swissmedic

Handbook
swissdamed User Guide Actors

Identification number: BW630_40 001
Version: 3.0
Valid from: 15.06.2026

y
E
8
S
S
3
2
)
>
>
A
/,
/
:
/-
/
e
y
/
P
>

Swissmedic | Hallerstrasse 7 | 3012 Berne | www.swissmedic.ch | Tel. +41 58 414 08 00 | anfragen@swissmedic.ch




medic

List of contents

1 INtrodUCHION ... 4
1.1 OVEIVIBW ..ttt 4
1.2 Actors and definitioNS .........ooooiiii i 4
1.3 APPLICAtION DASICS ... o 4
1.3.1 Accessing the swissdamed portal...........ooooii i 4
1.3.1.1  Log in into SWISSAAMEA ......cooiiiiieieeeee e 5
1.3.1.2  Logging out Of SWISSAAMEA ........ccooiiiiiieeee 6
1.3.2 User rights @and profiles ...........ooeiiiiiiiiiiiiiie e 7
2 Managing actors and USEer @CCOUNLS.........ccuuireeermmmmmmmmsmsmsssssssssssssssssssssssssssssssssssssssssnnnnn 9
3 How to operate in swissdamed — Instructions...........ccooeeciiiiicci e, 9
3.1 (00T 0 1] 0= 0 )Y 9
3.1.1 Yo 1S3 (=T =W o7 ] o1 o =1 o Y2 9
3.1.2 Add USer(s) to the COMPANY ......cooiiiiee e 11
3.1.3 ManNage COMPANY USEIS .....ceeeiiiiiiiiiiiiiiiteeeeeeeeeeeeeee ettt ee et e ettt e ettt et e eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeees 12
3.1.4 Change data Of @ COMPANY .......uuuuiiiiiiiiiiiiiiiii bbb eneeaaanes 13
3.2 ACIOT (CHRIN) ..ttt e e ettt e e e et e e e e ente e e e e e anse e e e e aanneeeas 13
3.2.1 Register an actor (CHRIN) ... e 13
3.2.2 Add user(s) to the actor (CHRN) ..., 16
3.2.3 Manage actor users (CHRN) .........ooiiiiiiiiiiieeeeeeeeeeeeeeeeeee ettt 16
3.2.4 Change data of an actor (CHRN) .........uuiiiiiiiiiiiiiiieiiiieiiii e eeeeeeseeeeeeaeenennnennnnnnnnnnes 17
3.2.5 Abort an actor registration request (CHRN) ..., 18
3.2.6 Delete an actor registration request (CHRN) ... 19
3.2.7 Validate your actor details (CHRN).........oooiiiiii 20
3.2.8 Inactivate an actor (CHRN) ..., 21
3.3 1Y E= T a0 £= = PP PPPPPPPP 22
3.3.1 Register @ Mandate ...........ooooviiiiiiiiiiiiiieeeee e 22
3.3.2 Add user(s) to the MaNAate ..........ooiiiiiii 23
3.3.3 Manage MANAALE USEIS........ouiiiiiiiiiiiiiiiiiieeee ettt ettt ettt et et e e e e e e e e e e eeeeeeeeees 24
3.34 Change data of @ MaNAate ............uuuuiiiiiiiiiiiiiii e 25
3.3.5 Inactivate amandate ... 26
3.3.6 Transfer of mandate to another authorised representative (AR) .........cccccooiiiiiiiiiiinnnnes 27
3.3.6.1  Existing authorised representative — Submit request to transfer mandate ....................... 28

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 2/33



medic

3.3.6.2  Existing authorised representative — Cancel mandate transfer request

3.3.6.3  New authorised representative — Approve mandate transfer request

3.3.6.4 New authorised representative — Refuse mandate transfer request

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026

3/33



medic

1 Introduction
This user guide describes how actors can use the swissdamed actor registration module.

1.1 Overview
swissdamed is structured around two modules and one public search site:

e Actors Module - Company and actor-user registration and management
o UDI Devices Module - Registration and management of devices
o Freely accessible platform with search function

1.2 Actors and definitions
The actors involved in swissdamed are:

= Manufacturer (MF) — see Art. 4 para. 1 let. f MedDO and Art. 4 para. 1 let. e IvDO

= Authorised representative (AR) — Art. 4 para. 1 let. g MedDO and Art. 4 para. 1 let. f IvDO

= Importer (IM) — see Art. 4 para. 1 let. h MedDO and Art. 4 para. 1 let. g IvDO

= Person who assembles systems or procedure packs (PR) — any individual or
organisation who places procedure packs and/or systems on the Swiss market

Definitions:

= Medical device — see Art. 3 MedDO

* In vitro diagnostic medical device — see Art. 3 IvDO

= Swiss Single Registration Number (CHRN) — see Art. 55 para. 4 MedDO / Art. 48 para. 4
IvDO

1.3 Application basics
This section describes a number of basic principles. These include:

» Starting and ending a swissdamed session
= Understanding the basic concepts
= Understanding user profiles, granting access and access rights

1.3.1 Accessing the swissdamed portal

A CH-LOGIN or an AGOV-Login (Federal Administration account) is required in order to access
swissdamed. Please note that the CH-LOGIN is being replaced by the AGOV-Login. You can find
information on this here: CH-LOGIN to AGOV — elAM Help Pages

CH-LOGIN:
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The CH-LOGIN is a standardised identification procedure provided by elAM for users of certain
federal internet portals, whether private individuals or actors. A telephone number and some security
questions must be entered for the two-factor authentication process and to reset the personal
password.

