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In the Discussion Points section, under unmet needs, there is contrasting language between 
fidanacogene elaparvovec and etranacogene dezaparvovec (HEMGENIX®) which appears to favour 
fidanacogene elaparvovec.  
 
The statement in the fidanacogene elaparvovec recommendation says, “Overall, CDEC concluded 
that the available evidence reasonably suggests that fidanacogene elaparvovec has the potential to 
reduce bleeding rates and use of FIX prophylaxis”, while the verbiage used for etranacogene 
dezaparvovec: “HOPE-B trial’s evidence concluded with low certainty that etranacogene 
dezaparvovec may decrease ABRs and reduce the use of FIX infusions; the evidence is uncertain 
about the effect of etranacogene dezaparvovec on harms, joint health, and patient-reported 
outcomes” (page 6).  
 
Based on CADTH’s language, it appears as though fidanacogene elaparvovec may have more 
certainty around its effectiveness at reducing bleeding rates and the use of FIX infusions. Based on 
the submitted evidence, it should be noted that, using a naïve comparison approach, etranacogene 
dezaparvovec demonstrated similar results in these two endpoints compared to fidanacogene 
elaparvovec which studied a similar population of adult patients with hemophilia B using similar trial 
designs.  
 
The adjusted mean difference in ABR for all bleeding events between etranacogene dezaparvovec 
and routine FIX prophylaxis was -2.68 (95% CI, -3.81 to -1.55) at year 1 after etranacogene 
dezaparvovec infusion, favouring etranacogene dezaparvovec. Whereas the estimated mean 
difference in ABR between patients treated with fidanacogene elaparvovec during the BeneGene-2 
trial and the same patients treated with routine FIX prophylaxis during the lead-in BeneGene-1 study 
was −2.62 (95% CI, −4.27 to −0.96) at year 1 after fidanacogene elaparvovec infusion. Regarding 
the use of FIX after infusion with gene therapy, the adjusted mean difference in AIR between 
etranacogene dezaparvovec and routine FIX prophylaxis was -69.96 (95% CI, -79.77 to -60.16) at 
year 1 after etranacogene dezaparvovec which favoured etranacogene dezaparvovec. The 
difference in AIR between patients treated with fidanacogene elaparvovec during the BeneGene-2 
trial and the same patients treated with routine FIX prophylaxis during the lead-in BeneGene-1 study 
was −54.37 (95% CI, −63.64 to −45.10) at year 1 after fidanacogene elaparvovec infusion.  
 
CSL Behring Canada believes the contrasting language and inconsistent use of GRADE assessment 
to two similarly designed trials could have negative downstream impacts on the perceived 
effectiveness of etranacogene dezaparvovec versus fidanacogene elaparvovec, which may impair 
clinical decision-making and patient access to etranacogene dezaparvovec. Therefore, CSL Behring 
Canada requests the following editorial revision to page 6 of the etranacogene dezaparvovec draft 
recommendation in the Discussion Points section: “HOPE-B trial’s evidence concluded that with low 
certainty that etranacogene dezaparvovec may decrease ABRs and reduce the use of FIX infusions; 
the evidence is uncertain about the effect of etranacogene dezaparvovec on harms, joint health, and 
patient-reported outcomes”. 
 
Further support of the above point is that the etranacogene dezaparvovec data has been supported 
by publication and peer-review in the New England Journal of Medicine1 while fidanacogene 
elaparvovec has yet to be published.  
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a CADTH may contact this person if comments require clarification. 

 

 




