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Disclaimer: The views expressed in each submission are those of the submitting organization or individual; not necessarily the views
of CADTH or of other organizations. As such, they are independent of CADTH and do not necessarily represent or reflect the view of
CADTH. No endorsement by CADTH is intended or should be inferred.

By filing with CADTH, the submitting organization or individual agrees to the full disclosure of the information. CADTH does not edit
the content of the submissions.

CADTH does use reasonable care to prevent disclosure of personal information in posted material;, however, it is ultimately the
submitter’s responsibility to ensure no identifying personal information or personal health information is included in the submission.
The name of the submitting organization or individual and all conflict of interest information are included in the submission; however,
the name of the author, including the name of an individual patient or caregiver submitting the patient input, are not posted.

CADTH is committed to treating people with disabilities in a way that respects their dignity and independence, supports them in
accessing material in a timely manner, and provides a robust feedback process to support continuous improvement. All materials
prepared by CADTH are available in an accessible format. Where materials provided to CADTH by a submitting organization or
individual are not available in an accessible format, CADTH will provide a summary document upon request. More details on
CADTH’s accessibility policies can be found here.
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Does the proposed project scope accurately reflect the treatment landscape?

Yes, the proposed population and outcomes included in the project scope accurately reflect the treatment
landscape for the treatment of venous thromboembolic events (VTE) and prevention of VTE recurrence in in
term neonates, infants and toddlers, children and adolescents aged less than 18 years after at least 5 days of
initial parenteral anticoagulation treatment. For comparators, low molecular weight heparin (dalteparin,
enoxaparin, tinzaparin), unfractionated heparin, and warfarin are appropriate comparators. Dabigatran is not
an appropriate comparator based on the following considerations:

o Dabigatran does not currently have an approved pediatric indication from Health Canada for the
treatment of VTE and prevention of VTE recurrence. (1)

e Clinical guidelines do not currently recommend the use of dabigatran for the treatment of VTE and
prevention of VTE recurrence in the pediatric population. (2)

e Based on the Canadian treatment landscape, dabigatran is not a commonly used medication for the
treatment of VTE and prevention of VTE recurrence in the pediatric population.

Are you aware of relevant published studies that you would like considered in the clinical
review?

XARELTO is the first anticoagulant to be approved by Health Canada for use in children with VTE. This
approval was based on findings from the EINSTEIN Junior phase Il study, the first completed trial of a NOAC
in children, and at publication, the largest trial of anticoagulant treatment performed in children. The results
showed that compared with standard anticoagulants, XARELTO treatment led to similarly low risk of recurrent
VTE and reduced thrombotic burden without increased bleeding. (3)

Do you have additional comments that you feel are pertinent to this review?
No.
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