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1 Introduction

How economic operators can use the actor registration module — concept, registration,
management, access and mandates.’

g EVOLVING USER INTERFACE

The visual components of the EUDAMED user interface, including field labels, menu
options and screen layout, are still subject to change and may therefore slightly differ
from what you see in this manual.

1.1 Overview

EUDAMED is the IT system developed by the European Commission to implement the EU
medical devices regulations:

Regulation 2017/745 on medical devices
Regulation 2017/746 on in vitro diagnosis devices
EUDAMED is structured around six interconnected modules and a public site:

» Actor — user registration and management

UDI database and registration of devices

Certificates and Notified Bodies

Clinical Investigation and performance studies
+ Vigilance and post-market surveillance

» Market surveillance

1.2 Application basics

This section describes a number of basic principles that you will acquire very quickly as
you become familiar with EUDAMED. These include:

+ Starting and ending a EUDAMED session

* Understanding the basic concepts

For a wider understanding on how to use the platform, visit the EUDAMED Information Centre.
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» Understanding user profiles and access grants/rights

1.2.1 Starting and ending a EUDAMED session

To use EUDAMED, you must have an EU Login account — linked to your work email
address — private/shared mailboxes are not allowed for security reasons.

NOTE
S Playground environment

EUDAMED is also available in a Playground environment, intended to enable you

to experiment with the application. All the information in this environment is dummy
(including the Actor ID/SRN) and will never be moved to the Production environment.
Access to the Playground requires a separate registration.

To start EUDAMED:

1. Go to the EUDAMED Welcome page.

m European |
Commission EUDAMED

Welcome to EUDAMED

Disclaimer providing all necessary information on who may access request to Eudamed

Ut enim ad minim veniam, quis nostrud exercitation ullamco laboris nisi ut aliquip ex ea commodo
consequat. Duis aute irure dolor in reprehenderit EUDAMED public website cillum dolore eu fugiat nulla
pariatur.

You already have an EU login account

Login into Eudamed using your EU Login account

Enter with EU Login

You don't have a EU Login account yet e
Create your EU Login account

About EUDAMED  Cookies  Privacy policy Contact Help

2. Click Enter with EU Login. (OR select Create your EU Login account if you do not
have one yet). The first part of EU Login — Sign-in page prompts you to enter your
email address:
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This website uses cookies. Learn more about the European Commission's cookie policy. Close this message X
EU Login g&’ﬁ; O English (en) ~
One account, many EU services

webgate.acceptance.ec.europa.eu requires you to authenticate

Sign in to continue

Use your e-mail address

Create an account

Or

Or use the elD of your country

Easy, fast and secure: downioad the EU Login app

AboutEULogin  Cookies Privacy Statement ~Contact Help Powered by

\

European Union EU institutions 7.43-an2p| 17 ms Commission

European

3. Enter your (work) email address or username and click Next. The second part of the
EU Login — Sign-in page prompts you to enter your password:

Sign in to continue

Welcome back

(European Commission)

Sign in with a different e-mail address?

Password

Lost your password?

Choose your verification method

Password
wee Authenticate to EU Login with only v

your password.
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NOTE
EU Login issues?

» Forgot your password? Click Lost your password? on this screen:

Sign in to continue

Welcome back
]

(European Commission)

Sign in with a different e-mail address?

Password

| Lostyour password? |

Choose your verification method

Password

B Authenticate to EU Login with only v

your password.

» Change your password: Go to Change password
» VView/edit your account: Go to My Account
4. Enter your EU Login password and click Sign in.

If you do not have any pending/registered account(s), EUDAMED opens the User and
Actor Registration page:
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n European I
Commission EUDAMED

European Commission > EUDAMED

Home Help v

User and Actor Registration

Select one of the options below

NEW ACCESS REQUEST ACTOR REGISTRATION

My organisation is already No actor exists for my organisation

registered. | need to access | want to proceed with registration
EUDAMED for my organisation of my organisation

EUDAMED Contact EUDAMED

NOTE
Next steps:

» Want to register your organisation as an actor in EUDAMED? See Registering
as an Economic Operator [10]

» Need access as a user for a registered economic operator? See Requesting
access as a user for a registered Economic Operator [50]

Logging out of EUDAMED:

At any time, you can Logout by clicking the Logout button in the top right corner of the
screen. There is a two-step logout process, the latter being the confirmation step!

1. Click Logout at the top right of the screen:

- | English G)
Commission EUDAMED

2. After you confirm the Logout from EUDAMED, you will be prompted with a Log me
out confirmation page from the EU Login domain.

Introduction



EUDAMED user guide

1.2.2 Actors and definitions
:J INFOGRAPHIC: Actor ID/SRN and Actor roles

ACTOR ROLES

in TUDAMEIDRY

CONPETENT AUTHORITY [T AUTHORIEED
DESKIMATING AUTHORITY (D) REPREZENTATIVE [AR]

Actors
Actors involved in EUDAMED are:

Supervising bodies

* European Commission

» Competent Authorities (CA), including Designating Authorities (DA)

* Notified Bodies (NB)

Economic operators

» Manufacturers - see Article 2(30) or Article 2(30) of Regulation 2017/745

» System and procedure pack producers — any individual or organisation who places
procedure packs and/or systems on the EU market

+ Authorised Representatives — see Article 2(32) of Regulation 2017/745
* Importers — see Article 2(33) of Regulation 2017/745

Sponsors
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» see Article 2(49) of Regulation 2017/745

Definitions
* Medical device — see Article 2(1) of Regulation 2017/745
* In vitro diagnostic medical device — see Article 2(2) of Regulation 2017/746

» Person responsible for regulatory compliance — see Article 15(1) and (3) of Regulation
2017/745

+ Single Registration Number (SRN) — see Article 31(2) of Regulation 2017/745

1.2.3 User rights and profiles

Each user may have multiple accounts but can access EUDAMED with only one account
at a time.

Each EUDAMED account is associated with one of the following actors:
* Manufacturer

» Authorised Representative

» System/Procedure Pack Producer

* Importer

Each of these actors has a set of roles that are specific to each module in EUDAMED.
The actions and rights connected to each role are defined by the user profile of that user
(i.e. Viewer, Verifier, Linker, LAA etc.) so user profiles are module specific.

Your user profile is determined by your actor (see table). For example, in Actors module,
the Verifier profile is only enabled for Authorised Representative actors. The Linker profile
is a specific profile which is enabled only for Importer actors, which allows them to create
links with non-EU manufacturers in this module.

User profiles in the actor module

User profile Actor Rights

Viewer All May only view registered actors and own actor details

Verifier Authorised Representative | View + verify non-EU manufacturer registration requests and verify/terminate associated
mandates

Mandate manager Non-EU manufacturer View + submit/manage mandates with authorised representative(s)

Linker Importer View + link importer with non-EU manufacturer(s)

Local User Administrator (LUA) | All Verify/manage mandates/ link (depending on actor role) + manage users and user access
requests

Local Actor Administrator (LAA) | All LUA + manage actor data and notification email addresses

Hierarchy of user profiles
Profiles are hierarchical, i.e. higher-level profiles contain all lower-level grants/rights.

—e.g. LAA is the highest profile and contains the rights of all the profiles beneath it in the
hierarchy.
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User profiles per actor and their hierarchy

Authorised representative | Manufacturer | System and procedure pack producer | Importer
LAA LAA LAA LAA

LUA LUA LUA LUA

Verifier Mandate manager | — Linker

Viewer (default) Viewer (default) Viewer (default) Viewer (default)

Introduction
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2 Managing actors and user

accounts

The Actors module ensures that all actors using EUDAMED, including Economic
Operators (EO), have been authenticated.

