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Indication: Casgevy (exagamglogene autotemcel) is an autologous genome edited hematopoietic 
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CADTH Reimbursement Review 

Feedback on Draft Recommendation 

Stakeholder information 

CADTH project number SG0830-000; SG0831-000 

Brand name (generic) Exagamglogene Autotemcel (Casgevy) 

lndication(s) Sickle Cell Disease, Thalassemia Disease 

Organization Global Action Network for Sickle Cell & Other Inherited Blood Disorders 

(GANSID) 

Contact informationa Name: Lanre Tunji-Ajayi, M.S.M 

Stakeholder agreement with the draft recommendation 

1. Does the stakeholder agree with the committee's recommendation.
Yes □ 

No � 

Please explain why the stakeholder agrees or disagrees with the draft recommendation. Whenever 
possible, please identify the specific text from the recommendation and rationale. 

Text from the Recommendation: Under Reimbursement Conditions and Reasons 

For Thalassemia Disease-

Reimbursement Conditions: Patients must not have an available and willing 10/10 HLA-matched 
Related Donor 
Reason #1: Climb-111 Excluded Patients with an available 10/10 HLA-matched related donor 

For Sickle Cell Disease-
Reimbursement Conditions: Patients Must Not Have an Available and Willing 10/10 HLA-Matched 
Related Donor 
Reason #2: Climb-121 Excluded Patients with an Available 10/10 HLA-matched Related Donor 

Rationale: The Global Action Network for Sickle Cell & Other Inherited Blood Disorders (GANSID) on 

behalf of its Canadian member organizations would like to thank the Canadian Drug Agency for the 
positive reimbursement recommendations of Exagamglogene Autotemcel (CASGEVY) for the 
treatment of patients 12 years of age and older with sickle cell disease (SCD) with recurrent Vaso­
occlusive crises (VOCs), and the treatment of patients 12 years of age and older with transfusion­
dependent -thalassemia (TOT). 
At this time, the GANSID and its member organizations have conferred and agreed with most of the 
CASGEVY reimbursement conditions for the treatment of SCD and Thalassemia. However, we are 

of the opinion that while the Climb-111 study in Thalassemia and Climb-121 study in SCD excluded 
patients with an available 10/10 HLA-matched related donor; the CDA's recommendations should 
not limit access of patients (with available 10/10 HLA-matched related donor) to the autologous stem 

cell transplantation (CASGEVY) procedure. 

Canadians should be able to freely choose a preferred type of treatment ( carefully weighing risks, 
outcomes and implications) regardless of availability of another form of treatment. 

Stem Cell Transplantations are delicate and life changing procedures warranting patients to carefully 
make their decisions (based on their own personal situations and health conditions, cautiously 
determining what is best for them and their loved ones) before embarking on this journey. 
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CADTH Provisional Funding Algorithm 
Feedback on Draft Report 

Stakeholder information 

CADTH project number 

Condition under review 

Organization 

Contact information 

SG0830-000 

Sickle cell disease 

CanHaem 

Name: Dr. Hayley Merkeley 

Title: Physician 

Emai 

Phone 

a CADTH may contact this person if comments require clarification. Contact information will not be included in any 
public posting of this document by CADTH. 
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CADTH Reimbursement Review  

Feedback on Draft Recommendation 

Stakeholder information  

CADTH project number SG0830 

Name of the drug and 

Indication(s) 

Casgevy – Sickle Cell Disease 

Organization Providing 

Feedback 

FWG 

 

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 

☐X 

No requested revisions ☐ 

 

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  

For condition 2, the trial only required this for enrolment in the trial for those 12-16 years, but is 
there not a similar concern in individuals > 16? This is a screening tool for ischemic stroke risk in 
SCD, highest risk between 2-20 years. Study exclusion criteria included history of abnormal 
transcranial Doppler for patients 12-18 years of age. Should this also be a consideration for 
initiation? 

For condition 6, Should significant immunodeficiency disorder be more clearly defined? 

For the reason of condition 7, can the reason for excluding prior HSCT also be specified? 
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For the reason of condition 10, CDA-AMC was unable to provide a more reliable estimate of the 
cost-effectiveness of Casgevy. Thus, the only pharmacoeconomic modelling and cost-
effectiveness estimates available are from the manufacturer. The drug plans has concerns that 
the cited price reduction, 39%, is underestimated. If possible, provide some additional 
commentary on how the following would impact the cost effectiveness estimates: Time horizon, 
VOC resolution, Life years gained, SoC comparison, and SCD complications. 

c) Implementation guidance 

Can the implementation guidance for condition 1 be bulleted 
 

 

Outstanding Implementation Issues 
In the event of a positive draft recommendation, drug programs can request further 

implementation support from CADTH on topics that cannot be addressed in the reimbursement 

review (e.g., concerning other drugs, without sufficient evidence to support a recommendation, 

etc.). Note that outstanding implementation questions can also be posed to the expert 

committee in Feedback section 4c. 

Algorithm and implementation questions 

1. Please specify sequencing questions or issues that should be addressed by CADTH 
(oncology only) 

1.   
2.  
 

2. Please specify other implementation questions or issues that should be addressed by 
CADTH 

1.   
2.  

 

Support strategy 

3. Do you have any preferences or suggestions on how CADTH should address these 
issues? 

May include implementation advice panel, evidence review, provisional algorithm (oncology), 
etc.  
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Vertex does not have any further comment. 
 

a CADTH may contact this person if comments require clarification. 
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