AGOV-Login:

AGOV is Switzerland's new public service login system. It can be used by individuals and business
representatives in interactions with all levels of government in Switzerland (municipalities, cantons,
Confederation). If you already have a CH-LOGIN account, you can upgrade this to an AGOV-Login
account. When logging into an application, select AGOV instead of CH-LOGIN. Use your existing
AGOV-Login or register for a new one. You will then be guided through the upgrade process. All
your authorisations will be retained during the upgrade. If you do not have an AGOV-Login account
yet, please follow the instructions here: Registration — agov.ch

Note: Each user can change the login details (phone number, e-mail, password) of their own
account.

1.3.1.1 Log in into swissdamed

1. Go to the swissdamed site www.swissdamed.ch.

damed

swissdamed - swiss database on medical devices

swissdamed is a centralized public database providing tracesbility of medical devices sad in vitro disgnostic medical devices. The database is designed Lo increase transparency, benefiting the public and health care professionals alike.

Technical documentation

Actors Module
The setar registration obligation entere

UDI Devices Module

2. Click the “Login” button in the top right corner.
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3. When logging into swissdamed for the first time, you will be prompted to review and accept
the service agreement. To continue using swissdamed, click “Accept”.

Service agreement

Please confirm that you have read and accepted the current version of the Service

agreement.
‘ € Disagree and go back to the homepage

1.3.1.2 Logging out of swissdamed

1. Click on your username located in the top right corner of the screen. This will display a
dropdown menu. From the dropdown, select “Log out”.

P damed Search ¥ My actors ¥ Myupis ¥ SMC Baard Company registration 2 N v
My sccount —
swissdamed - swiss database on medical devices d . Lo
public » igned to P be g the public and P alike. - ™

(= A
ot support ) ieal documentatier
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o Release notes

©5.02.2026 - Version 2.3

UDI Devices Module

Actors Module
l The ctoe egitaton obligtion sntered it force o0 6 August 2024 [0 i Theregistaation bligaton fo deces entrs o frce I 2026 e
' (S ]

The following economic operators must be registered in the Actors module in accordance with AT 55 para. 1 Med00 Asof 2 July 2026, ol devices, systems and procedure packs before they are placed
Art. 48 para. 1 DO: man & in, autharised represcriatives domiciled an the market in Switzertand or Liechtenstein. For this registration, a transitional period applies until 31 December
Switzeriand or Liechiensiein, representing foreign manufacturers, and importers domiciled in Switzerland or

2026,

Immediate registration from 1 July 2026 without a transitional period is required if a serious incident, a field safety
enrrective action or a trend has o be reparted to Swissmedic (vigilance reports at: swissmedic.ch | Medical Devices |
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1.3.2 User rights and profiles
Each user may have multiple accounts but can only access swissdamed with one account at a time.

Each actor is associated with one company. To register an actor in the system, a user must first
register a company. Once the company is registered, the user must verify it. After the company is
verified, the user's profile will be set as "Company admin" for that specific company. As a company
admin, the user can invite other users to join the company and manage their roles within the
company.

Users can also be invited to other companies, where they can either be assigned the company
admin role or a viewer role. As a viewer, the user cannot take any actions for the company but is still
considered part of it.

If a user is a company admin, they can manage the roles for all users that they invite to their
company in the “Actors” module. This means that every user must have a role/permission for a
company and then be assigned a specific role in the “Actors” module.

In summary, the user rights and profiles are designed to ensure that only authorised users can
perform specific actions within their assigned company and the “Actors” module. Company admins
have the ability to manage user roles and permissions within their company and the “Actors”
module. Viewers can access company information but cannot take any actions.

User profiles for companies

User profile | Actors Rights

= After the initial login, whether through the creation of a AGOV
account or utilising an existing one, a user will be assigned this
role.

» Can register a new company and verify the company address.

ALLOW All Upon successful completion of the verification, the user will be
upgraded to company admin role.

= The ALLOW role will never be revoked, as otherwise the user
will not be able to access the application.

» The user that registers the company will be its admin.

Company Al = They have the ability to invite new users and manage existing

admin users by changing their permissions.

=  Will be invited to a company by a company admin.

Company Al »= Has no permissions in this application, but is linked to company

viewer in elAM

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 7133
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User profiles for actors / mandates

User profile Actor Rights
Can manage actor data respectively, as well as manage
users associated with an actor.
. Can create new mandates and edit only the "Mandate
Actor admin All ) ] ]
valid from" and "Mandate valid until" dates.
Has no rights to manage UDI data.
Can edit mandates except the "Mandate valid from" and
Mandate admin MF Mandate, "Mandate valid until" dates.
PR Mandate Can manage users associated with a mandate.
Has no rights to manage UDI data.
Can upload and update UDI data.
MF. PR Can register devices / UDIs by setting the market status.
UDI Editor MF Mandate, Is as:g:neld a'[I ’:che:;tor level for MF, PR, but at the
PR Mandate mandate gve or AR. |
Cannot edit actor or mandate details.
Has read-only permissions for actor / mandate and UDI
Actor viewer All data.
. MF Mandate, Has read-only permissions for mandate and UDI data.
Mandate viewer
PR Mandate

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026
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2 Managing actors and user accounts
The actor module ensures that all actors using swissdamed have been authenticated.
There are two ways to gain access to swissdamed:

1. Request registration as an actor (CHRN). Register your actor in swissdamed with the
appropriate actor role.
1. The person who performs the actor registration automatically becomes actor admin
for that actor once the registration is validated by Swissmedic.
2. A Swiss Single Registration Number (CHRN) is generated by swissdamed and
issued by Swissmedic after validating the actor registration request.