There are two ways to gain access to EUDAMED:
Request registration for an economic operator
Register your Actor in EUDAMED with the appropriate actor role.

* The person who performs the Actor registration automatically becomes Local Actor
Administrator (LAA) for that actor once the registration is validated.

* An Actor ID or Single Registration Number (SRN) is generated by EUDAMED and
issued by the Competent Authority after validating the registrations request.

Request access as a user of a registered Economic Operator

If your Actor is already registered in EUDAMED, you can request access as a user of that
actor. Once an LAA/LUA from your actor has approved your request, your account will be
granted the appropriate user profile for that actor.

It is good practice having at least two LAAs, as a fail-safe mechanism if one should be
unavailable. Furthermore, an actor must have at least one active LAA at all times, making
it impossible to terminate the last LAA for an actor.

2.1 Managing actors

Economic Operator means one of the following:

* Manufacturer (MF: EU Manufacturers* & Non-EU Manufacturers**)
» Authorised Representative (AR)

» System/Procedure Pack Producer (SPPP)

* Importer (IM)

* EU manufacturers: If you are established in the EU, your registration will be assessed
by the Competent Authority (CA) of your country of business.

** Non-EU manufacturers: If you are not established in the EU, your registration will be
verified by the Authorised Representative you indicate in your actor registration request,
before being assessed by the Competent Authority responsible for your AR.

Managing actors and user accounts 9



EUDAMED user guide

Non-EU EU Authorised
Manufacturer Representative

-

W —
EU Competent
Authority

The difference in registration process between the two types of MF is highlighted in the
following pages.

Anyone with an EU Login account can register actor details in EUDAMED (if the actor is
not already registered). Once completed, the registration form can be submitted directly
for validation or saved as a draft.

By default, this user will become the Local Actor Administrator once the registration is
validated.

NOTE
Multiple roles

If your organisation has more than one role (i.e. your organisation is a manufacturer

and an importer at the same time), you must make separate actor registrations for
each.

2.1.1 Registering as an Economic Operator

2 INFOGRAPHIC: Actor registration request process

Managing actors and user accounts 10
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ACTOR REGISTRATION REQUEST PROCESS

FOR ECOMOMIC OPERATORS EXCEPT NOM-EU MANUFACTURER

To obdan on Actior IVERN  sconcmic opsratiors thad are not non-EU mansdsciaerers
(EL) rrewsuliscturintd, mulPeariad (ops orbiwslnlovinh | Sysbern o ool Sach, prvoch s s, ] segueins |

iR SubeTel @ ool degesieaian medees = EUQAMED

Whesn an economic operaior has submitted s aclor registration
request, the selecied malevan] natisnal compatient sutharily e
the Actor IDFERN (penerated by EUDAMED) after approving

the it requeil

EUDAMED nolifies the Actor IDVGRM vis emai
Iz Ehie SCOnomic operabod,

EL maryinctorgn, sathorined
PRSI, FTpOIar Bnd
FYESTIETOREUNe pack producer

1. Loginto EUDAMED with your EU Login account (See Section Starting and ending a
EUDAMED session [2]). You will land on the User and Actor Registration page:

m European |
= = Commission EUDAMED

European Commission > EUDAMED

Home Help

User and Actor Registration

Select one of the options below

NEW ACCESS REQUEST ACTOR REGISTRATION

My organisation is already No actor exists for my organisation

registered. | need to access | want to proceed with registration
EUDAMED for my organisation of my organisation

EUDAMED Contact EUDAMED

2. Select the Actor Registration widget on the User and Actor Registration page. A
disclaimer is displayed before you are able to continue:

Managing actors and user accounts
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5.

Actor registration

Disclaimer

o Submission 1_' Notification
Please be aware that once you click submit, you will not be able to After submission, EUDAMED will notify the National Competent
make further changes to your data. Authority who will examine your request and, if you are a from a non-

EU country, your Authorised Representative wil also be notified

Status of your request }' Outcome by email
N

The outcome of the examination will be communicated o you by e- If your request is approved, you will be authorised to carry out Local
mail to the address on the previous page. Meanwhile, you may view Administrator tasks for the actor under registration (See the User
your data and the progress of the examination by visiting See my Guide)

Pending Requests in your EUDAMED account.

[ 1have read and agree to the above disclaimer

Cancel

Read the disclaimer, select the "l have read the disclaimer" checkbox and click Next.
You are prompted to enter the information about your actor:

Actor registration

o Please note that you have to submit an actor registration request for each actor role your company may have

Authorised representative - AR
Importer - IM

Manufacturer - MF

System/procedure pack producer - PR

Create new actor

Enter your organisation data to register your actor

*Role

Manufacturer -
* Country’

Ireland -

* Actor / organisation name:

Sample MF ‘

The process summary highlights the completed, current, and the remaining stages of
the actor registration process.

(/] (v} © 4 5 8

Actor Actor address Contact Regulatery Registening Competent
igentification details Persons Local Actor Authority
Administrator

Select the role and country, enter the name of your actor and click Next.

Managing actors and user accounts 12
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Actor registration

o 2
Actor Actor address
identification

Actor identification

" Role
Manufacturer

* Country:
Belgium

* QOrganisation name

3

Contact
details

* Select organisation language

Sample MF

a Add organisation name in another language

Abbreviated organisation name:

4 5] 6
Regulatory Registering Competent
Persons Local Actor Authority

Administrator

Select abbreviated organisation name language:

° Add abbreviated organisation name in another language

VAT information

Yes C) No

* VAT number.

FORLnumber

@) VAT information is required unless you select the option - No

National trade register:

Organisation identification document

Browse

Save registration

NOTE

Save & Next »

It is recommended to upload an Organisation Identification document even though
it is not mandatory. If you do decide to upload one, make sure the file is in PDF

format only and that it does not surpass 10MB in size.

Enter the mandatory information fields, and additional fields, needed to identify your
Economic Operator: VAT, EORI and National Trade Register Number are mandatory
if available. You can upload any document that may be useful for validating your

request — but only in PDF format and not surpassing 10MB in size.

Click Save & Next.

Managing actors and user accounts
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a. You will be prompted by the Actor address details screen:
° ° 3 4 5 5

Actor Actor address Contact Regulatory Registering Competent
identification details Persons Local Actor Autherity
Administrator

Actor address

Street information, if applicable
Yes o No @) strectinformation s required unless you select the option - No

* Street: Street number:

Address line 2

PO box:

]

Latitude: Longitude

Latitude format example: -15 4543 Longitude format example: 17834354353

* City name * Postal code

* Country
Belgium

NOTE

After entering all the required Authorised Representative data, in the case
of a non-EU manufacturer, you also will be prompted by an Actor address
details screen.

Enter your actor's address details and click Save & Next.
You will be prompted by the Contact Details screen:

Managing actors and user accounts
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Actor registration

o @ @ 4 : 5
Actor Actor address Contact Regulatory Registering Competent
identification details Persons Local Actor Authority

Administrator

Actor contact details
Contact details for Competent Authorities
Note: These details will be visible only to competent authorities

First name Last name

* Email:

Telephone:

Telephone format example: +32 x X0 36 X

Public contact details

Note: These details will be visible to the public

* Email

Telephone:

Telephone format example: +32 x X0 3o xx

Web site

Save registration Save & Next »

8. Enter the email addresses and other useful information regarding the contact points
in your Actor. There are separate fields in which to enter contacts relevant to
competent authorities, and those to be displayed to the public, and click Save &
Next.

