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[bookmark: _Hlk233036561]Decree of the Ministry of Social Affairs and Health on chargeable services provided by the Pharmaceuticals Pricing Board in 2025–2027

Pursuant to the Decision of the Ministry of Social Affairs and Health, the following Decree is issued under section 8 of the Act on Criteria for Charges Payable to the State (150/1992), as it reads in Act 348/1994:

Section 1 Chargeable services

The Pharmaceuticals Pricing Board provides the following chargeable services under public law within the meaning of section 6 of the Act on Criteria for Charges Payable to the State (150/1992):

1) the processing of applications for the confirmation of basic reimbursement status and a reasonable wholesale price for a medicinal product referred to in Chapter 6, section 4, of the Health Insurance Act (1224/2004); the processing of applications for special reimbursement status and a reasonable wholesale price for a medicinal product referred to in section 8; and the processing of applications for an increase in the reasonable wholesale price referred to in section 10;

2) the processing of applications for the confirmation of basic reimbursement status and a reasonable wholesale price for a medicinal product referred to in Chapter 6, section 4, of the Health Insurance Act and the processing of applications for special reimbursement status and a reasonable wholesale price for a medicinal product referred to in section 8;

3) the processing of applications for the extension of basic reimbursement status of a medicinal product referred to in Chapter 6, section 4, of the Health Insurance Act and the processing of applications for the extension of special reimbursement status of a medicinal product referred to in section 8;

4) the processing of the wholesale price notification referred to in Chapter 6, section 20, of the Health Insurance Act and the processing of applications for reimbursement status and a wholesale price under the reference price system referred to in section 23;

5) the processing of applications containing a health economic evaluation;

6) the processing of applications for conditional reimbursement status;

7) the processing of applications for the confirmation of reimbursement status and a reasonable wholesale price for a clinical nutritional preparation referred to in Chapter 6, section 13, of the Health Insurance Act;

8) the processing of applications for the confirmation of reimbursement status and a reasonable wholesale price for a basic ointment referred to in Chapter 6, section 13, of the Health Insurance Act;

9) the processing of applications for the confirmation of reimbursement status and a reasonable wholesale price for a medicinal product referred to in section 21(f) of the Medicines Act (395/1987) dispensed subject to special licence;

10) the processing of notifications regarding medicinal products, basic ointments and clinical nutritional preparations.

The fees specified in the attached table of fees apply to the services listed in this foregoing paragraph.

Section 2
Fee for a negative decision

The fees specified in this Decree shall be charged even if the application is denied.

Section 3
Other chargeable services

The services referred to in section 7 of the Act on Criteria for Charges Payable to the State and price-set by the Pharmaceuticals Pricing Board on commercial grounds include opinions and services not directly associated with the processing of applications for reimbursement status and prices or price notifications.

Decisions on the fees to be charged for the retrieval of information referred to in section 34(2) of the Act on the Openness of Government Activities (621/1999) and for the provision of copies and printouts referred to in paragraph 3 are made by the Pharmaceuticals Pricing Board with due regard to the provisions of said section.

Section 4
Fee exemption

The processing fee may be waived if the processing fee for a medicinal product subject to marketing authorisation, a clinical nutritional preparation or basic ointment is higher than one third of the estimated regular annual sales of the product. This shall not apply to an application for a new active medicinal substance or other new medicinal product or to an application concerning the extension of reimbursement status in extended processing, or an application concerning a medicinal product with conditional reimbursement status.

The processing fee for a renewed application is waived if the period of validity of the previous affirmative decision is less than six months.

Section 5
Entry into force

This Decree enters into force on 1 January 2025 and will remain in force until 31 December 2027.

Applications or price notifications received by the Pharmaceuticals Pricing Board before the entry into force of this Decree shall be governed by the provisions in force up to the effective date of this Decree.

