In addition, when viewing the anatomic outcomes, a numerically greater proportion of patients 
receiving faricimab Q8W or faricimab PTI achieved absence of DME (defined as CST less than 325 
µm) through year 2 compared with aflibercept Q8W. In a post hoc analysis, presented at the 
American Society of Retina Specialists Annual Meeting in July 2022, first absence of DME was 
achieved earlier and in more patients treated with faricimab Q8W and PTI versus aflibercept Q8W. 
By week 100, almost 100% of faricimab-treated patients had achieved first absence of DME, 
compared with approximately 90% of aflibercept-treated patients. The time point at which the 
cumulative incidence of absence of DME reached 75% was week 20–24 in the faricimab Q8W and 
PTI arms, after an average of 4–6 injections. In the aflibercept Q8W arms, the 75th percentile was 
reached at week 44 in YOSEMITE and week 28 in RHINE, after an average of 7.5 and 6 injections, 
respectively. 
 
Similarly, absence of intraretinal fluid (IRF) through year 2 was achieved by more patients treated with 
faricimab Q8W or faricimab PTI up to Q16W versus aflibercept Q8W. Noting that superiority analyses 
for absence of DME and absence of IRF through year 2 were not pre-specified and not powered. 
Furthermore, safety results were consistent across study arms, with no reported cases of retinal 
vasculitis or retinal occlusive events. 
 
Thus, the funding of faricimab is expected to result in fewer injections while maintaining vision and 
anatomic outcomes for people with DME and substantial cost savings to the publicly funded health 
care system, compared to currently available and approved anti-VEGF treatments.  Roche looks 
forward to working with pCPA and the jurisdictions to make faricimab accessible to all Canadians in a 
timely manner. 

a CADTH may contact this person if comments require clarification. 
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