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Ministry of Social Affairs and Health

Health Insurance Act (1224/2004), Chapter 6

Reimbursement status and wholesale price of a medicinal product
(802/2008, amendments up to 1221/2019 included)

Pharmaceuticals Pricing Board

Section 1
Duties
(802/2008)

(1) The Pharmaceuticals Pricing Board, which operates under the auspices of the Ministry for
Social Affairs and Health, decides on the following matters concerning medicinal products,
clinical nutritional preparations and basic ointments:

1) confirmation of reimbursement status;

2) confirmation of a reasonable wholesale price which is acceptable as the basis for
reimbursement;

3) increasing of the reasonable wholesale price;

4) termination of the reimbursement status and wholesale price.

(2) In addition to what is provided in section 1(1), the Pharmaceuticals Pricing Board decides on
the establishment of reference price groups for medicinal products, the determination of
reference prices for the reference price groups, the inclusion of medicinal products in reference
price groups and the reimbursement status and maximum wholesale price of a product or
preparation included in a reference price group. (2015/252)

Section 2
Appointment and composition of the Pharmaceuticals Pricing Board
(802/2008)

(1) The Ministry of Social Affairs and Health appoints the Pharmaceuticals Pricing Board and the
group of experts operating under the Board for three year terms and nominates the chairs,
vice chairs and other members of the Board and the expert group, as well as the deputies for
each member.

(2) The Pharmaceuticals Pricing Board must have two members from the Ministry of Social Affairs
and Health, one from the Ministry of Finance, two from the Social Insurance Institution, one
from the Finnish Medicines Agency and one from the National Institute for Health and Welfare.
(788/2009)



(3) A maximum of seven members can be appointed to the expert group. The group of experts
must include members with expertise from the fields of medicine, pharmacology and health
insurance. (1074/2018)

Section 3
Decision-making of the Pharmaceuticals Pricing Board
(802/2008)

(1) The Board makes decisions on matters falling within its purview upon presentation. The Board
has a quorum when, in addition to the chair, at least three other members are present. The
opinion supported by a majority is adopted as the Board’s decision, and in the event of a tied
vote, the chair has the casting vote.

(2) The Pharmaceuticals Pricing Board may transfer the following matters to be decided by the
Director:

1) confirmation of basic reimbursement status and a reasonable wholesale price for a
medicinal product in the case of:

a) reconfirmation of fixed-term basic reimbursement status and wholesale
price of a product;

b) a new combination product if products with the same substances have
been approved for reimbursement;

c) new package size, strength or pharmaceutical form of a product approved
for reimbursement;

d) generic product, biosimilar product or parallel imported medicinal product
that corresponds to a product approved for reimbursement; (1074/2018)

2) approval for a special reimbursement status for a medicinal product, if a product
containing the same medicinal substance has been granted special reimbursement
status;

3) confirmation of basic reimbursement status and reasonable wholesale price for a
medicinal product delivered under special licence referred to in section 21 f of the
Medicines Act, and approval for special reimbursement status if a product
containing the same pharmaceutical has been granted special reimbursement
status;

4) issuing of a certificate of the reasonable wholesale price to the holder of a marketing

authorisation for the export of medicinal products; (252/2015)

5) partial termination of reimbursement status of a medicinal product in accordance with
the sales permit authority’s decision on limiting the indication approved for the product

compared to the indication forming the basis for approved reimbursement. (252/2015)

(3) In addition to what is provided in section 3(2), the Pharmaceuticals Pricing Board may transfer
the establishment of reference price groups for medicinal products, confirmation of reference
prices for each reference price group, and the inclusion of medicinal products in reference price
groups, to be decided by the Director. The reimbursement status of a medicinal product
included in a reference price group, as well as the maximum wholesale price, may also be
transferred to be decided by the Director of the Pharmaceuticals Pricing Board. (252/2015)



Procedure for the confirmation of reimbursement status and reasonable wholesale

price

Section 4

Applying for basic reimbursement status and reasonable wholesale price

(802/2008)

(1) The holder of a marketing authorisation must apply to the Pharmaceuticals Pricing Board for
confirmation of basic reimbursement status and a reasonable wholesale price for a medicinal

product.