Helsinki, 19 December 2024

Sanni Grahn-Laasonen, Minister of Social Affairs and Health


Jaana Lukkarinen, Lawyer


Annex

TABLE OF FEES
	1. Application concerning reimbursement status and reasonable wholesale price for a new medicinal product subject to marketing authorisation
	

	1.1 Application concerning basic reimbursement status or special reimbursement status as well as wholesale price for a medicinal product containing a new active medicinal
substance
	€14 040

	1.2 Application concerning reimbursement status and wholesale price for other new medicinal product in extended processing
	€10 925

	1.3 Application concerning reimbursement status and wholesale price for other new
medicinal product in restricted processing
	€5 060

	1.4 Application concerning reimbursement status and wholesale price for a new
combination of medicinal substances
	€3 795

	1.5 Application concerning increase in the confirmed wholesale price
	€3 165

	1.6 Application concerning reimbursement status and wholesale price for a new generic
product, biosimilar product, parallel imported product or parallel distributed product
	€1 900

	1.7 Application concerning reimbursement status and wholesale price for a new medicinal product when some of the medicine packages are processed under the price
confirmation system and some under the reference price system
	€1 265

	1.8 Application concerning reimbursement status and wholesale price for a new strength or a new dosage form if the requested reimbursement status does not extend beyond the scope of approval previously granted for the medicinal product
	€1 265

	1.9 Application concerning reimbursement status and wholesale price for a new package size or package form of the medicinal product if the requested reimbursement status does not extend beyond the scope of approval previously granted for the medicinal
product
	€630

	· Strengths or dosage forms subsequent to the first strength or dosage form specified in the application for the medicinal product are included in the fees listed in sub- sections 1.1–1.9.
	

	2. Renewed application concerning reimbursement status and reasonable wholesale
price for a medicinal product subject to marketing authorisation
	

	2.1 Renewed application concerning an original product
	€3 795

	2.2 Renewed application concerning a generic product, biosimilar product, parallel imported product or parallel distributed product or original product after a generic or
biosimilar product has qualified for reimbursement
	€1 900

	2.3 Renewed application concerning a medicinal product when some of the medicine packages are processed under the price confirmation system and some under the reference price system
	€1 265

	· Strengths or dosage forms subsequent to the first strength or dosage form specified in the application for the medicinal product are included in the fees listed in sub- sections 2.1–2.3.
	

	3. Application concerning the extension of reimbursement status and reasonable
wholesale price for a medicinal product subject to marketing authorisation
	

	3.1 Application concerning the extension of basic and special reimbursement status and
wholesale price in extended processing
	€18 480

	3.2 Application concerning the extension of basic or special reimbursement status and wholesale price in extended processing
	€14 040

	3.3 Application concerning the extension of basic and special reimbursement status and
wholesale price in restricted processing
	€6 325

	3.4 Application concerning the extension of basic or special reimbursement status and wholesale price in restricted processing
	€3 160



	3.5 Application concerning the extension of reimbursement status for a medicinal product to the extent approved for a medicinal product containing the same medicinal substance, as well as wholesale price
	€1 265

	· Strengths or dosage forms subsequent to the first strength or dosage form specified in the application for the medicinal product are included in the fees listed in sub-
sections 3.1–3.5.
	

	4. Application concerning reimbursement status and price notification for a medicinal product subject to marketing authorisation under the reference price system
	

	4.1 Application concerning special reimbursement status and wholesale price for a
medicinal product containing a new active medicinal substance
	€6 325

	4.2 Application concerning the extension of reimbursement status and wholesale price in extended processing
	€6 325

	4.3 Application concerning the extension of reimbursement status and wholesale price in
restricted processing
	€2 530

	4.4 Application concerning the extension of reimbursement status for a medicinal product to the extent approved for a medicinal product containing the same medicinal substance, as well as wholesale price
	€1 265

	4.5 Application concerning reimbursement status and wholesale price for a medicinal product under the reference price system or during the transition period within the
reference price system
	€1 265

	4.6 Application concerning reimbursement status and wholesale price for a new package size or package form of the medicinal product if the requested reimbursement status does not extend beyond the scope of approval previously granted for the medicinal product
	€630

	4.7 Package-specific reference price notification
	€30

	· If the application for the extension of reimbursement status concerns an extension of the reimbursement status under both the price confirmation and reference price
system, the fee is determined according to sub-section 3.
	

