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1 Objective

Medical devices (including in vitro diagnostic medical devices and systems and procedure packs) which
are placed on the market in Switzerland must be registered in the swissdamed database from 1 July
2026. Registration in swissdamed is subject to a fee. The relevant device registration fee must be paid
by the registering manufacturer and persons who assembe systems and procedure packs or their Swiss
authorised representative (hereinafter: CH-REP) (see Annex 2 of the Ordinance on Fees Levied by the
Swiss Agency for Therapeutic Products [FeeO-Swissmedic; SR 812.214.5] in the version dated 17 April
2026, effective 1 July 2026).

The following information describes the principles, responsibilities and processes in connection with
levying the device registration fee and thereby ensures uniform and consistent implementation.

2 Scope

This document applies to all medical devices that must be registered in swissdamed according to the
applicable legal requirements and whose registration is subject to a fee pursuant to FeeO-Swissmedic.

3 Other valid documents

Document ID

FeeO-Swissmedic SR 812.214.5 — Ordinance of 14 September 2018 on the Fees Levied by the Swiss Agency for
Therapeutic Products (FeeO-Swissmedic) | Fedlex

4 Calculation of fee

According to Annex 2 of FeeO-Swissmedic, the fees for registering medical devices in swissdamed are
calculated on a fixed-fee basis.
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The voluntary registration phase in swissdamed ran from 18 August 2025 to 30 June 2026. Devices
could already be registered during this period before mandatory registration comes into effect.
Mandatory registration came into effect from 1 July 2026. During the transition phase from 1 July 2026
to 31 December 2026, all medical devices must be registered.

In principle, a fee will be levied for all medical devices registered in swissdamed by 31 December 2026,
irrespective of whether they were registered voluntarily in advance or due to mandatory registration, i.e.
before or after the registration fee comes into effect. However, no fee will be levied for medical devices
which are no longer placed on the market as of 31 December 2026 and are marked accordingly with
the status “No longer placed on the market” in swissdamed.

4.1 Basic fee and unit fee

The device registration fee breaks down as follows:

Basic fee
A one-time basic fee of CHF 200 is levied for the first UDI-DI registered in the year by a manufacturer
or person, who assembles systems or procedure packs.

Unit fee
A fee of CHF 20 per UDI-Dl is levied for each additional UDI-DI registered in the same calendar year.

Maximum amount

The maximum device registration fee is CHF 10,000 per year and per manufacturer or person who
assembles systems or procedure packs. This maximum amount is reached with 491 registered UDI-
Dis:

1 x CHF 200 (basic fee) + 490 x CHF 20 (unit fees) = CHF 10,000

No further fees are therefore invoiced to the manufacturer or person who assembles systems or
procedure packs from the 492nd registered UDI-DI in the respective calendar year.

Allocation of fee

Fees are invoiced exclusively at the level of the manufacturer according to Art. 4 para. 1 let. f MedDO
or the person who assembles systems or procedure packs according to Art. 11 MedDO. This is defined
in swissdamed via the CHRN or SRN (for foreign manufacturers or foreign persons who assemble
systems or procedure packs).

Fees are calculated per mandate for foreign manufacturers or foreign persons who assemble systems
or procedure packs who do not have an SRN.

The basic fee of CHF 200 is only levied once a calendar year per manufacturer or person who

assembles systems or procedure packs for the first UDI-DI uploaded by the aforementioned actors in
the respective calendar year.
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The upper limit of CHF 10,000 applies to an individual manufacturer or an individual person who
assembles systems or procedure packs, and not to the entirety of the mandates of a CH-REP.

4.2 Invoice

4.2.1 Initial billing

Initial billing of the device registration fee will take place from January 2027. It will include all UDI-DlIs
registered up to and including 31 December 2026 that have the status “On the market” at this date.

4.2.2 Billing in subsequent years

After initial billing, newly registered UDI-DIs will be billed monthly and — where fees apply — charged
accordingly. The following rules apply here:
= A new calculation cycle starts at the beginning of every new calendar year (on 1 January).
= The basic fee of CHF 200 is invoiced for the first newly registered UDI-DI in a calendar year.
= CHF 20 is invoiced for each additional UDI-DI registered in the same year.
= The upper fee limit of CHF 10,000 applies to a calendar year, i.e. at the beginning of each
year, the UDI-DI counter per manufacturer or person who assembles systems or procedure
packs is reset.

The device registration fee is only paid once per UDI-DI and manufacturer or person who assembles
systems and procedure packs.

4.2.3 Invoice addressee and invoice information
The invoice for the device registration fee is delivered as follows:

= Directly to Swiss manufacturers or persons who assemble systems or procedure packs

» To the CH-REP (domiciled in Switzerland or Liechtenstein) for foreign manufacturers or
persons who assemble systems or procedure packs

= For foreign manufacturers and persons who assemble systems or procedure packs, a
separate invoice is issued per CH-REP mandate

42.4 Invoicing for updates

Renewed registration for a UDI-DI that has been “discarded” will be subject to the fees as calculated
above.

No new fee will be due if data regarding an already registered UDI-DI are updated (e.g. through manual
data correction or new upload of an XML file).
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