(2) The application for a basic reimbursement status and wholesale price must include an
itemised, well-grounded proposal concerning the basic reimbursement status of a medicinal
product and the reasonable wholesale price to be confirmed for the product. The application
must include:

1)

2)

3)

4)

5)

6)

7)

a statement on the use of the medicinal product, its therapeutic value, and the
benefits achieved through reimbursement status compared with other medicinal
products used for the treatment of the same disease;

a statement on the average daily dose and the cost of the medical treatment on the
basis of the proposed wholesale price and the retail price including value added tax;
a well-grounded estimate of the sales of the medicinal product on the basis of the
proposed wholesale price and the retail price including value added tax, and an
estimate of the number of patients who would be using the product;

a statement on the cost-effectiveness of the medicinal product and a market
forecast for it compared with other medicinal products used for the treatment of the
same disease;

a statement concerning the medicinal product’s patent protection and
supplementary protection certificate;

other trade names of the medicinal product, valid wholesale prices approved for the
basis of reimbursement for the medicinal product, and the basis for reimbursement
for the medicinal product in other states of the European Economic Area;

a health economic evaluation, if the medicinal product contains a new active
pharmaceutical ingredient or the reimbursement status is going to be significantly

extended. (252/2015)

(3) If a higher wholesale price than the price confirmed earlier is proposed for the product, the
marketing authorisation holder must present the changed factors affecting the reasonability of
the wholesale price. (1100/2016)

(4) The holder of the marketing authorisation must also include other specifications required by
the Pharmaceuticals Pricing Board in the application. In addition to the aforementioned
specifications, the holder of the marketing authorisation may also include other specifications
he or she considers necessary in the handling of the matter. When applying for restriction of
basic reimbursement status to a specifically defined indication, the holder of a marketing
authorisation must present the grounds for the restriction, taking into account the therapeutic
value of the medicinal product in the disease as well as the appropriateness of the proposed
restriction with regard to the medicinal treatment in practice. (252/2015)

(5) Provisions of this section are applicable, as appropriate, when an expansion to the approved
basic reimbursement status is applied for.



Section 5
Confirmation of basic reimbursement status
(802/2008)

(1) The basic reimbursement status of a medicinal product in the treatment of a disease can be
confirmed at a maximum in the extent specified in the medicinal product’s summary of product
characteristics confirmed by the marketing authorisation authorities, and the indications
approved therein. The medicinal product’s therapeutic value must be taken into consideration
in the decision on basic reimbursement status. Basic reimbursement status for over-the-
counter medicinal products can be confirmed only if the medicinal product in question is
necessary on medical grounds.

(2) Basic reimbursement status is not confirmed in the case of:
1) a medicinal product used for the treatment of a disease of a temporary nature or
with mild symptoms;
2) a medicinal product of minor therapeutic value;
3) a medicinal product used for purposes other than the treatment of a disease;
4) a traditional herbal medicinal products or a homeopathic preparation.

(3) The Pharmaceuticals Pricing Board may confirm the reimbursement status for a certain,
specifically defined indication of a medicinal product in case of situations referred to in section
5(2).

(4) The Pharmaceuticals Pricing Board may decide on the products referred to in section 5(2) by
medicinal product group.

(5) If the requirements for basic reimbursability of a product or preparation are not met, the
application lapses with regard to the wholesale price.

Section 6
Restriction of the basic reimbursement status
(802/2008)

(1) The Pharmaceuticals Pricing Board may restrict the basic reimbursement status of a medicinal
product to specifically defined indications if the use of and research into a medicinal product
has shown significant therapeutic value in certain diseases and:

1) the medicinal product is a particularly expensive one, is indispensable in the
treatment of a severe disease and its medically justified use would, with basic
reimbursement status, entitle the insured to the supplementary reimbursement
referred to in Chapter 5 section 8; or

2) extensive use of the medicinal product would cause unreasonable costs in relation
to the benefit gained.

(2) Based on an application made by the holder of the marketing authorisation, the
Pharmaceuticals Pricing Board can restrict the basic reimbursement status to apply to
specifically defined indications in certain diseases in cases where the medicinal product is a
particularly expensive one, as referred to above in section 6(1)(1). When assessing the
prerequisites of restricting the reimbursable status, the therapeutic value proved by use and
research of the medicinal product needs to be taken into account in diseases covered by the
restriction, as well as the appropriateness of the proposed restriction with regard to the
treatment to be carried out and the medicine reimbursement system. (252/2015)



Section 6 a
Condiitional reimbursement
(1221/2019)

(1) The Pharmaceuticals Pricing Board can for specific reasons approve a conditional
reimbursement and wholesale price for a medicinal product subject to market authorisation
when confirmation of reimbursement status and reasonable wholesale price for the product
has been applied for. The Pharmaceuticals Pricing Board can make a conditional decision on
reimbursement status and wholesale price if a special medical need for new pharmacotherapy
is proven and if there is significant uncertainty relating to the costs of the treatment, to the
therapeutic value of the medicinal product, to its cost-effectiveness or to other corresponding
factors affecting the assessment of the medicinal product’s reimbursement status or the
reasonability of the product’s wholesale price. When making decisions on conditional
reimbursement, the reasonability of the proposed wholesale price shall be assessed in
compliance with the provisions of section 7, as appropriate.