Only for a non-EU manufacturer or Authorised Representative, you will be prompted
by the Person Responsible for Regulatory Compliance, so that you can identify one
or more regulatory person(s) within your Actor:
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o o o o : :

Actor Actor address Contact Regulatory Registering Competent
identification details Persons Local Actor Authority
Administrator

Person Responsible for Regulatory Compliance

Regulatory Persons

* First name * Last name:

* Email

* Telephone number.

Telephone format example: +32 x x00¢ X

Responsible for:

Person Responsible for Regulatory Compliance

[J Same address as the Actor organisation address

Street information, if applicable

Yes O No € strectinformation is required unless you select the option - No

* Street: Street number

Address line 2.

PO box:

]

Latitude Longitude:

Latitude format example: -15.4543 Longitude format example: 178 34354353

* City name: * Postal code:

* Country:

° Add a new Regulatory Person

SED ST

NOTE
Regulatory person contact

The person in your actor who is responsible for ensuring regulatory compliance.
See Article 15 of Regulation 2017/745.

9. Enter your actor details and click Save & Next.

Managing actors and user accounts 16
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@ © o o O 6

Actor Actor address Contact Regulatory Registering Competent
identification details Persons Local Actor Authority
Administrator

Registering Local Actor Administrator

EU Login personal data €

First name: Last name
r

Email:

EUDAMED personal data @

* First name: * Last name

EUDAMED email of the user for the actor @

* Email

~ 8igned declaration:

‘ 9 Please use the declaration template below. Only signed declarations following this template will be considered

Download signed declaration template

* Are you a sub-contractor for this actor?:
O Ne

O Yes

Save registration Save & Next >

NOTE
Local Actor Administrator (LAA)

The person who first enters the details of an actor in EUDAMED automatically
becomes the LAA for that actor, once the CA has validated the actor registration.

As LAA, you can manage all the details for your Actor in EUDAMED (e.g. name,
address, contact details, etc.) as well as user access requests for it (see Validating
user access requests [59]).

It is good practice having more than one LAA (with at least one belonging to the
actor itself, rather than all from a sub-contractor).

10. Check and complete the information on the page. Upload the signed declaration —
PDF format only and not surpassing 10MB in size — using the Browse button.

Managing actors and user accounts 17
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* Are you a sub-contractor for this actor?:
O No
@ Yes

* Company name:

* Telephene number

Telephone format example: +32 i i 30 1

* Company email address

Street information, if applicable

Yes C) No o Street information is required unless you select the option - No

" Street: Street number:

Address line 2:

PO box:
| |
Latitude: Longitude:
| |
Latitude format example: -15.4543 Lengitude format example: 17334354353
“ City name: * Postal code:
| | |
* Country.

‘" -

e

NOTE

If you specify that you are a sub-contractor, an additional section at the bottom of
the page will prompt you to provide your sub-contracting company details.

11. Click Save & Next to move to the last step, providing Competent Authority details.
You can add any extra information you think might be relevant:

) @ v] Q 7] ¢

Actor Actor address Contact Regulatory Registering Competent
identification details Persons Local Actor Authority
Administrator

Competent Authority

* Select the competent authority which will validate this actor:

Any other information of significance for the competent authority

Additional Information:

Save registration

12. If there is a choice between multiple Competent Authorities, select the most
appropriate one from the list. (A help file will be available for Actors established

Managing actors and user accounts
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13.

14.

in Germany, to assist with the Competent Authority selection). If there is only one
authority that can validate your registration, details will be pre-populated. To view a
summary of your completed registration form, click Preview:

Actor Authorised Actor address Contact Regulatory Registering Competent
identification Representative details Persons Local Actor Authority
Administrator
Competent Authority

Name: Agence Fédérale des Medicamenis et des Produits de SanteFederaal Agentschap voor Geneesmiddelen en

Gezondheidsproducten
Address: EUROSTATION building block 2place Victor Horta 40/ 40, B-1060 Brussels, Belgium

Country: Belgium
Email: meddev@fagg-afmps.be
Telephone number: 00 32 2 528 40 00

Any other information of significance for the competent authority

Additional Infermation

P

Save registration m Submit actor registration >

Review the information on the form, and then click Submit actor registration at the
bottom of the page. A confirmation window will appear:

% Close

Submit your actor registration request

You now will have the possibility to evaluate user access requests and grant permissions to the relevant users
so that they can initiate/submit/view the relevant information in EUDAMED

Are you sure you want to submit your request?

Confirm Cancel

Read the information here and then click Confirm.

* Your registration request is saved and appears with a Submitted state in your
Pending requests list.

* Your registration request has an application ID and is submitted to the competent
authority:

Actor registration

o Congratulations. You have successfully submitted your actor registration request.

Your application 1D is APP000000021

What do you want to do now?

View the request you just created
View all of your requests
Create another request

Managing actors and user accounts 19
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15. You will be notified when your Actor registration request is approved or not approved.
Follow your application status on See my pending requests in your My account page.

NOTE
S The validation of the Actors registration requests is under the responsibility of the
different national competent authorities (CAs).

If you are a non-EU Manufacturer, the Authorised Representative indicated in your
actor registration request will verify it prior to the national competent authority
assessment. Therefore, you may wish to contact your relevant Authorised
Representative or National Competent Authority.

A list of national contact points can be found on the EUDAMED website.
If your registration is approved

An Actor ID or Single Registration Number (SRN) is generated by EUDAMED and issued
by the Competent Authority.

1. The next time you enter EUDAMED, you will be prompted to accept your rights and
obligations as the Local Actor Administrator (LAA) for the actor. You can download
the disclaimer by clicking on Download disclaimer in the orange box:

Home Tasks v Search & view v Help v

User rights and obligations disclaimer

€ Actorlorganisation name - - Download disclaimer

| accept the user rights and obligations

2. Click on | accept the user rights and obligations and then click Next. You will be
prompted to validate your email address for the Actor module:

Actor notification email address

* Email:
Actor Data: ‘

If your registration is not approved
1. If your request is not approved, it will remain in your pending requests list. The next

time you enter EUDAMED, your start page will be My pending requests, listing your
registration requests and their states:
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My pending requests
You can view the status of your requests below
You do not have any pending access requests for the moment

7 Eii _
New access request
Name: s sim s

Username:

Email: s s o My actor registration requests

EUDAMED details Application ID Role It Name It City It

Name: s

Date of request 17 Actions

APP000000041 Manufacturer ot o 2020-08-19

New actor registration request

Correction Requested

2. Click the three-dot action button beside your request. You can view and edit your
registration request if it has a Correction requested state.

(1] 2 3 4 5 6

Actor Actor address Contact
identification details

Regulatory Registering Competent
Persons Local Actor Authority
Administrator

Actor identification
* Role:
Manufacturer
* Country:
Belgium

* Organisation name: * Select language:

‘ ‘ Allanguages ~ ~ ‘

° Add organisation name in another language

name: Select name language

‘ - M Application ID: S 8 Date of submission: 2020-08-19

[+ Jes name in another language 2020.08-19 a:
Reason for refection  Duplicate
- —— 1 hink this is a duplicate

3. Forrequests flagged as Correction requested, edit and resubmit them for validation
as appropriate.

@ Previous assessment(s)

2.1.2 Registering as a non-EU manufacturer

=)

INFOGRAPHIC: Actor registration request process
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ACTOR REGISTRATION REQUEST PROCESS

FOR ECONOMIC OPERATORS EXCEPT NOM-EU MANUFACTURER

Aciar 1D SREN aconomds
Ponram] 1 L

wperaiors thad are not non-EU mancdscbersrs
Ta——

1o EUDAMED

When an economic operador has submitted s aclor regisiration
nequest, the selecied relevan] natishal compabent suthesily aues
the Actor IDFERN (penerated by EUDAMED) after approving

hed Il HAESER Mgl

ELADAMED notifies. the Acior IDVGRMN via amai
1o B SCOnOmie operatod

If you are a non-EU manufacturer, the procedure for registering differs from that explained
in Registering as an Economic Operator [10].