2. Get onboarded as a user of a registered actor. If your actor is already registered in
swissdamed, the user with actor admin permission can invite you as a user of that actor.
Once an actor admin from an actor has invited you, your account will be granted the
appropriate user profile for that actor. It is good practice having at least two actor admins as
a fail-safe mechanism in case one should be unavailable. Furthermore, an actor must have
at least one active actor admin at all times, making it impossible for an actor to terminate the
last actor admin.

A requirement for both options is a registered company.

3 How to operate in swissdamed - Instructions
3.1 Company
311 Register a company

The first step to take after successfully logging into swissdamed is to register your company. To do
so, follow the instructions below:

1. Go to the “Company registration” tab and click on the button “Register new company”.

< medic Go Company

Companies

2. Search for your company in the search field. The results from the search come from the
Central Business Name Index - Welcome (zefix.ch).
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[ : Gotoswissdamed  Company registration 2, swissdar
medic panyreE

Compa;n;rnrl;;;:;:;:;on
= | sl registr, you can ind it by entering ts name or s UID number. fyou dan't knaw
3. Select the desired company, tick the box “I confirm that | am aware of the service
agreement” and click “Register”.
Comp;n:mrzn;;:::;:;on

[ 1 confirm that1 am aware of the service agreement

4. A confirmation appears telling you that the chosen company registration was successfully
submitted. The text just below explains what to do next:

“The company CHE-123.456.789 - XXX is provisionally registered. An address verification
code will be sent by letter to STREET, NUMBER, CITY. Once you receive the letter, you can
enter the address verification code and verify the company address in order to fully register
the company.”

5. Please wait until you receive the verification letter by Swiss Post.
6. Having received the letter, log in to swissdamed, go to “Company registration” and then the
“Company registration” tab, and click on the padlock symbol of the corresponding company.

’ " Goto swissdamed  Company registration 2. swissdamed Admin v
medic e o

Companies

Register new company

REGISTERED COMPANIES

uiD 4 Name. Address Postal code ity

CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Pending

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 10 /33
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7. Enter the company verification code you received by letter and click on “Confirm”.

Enter company verification code

You created a registration request for the following company

| Swissmedic, Schweizerisches Heilmittelinstitut
Hallerstrasse 7

3012 Bern

CHE-108.952.985

We have sent you an address verification code by letter to the company address. Please
enter this code below and click "Confirm”.

|

8. A confirmation appears telling you that the registration of your company has been
successfully completed. The text above the icon explains what to do next: “To begin using
the company, please log out of the application. Once you log back in, the registered
company CHE 123456789 - XXX will be visible and ready for use.”

9. After logging back in to the application, the company should be in the list of “Registered
companies” in the “Company registration” tab.

3.1.2 Add user(s) to the company

1. Go via “Company registration” to the “Registered companies” tab, where you will see your
company. Click the “+” icon on the right of your company to “Invite new user”.

L medic Gotoswissdamed  Company registration S swissdamed Admin  EN v =
Companies
Register new company
Regisered compa -
uo 4 Name Address Postal code City Actions
CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern &

2. Enter the first name, last name and e-mail address of the user you want to invite and choose
the user role you want to assign to that person. When everything has been filled in, you can
click on the “Send invitation” button below.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 11 /33
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4 s 2 di d Admi v
medic Goto Comp: 2 Admin €N

> User invitation

Invite a new user to Swissmedic, Schweizerisches Heilmittelinstitut - CHE-108.952.985

Contact data

Enter the contact data of a new user you want to invite to view/manage the actors of your company

Role

) Company administrator (can manage all actors of this company)

{0 Company viewer (detailed permission will be granted per actor)

3. After sending the invitation, the invited user will get an e-mail in which the onboarding
procedure will be explained (if the invited user does not yet have a CH-LOGIN or AGOV
account). The person will have to follow the instructions, using the link and code provided in
the email.

If the user already has a CH-LOGIN or AGOV account, the e-mail will contain information
about the invitation and the new role in the company.

31.3 Manage company users

1. Once the user is onboarded, their status can be checked in the “Registered companies” tab
under “Company registration”, which you can access by clicking on the character icon next to
your company.

[ medic Goto swis Company registrati s, damed Admin  EN v =
Companies
Register new company
Registered companies -
uin § Hame Address. Postal code
(CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern e

2. All the users of your company are listed in this overview with their role and status. By clicking
the icon in the “Actions” column, you can edit the role of the users or delete the user.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 12133
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> Company details

Swissmedic, Schweizerisches Heilmittelinstitut - CHE-108.952.985

o

Change permission

Do you want to change the role of the user CEEEED,
G (0 Company viewer?