(2) The decision on conditional reimbursement shall include an agreement between the
Pharmaceuticals Pricing Board and the holder of the marketing authorisation, defining the
division of responsibilities related to the product’s health benefits, cost-effectiveness, costs and
other uncertainty factors and the follow-up of the implementation of the agreement as well as
the effects of termination of the conditional reimbursability. If the agreement lays down a
repayment obligation to the marketing authorisation holder, the repayment shall be made to
the national health insurance fund at the Social Insurance Institution of Finland, in accordance
with the grounds defined in the agreement. The Social Insurance Institution of Finland is
responsible for the execution of the repayment.

(3) A decision on conditional reimbursement status and wholesale price is valid for a fixed period.
The provisions on validity are laid down in section 12.

(4) When the conditional reimbursement status ends, the reimbursement status and wholesale
price of the medicinal product will cease to be valid unless a reimbursement status and
wholesale price have been approved for the medicinal product before the set time limit. The
eligibility of a medicinal product for conditional reimbursement will be reassessed in
accordance with what is laid down in subsection 1 if an application is made for a renewal of
the product’s conditional reimbursement status or for an extension of reimbursement status or
special reimbursement during the validity of the conditional reimbursement status.

Section 7
Confirmation of reasonable wholesale price
(802/2008)

(1) When evaluating the reasonability of the wholesale price proposed as the basis for
reimbursement for a medicinal product, the following is taken into consideration:

1) prices of comparable medicinal products in Finland that are used in the treatment
of the same disease;
2) prices of the medicinal product in other states of the European Economic Area;
3) the treatment costs incurred in using the medicinal product and benefits gained
through use of the product from the point of view of the patient and total costs of
health care and social welfare;
4) benefits and costs of other available treatment options;
5) funds available for reimbursements.



(2) The manufacturing, research and product development costs for a medicinal product can be
taken into consideration when evaluating the reasonability of the wholesale price proposed for
the medicinal product, if sufficiently detailed, comparable and reliable medicinal product-
specific information on the costs is presented.

(3) The Pharmaceuticals Pricing Board can only on reasonable grounds approve a higher wholesale
price than the wholesale price confirmed earlier, and the higher wholesale price must also be
reasonable taking into account the provisions laid down in subsections 1 and 2. (1100/2016)

(4) The assessment referred to in subsection 1, paragraph 1 above does not take into account the
prices of medicinal products which have been approved for conditional reimbursement under
section 6a. (1221/2019)

Section 7 a
Confirmation of reasonable wholesale price for a new generic product
(252/2015)

(1) Notwithstanding the provisions laid down in section 7, such a wholesale price for a generic
product can be approved as a reasonable wholesale price that does not exceed 50 per cent of
the wholesale price approved for a corresponding product. If the new generic product includes
a new dosing device, such a wholesale price can be exceptionally approved as a reasonable
wholesale price that does not exceed 60 per cent of the wholesale price approved for a
corresponding product.

(2) What is provided in section 7(1) shall only apply to situations where the Pharmaceuticals
Pricing Board assesses the reasonability of the wholesale price for the first generic product to
be approved for the reimbursement system.

Section 7 b
Confirmation of reasonable wholesale price for a new biosimilar product
(1100/2016)

(1) Notwithstanding the provisions laid down in section 7, such a wholesale price for a biosimilar
product can be approved as a reasonable wholesale price that does not exceed 70 per cent of
the wholesale price approved for a corresponding product.

(2) What is provided in subsection 1 shall only apply to situations where the Pharmaceuticals
Pricing Board assesses the reasonability of the wholesale price for the first biosimilar product to
be approved for the reimbursement system.

Section 8
Applying for special reimbursement status and a reasonable wholesale price
(802/2008)

(1) The holder of the marketing authorisation must apply to the Pharmaceuticals Pricing Board for
confirmation of special reimbursement status and a reasonable wholesale price for a medicinal
product.

(2) In the application, the holder of the marketing authorisation must present an itemised, well-
grounded proposal for special reimbursement status for the medicinal product and for the



reasonable wholesale price to be confirmed for the product. The application must include an
itemised, well-grounded statement on: (252/2015)
1) the medicinal product’s therapeutic value;
2) the benefits of special reimbursement status and the medicinal product’s
indispensability and remedial or replacement effect; (252/2015)
3) the cost-effectiveness of the medicinal products and costs of special reimbursement
status;
4) the medicinal product’s market forecast.