You must identify the Authorised Representative (AR) with whom you have a mandate.
If you have multiple ARs, indicate which is the main representative by its Actor ID/Single
Registration Number (SRN). Your AR must verify your registration details before the

request is submitted to the competent authority for validation. To do this, the AR must be

registered in

EUDAMED.

Non-EU
Manufacturer

EU Competent
Authority

EU Authorised
Representative

To register a non-EU manufacturer

1. Log in to EUDAMED with your EU Login account.

2. Select the Actor registration box on the User and Actor Registration page. You are
presented with an online disclaimer:
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Actor registration

Disclaimer

o Submission

Please be aware that once you click submit, you will not be able to
make further changes to your data.

Status of your request

The outcome of the

ted to you by e-
mail view

Pending  EUDAMED acc

[ Ihave read and agree to the above disclaimer

3. Enter the required data:

|_| Notification

After submission, EUDAMED will notify the National Competent
Authority who wil examine your request and, if you are a from a non-
EU country, your Authorised Representative wil also be notified

}' Outcome by email

is approved, you will b
tor tasks for the actor under

a. Identify your authorised representative:

Do you know the Single Yes Select | know the SRN, click Find and select the number.
Reg|stzaéts:l)l:umber No Deselect | know the SRN, select the country and enter the name of the Authorised
: Representative. Click Find and select the correct result.

If you do not find your authorised representative from the search page,
please contact them to confirm their Actor ID/SRN. They may not have

registered yet or may have registered with a different name.

b. Enter the validity start and end-dates of the written mandate with the Authorised

Representative.

c. Inthe Upload summary mandate document section, click Browse, select the
location of the summary mandate (PDF only and not surpassing 10MB in
size), and click Open. The file will appear under Upload summary mandate
document. You can remove it by clicking the X next to the name of the file.

Managing actors and user accounts
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d. Click Save & Next.
° ° o 4 5 5 7

Actor Authorised Actor address Contact details Regulatory Registering Competent
identification Representative Persons Local Actor Authority
Administrator

Actor address

Street information, if applicable
Yes C) No e Street information is required unless you select the option - No.

* Street: Street number

Address line 2:

PO box

]

Latitude Longitude

Lattude format example: -15.4543 Longitude format example: 17834354353

* City name: * Postal code:

= Country:
Australia

Save registration Save & Next »

NOTE

You don’t have to upload the full mandate text. It's enough to upload a
summary mandate (click here for the template).

4. Check and complete the information on the page. Upload the signed declaration — in
PDF format only and not surpassing 10MB in size — using the Browse button.
Click Save & Next.

In the final step, the Competent Authority that will validate your registration request
(i.e. the CA responsible for your Authorised Representative) is identified, with contact

Actor Authorised Actor address. Contact Regulatory Registering Competent
identification Representative details Persons Local Actor Authority
Administrator
Competent Authority

Name: Agence Fédérale des Medicaments et des Produits de SanteFederaal Agentschap voor Geneesmiddelen en

Gezondheidsproducten
Address: EUROSTATION building block 2place Victor Horta 40/ 40, B-1060 Brussels, Belgium

Country: Belgium
Email: meddev@fagg-afmps_ be
Telephone number: 00322 528 40 00

Any other information of significance for the competent authority

Additional Infermation

P

Save registration m Submit actor registration >

5. Enter any additional information you wish to pass on to the Competent Authority, and
then click Preview. A summary of your completed registration form is displayed.

Managing actors and user accounts 24


https://health.ec.europa.eu/system/files/2022-02/md_mandate_summary_en.pdf

EUDAMED user guide

6. Review the information on the form, and then click Submit actor registration at the
bottom of the page. A confirmation window will appear:

K Close

Submit your actor registration request

E Status of your request

Your request has been saved and is ready to be submitted.

W‘ Outcome by email

The outcome of the examination will be communicated to to the email address provided
Meanwhile, you may view your data and the progress of the examination by visiting "See
my pending requests” in your EUDAMED account

7. Read the information in the window and click Confirm.
* Your registration request is saved and appears with a Submitted state in your
Pending requests list.

* Your registration request has a unique application ID and is submitted first to your
Authorised Representative for verification and then to the Competent Authority for
validation.

You will be notified when your Actor registration request is approved or rejected.

CURRENT ACTOR: *Notifications

Notifications Inbox

Action

| G Anotification is archived after 30 days |

Noification type Module From To

‘ ~ - ‘ ‘ - - | ‘ 2020-07-12 §| ‘ 2020-08-19 =]

)

What next?

You can track the status of your submitted application by selecting the Home menu. The
state will change to Verified once it has been verified by your Authorised Representative:
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My pending requests

You can view the status of your requests below

EU Login details
Name:
Username:

Email.

EUDAMED details

Name:

My access requests for an existing actor

Role It Name 1t City It Date of request = State Actions
Manufacturer 2020-04-09 Submitted
Authorized Representative 2020-04-01 Draft

New access request

My actor registration requests

Application D Role it Name it City it Dateofrequestiz  State Actions
APP00000 Manufacturer - Draft

APP00000: Manufacturer 2020-08-19

Conection Requested

Submitted

New adior registration request

The Competent Authority will then assess the actor registration request. An Actor ID
or Single Registration Number (SRN) is generated by EUDAMED and issued by the

Competent Authority after its approval.

2.1.3 Verifying non-EU manufacturer registrations

[Specific to AR Verifier]

Although the national competent authorities are responsible for validating a non-EU
manufacturer's registration request, an additional preliminary step is required from the

Authorised Representative: they must verify the information provided by the manufacturer,

as well as the summary mandate details.

To verify a non-EU manufacturer registration request

1. Log in to EUDAMED with a Verifier, LAA or LUA profile (for the Authorised
Representative). If there are outstanding registration requests from non-EU

manufacturers, you will see the following link in your dashboard:

CURRENTACTOR: Authorised Representative,

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosis medical devices

MDR EUDAMED is structured around 6 interconnected modules and a public site

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile
User management Actor management
My Actor data K T ] o
Assess user aceess requests Verify actor registration requests o1
~
B Manage your users

o
Manage your actor data
Manage your email nofifications

Machine to machine data delivery preferences

Managing actors and user accounts
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2. Click Verify actor registration requests in the Actor management section of
the dashboard. The Actor registration management page lists all pending non-EU
manufacturer registration requests waiting to be verified by your actor (if any):

Actor registration management

Filter ¥
Active filters
State of request. Submitted | Clear all filters
Showing 11to 1 of 1 entries Show entries per page

Application ID Role it Name It Postal code It City It Country Date of request I

APP0O0000C Manufacturer 2020-04-03 Submitted E

3. Click = Assess in the Actions column to review and assess the desired registration
request in the list. All details of the selected registration request, as submitted by the

non-EU manufacturer, are displayed.

