


August 25, 2021 
 

To CADTH review committee, 
 

Please consider feedback from the Alberta Myeloid Malignancies Tumour Group regarding the 
recent conditional recommendation for luspatercept in patients with lower risk myelodysplastic 
syndromes. The renewal recommendation, which reads, “At 16 weeks patients should be red 

blood cell transfusion independent” does fully reflect the patient group that would benefit 

clinically from this drug. As clinicians, we have endorsed treatments that would reduce 

transfusion requirements by 50% or result in transfusion independence. For many patients, the 

reduction in frequency of lab tests, reduction in frequency and volume of blood transfusions ie 

from every 2 weeks to every 4 weeks, as well as the reduction in associated fatigue and 

symptoms of anemia that preceed the need for transfusion is a clinically important outcome and 

reflects a partial response to treatment. This outcome was used in studies assessing 

erythropoietin stimulating agent efficacy. In addition, this would reduce the burden of chair time 

and nursing time required by cancer centres and hospitals to provide transfusion support. 
 

It is also not infrequent for a patient who is doing well and requiring infrequent tranfusions, or 

who has become transfusion independent, to have an intercurrent illness ie pneumonia or a bleed 

related to low platelets, require hospitalization and need a transfusion during this acute illness. 

They may then become transfusion independent again afterwards. Using this criteria for renewal 

would then exclude these patients from ongoing treatment with luspatercept and does not reflect 

the reality of treating MDS patients. This can be seen in the swimmer plots from this study 

where some patients had a period of transfusion independence, lost the transfusion independence, 

and become independent again. 

 

This study and the newer IWG criteria do try to capture this by classifying patients as low 

transfusion burtden or has having higher transfusion burden. 

 

We would ask you to consider altering the renewal recommendation to reflect clinical practice. 

It would be clinically appropriate to renew luspatercept referral if the patients are transfusion 

independent, improve from a high transfusion burden group to low transfusion burden group, or 

reduce red cell requirements by 50% 
 

 
 

 

 
Dr. Michelle Geddes, MD 

On behalf of the Alberta Myeloid Malignancies Tumour Group 
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syndromes (MDS), as well as with the 2018 IWG guidelines, BMS kindly requests a minor reconsideration to the 
proposed renewal criteria to add reduction in transfusion burden to the list of reimbursement conditions. 

 

• There is an undeniable unmet need for MDS patients for treatment that reduces transfusion burden. In 
the CADTH Reimbursement Recommendation, the clinicians from Alberta indicated the lack of effective 
treatment options other than long term transfusions and iron chelation to help manage the related iron overload 
with associated side effects of chelation. (Page 7, Clinician Group Input, paragraph 3) 

 

• Patient input indicated that transfusion frequency has a detrimental impact on their quality of life, with 
one patient stating, “I have weekly transfusions and my life revolves around that”. (Page 5, Patient Input, 
paragraph 3) 

 
• Clinicians input from Ontario Health (Cancer Care Ontario) Hematology Disease Site Drug Advisory 
Committee (OH- Hematology DAC) and the Alberta Tumour Board Myeloid Physicians Group (ATB-MPG), 
agreed that a clinically meaningful response to treatment include a reduction in transfusions. (Page 7, Clinician 
Group Input, paragraph 4) 

 

• In the renewal criteria of luspatercept in the pivotal trial (Medalist), evidence of clinical benefit including 
a decrease in red blood cells transfusion requirements had to be confirmed. (Page 8, Clinical evidence, 
paragraph 3) 

 
• The 2018 IWG guidelines highlight that a reduction in red blood cells transfusion is a meaningful 
response criterion. 

 
• Also, a study based on the MDS-Canadian patients registry showed that a 1-unit increase in the red 
blood cell transfusions per 8 weeks was associated with a greater mortality risk and increased odds of 
hospitalization. Buckstein et al., 20201 

 
• Therefore, a reduction in transfusion burden should be added to the renewal criteria in the reimbursement 
conditions of luspatercept for MDS patients in order to align with the treatment renewal criteria from the pivotal 
trial (Medalist) and the clinical meaningful benefit of the reduction in transfusion burden highlighted by the 
clinicians’ and the patients’ input provided on this reimbursement submission. 
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a CADTH may contact this person if comments require clarification. 