(3) The application must also include a statement on the reasonable wholesale price as referred to
in section 4(2)(2-7) and section 4(4) insofar as it is required for the confirmation of special
reimbursement status. (1074/2018)

(4) What is provided in section 8(1-3) also applies to applications where special reimbursement
status is sought for a medicinal product that has been previously approved for special
reimbursement, or for a medicinal product which contains an active pharmaceutical ingredient
which is included in products that have been previously approved for special reimbursement
status.

(5) Provisions of this section are applicable, as appropriate, when an expansion to the approved
special reimbursement status is applied for. (252/2015)

Section 9
Confirmation of special reimbursement status and a reasonable wholesale price
(252/2015)

(1) Special reimbursement status for a medicinal product can be granted for diseases regarded as
severe and chronic, as defined by government decree. A prerequisite for special
reimbursement status is that the product has been approved for basic reimbursement.
Approval for special reimbursement status can be granted to a medicinal product if there is
enough practical experience and researched information available on the medicinal product’s
therapeutic value for the treatment of a severe and chronic disease and its usefulness
compared to alternative treatments. When making a decision on the special reimbursement
status of a medicinal product, the nature of the disease is taken into account and it is
considered if there is enough practical experience and researched information available on the
medicinal product’s therapeutic value, indispensability, replacement or remedial effect,
necessity and cost-effectiveness. When making the decision, also the funds available for
special reimbursements must be taken into account. For over-the-counter medicinal products,
special reimbursement status can only be confirmed if the medicinal product in question is also
necessary on medical grounds.

(2) The decision on the special reimbursement status for a medicinal product can be limited to
apply to only a certain form or degree of severity of a disease. Provisions regarding restrictions
of basic reimbursement status laid down in this Chapter are applicable, as appropriate, to
restrictions of special reimbursement status.

(3) Provisions of section 7 apply to the confirmation of a reasonable wholesale price for a
medicinal product with special reimbursement status. If the requirements for special
reimbursability of a product or preparation are not met, the application lapses with regard to
the wholesale price.



Section 10
Increasing the reasonable wholesale price
(802/2008)

(1) The holder of the marketing authorisation may apply for an increase to the wholesale price
confirmed for the medicinal product if they wish to sell the product at a price higher than the
confirmed wholesale price. The application must include a well-grounded proposal for the new
reasonable wholesale price and a detailed statement of the changes that are permanent in
nature and pertain to factors influencing the medicinal product’s price formation during the
wholesale price’s period of validity. In addition, clarifications required for the evaluation of the
wholesale price’s reasonability referred to in section 4 must be attached to the application.

(2) The Pharmaceuticals Pricing Board may, on special grounds, approve an increase to a valid
wholesale price if the proposed new price is reasonable in accordance with section 7 and the
applicant demonstrates that there have been changes of a permanent nature during the
wholesale price’s period of validity with respect to factors that affect price formation.

Section 11

Consulting the Social Insurance Institution, expert group and experts on reimbursability and
wholesale price applications

(802/2008)

(1) When necessary, the Pharmaceuticals Pricing Board requests an opinion from the Social
Insurance Institution on an application concerning the basic reimbursability of a medicinal
product, special reimbursement status and reasonable wholesale price for a medicinal product,
and an increase in the wholesale price. (252/2015)

(2) The group of experts of the Pharmaceuticals Pricing Board is requested to provide an opinion
on an application concerning special reimbursability, unless there are special grounds for
proceeding otherwise. In other cases, the expert group’s opinion can be sought when
necessary. (252/2015)

(3) When necessary, the Pharmaceuticals Pricing Board may request expert opinions on
applications that are being processed or on matters that the Board has decided to take under
consideration on its own initiative.

Section 12
Validity of the decision on the reimbursement status and reasonable wholesale price for a

medicinal product
(802/2008)

(1) The decision on the reimbursement status and the wholesale price for a medicinal product will
be in force as of the beginning of the second calendar month following the decision’s issuing,
unless otherwise stated in the decision. When determining the entry into force date for the
decision, it shall be taken into account how much time is needed for implementing the
decision. (252/2015)

(2) The decision remains in force for a maximum of five years. However, if the medicinal product
concerned contains a new active pharmaceutical ingredient, the decision remains in force for a
maximum of three years.



Section 13
Clinical nutritional preparation, basic ointment and certain medicinal products
(1100/2016)

Provisions of this Chapter on the application for and confirmation of reimbursement status and
reasonable wholesale price for a medicinal product are also applied, as appropriate, to the
application for and confirmation of reimbursement status and reasonable wholesale price for
clinical nutritional preparations, basic ointments, biosimilar products and generic products as well
as special licence products referred to in section 21f of the Medicines Act and medicinal products
eligible for substitution referred to in section 57b of the Medicines Act.