CHANGE PERMISSION

314 Change data of a company

1. The general information, such as name, the address and UID of the company cannot be
changed, because this is an excerpt from the Swiss commercial register

2. If your company does not have a UID, please contact the swissdamed team for support by
using the contact form: Support swissdamed

3.2 Actor (CHRN)
3.21 Register an actor (CHRN)

1. Log in to swissdamed with your account and go via the “My actors” dropdown to your
“Registered companies”. Click on the“+” icon (Register a new actor) action button on the right
of the company to which you want to add an actor. A new page will open with a form to fill in.

. rch v My actors v s v i 2, swissdamed Admi v —]
damed Searc ¥ My UDIs Company registration swissdamed Admin  EN

Registered companies

uin Name Address Postal code

2. Choose an actor type and fill in the details for each stage of the form. To go through the
form, press the “Next” button at the bottom of the page.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 13 /33
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Register a new Actor

€ Register a new Actor Contact data PRRC Details for invoice Commercial register and Service agreement

Actor type *
Manufacturer (MF)
Authorised representative (AR)
Imparter (IM)

System procedure pack producer (PR)

Details of economic operator

3. In the last step: Upload your excerpt from the commercial register, agree to the service
agreement and confirm that the indicated data are correct.

If you are a natural person, please upload your residential address registration document.

Note that the required documentation should not be older than three months.

Register a new Actor
@ Register anew Actor © conaadaa @ eic @ oevsitsforinvoice © Commercial regiter and Service agreement

Commercial register and Service agreement *
Documentation to be supplied

Please upload the excerpt from the commercial register of your economic operator. If you are a natural person, please upload your residential address registration document. Note that the required documentation should not be older than 3 months. *

+ Choose file

The requesting company or natural person acknowledges to be aware of and abide by the Service agreement
hat the indicated data are correct

4. Submit the actor registration request to Swissmedic by clicking on the “Submit” button.

5. If the request was successfully submitted, a confirmation appears. Swissmedic will check the
request and assess it.

6. Inthe meantime, the status of your request can be checked via the “My actors” dropdown in
the “Actor registration requests” overview.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 14 /33
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A damed Search v My actors v My UDIs v Company registration 2 swissdamed Admin  EN =
Actor reglstratlon requests
Appli date t

= I— - e

7. Once your request was assessed, you will receive an e-mail with the status of your request.

If your request is accepted, your request will get the status “Approved” in the “Actor
registration requests” via the “My actors” dropdown. Additionally, your actor will be available
under “Registered actors” with the status “Registered”.

[ 4 Search v My actors v My UDIs v Company registration 2 swissdamed Admin  EN v
damed R v panyres ¢

Actor registration requests

m MF hweizerisches Heilmittelinstitut Bern 07.11.2024 - 10:15
Q] a® sizeisches Heilmittlinstitut Bern 270620251415
7 damed Search ¥ My actors My UDIs ¥ Company registration 2, swissdamed Admin  EN =
Registered actors

v

a] W — CHE-108.952.985 Swissmedic, Schweizerisches Heilmitelinstitut Hallerstrasse 7 012 Bem ;

If corrections are required for your request, it will remain in the "Actor registration requests"
overview via the "My actors" dropdown. The request will then receive the status "Correction
requested”, which makes it available for editing (pencil icon in the action column). In this
status, the request can also be cancelled (cancel icon) under "Action". For further information

see section 3.2.5.

7 damed Search v My actors v My UDIs ¥ Company registration 2 swissdamed Admin  EN =
Actor registration requests
E AT-REG-000050980 MF Swissmedic, Schweizerisches Heilmittelinstitut Bern 07.11.2024 - 10:15 Approved

If your request is refused, your actor will be displayed in the “Actor registration requests”
overview with the status “Refused”.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 15 /33
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7 -damed _—

Actor registration requests

E AT-REG-000050980 MF Swissmedic, Schweizerisches Heilmittelinstitut Bern 07.11.2024 - 10:15 Approved

3.2.2 Add user(s) to the actor (CHRN)

Once Swissmedic has accepted your registration request and your actor is visible in the “Registered
actors” overview, other users can be added to the actor level. To be able to add a user to an actor,
the user you want to add must first be registered at company level. To do so, please follow the steps
described in section 3.1.2 of this user guide.

As soon as the desired user is registered in the company, they will automatically appear in the user
list of the actors of that company. The following table shows which role will be automatically
assigned at actor level to the company users.

Company role assigned Actor role automatically assigned
Company admin Actor admin & UDI Editor (MF and PR)
Company viewer None

3.2.3 Manage actor users (CHRN)

If the user is registered at company level, they will automatically appear at actor level. As actor
admin, you can change (add/remove) permissions of actor users. To do so, please follow the steps
below.