	· Strengths or dosage forms subsequent to the first strength or dosage form specified in the application for the medicinal product are included in the fees listed in sub- sections 4.1–4.6.
	

	5. Fee for health economic evaluation in special cases
	

	5.1 Applications other than an application referred to in sub-sections 1.1, 1.2, 3.1, 3.2,
4.1 or 4.2
	€3 960

	5.2 Application is supplemented while being processed by a new health economic evaluation or an evaluation containing major updates
	€3 960

	5.3 Application containing health economic evaluations concerning different indications,
in which case an additional fee is charged for each evaluation, with the exception of the evaluation concerning the first indication.
	€3 960

	6. Fee related to conditional reimbursement status
	

	6.1 The fee related to conditional reimbursement status if such status is confirmed for
the medicinal product
	€7 920

	6.2 The fee related to conditional reimbursement status if conditional reimbursement
status is not granted following due review
	€3 960

	7. Application concerning reimbursement status and wholesale price for a clinical
nutritional preparation
	

	7.1 Application concerning reimbursement status and wholesale price for a new clinical nutritional preparation
	€2 530

	7.2 Application concerning the extension of reimbursement status and wholesale price
for a clinical nutritional preparation
	€1 900

	7.3 Application concerning increase in the confirmed wholesale price of a clinical nutritional preparation
	€1 900

	7.4 Renewed application for a clinical nutritional preparation
	€1 265



	7.5 New dosage form of a clinical nutritional preparation
	€1 265

	7.6 Application concerning new package size or form of a clinical nutritional preparation
	€630

	· Dosage forms subsequent to the first dosage form specified in the application are included in the fees listed in sub-sections 7.1–7.6.
	

	8. Application concerning reimbursement status and wholesale price for a basic
ointment
	

	8.1 Application concerning reimbursement status and wholesale price for a new basic ointment
	€1 900

	8.2 Application concerning increase in the confirmed wholesale price of a basic ointment
	€1 900

	8.3 Renewed application for a basic ointment
	€1 075

	8.4 New dosage form of a basic ointment
	€1 075

	8.5 New package size or form of a basic ointment
	€630

	· Dosage forms subsequent to the first dosage form specified in the application are included in the fees listed in sub-sections 8.1–8.5.
	

	9. Products subject to special license
	

	9.1 New application by the manufacturer, importer or wholesaler of medicinal products for basic reimbursement status, special reimbursement status and wholesale price
	€1 265

	9.2 New application by the manufacturer, importer or wholesaler of medicinal products
for basic reimbursement status or special reimbursement status as well as wholesale price
	€630

	9.3 Renewed application by the manufacturer, importer or wholesaler of medicinal products for basic reimbursement status, special reimbursement status and wholesale
price
	€505

	9.4 Renewed application by the manufacturer, importer or wholesaler of medicinal products for basic reimbursement status or special reimbursement status as well as
wholesale price
	€253

	9.5 Patient-specific application
	€30

	· Strengths or dosage forms subsequent to the first strength or dosage form specified in the application for the medicinal product are included in the fees listed in sub- sections 9.1–9.5.
	

	10. Notifications regarding medicinal products, basic ointments and clinical nutritional
preparations
	

	10.1 Notification of change in the summary of product characteristics for a medicinal product in a situation where the marketing authorisation authority narrows down the confirmed indication of the medicinal product from the indication on which the
confirmed reimbursement status is based
	€253

	10.2 Notification of reassignment of the reimbursement status and wholesale price confirmed for a medicinal product to a new brand name, new marketing authorisation number or new Nordic product number
	€127

	10.3 Notification of reassignment of the reimbursement status and wholesale price
confirmed for a basic ointment or clinical nutritional preparation to a new brand name
	€127

	10.4 Notification of withdrawal of a medicinal product, basic ointment or clinical nutritional preparation from the reimbursement system
	€127

	· The fees specified in sub-sections 10.1–10.4 are product-specific and apply to all the packages notified at the same time.
	