4. Review the information. A warning message will flag possible duplicates, so select
the correct registration request from the list available:

Assess actor registration request

Application ID: APP000000382 & Daie of request: 2020-04-03

| 9 Potential duplicates were detected during this registration request. View list of duplicates

5. In the Assessment section, slide the toggle left to Approved or right to Not
approved.
If you choose to approve the request, you may enter additional notes.
If you choose not to approve the request, you will be prompted to the Justify your
decision with one of the following reasons:
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Assessment outcome:

Approved ‘:) Not approved

Type of reasons

© Incomplete or incorrect

© Wrong Competent Authority and/or Authorised Representative
® Duplicate 6

O Request not applicable @@

O Fraud suspected o

* Justification

Enter justification here

Incomplete or incorrect Some information that you deem important is either missing or looks incorrect. The requesting user will have a chance
to correct or complete the request following your instructions and re-submit the request.

Wrong Competent You are not the correct Authorised Representative for this request. The requesting user will have a chance to select
Authority and/or Authorised another and re-submit.
Representative

Duplicate Informs the requesting user that this actor already exists.
Request not applicable The request will be rejected and cannot be re-submitted.
Fraud Suspected: The requesting user will be informed that registration was not successful. The reason and justification provided will not

be shared with the requesting user but will be visible for competent authorities.

6. Click Complete assessment at the bottom of the page, and then Confirm in the
subsequent confirmation pop-up. You are informed that the non-EU manufacturer's
registration request has been assessed.

If approved, its status now changes to Verified. This means the request has been
submitted to the relevant Competent Authority for validation:

Actor registration management

o Congratulations. You have successfully assessed the actor registration.
The application ID is
The assessment status is Verified

2.1.4 Search and view registered actors

Once an economic operator has been validated by its Competent Authority and an Actor
ID/SRN is issued, its details (except those only for the Competent Authority) become
visible to all users in EUDAMED and will be publicly available on the EUDAMED public
website.

To search and view actors:

1. Click on the Actors block on the dashboard or select Search & view > Actors. The
actor Search & view page appears:
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Search & view
Actors

Enable search filters available for bulk XML download ()

Name Actor ID/SRN VAT number Role

Country Competent Authority

Results option

Include historical version D
ERER

2. Enter your search criteria in the Search & view page and click Search. All actors
matching your criteria are listed in the search results section:

Search results for actors

Role: Manufacturer Country: Belgium Clear all filters & create new search

Showing 1 to 14 of 14 enfries Show | 20 ~ | entries per page

Actor ID It Role It Name It Country It Date of registration 1t

BE-MF-0000 Manufacturer Belgium 2020-05-27
BE-MF-0000 Manufacturer Belgium 2020-07-24

BE-MF-0000 Manufacturer Belgium 2020-08-22

3. To view the details for any actor, click the entry in the results list.

4. To download your search result in bulk (XML) format, activate the toggle Only
enable search filters available for bulk XML download of economic operators. Once
your search is complete, click the button Generate XML file and confirm. You can
now view the status and download the XML file containing the results list from
the Downloads management page. Please see the data exchange guide for further
information, available in the Data exchange section.

NOTE

3 There are limitations on what search criteria you can use for bulk downloads,
so certain filters will be disabled when this toggle is active. Please see the DTX
service definition for more information on search criteria.

Search and view actors for non-EU Manufacturer/Authorised
representative

Search for Non-EU Manufacturer

1. Click on the Actors block on the dashboard or select Search & view > Actors. The
actor Search & view page appears:
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Search & view

Actors

Enable search filters available for bulk XML download ()

Name Actor ID/SRN VAT number Role

Country Competent Authority

Results option

Include historical version D
ERER

2. Enter your search criteria in the Search & view page and click Search. All actors
matching your criteria are listed in the search results section:

Search results for actors

Role: Manufacturer Country: Belgium Clear all filters & create new search

Showing 1 to 14 of 14 entries Show entries per page
Actor ID It Role It Name It Country It Date of registration 1t
BE-MF-0000 Manufacturer Belgium 2020-05-27
BE-MF-0000 Manufacturer Belgium 2020-07-24
BE-MF-0000 Manufacturer Belgium 2020-06-22

3. To view the details for any actor, click the entry in the results list.

4. Once you have clicked on one of the results from the list, the selection will open in a
new page.

5. By using the side menu, you can navigate between the different information related to
the actor.

6. Each section of data will be displayed within an accordion, this accordion can be
expanded by clicking on the title of said accordion or by clicking on the same title in
the side menu.

7. Different information can be found in each section, clicking on Actor information will
display the basic details of the actor you selected.

8. Clicking on Authorised representative(s) mandates will display all current and past
mandates as well as their details:

Mandate title: an automatically generated title by the system for the mandate
Actor ID/SRN: the ID for the actor related to the mandate

Name, address, country, email and phone number: the basic information for the
Authorised representative who accepted/rejected the mandate
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Mandate validity date: displays when the mandate was created till its expiration
date.

Search for Authorised representative

1. Click on the Actors block on the dashboard or select Search & view > Actors. The
actor Search & view page appears:

Search & view

Actors

Enable search filters available for bulk XML download ()

Name Actor ID/SRN VAT number Role

Country Competent Authority

Results option

Include historical version 0
psizhigkch

2. Enter your search criteria in the Search & view page and click Search. All actors
matching your criteria are listed in the search results section:

Search results for actors

Role:  Manufacturer Country: Belgium Clear all filters & create new search

Showing 1 to 14 of 14 enfries Show entries per page
Actor ID 4t Role it Name it Country it Date of registration it
BE-MF-0000 Manufacturer Belgium 2020-05-27
BE-MF-0000 Manufacturer Belgium 2020-07-24
BE-MF-0000 Manufacturer Belgium 2020-08-22

3. To view the details for any actor, click the entry in the results list.

4. Once you have clicked on one of the results from the list, the selection will open in a
new page.

5. By using the side menu, you can navigate between the different information related to
the actor.

6. Each section of data will be displayed within an accordion, this accordion can be
expanded by clicking on the title of said accordion or by clicking on the same title in
the side menu.

7. Different information can be found in each section, clicking on Actor information will
display the basic details of the actor you selected.
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8. Clicking on Non-EU manufacturers will display a link, clicking on this link will
redirect you to the list of Non-EU manufacturers linked to the same Authorised
Representative.

9. Clicking on Competent Authority will display the details for the Competent Authority
that is in charge of the actor.

10. Devices will also display a link, clicking that link will redirect you to a list of devices
registered under this actor.

View Actor data — historical versions

&) VIDEO: View historical version of an actor

AMED

= Video support

You have the option of searching for an Actor and have the search show the historical
version of said actor.

To see the historical version(s) of an actor:
1. Click on Search & View on the homepage tile or on the menu:

Search & View

Overview of modules allowing you o search and view details, depending on your profile

DI-DI module Clinical investigation & Performance

Actor module ub

l:hfi UDI-Dis/Devices CuPs & PMCF/PMPF

2. In the next window, when entering all the search criteria, tick the Include historical
version button:

Search & view
Actors

Enable search filters available for bulk XML download (:)

Name Actor ID/SRN VAT number Role

| | :
Country Competent Authority

Results option

Include historical version D
it
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Results option

Include histoncal version a

3. After clicking on Search, a list with results relating to your search will appear, you will
notice one of the columns is Version number.

| entries per page

Country 1T Date of registration It

Actor ID/SRN 12

4. You will notice two types of versions, Current and History:
1 [History] [ =

N

5. Clicking on one of the search item will open up the historical or the current version
you have selected.

6. Also, once inside the current version, you have the option of navigating between the
versions using the See version history button:
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Actor Data

Actor identification
Role:
Actor IDISRN:
Country:
Actor | Organisation name:
Abbreviated name:
VAT information
VAT number:

number

National trade register number:

Last confirmation date of actor data
accuracy

7. Alist of the different versions for said Actor data will display:

{ back 1o the 2Nl ve
version 2 - Last update date: 2023-03-30
fersion 1 - Last update date: 2023-03-30

8. Clicking on one of the list items will open up that version and will also provide
navigation buttons to allow easy switching between the versions:

=See all version history (7) ( F‘rewous 1..f»e~r5|n:1n[\.r_5] | Next version [vi]¥»

2.1.5 Linking a non-EU manufacturer to an importer
[Section specific to importers with Linker profile]

To link a non-EU manufacturer to your importer:

1. Go to the Dashboard:
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2.

3.

