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Research has shown that oncology drugs are often first 
approved in the US and are generously covered.1,2 However, it 
is uncertain how access compares across US and MFN 
countries.

This study compares regulatory approval 
timing, patient populations, and HTA-driven 
access across MFN countries versus the FDA
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###

BACKGROUND & OBJECTIVE

METHODS

Identified novel oncology approvals 2022-2023 from 
the FDA Novel Drug Approvals Database, limited to 
the drug’s first approved indication

Excluded non-malignant indications and 
supportive/adverse-effect management therapies

MFN countries (CMS GENEROUS Model): Canada, 
Denmark, France, Germany, Italy, Japan, 
Switzerland, and the UK

Regulatory approvals, indications, and HTA decisions 
collected from official sources, current as of July 
2026

Outcomes: Approval rate, time to local approval, 
indication concordance, HTA status and 
recommendations

CONCLUSION

HPR183

HEALTH TECHNOLOGY ASSESSMENT RESULTS

Regulatory approval and eligible patient populations for oncology therapies varied considerably 
across comparator countries. The U.S. demonstrated faster access to oncology therapies, while 
eligible populations in selected MFN countries often varied and were more restrictive than FDA-

labeled indications.

Figure 3. Median Regulatory and HTA Decision Timelines, by Country/Agency

26 Oncology therapies approved 
by the FDA in 2022-2023
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REGULATORY APPROVAL RESULTS
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Figure 1. Availability of FDA Oncology Approvals
(2022-2023) Across MFN Jurisdictions

Figure 2. Indication Discordance Relative to FDA 
Labeling by Regulator

Across MFN jurisdictions approval rates ranged 
from 58% (15/26, PMDA) to 92% (24/26, EMA), 

with 79% of drugs approved across all jurisdictions.

92% of approved populations in MFN jurisdictions were 
discordant with FDA labeling, most often more restrictive 
Drivers:         • 77% prior-treatment requirements; 

• 52% treatment regimen; 
• 40% disease characteristics. 

Note: Not mutually exclusive.
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49 Note: 
EMA approved 24 drugs; HAS/TC assessed 21; IQWIG assessed 18; AIFA assessed 20; Medicinraadet assessed 16; MHRA approved 22; NICE assessed 17; Health Canada approved 21; 
CDA-AMC assessed 17; PMDA approved 15; C2H assessed 3; Swissmedic approved 20; FOPH assessed 7.
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• 20% clinical conditions
• 33% economic conditions

• 47% clinical AND economic Conditions
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