Discontinuation and termination of reimbursement status and the reasonable
wholesale price and the procedure concerning special reimbursement status at the
initiative of the authorities

Section 14
Withdrawing a medicinal product from the reimbursement system
(802/2008)

(1) The holder of the market authorisation may withdraw a medicinal product for which a
reimbursement status and wholesale price approved as the basis for reimbursement have been
confirmed, by submitting a notification of the withdrawal to the Pharmaceuticals Pricing Board
at least three months prior to the desired date of discontinuation. The reimbursement status
and reasonable wholesale price confirmed for the medicinal product will cease to be valid as of
the next quarter following the withdrawal.

(2) The Pharmaceuticals Pricing Board will confirm the notification made by the holder of the
marketing authorisation on withdrawing the medicinal product from the health insurance
reimbursement system.

(3) The provisions of subsection 1 also apply to clinical nutritional preparations and basic
ointments.

Section 15
Notification of exceeding sales
802/2008

The holder of the marketing authorisation must submit a notification to the Pharmaceuticals
Pricing Board without delay if sales of the reimbursed medicinal product significantly exceed the
preliminary estimate which functioned as the basis for the decision on reimbursement status and
reasonable wholesale price.

Section 16
Termination of reimbursement status and reasonable wholesale price
802/2008

(1) The Pharmaceuticals Pricing Board may, on its own initiative, examine the reimbursement
status of a medicinal product and the reasonability of the product’s wholesale price and decide
to terminate the reimbursement status and the confirmed wholesale price if, while the
reimbursement status and price are in force,:

1) the medicinal product’s patent expires;



2) the indicated use of the medicinal product expands;

3) the criteria of eligibility for reimbursement referred to in section 5, 6 or 9 cease to
exist;

4) there are no longer medical grounds to continue special reimbursability based on new
research or experience of use of the medicinal product;

5) the medicinal product’s sales significantly exceeds the estimate accepted as the basis
for the price confirmation decision; or

6) the reimbursement expenses or costs of the medicinal product are estimated to
significantly increase as a result of a change occurred during the validity of the
wholesale price and exceed the estimate accepted as the basis for the price
confirmation decision. (1100/2016)

(2) Prior to issuing a decision on the matter, the Pharmaceuticals Pricing Board must consult the
Social Insurance Institution, unless there are special grounds for proceeding otherwise.
(252/2015)

(3) In examining the criteria for terminating the wholesale price and reimbursement status, the
Pharmaceuticals Pricing Board must assess the therapeutic value of the medicinal product or
the reasonability of the wholesale price on the basis of the new information it has obtained.
The assessment must take account of matters referred to in sections 5-7 and 9.

Section 16a

Reassessment of reasonable wholesale price and termination of reimbursement status and
wholesale price in certain situations

(1100/2016)

(1) The Pharmaceuticals Pricing Board must reassess the reasonable wholesale price of a medicinal
product, while the wholesale price is in force, when another medicinal product or biosimilar
product available on the market and containing the same active medicinal substance enters the
reimbursement system.

(2) When assessing the reasonable wholesale price in a changed situation, particular account is to
be taken of the prices of corresponding products used for the treatment of the same illness in
Finland. Even other matters referred to in section 7 must be taken into account when
assessing the reasonability of a wholesale price.

(3) Prior to making a decision on the matter, the Pharmaceuticals Pricing Board must consult the
Social Insurance Institution, unless there are special grounds for proceeding otherwise.

(4) The Pharmaceuticals Pricing Board may, on special grounds, choose not to start the
reassessment procedure.

Section 17
Confirmation of special reimbursement status at the authority’s initiative
(2008/802)

(1) The Pharmaceuticals Pricing Board may take under consideration a matter concerning the
special reimbursement status of a medicinal product at its own initiative or on the proposal of
the Ministry of Social Affairs and Health, if there are specific therapeutic grounds for special
reimbursability.



(2) Prior to issuing a decision on the matter, the Pharmaceuticals Pricing Board must consult the
Social Insurance Institution, unless there are special grounds for proceeding otherwise.