CURREMT ACTOR: lmpoitid

Welcome to EUDAMED

L M xd B 1] d
Tasks
By el erslil, Wy O Maee YORN D mnd rodated dals (m gl ¥ " =]
User management
My Actor data . . .
.' S o G
L NG A 200
SR e

Click Link to non-EU manufacturer in the My Actor data section. You will arrive at the
page displaying linked non-EU manufacturers (if there are no linked manufacturers,
this list will be empty):

Eurnpesn English
u Commision | EUDAMED ¢

CURRENT AC TOR: begorir jDeigum) Swich actor WO stonmy

View linked non-EU manufacturers

Click Add a new manufacturer. You will be invited to select the non-EU manufacturer:

Link a non-EU manufacturer with your importer

I know the SRN

SRN:

If you know the Actor ID/SRN, enter it here and click Find to select the manufacturer.

If you don’t know the Actor ID/SRN, uncheck | know the Actor ID/SRN. Two new
fields will appear:
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Link a non-EU manufacturer with your importer

O 1know the SRN

Country

‘ Australia -

Actor / organisation name:

6. Enter the country and actor/organisation name, then click Find. You will see a list of
results based on your search criteria:

Link a non-EU manufacturer with your organisation
O Iknowthe SRN

Country:

‘ Afghanistan -

Actor / organisation name:

Result

Select your actor from the list below

- —_— i - - Actor code: AF-MF s o A

B e s s, Afghanistan - Manufacturer - Actor code: AF-MF- s A

7. Select the actor you want from the list. You will see the detail page for that actor:

Result

Select your actor from the list below

e “ Afghanistan - Manufacturer - Actor code: AF-MF- e ~

Manufacturer
Country:

Afghanistan
Organisation name:

Address:
Email:

Telephene number:

Add link with this manufacturer

8. Click Add link with this manufacturer. You are prompted to enter the relevant
dates:

Add link with this manufacturer

Enter the start date to link with this manufacturer
* Start date: End date:

YYYY-MM-DD YYYY-MM-DD

i3

Confirm Cancel
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9. Enter a start-date (and end-date if known), then click Confirm.

2.1.6 Updating actor details

[Section specific to Local Actor Administrators (LAA)]

Once an Actor has been validated by its Competent Authority and obtained an Actor
ID/SRN, changes to the Actor details can only be made by a Local Actor Administrator of
this Actor.

To update actor details
1. Log in to EUDAMED with a Local Actor Administrator profile for the actor in question.

2. Inyour dashboard, select Manage your actor data under My Actor data:

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosis medical devices.

MDR EUDAMED is structured around & interconnected modules and a public site.

Tasks
B}' module, COnSUII_ VEI’If}’ andfor manage your own and related data {managed by your actor)‘ depending an your proﬁ\e

User management

My Actor data

Assess user access I'EqLIEStS

VA

Manage your users

Manage your actor data
v gy

Machine to machine data delivery preferences

3. You can browse through the sections to review the information currently available
about the actor:

CURRENTACTOR: Manufacturer. AL-MF-000001322, Mon-EL MF for DEMOs [Albania] Sweich acior WPNotificabons
Manufacturer, AL-MF-000001322, Non-EU MF for DEMOs [Albania]
| My Actor data My Actor data
Werson 3 [Cerest] | Last upcate cate: B 20221200 | m0ODSEE

Actor identification

Role: Manufacturers

Actor IDVSRN: AL-MF-000001322

Country: Allbania

Astor | Ofganisation name! Hon-EL MF for DEMOS [All languages)

Abbraviated nama:

VAT infonmation: M
[ERE b

Mational rade register number:

Organisation identification decument:

Actor address

4. If you need to change some information, proceed as follows:
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a. Click Create new version and answer Yes to the confirmation message.
b. Make all required changes in the corresponding tabs.

c. When you are done, click Register new version and answer the confirmation
message.

The changes apply immediately. The new version number displays, and the current
version is identified:

Manufacturer, BE-MF- , BE-MF [Belgium]
I My Actor data My Actor data

Deleting an actor's draft
In order to delete a version in draft, on the homepage, click on Manage your actor data:

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro See all the news
diagnosis medical devices.

MDR EUDAMED is structured around 6 interconnected modules and a public site.

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.
User management UDI-Dis/Device
My Actor data
As5ess user access requests Register a new Basic UDI-DI
Jii] Manage your users Register a legacy device

Manage your Basic UDI-Dis / EUDAMED Dis

Manage yop actor data
|E5 Manage your device details

Manage your email notifications

Machine to machine preferences

1. You can delete the draft by clicking on Delete draft version. Click Yes, and you will
be redirected to the following window:

Home Tasks v Search & view v Transmission v News Help v 4 MF (CONFIRMER) Logout
CURRENT ACTOR: Manufacturer, NL-MF-000000041, Johnson & Johnson Medical [Netherlands] ®Notifications

Create new version of my actor data

Manufacturer, Johnson & Johnson Medical [Netherlands]

Register new version Delete draft vgbcn

Actor identification

Role: Manufacturer
Country: Netherlands
* Actor / Organisation name: * Select the language:

Alllanguages Vv

| ohnson & Johnson Medicat |
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2. A pop-up message asking you to confirm your decision:

xClose
Confirm deletion of draft actor data

You are about to delete the draft version of your actor data. All data provided for this version will be lost.

3. Once you click on Delete, the draft will disappear from the list.

2.1.7 Confirm Actor data accuracy

&) VIDEO: Confirm actor data accuracy

EUDAMED
= \

= Video support

[As an LAA] Method 1: Confirm data accuracy button

As an Economic Operator in EUDAMED, you are required by regulation MDR Article
3185/ IVDR Article 2885 to confirm your data accuracy (either when updating your Actor
details/creating a new version or by choice). The idea of confirming your data makes sure
that everyone who views your Actor profile will be aware of the latest updates made to
said profile and they will be sure what they are viewing is up to date.

To confirm your Actor data accuracy, on the homepage of EUDAMED click on Manage
your actor data:

Tasks

According lo your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management CIPS

My Actor data

1. In the new window, click on the Actions button on the side and then on Confirm data
accuracy on the drop-down list that appears:
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2.

My Actor data

Version 7 [Cumeni] | See version history | Last update date: 8 2023-08-20

Actor identification

Role: Sponsor
Sponsor type: ompan
Actor IDISRN:
Country:

Actor | Organisation name:

Abbreviated name:

VAT information: Mo
EORLNUmMDEr

Mational trade register number:

Organisation identification document:

Last confirmation date of actor data 2023-06-16

accuracy: . ) . _
¥ View accuracy confirmation history ~

A pop-up message will appear asking you to confirm your actor data accuracy:

Confirm data accuracy

Are you sure you wanl 1o confirm the accuracy of your aclor data

Click on Yes to confirm or on Cancel to go back.

