Comparative Analysis of Oncology Therapy Approvals in the U.S. and Most Favored Nation Countries FPN 6454

Chambers J!, Martin Al, Knox St, Lamountain F%, Liljas B2, Beinfeld M*

CEVR 1. Center for the Evaluation of Value and Risk in Health, Tufts Medical Center, Boston, MA, United States of America 62

2. Health Economics & Payer Evidence, Oncology, AstraZeneca USA, Gaithersburg, MD, United States of America

Center for the Evaluation of Value
and Risk in Health

BACKGROUND & OBJECTIVE
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@ This study compares approval timing and
approved patient populations in the U.S. vs.
selected MFN jurisdictions
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Two researchers independently compared labeled
e Indications using a predefined checklist covering 92% of assessed indications were discordant with
disease characteristics, prior-treatment requirements, Approval rates ranged from 58% (15/26, Median approval lag was longest in Canada FDA labeling, most often more restrictive
treatment regimen, and other eligibility criteria . : T . - :
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Outcomes: approval rate; approval lag (median * 40% disease characteristics.
months); indication concordance vs. the FDA label Note: Not mutually exclusive.
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