The reference price system for medicinal products

Section 18
Grounds for determining reference price groups for medicinal products
(802/2008)

(1) A reference price group for medicinal products is formed of reimbursable, mutually
interchangeable medicinal products subject to marketing authorisation, provided that the
reference price group to be formed includes at least one reimbursable generic, parallel
imported or parallel distributed medicinal product available on the market. Section 57c of the
Medicines Act lays down provisions on mutually interchangeable medicinal products and on
keeping a list of them. (1100/2016)

(2) The reference price group is formed of reimbursable and mutually interchangeable medicinal
products that contain the same active pharmaceutical ingredients in the same amounts. In
addition, the medicinal products included in the same reference price group must be equivalent
in dosage form and closely corresponding in package size. Further provisions on the
equivalence of package sizes may be given by a decree of the Ministry of Social Affairs and
Health.

(3) Sections 22, 22b and 23 shall not apply to a reference price group that did not include a
reimbursable generic product available on the market when the group was formed.
(1100/2016)

Section 18a
Grounds for determining exceptional reference price group
(1100/2016)

(1) An exceptional reference price group is established in cases where the reference price group
formed in accordance with section 18 includes a medicinal product for which the marketing
authorisation authority has, on the basis of second medical use, approved an indication that
substantially differs from that of the generic products and of which the marketing authorisation
holder has notified the Pharmaceuticals Pricing Board in accordance with subsection 2. The
provisions of this Act concerning a reference price group formed on the basis of a parallel
imported or parallel distributed product shall apply to an exceptional reference price group.

(2) The marketing authorisation holder must submit a notification of the substantially different
indication of the medicinal product to the Pharmaceuticals Pricing Board no later than 38 days
before the start of the reference price period during which the product is included in the
reference price group for the first time. The notification shall include the details of the
substantially different indication and its share of the reimbursable total sales of the medicinal
product and an explanation why it has not been possible to approve the indication in question
for the generic product.



Section 19
Grounds for determining the reference price
(802/2008)

(1) For each reference price group, a reference price serving as the basis of reimbursement is
determined on the basis of price notifications made by holders of marketing authorisations
referred to in section 20.

(2) The reference price is calculated on the basis of the retail price, with value added tax included,
of the cheapest medicinal product to be included in the reference price group. The retail price
including value added tax is the price indicated by the medicinal products price list referred to
in section 58 of the Medicines Act, excluding the pharmacy’s delivery fee. The reference price
is determined by adding the sum of EUR 0.5 to the retail price, with value added tax included,
of the cheapest medicinal product. (1100/2016)

(3) A medicinal product for which the notification of the product’s entry to market referred to in
section 27 of the Medicines Act has been made at least 38 days before the start of the
reference price period, and for which a price notification referred to in section 20 of this Act
has been made, and which is available on the market at the time of submitting the price
notification, is regarded as the cheapest medicinal product referred to in section 19(2) above.

(252/2015)

Section 20
Price notification procedure
(802/2008)

(1) The holder of the marketing authorisation must notify the wholesale price of the medicinal
product subject to the price notification procedure to the Pharmaceuticals Pricing Board (price
notification). Medicinal products subject to the price notification procedure are indicated in a
list which is published by the Pharmaceuticals Pricing Board and based on the list of mutually
interchangeable medicinal products published by the Finnish Medicine Agency, referred to in
section 57c of the Medicines Act. The Pharmaceuticals Pricing Board must publish the list of
products included in the sphere of the price notification procedure at least 30 days before the
start of the reference price period. The price notification procedure applies to:

1) a medicinal product that is included in the reference price group during the time
provided for submitting the price notification;

2) a medicinal product that is included in the list of mutually interchangeable medicinal
products maintained by the Finnish Medicine Agency, referred to in section 57c of the
Medicines Act, and for which a reimbursement status and reasonable wholesale price
have been confirmed by the Pharmaceuticals Pricing Board, and which has at least one
generic, parallel imported or parallel distributed product belonging to the same group of
mutually interchangeable products; (1100/2016)

3) a medicinal product whose reimbursement status is determined in accordance with
section 24 of this Act when the reference price group ceases to exist. (788/2009)

(2) A price notification must be made when the Pharmaceuticals Pricing Board has published the
list of medicinal products included in the sphere of the price notification procedure. The price
notification must be submitted at least 21 days before the beginning of the reference price
period. If the holder of the marketing authorisation does not submit the price notification
within the time stipulated, the medicinal product’s reimbursability will terminate at the
beginning of the reference price period.



(3) In the price notification, the holder of the marketing authorisation must provide the medicinal
product’s wholesale price that was valid at the beginning of the reference price period. The
notified wholesale price must not exceed the maximum wholesale price determined for the
product or the reasonable wholesale price confirmed for the product as the basis for
reimbursement. In addition, the holder of the marketing authorisation must in the price
notification notify whether the medicinal product is available on the market at the time of
submitting the price notification and during the reference price period.