1. Open the “Actor details” of the desired actor by clicking on the magnifying glass icon.

2
I

’ reh v My actors v My UDIs ¥ a istrati 2. swissdamed Admin
damed Searc ¥ y UDIs Company registration swissdamed Admi

Registered actors
View Actor type CHRN uiD Name Address Postal code City Status
MF L} CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Registered s

2. Once in the “Actor details” view, open the “Users” tab. All users from the company are listed
there with their role and status.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 16 /33
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Search ¥ My actors v My UDIs ¥ Company i A damed Admin  EN =

*.damed

Registered actor details @ ronvecwervr QD

Company name & edic, Schweizerisches Heilmittelinstitut

Actor details

Actor location

nactivate <j
Generalinformation  Contactdata  PRRC i

Firstname Last name E-mail address Role Status Action

Actor admin | UD! Editor Active S

3. If you want to change the role of one of the actors, click on the change permission button
(character icon on the right)

s damed Search v My actors ¥ My UDIs ¥ Company i = d dAdmin  EN v =
> Registered actor details @ ronvtcwervr R
Actor details
activate actor J
General information Contact data PRRC Users uol
First name Last name E-mail address Role u Action

4. Add or remove a permission by choosing if the selected user should have an actor role or
not, and if so, which one (multiple selection allowed). Click on the “Change permission”
button to validate your choice.

| Change permission x

Change permission for Damaris Reiter

Has actor roles

= @ Yes

No
Actor roles

Actor admin (can edit actor details, manage users but not the devices)

UDI Editor (can manage medical devices)
Change permission

Actor viewer (can see actor data)

5. If the change of role was successful, a confirmation appears.
3.24 Change data of an actor (CHRN)

If you need to change the registered data of an actor, you can do so by going to the “Registered
actors” overview via the “My actors” dropdown.

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026 17 133
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1. Click on the pencil icon on the right of the actor that you wish to update.

Search ¥ Myactors ¥ MyUDIs ¥  Company registration 2, swissdamed Admin  EN

“.damed

Registered actors

Actor typ CHRN vio Addres Postal code city Status Actior
Q] ur — CHE-108.552.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 012 Bem Registered

2. Change the data that needs to be updated. Confirm that the data are correct and save your
changes by clicking on the “Confirm” button.

Please note: You cannot modify your company address details directly in swissdamed.
Make sure that the UID register (Zefix) contains the correct data. The company data in

swissdamed will be updated automatically.

If your company is not registered in Zefix or you opted out of the automatic synchronisation
between Zefix and swissdamed, your company was manually registered by a Swissmedic
user. To update your company data in that case, please contact the support team.

@ vonvtocturer o) T

Edit / confirm actor details
& Genenal information & contact data & rrrc © Data accuracy confirmation

Actor data accuracy confirmation

| confirm that the indicated data are correct

3. If the update was successful, a confirmation appears.

3.2.5 Abort an actor registration request (CHRN)

If you want to abort an actor registration request after it has been set to the status “Correction
requested” you can do so by going to the “Actor registration requests” via the “My actors” dropdown.
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1. Click on the icon on the right of the actor registration request that you wish to abort.

[ damed Search v My actors v My UDIs ¥ Company registration 2 swissdamed Admin  EN =
Actor registration requests
Application 1D Actor type Name city Creation date  time Status Action
m AT-REG-000050980 MF Swissmedic, Schweizerisches Heilmittelinstitut Bern 07.11.2024 - 10:15 Approved

E AT-REG-000057223 AR Swissmedic, Schweizerisches Heilmittelinstitut Bern 27.06.2025 - 14:15 7

2. A confirmation window appears asking you to confirm that you really want to abort this actor
registration request. Click on “Abort request”.

Abort actor registration request

Do you really want to abort your actor registration request and renounce the

registration of a CHRN?
Cancel Abort request

3. In the overview of “Actor registration requests” the actor registration request now has the
status “Aborted”.

L Search ¥ My actors v MyuDIs ¥ Company registration 2 swissdamed Admin EN v =
damed Em— Y pany e

Actor registration requests

Application ID 7 Actor type Name City Creation date | time Status Action

E AT-REG-D00050380 MF 5 , Schwei; insti Bern 07.11.2024 - 10:15 Approved

m AT-REG-000057223 AR Swissmedic, Schweizerisches Heilmittelinstitut Bern 27.06.2025 - 1415

3.2.6 Delete an actor registration request (CHRN)

If you wish to delete an actor registration request, you can do so in the “Actor registration requests”
overview via the “My actors” dropdown. Please note that the request can only be deleted if it has the
status “Draft”.

1. Click on the trash icon.

(4 damed Search v My actors v My UDIs v Company registration A swissdamed Admin  EN =

Actor registration requests

Application 1D . Actor type Mame city Creation date | time Status Action
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2. Confirm that you want to delete the request by clicking the “Delete” button.

Delete actor registration request

Do you really want to delete this actor registration request? This can not be

undone!
Delete

3.2.7 Validate your actor details (CHRN)

According to Art. 31 para. 5 MDR and Art. 28 para. 5 IVDR, economic operators shall periodically
confirm the accuracy of the registered data.

Twelve months after the creation of a new actor and then every two years, an e-mail from
swissdamed is sent to the contact e-mail address and the actor admin(s) asking them to confirm the
actor data registered in swissdamed. The respective actor who needs to confirm the data is marked
(in orange) in the actor list.

1. To confirm or update your actor data, click via the “My actors” dropdown, on “Registered
actors”, then on the pencil icon on the right of the relevant actor.

Actor management

View Action
II; ]

2. Verify and change the data that need to be updated. Confirm that your data are correct and
submit your validation / changes by clicking on the “Confirm” button.

