AUTHORISATION/

PRICING at wholesale

PRICING
pharmacyv level

REIMBURESMENT

CLASSIFICATION

leveland Reimbursment

Iceland

Icelandic Medicine Pricing and Reimbursement Committee.
Flow chart — pharmaceutical system in Iceland in the in- and out-patient sector

New medicine

European Medicines Agency (EMA) or The Icelandic Medicine gency (IMA)

Task: Decision on marketing authorization and registration
Criteria: Oualitv. safetv. efficacv (Directive 2004/27/EC) and Icelandic Act
The Icelandic Medicine Agency (IMA) is an independent regulatory | ) } ~
authority that appertains to the Ministry of Health. in consultation with The Pharmaceutical
| | Committee Committee

Task: Decision on prescription, dispensing requirements and if a pharmaceutical fulfills the )

criteria of pharmaceuticals
Criteria: Directive 92/56/EEC, Icelandic Act, law on prescription requirement, prescription

requirement order etc.

The Icelandic Medicine

Icelandic Medicine Pricing and Reimbursment Committee (IMPRC)

also in charge of

VIGILANCE

] Agency (IMA), is

/

Task:
Criteria:

Calculation of Nordic average price

pharmacovigilance.

Task: Calculation of lowest price in

External price referencina

Reimbursemnet approval for all
prescription druas sorted by national code

Price approval for all
prescription drugs and
hospital drugs.
OTC is free price.

the Nordic countries.
Criteria: External price referencing

i

Pharmaceutical

Tr

Task: DegiSi
Criteria:

Wl

he reimbursement
acological, medical therapeutic,
armacoeconomic criteria, price.
arency Directive 89/105/EEC

University Hospital (LSH) and Therapeutic

Pharmaceutical companies

ﬂ Medicines dist;'i'bu,t_'ed via |

| Wholesaler ||

Free mark up at Wholesale level

Pharmacies

Maximum mark up set by the Icelandic

General eimbursment

Medicine Pricing and Reimbursment
Committee (2 different steps: one for a fixed
% plus fixed fee and the second step only with
fixed fee depending on Wholesale price)

National Reimbursement Code set by the Ministry of
Health paid by the National Insurance

E-code

B-code

ATC: AO7E, A11CC, C01,
C07, C08, C09, D05, D07,
HO?2A HORR MN1C

All other medicines

No reimbursement — fully paid by patient
Drugs that IMPRC does not grant approval antibiotics
tablets and syrup, contraceptive tablets, ED products,

anti acne and some other nroduct.

Individual
reimbursement

Committee
/

Task: Assessment and inclusion of new ang/exspensive
medicines — S-pharmaceuticals for'in and out
patients. Paid by NI

Criteria: Pharmacological, medical therageutic,
pharmacoeconomic criteria

Task: Decision on use of ¥ Hospital
medicines for in-patients in pharmacy
the hospital

in cons. with

Paid by Hospital

Hospital purchasing body (individual [«
hospital pharmacist or joint

purchasing body) in cons. with

Task:  Price negotiations or tendering Hospital
of medicines pharmacy
Criteria: Depending on the product or and/or

pharmaceuti
cal depot

on the market situation of the
medicine

Public hospitals which
receive public funds

H

Pharmaceuti

Regional Hospitals

Listed pharmaceuticals
Non reimbursable medicines and medicines not applied
for inclusion in the Reimbursement Code.

Non listed pharmaceuticals
Medicine that have not applied for reimbursement.

in cons. with cal and
' Therapeutic
Task:  Decision on use of Committee
medicines in per hospital

specific hospitals

Pharmaceutical formulary per hospital