(252/2015)

Section 21

Decision on reference price groups, reference price and the inclusion of medicinal products in
reference price groups

(802/2008)

(1) The Pharmaceuticals Pricing Board confirms the medicinal product reference price groups,
reference prices determined for the reference price groups, and products to be included in the
reference price groups for each quarter of the year. Each quarter of the year constitutes a
reference price period.

(2) The decision must be made at least seven days before the beginning of the reference price
period. The decision is in force at the start of each quarter and remains valid until the end of
the quarter. When deciding on the inclusion of a medicinal product in a reference price group,
a valid wholesale price and retail price including value added tax is confirmed for each product
at the start of the reference price period.

(3) The reference price confirmed for the reference price group remains unchanged for the
duration of the reference price period.

Section 22
Reimbursement status and maximum wholesale price of a product included in a reference price

group
(802/2008)

(1) In addition to what is provided in section 21, the reimbursement status and maximum
wholesale price must be confirmed for a product that is to be included in the reference price
group, if the product is not included in the reference price group at the time of making the
decision. The reimbursement status and maximum wholesale price defined for the medicinal
product remain in force for as long as the product is included in the reference price group
without interruption.

(2) The reimbursement status of a medicinal product to be included in the reference price group is
determined to be of equal extent as it is at the moment of the product’s inclusion in the
reference price group.

(3) The maximum wholesale price of a product to be included in a reference price group is the
same as the reasonable wholesale price confirmed for the product at the time of the product’s
inclusion in the reference price group.



Section 22a

Particular situations regarding maximum wholesale price and reimbursement status of medicinal
products included in a reference price group

(1100/2016)

(1) The reimbursement status and the reasonable wholesale price of a medicinal product are
determined in accordance with the decision on reimbursement status and wholesale price in
effect at the time, even in cases where the product is included in a reference price group,
provided that the reference price group did not include a reimbursable generic product
available on the market when the group was formed. In such a situation, the reasonable
wholesale price confirmed for the medicinal product corresponds to the maximum wholesale
price within the reference price system in accordance with this Act.

(2) A medicinal product can only remain reimbursable if the marketing authorisation holder
reapplies for reimbursement status and wholesale price in accordance with provisions of
sections 4-6 and 8. Continuation of the reimbursement status also requires that the marketing
authorisation holder submits a price notification as provided in section 20.

Section 22b
Reduction of maximum wholesale prices of medicinal products included in the reference price

system and reassessment of restricted reimbursement status
(1100/2016)

The Pharmaceuticals Pricing Board will reduce the confirmed wholesale prices of medicinal
products included in a reference price group in the beginning of the fourth reference price period
after the establishment of the reference price group. The reduction of maximum wholesale prices
applies to medicinal products whose maximum wholesale price is higher than the highest
confirmed maximum wholesale price for a generic product included in the reference price group.
The maximum wholesale prices for those products will be confirmed to correspond to the highest
confirmed maximum wholesale price of a generic product included in the reference price group. In
the same connection, the Pharmaceuticals Pricing Board shall reassess the extent of restricted
reimbursement status of medicinal products included in the reference price group. A restriction can
be removed if there are no more grounds for restricting the reimbursement status on the basis of
sections 6 and 9.

Section 23
Applying for reimbursement status within the reference price system
(802/2008)

(1) The holder of the marketing authorisation must apply for reimbursability for the medicinal
product, if the holder of the marketing authorisation wishes to include a medicinal product in
the reference price group with no reimbursement status approved by the Pharmaceuticals
Pricing Board or reasonable wholesale price confirmed by the Board. An application for
reimbursement status must also be made when wishing to expand the reimbursement status of
a product that is to be included or already is included in a reference price group.

(2) The provisions of sections 4 and 8 on the reimbursement status of a medicinal product apply to
the application for a medicinal product’s basic and special reimbursement status. When
applying for reimbursement status, the marketing authorisation holder must provide a proposal
on the maximum wholesale price to be confirmed for the product. (1100/2016)



(3) What is provided in sections 5, 6 and 9 on the confirmation of basic and special reimbursement
status is applied to confirming the reimbursement status for the medicinal product. The
maximum wholesale price of a medicinal product is confirmed to correspond to the maximum
wholesale price of a comparable product that is included in the same reference price group.