Actar type CHRN uiD Name Address Postal code

Edit / confirm actor details
@ Generalnformation @ convoct o @ e © Data accuracy confirmation

Actor data accuracy confirmation

I canfirm that the indicated data are correct

=
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3. If the validation was successful, a confirmation appears.

3.2.8 Inactivate an actor (CHRN)

If you need to inactivate an actor, you can do so by following these steps:

1. Go to the list of your “Registered actors” via the “My actors” dropdown and click on the
magnifying glass icon on the left of the actor that you want to inactivate.

fs Search v My actors + My UDIs ¥
damed e /= el

Company registration

Registered actors

view Actor type CHRN uis Name Address Postal co

MF E— CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7

2. In the details of your actor, click on the “Inactivate actor” button in the grey box in the top

right corner

L Search v My actors v My UDIs v
damed ’ 4

012 Bem

Company registration

Registered

A, swissdamed Admin

dactors > Registered actor details

Actor details

Q@ renctocurer ) CEEID

Actor location

3. A confirmation window appears asking you to provide the reason for the actor inactivation

and to confirm that you really want to inactivate this actor.

Inactivate actor Gl D

If you really want to inactivate the actor NS cnter the reason for
the inactivation and confirm by clicking the "Inactivate” button. The reactivation of
the actor is only possible through Swissmedic and is subject to a fee.

Please provide the reason for actor inactivation

o

4. If the inactivation is successful, a confirmation appears.

5. Inactivated actors are shown in grey in the list of the registered actors, and an information

box is also added in the actor details.
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“.damed Search ¥ Myactors ¥ Company registration A swissdamed Admin ~ EN

Registered actors

Actor type CHRN uID Name Address Postal code City Status

E MF aE—— CHE-108.952.985 Swissmedic, Schwelzerisches Heilmittelinstitut Hallerstrasse T 012 Bem

o

L4 Search v My actors v Company registration —~ swissdamed Admin EN w =
damed v BARYTRE

> Registered actor details

@ vervecwervr) (G D
Actor details Company name Swissmedic Schweizersches Helmitinsiog

(D This actor is inactive since 27.06.2025 X

3.3 Mandate
3.31 Register a mandate

To register a mandate in swissdamed, you first need to have a registered authorised representative
(AR) as an actor for your company. If that is the case, follow the steps below to register a new
mandate:

1. Go to the “Registered actors” overview via the “My actors” dropdown. Click on the letter-icon
(Go to mandates) of the authorised representative actor to whom you want to add a
mandate.

7 damed Search v My actors ~ My UDIs v Company registration A, swissdamed Admin EN v =

Registered actors

¢ Refrest
Actor type CHRN T uio Name Address Postal code City Status
E AR [ ] CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Registered 7
E MF L ] CHE-108.952.985 Swissmedic, Schweizerisches Hailmittelinstitut Hallerstrasse 7 3012 Bern Registered 7’

2. Inthe “Actor details”, click on the “Register new mandate” button.
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7 Search v My actors ~ My UDIs v Company registration A, swissdamed Admin
damed y y pany regi EN

> Registered actor details @ ruthorised representative (%) CEEEEEN

Company name Swissmedic, Schweizerisches Heilmit

Actor details

scation Bern

nactivate actor
General information Contact data PRRC Mandates Users

View Mandate ID T Company City Country Mandate valid from Mandate valid until Status Action

There are no mandates

3. Fillin the form, confirm that the indicated data are correct and save the mandate by clicking
on the “Confirm and next” button at the bottom of the form.

[ Search v My actors v My UDIs v Company registration 2, swissdamed Admin  EN v
damed y y pany regl

I hereby confirm that the indicated data are correct I

€ Cancel and back to Mandate overview Confirm and next

4. Click “Confirm”. If the registration was successful, a confirmation appears.

3.3.2 Add user(s) to the mandate

If you wish to add a mandate user, you must first add them as an actor user at actor level.

Once your mandate is visible on the “Mandates” tab of your authorised representative actor, other
users can be added to the mandate. To be able to add a user to a mandate, the user that you want
to add must first be registered at company level. To do so, please follow the steps described in
section 3.1.2 of this user guide.

As soon as the desired user is registered in the company, they will automatically appear in the user

list of the actors of that company and in the corresponding mandates. The following table shows
which role will be automatically given on mandate level to the company users.
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Company role

Actor role automatically

Mandate role automatically

assigned assigned assigned
Company admin Actor admin Mandate admin & UDI Editor
Company viewer None -

If the user was given the role “Company viewer”, the actor role needs to be manually changed from
“None” to any other actor permission, so that the user also appears in the mandate users.

3.3.3 Manage mandate users

Once your mandate was saved and is visible in the mandate overview, you can manage the user at
mandate level. To manage users at mandate level, follow these steps:

1. Open the actor details of the authorised representative via the "My actors" dropdown, then
"Registered actors". Click on the "Mandates" tab and open the mandate details by clicking on

the magnifying glass icon next to the chosen mandate.

“sdamed

Search v

My

actors

v My UDIs v Company registration B, swissdamed Admin  EN

> Registered actor details

Actor details

Company City Country

Mandate val

id from

@ ruthorised representative (%) (D

nactivate actor

Mandate valid until Status Action

2. Go to the “Users” tab under “Mandate details”. The users of your company that have a role at
actor level (actor admin or actor viewer) will automatically be listed there.

