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Hvordan er det i utlandet?
Slides fra dr Andreas Hallqvist, 
presentert under Nordic Lung Cancer Symposium, aug 2022



EMA Swedish Medical 
Agency

Health economic 
assessment/Price 

negotiation

1. Tablets
2. Drugs for 

hospital use (iv)

1. National decision
2. National 

recommendation

Sweden

Use before EMA:
Early access programs
Compassionate use 
programs/Named 
patient

≈ 2-3 weeks (“me too”)-3-12 months

Based on QALY
ICER < 1 000 000 SEK

Funding:
1. State allowance
2. Regional

If “no” – individual exceptions (clinic 
decision)

Use during national 
process:
No formal process
Exceptions at each 
clinic possible



Denmark

EMA

Danish Medicines 
Agency
• Diagnosis related 

professional groups

Health economic 
assessment/Price 

negotiation
AMGROS

National decision

Use before EMA:
Early access programs
Compassionate use 
programs/Named 
patient

≈6-10 months (aim 3 months)

Based on QALY, threshold ?
Funding:
State allowances: Yearly negotiations 
state and the five regions 

If “no” – no exceptions

Use during national 
process: Not common, 
but possible to apply to 
regional board



• Start prosessen tidlig (horizon scanning)
• Forenklede prosedyrer for “me-too”-preparat
• Internasjonalt samarbeid
• Involvering av fagmiljø
• Opplæring av evalueringsmiljø i persontilpasset medisin

Konklusjoner