Once you have clicked on Yes, you will notice the latest accuracy confirmation date
has changed to the latest one:

Last confirmation date of actor data 2023-06-20

accuracy.
¥ View accuracy confirmation history -~

You can also click on the drop-down list to display the rest of the preceding dates the
Actor details were last accuracy confirmed:
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View accuracy confirmation history v

202.3-06-20
2023-06-16
2023-06-16
2023-06-14
2023-06-14
2023-06-14
2023-06-14

NOTE
Note that EUDAMED allows the user to perform this action at any given moment:

2023-06-20

View accuracy confirmation history v

2023-06-20
2023-06-20
2023-06-16

[As an LAA] Method 2: Create new version

1. On the homepage of EUDAMED, click on Manage your actor data:

Tasks
According o your profile per module, consult, verify and/or manage your own and related data (managed by your actor)
Usér management CI'lPS
My Actor data n y P
ASS8EE USEr ACCESS FEqUESIS L Search and manage application/notification

=)
5

&

g1 CUPS applicalion or PMCF/PMPE

notification

B] Manage your users

'.'J'mg,l_' your actor data

Manage your email nofifications

2. Inthe new window, click on the Actions button and then click on Create new version:
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My Actor data s

Version 7 [Cumrentf] | See version history Last update date

|

Actor identification

Role:

Sponsor type:

Actor IDISRN:

Country:

Actor | Organisation name
Abbreviated name:

VAT information:

Mational trade register number:

Organisation identification document:

Last confirmation date of actor data

accuracy: : ; _ _
View accuracy confirmation history A

3. Once you are done updating the details of the new version, click on Register new
version:

Create new version of my actor data

Actor identification
Role
Country

Sponsor type:

4. The pop-up message that will show up will ask you to confirm the new version. You

will also notice the tick-box you can check, this will confirm the Actor data accuracy:

Once registered, this draft will become the latest version of this
actor

5. This action will then be logged and can be seen in the Accuracy confirmation history
part of My Actor data:
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My Actor data

Version 8 [Current] | Seay 0 history | Last update date: [ 2023-D

Actor identification
Role:
Sponsor type:
Actor IDISRN:
Country:
Actor | Organisation name:
Abbreviated name:
VAT information:

National trade register number:

Organisation identification document:

Last confirmation date of actor data 202 G-20
accuracy:
Y View accuracy confirmation history w
-14
14
-14
_06-14

Note that the act of creating an Actor is not a confirmation of its data accuracy. If
this action is performed right after the Actor is created, the accuracy confirmation
date will also match the date the creation of the Actor took place.

2.1.8 Activate/deactivate your actor
[This section is for LAA profiles only]

If you are the LAA of an Active Actor (Active being the default status of your Actor upon
registration) you can indicate that your Actor is no longer Active from My Actor data >
Manage your actor data:

Tasks
According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)

User management UDI-DiIs/Device

My Actor data
B

Assess user ac ster a new Basic UDI-D

equests R

Manage you Register a legacy device

Manage your Basic UDI-DIs / EUDAMED Dis

Manage your acto data
% Manage your device details
Manage my mandates

Managing actors and user accounts
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NOTE
g An actor CANNOT change its status if they have Actor data in draft, OR if they have
submitted a Change of Competent Authority request.

Set your status to /nactive

1. On the right side of the screen, click on Actions:

Manufacturer, BB-MF-000001065, ARMEN 2.7 BARBADOS MANUFACTURERSs
[Barbados]

| My Actor data My Actor data

Authorised Representative Version 10 [Current] | Last update date: & 2022-11-18 | n00OSH4f D

2. Click on Set status to Inactive:

Create new version
@et status to Inactive

NOTE
g By changing your status from Active to Inactive, a new Actor data version will be
created reflecting your new status.

3. Inthe new window, toggle the button from Active to Inactive:

Change actor status
Manufacturer, BB-MF-000001065, ARMEN 2.7 BARBADOS MANUFACTURERs [Barbados]

Change the status of your actor

Active C) Inactive

* From date: b

YYYY-MM-DD
" Reason:

Cancel

4. Select the date from when this actor is no longer Active:
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* From date:
(=
Y Y-MM-DD @
* From date:
2022-11-24 E]
Nov 2022 « € Today >

Mo Tu We Th Fr Sa Su
01 02 03 04 05 06

07 08 09 10 11 12 13

14 15 16 17 18 19 20 |

‘ 21 22 23 2@3 26 27

28 20 30

NOTE
Selecting a date in the future is not allowed.

* From date:

2022-11-26 )

YYYY-M-DD

© The date should not be
in the future

5. Inthe Reason box, write the reason why the actor is inactive:
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" Reason:

6. Once you are done, click on Register new status:

R_egi%lﬁr new status Cancel

7. Inthe new pop-up window, click on Confirm. Upon confirmation, your new status will
be reflected in My actor data page and in other screens next to your SRN:

xXClose

Change actor status

You are about to set your Actor's status to Inactive

A new Actor data version will be generated to reflect the new status. Your Competent Authority will be notified
and your Inactive status will be displayed in both public and private EUDAMED searches.

Please confirm your status change.

NOTE
S Setting your status back to Active, can be done at any time from Manage your
Actor data.

NOTE
g When your status is already Active, you will not see any Status bar in your Actor
data.

2.1.9 Changing a competent authority for registered

actors
[Specific to EO]

The change of responsible Competent Authority (CA) can be necessary in some specific
cases. EUDAMED will only allow to select a new responsible CA for those specific cases
and among the possible CAs that the system will present.

The change can be triggered by either:
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* For an EU economic operator, a move of location inside the same country;

* For a non-EU manufacturer, a change of Authorised Representative or a change of
responsible Competent Authority for their Authorised Representative;

» For a non-EU SPP producer, a change in the market distribution of their SPPs;

For the non-EU manufacturers, their responsible CA must be at any moment one of the
responsible CA(s) of the AR(s) with which they have an active mandate.

1. To do so, on the homepage of EUDAMED, click on Manage your actor data:

My Actor data

I Manage your actor data I

Manage my mandates
Manage your email notifications

Machine to machine data delivery

preferences

2. In the new page, click on Action and then choose Change competent authority:

Actions ~

Create new version

Change competent authority

NOTE

S If a request for Change competent authority has already been submitted, no
further editing of the actor data is allowed till the change is either accepted or
rejected.

If a draft has already been created, the competent authority cannot be changed.

NOTE

g You will notice the change request in your actor data. The section Competent
Authority, will display two parts, Current competent authority and New competent
authority:

3. Inthe new window, you will notice an almost exact copy of your actor data form,

with one exception. At the bottom of the page, the section Select a new Competent
Authority displays. Choose your new competent authority from the dropdown list:

Managing actors and user accounts

47



EUDAMED user guide

4.

Competent authority change request
Manufacturer, BE MF for DEMOs [Belgium]

Actor identification

Role: Manufacturer

Country: Belgium
* Actor / Organisation name: * Select the language:
‘ BE MF for DEMOY All languages

o Add name in another language

Abbreviated name: Select the language:

o Add abbreviated name in another language

Competent Authority

‘ 9 You requested a change of Competent Authority. You must select the new Competent Authority and provide a reason in order to submit your reguest.

Current competent authority

Eudamed Actor ID: _

country: [N

Actor / Organisation name: _
S

Tetepnone numer: [N

* Select a new Competent Authority:

DG SANTE CA

Schweizerisches Heilmittelinstitut/ Swiss Agency for Therapeutic
Products

New Release Test Playground Org
ARMEN BE CA

Agence Féce:ais{';es Medicaments et des Produits de SanteFeceraal
Agentschap voor en ten

NOTE

an active mandate with.