(252/2015)

(4) The decision on including a medicinal product in a reference price group, the product’s
reimbursement status and its maximum wholesale price will enter into force in the beginning of
the second month following the date of the decision, unless otherwise stated in the decision.
When determining the entry into force date for the decision, it shall be taken into account how
much time is needed for implementing the decision. The decision remains in force for as long
as the product is included in the reference price group without interruption. (252/2015)

(5) What is provided in subsections 1—4 shall only apply to situations where a reimbursement
status is applied for a medicinal product in the reference price system and where at least one
reimbursable generic medicinal product available on the market was included in the reference
price group when it was formed. (1100/2016)

Section 24
Discontinuation of a reference price group
(802/2008)

(1) A reference price group will cease to exist without a separate decision if the requirements
provided for it are not met. If the prerequisites of a reference price group cease to exist during
the reference price period, the reference price group and the reference price defined for it will
remain in force until the end of the reference price period in question.

(2) Notwithstanding the provisions of sections 22 and 23, when the reference price period ends,
the reimbursement status and maximum wholesale price of medicinal products that belonged
to the reference price group will continue, despite the reference price group’s abolishment, to
remain valid in the same extent for one year after the end of the reference price period at the
most. However, continuation of the reimbursement status is conditional upon the holder of the
medicinal product’s marketing authorisation submitting the price notification, as provided in
section 20.

(3) What is provided in subsection 2 shall only apply to situations where at least one reimbursable
generic medicinal product available on the market was included in the reference price group
when it was formed. (1100/2016)

Special provisions

Section 25
Application processing time
(802/2008)

(1) The decision of the Pharmaceuticals Pricing Board on the reasonable wholesale price serving as
the basis of reimbursement, basic reimbursement status and special reimbursement status of a
medicinal product that has been granted a marketing authorisation must be delivered to the
applicant within 180 days of receiving the application. If the matter under consideration
concerns the increasing of the previously confirmed wholesale price, with no decisions being



made on the reimbursement status of a medicinal product, the decision must be delivered to
the applicant within 90 days of receiving the application. If information provided with the
application is insufficient, the Board, or when necessary, the Director of the Board, suspends
the application’s processing and immediately notifies the applicant of the specified additional
information required. The final decision must then be delivered to the applicant within 180
days of receiving the additional clarification. If the matter under consideration concerns the
increasing of the previously confirmed wholesale price, with no decisions being made on the
reimbursement status of a medicinal product, the final decision must be delivered to the
applicant within 90 days of receiving the additional clarification.

(2) The Pharmaceuticals Pricing Board may prolong the processing time by 60 days if the number
of pending price increase applications is exceptionally high. When necessary, the Chair of the
Board may decide on the prolonging of the processing time.

(3) If the Supreme Administrative Court has, in accordance with provisions of Chapter 11 of the
Act on the Application of Administrative Law (586/1996) on extraordinary appeal, returned a
decision of the Pharmaceuticals Pricing Board on the reimbursement status or reasonable
wholesale price of a medicinal product with marketing authorisation for a new handling, the
decision must be delivered to the applicant within the period of time provided in section 25(1).
The time commences when the Pharmaceuticals Pricing Board receives notification of the
Supreme Administrative Court’s decision.

Section 26
Appealing the decision of the Pharmaceuticals Pricing Board
(802/2008)

If the applicant is dissatisfied with the decisions of the Pharmaceuticals Pricing Board, they can
lodge an appeal with the Supreme Administrative Court as specified in the Act on the Application
of Administrative Law. Despite lodging an appeal, the decision of the Pharmaceuticals Pricing
Board must be complied with until the matter has been resolved with a final decision.

Section 27
List of reimbursable medicinal products
(802/2008)

A medicinal product with limited basic reimbursement status, a medicinal product with special
reimbursement status and a clinical nutritional preparation must be included in the list of
reimbursable medicinal products after the Pharmaceuticals Pricing Board has approved it as a
reimbursable product. The Pharmaceuticals Pricing Board must notify the Social Insurance
Institution at the latest on the last day of each month of the changes in the reimbursement
statuses of medicinal products with limited basic reimbursement status, medicinal products with
special reimbursement status and clinical nutritional preparations. The Social Insurance Institution
maintains a list of medicinal products with limited basic reimbursement status, medicinal products
and preparations with special reimbursement status and reimbursable clinical nutritional
preparations.

Section 28
Authorisation to issue decrees
(802/2008)

(1) Further provisions on the Pharmaceuticals Pricing Board and the adjacent expert group, the
decision-making process, the application submitted to the Board and the price notification, the



opinion of the Social Insurance Institution and the expert group and the matter’s handling by
the Pharmaceuticals Pricing Board are issued by government decree.

(2) Further provisions on the application procedure, applicants and clarifications to be attached to
the application and price notification, and the notification made to the Pharmaceuticals Pricing
Board, are issued by a decree of the Ministry of Social Affairs and Health.
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