<damed

Search v

My actors v My UDIs v Company registration 2, swissdamed Admin EN  ~

Mandate details

First name T

> Mandate details

E-mail address

BW630_40_001_HB - Handbuch | 3.0 | 15.06.2026
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3. As mandate admin you can manage the mandate users by clicking on the character icon on

the right of the user whose role that you wish to change.

Search v My actors v My uDIs v Company registration 2, swissdamed Admin  EN

“sdamed

<
IIf

o

> Registered actor deta > Mandate details

Mandate details

General information Users upl

First name 1 Last name E-mail address Role

Authorised representative (i) D

Transfer mandate Inactivate mandate

Status Action

Mandate admin | UDI Editor Active

4. Add a permission by choosing whether or not the selected user should have a mandate role
and, if so, what that role should be. Click on the “Change permission” button to validate your

choice.

Change permission x

Change permission for NN

Has mandate roles

@ Yes

No

Mandate roles

Mandate admin (can edit mandate details, manage users but not the devices)

UDI Editor (can manage medical devices)
Change permission

Mandate viewer (can see mandate data)

5. If the change of role is successful, a confirmation appears.

3.34 Change data of a mandate

If you need to change the registered data of a mandate, you can do so by going to the “Mandates”
tab in the “Actor details” of the corresponding authorised representative (AR).

1. Click on the pencil icon on the right of the mandate that you wish to update.

L Search v My actors v My UDIs v Company registration A, swissdamed Admin EN =
damed y y pany regi
> Registered actor details R p————
Company name Sw edic, Schweize nstitut
Actor details
nactivate actor
Generalinformation  Contactdata  PRAC Users
View Mandate ID T Company City Country Mandate valid from Mandate valid until Status Action
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2. Change the data that needs to be updated. Confirm that the indicated data are correct and
save your changes by clicking on the “Confirm and next” button.

fesdamed Search v My actors v My UDIs v Company registration 2, swissdamed Admin  EN W

| hereby confirm that the indicated data are correct

€ Cancel and back to Mandate overview Confirm and next 3

3. If the update was successful, a confirmation appears.
3.3.5 Inactivate a mandate

If you need to inactivate a mandate, you can do this by accessing the "Mandates" tab in the "Actor
details" of the corresponding authorised representative (AR).

1. Click on "My actors", then choose from the dropdown "Registered actors". Open the actor

details of the corresponding authorised representative (AR) by clicking on the magnifying
glass icon.

L4 damed Search v My actors « My UDIs v Company registration A swissdamed Admin  EN =

Registered actors

View Actor type CHRN 1 uiD Name Address Postal code City Status

Action
AR [ ] CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Registered 5 ra

2. Click on the "Mandates" tab. Click on the magnifying glass icon of the desired mandate.
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% <damed Search v My actors My UDIs v Company registration 2, swissdamed Admin  EN =
> Registered actor details @ Authorised representative (AR) (D
Company name S edic, Schweize He telinstitut
Actor details
Actor location Bern (C
ractivate acter
Generalinformation  Contactdata  PRRC | Mandates | Users
Mandate ID Company city Country Mandate valid from Mandate valid until Status Action

ppppppppp d 7
Re t

3. Click on the "Inactivate mandate" button.
’ damed Search v My actors v My UDIs v Company registration 2, swissdamed Admin  EN =

> Mandate details @ Authorised representative (A7) (D
Mandate details

Transfer mandate Inactivate mandate

General information Users. upi

4. Enter a reason for inactivating the mandate and confirm by clicking the "Inactivate" button.

! Inactivate mandate D
]

Are you sure you want to inactivate the mandate
Please note that once inactivated, this mandate CANNOT be reactivated!

Please provide the reason for mandate inactivation

7

3.3.6 Transfer of mandate to another authorised representative (AR)

If a mandate is transferred to another authorised representative, the mandate, including all

registered medical devices, can be transferred to the new authorised representative in swissdamed
by means of a mandate transfer.

The existing authorised representative submits a request for a mandate transfer for their registered
mandate to the new authorised representative. The prerequisite for this is that both the existing and
the new authorised representative, as well as the mandate to be transferred, are registered in
swissdamed and have the status “Registered”. If the status of the new authorised representative is
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changed to “Inactive” after the request has been submitted, the request for mandate transfer is
automatically cancelled.

The request to transfer the mandate can be approved or rejected for the new authorised
representative. If it is rejected, the mandate remains with the existing authorised representative. If it
is approved, the mandate is transferred to the new authorised representative on the specified
transfer date. If the new authorised representative has not processed the request by the transfer
date, the request is automatically cancelled.

3.3.6.1  Existing authorised representative — Submit request to transfer mandate

If you wish to transfer a mandate to another authorised representative (AR), you can do so by
following these steps:

1. Click on "My actors", then choose from the dropdown "Registered actors". Open the actor

details of the corresponding authorised representative (AR) by clicking on the magnifying
glass icon.

[ Search v My actors ~ My UDIs v Company registration A, swissdamed Admin  EN W
damed —_— ’ pany TR

Registered actors

View Actor type CHRN 1 uip Name Address

AR [ ] CHE-108.952.985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern Registered ] Va

2. Click on the "Mandates" tab. Click on the magnifying glass icon of the desired mandate.

’ Search v My actors v My UDIs v Company registration A, swissdamed Admin  EN
damed y Y pany regi

> Registered actor details @ Authorised representative (AR) (D

Actor details

View Mandate ID Company City Country Mandate valid from Mandate valid until Status Action

Registered /s

3. Click on the “Transfer mandate” button in the grey box at top right.

[ Search v My actors v My UDIs ~ Company registration 2, swissdamed Admin  EN
damed y Y pany reg

> Mandate details @ suthorised representative (%)

ompany nam: Swissmedic, Schweizerisches Heilmittelinst

Mandate details

nactivate mandate
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4. Search for the authorised representative to whom you wish to transfer the mandate. You can
search for this person using the CHRN or the authorised representative's name.

& Search v My actors v My UDIs v Company registration 2 swissdamed Admin EN
damed y y pany reg|

Create a mandate transfer request

€ select authorised representative

Mandate transfer details

Select authorised representative
Search for and select the authorised representative to whom this mandate and all its registered medical devices will be transferred. The mandate can only be transferred to an active authorised representative.

5. Select the authorised representative to whom you wish to transfer the mandate by clicking on

the circle symbol. Click on “Next”.
6. Select the date of the mandate transfer. You also have the option here to enter a comment

for the new authorised representative.

/ Search v My actors v My UDIs v Company registration A2, swissdamed Admin  EN
damed y Y pany reg

Create a mandate transfer request

@& select authorised representative © Mandate wransfer details

Mandate transfer details

Select the date when the mandate and all its registered devices will be transferred, upon approval by the new autharised representative (D

June 2025

Mo Tu Wwe Th Fr sa Su

7. Click on “Submit”. A new window will open with instructions. Please read these through and
submit the request for transfer by clicking on “Submit” again. If a transfer request already
exists for the selected mandate, an error message will appear.

Once the request for a transfer of mandate has been submitted, the existing authorised
representative will receive an e-mail summarising the request that has just been created.

The new authorised representative will receive an e-mail describing the next steps and the actions
required to process the request.
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3.3.6.2 Existing authorised representative — Cancel mandate transfer request

If the request for a transfer of mandate was submitted in error, the request can be cancelled by the
existing authorised representative.

1. Click on “Mandate transfer request” via the “My actors” dropdown.

2. Click on the “Abort mandate transfer request” icon under “Action”. A pop-up window will
open.

L4 damed Search v My actors ~ My UDIs v Company registration A, swissdamed Admin EN v =

Mandate transfer requests

View Request ID Mandate ID Name Former AR New AR Transfer date Status Action

B . ______________________________________________________________________________________] Submitted
3. Enter areason for cancelling the request and click on “Abort request”.

Abort mandate transfer request

Should the mandate transfer be aborted?

|-. M Abort request

3.3.6.3 New authorised representative — Approve mandate transfer request

1. Click on “Mandate transfer request” via the “My actors” dropdown.
2. Click on the review symbol under “Action”.

’ Search v My actors ~ My UDIs v Company registration 2, swissdamed Admin  EN
damed _ 4 pany e

Mandate transfer requests

View RequestiD Mandate D Name Former AR New AR Transfer date Status Action

Submited

3. Review the mandate information.
4. |If you agree to the transfer, select “Approve” and click the “Approve” button.
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fe damed Search v My actors v MyUDIs v Company registration

2, swissdamed Admin

EN

Street name

Street number

Postal code

City

Country

Mandate valid from

Mandate valid until

New authorised representative

Transfer date

®) Approve

Refuse

5. A pop-up window will open. Click “Approve” again.

The mandate and all its registered medical devices are transferred on the transfer date. If any data

on the mandate is incorrect, you can correct it after the transfer (see section 3.3.4).

3.3.6.4 New authorised representative — Refuse mandate transfer request

1. Click on “Mandate transfer request” via the “My actors” dropdown.
2. Click on the review symbol under “Action”.

L4 Search v My actors My UDIs v Company registration
damed —

Mandate transfer requests

View Request ID Mandate ID Name Former AR New AR Transfer date

3. Review the mandate information.

Submitted

4. If you do not agree to the transfer, select “Refuse”, enter a reason for the rejection and click

the “Refuse” button.
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My actors v My UDIs v Company registration 2, swissdamed Admin  EN -

w
S
<

fcdamed

Street number

Postal code

city

Country

Mandate valid from

Mandate valid until

New authorised representative

Transfer date
Approve Provide the reason for refusing this mandate transfer request. The reason
®) Refuse will be sent by email to the transfer request creator.

& Back to mandate transfer requests

5. A pop-up window will open. Click “Refuse” again.

The mandate and all of its registered medical devices will not be transferred and will remain with the
existing authorised representative.
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3.0 Adjustment of Actor admin and Mandate admin permissions in chapter 1.3.2.

2.0 Adjustments regarding CH-LOGIN / AGOV

13 Addition of cancellation / deletion of CHRN and creation of mandate transfer.
General reorganisation of the content.

1.2 Updates for go-live “Actors” module

1.1 Updates for go-live “Actors” module

1.0 First version for pilot swissdamed
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