Managing actors and user accounts

For non-EU manufacturers, the results in the dropdown list are determined by the
responsible Competent Authorities of the Authorised Representative(s) they have

Once you have selected a new competent authority, enter the reason for the change
of CA in the free text box below:
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* Select a new Competent Authority:

R v

Eudamed Actor ID:

Role:

Country:

Actor / Organisation name:
Address:

Email:

Telephone number[}

* Reason for change CA:

5. Click on Submit request:

Submit request Cancel

6. A pop-up message will appear, click on Confirm to continue with your current action
or Cancel to go back:

xClose

Competent authority change request

0 Your request to change the Competent Authority will be submitted for validation.
« If validated, you will receive a notification and your Actor data will automatically be updated.
« While awaiting validation you will not be able to create a new actor’s data version.
« If rejected, you will be notified, with further instruction.

Are you sure you want to proceed?

7. A success message will appear, non-EU manufacturers need to wait for the
concerned Authorised Representative to assess the CA change request:
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You requested a change of competent authority. Your request to change the competent authority has been submitted for validation. When
validated, you will receive a notification and your Actor data will be updated

See your request

To see your pending/rejected competent authority change requests:
1. On the homepage of EUDAMED, click on Manage your actor data:

2. If you have any pending/rejected requests, they will be accessible via the link found in
the notice message.

Pending request message:

D You requested a change of competent authority

r request to change the competent authority has been submitted for validation. When
" validated you will receive a notification and your Actor data will be updated

See your request

Rejected request message:

o ) Your request to change your competent authority has been rejected. Click here to see your request and the reason for the rejection

3. Once you have clicked on the link, you will arrive to an overview of your change
request:

NOTE

Only active mandates will be displayed in the Authorised representative(s)
mandates section:

Authorised Representative(s) mandates

BE-AR-000001064 -

Actor IDISRN:  BE-AR-000001064

Role: Authorised Representative

Country: Belgium

Actor / Organisation name: ARMEN 2.7 EU AR ONE
Address: 1231 Brux

Emall: ArmenFortyNine_eudamed@mallinator.com
Telephone number: -

Mandate validity dates From 2022-03-29 to -

Reason for rejection and other details:

Application ID: _

Assessment outcome: Rejected

Assessor CA Actor ID:

Reason for rejection: This request is rejected because ...
Date of rejection: 2023-03-31

2.2 Users and user access management

2.2.1 Requesting access as a user to an existing
different actor
INFOGRAPHIC: User access request process
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USER ACCESS REQUEST PROCESS
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This chapter introduces how to request a new user's access to an Actor that is different
than the one you already have access to.

When an actor is already registered in EUDAMED, a person who needs to act on their

behalf, must request access and choose (an) appropriate user profile for each of the
relevant EUDAMED module(s) that are available to them.

To request access as an actor user

1. Log in to EUDAMED

2. If you don’t have user access for a registered actor yet, click the New access
request box, in the User and Actor Registration page:

Managing actors and user accounts

51


https://webgate.ec.europa.eu/eudamed-static/infographics/md_user_access_requests_en_0.pdf

EUDAMED user guide

3.

n . European |
E - Commission EUDAMED
Home Help v

User and Actor Registration

Select one of the options below

NEW ACCESS REQUEST ACTOR REGISTRATION

My organisation is already No actor exists for my organisation

registered. | need to access | want to proceed with registration
EUDAMED for my organisation of my organisation

EUDAMED Contact EUDAMED

Alternatively, if you are logged in with a EUDAMED user account, click your name at

the top right of the page, and then click New access request at the bottom of your

EUDAMED user account detail page:

Managing actors and user accounts
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Home Tasks v Search & view v Help v 1 MedicalDev Thirtyeight Logout

CURRENT ACTOR: Manufacturer, /7 9w . #Notifications
My account(s)

I
I W e
My EUDAMED accounts
EU Login details

Login code:
First name:
Last name:
Email:

Preferred Language:

EUDAMED details ° Edit

First name:

Last name

Preferred Language:

My EUDAMED accounts

Current actor account
Actor data

Actor identification e View all data

Role Manufacturer
SRN

Actor / organisation name:
Abbreviated name:

Street:

Street number.

Address line 2

PO box:

Postal code:

City

Country

Email:

Actor notification email addresses ° Iodiy,

X Nofification deactivated «* Nofification requested
Actor Data: v

Account data

Profile(s) e Request for change
Actor: Local Actor Administrator
Account email & notifications ° Modify.

X Nofification deactivated « Nofification requested
My contact email for this actor

Actor Data: v -

See my pending requests New actor registration request

An actor search page prompts you to select the actor on whose behalf you want to
act in EUDAMED:
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New access request

The Local User Administrator of the organisation for which you are requesting access is empowered to validate the user
requests and manage the user accounts of an organisation

Search existing actor

Enter your actor data to check if an actor already exists for your company

1 1know the actor's Single Registration Number (SRN) or
EUDAMED Actor ID

* Role

* Country’

* Actor / organisation name:

NOTE

If you can’t find your actor from the search page, please contact them to confirm
their Actor ID/SRN. They may have registered with a different name or may have
not completed the registration yet.

4. If you know the Actor ID/SRN (e.g. BE-MF-000000001), you can use it to find
the actor by selecting | know the actor’s Single Registration Number (SRN) or
EUDAMED Actor ID.

5. If you don’t know the Actor ID/SRN, you can find the actor by searching with: role,
country and name (or part of it).

6. Click Find. The list of matching actors is displayed in the Result section on the
right-hand side.

New access request

9 The Local User Administrator of the organisation for which you are requesting access is empowered to validate the user
requests and manage the user accounts of an organisation

Resuit

Select your actor from the list below

Search existing actor

Enter your actor data to check if an actor already exists for your company

[ 1know the Actor's Single Registration Number (SRN)

SRN:
* Role: BE
Manufacturer . Role:
! er
* Country: Country:
Belgi
Belgium . el gm,n
[ name:
* Actor / organisation name
Address:
bel ‘
Email:

Managing actors and user accounts

Telephone number:

Request access to this actor
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NOTE

If you search for an actor to which you already have access, the system will
display a warning message, preventing you from proceeding further.

New access request

The Local Actor/User Administrator of the organisation for which you are requesting access is empowered to validate the
user requests and manage the user accounts of an organisation

Result

Search existi ng actor Select your actor from the list below

Enter your actor data to check if an actor already exists for your company

| know the actor's EUDAMED Actor ID/Single Registration Number Manufacturer, BE-MF-000000924, ARMEN 2.4 EU MANUFACTURER [Belgium] v

(SRN)

* Actor code: YYou are already a registered user of the actor you have selected, and therefore cannot request new

access
‘ BE-MF-000000924 ‘ If you wish to

© Change your profile : Click "Request for change” next to your profile on the "My account” page
and follow the steps. A separate LAA/LUA must approve this access request. See the Actor module

user guide for economic operators section 2.2.5 for more details.

 Create a new user: You must first access EUDAMED using a different EU Login (see
https://webgate ec europa.eu/cas/help.htmi for more on how to create an EU Login), then use this
to submit a new access request for this actor. See Actor module user guide for economic operators
section 2.2.1 for more details.

If you search for an actor for which you initiated a Draft user access request, or
for which a Submitted user access request exists, the system will not be able to
locate it. To view this user access request click your name at the top right of the
page and then select See my pending requests at the bottom of your EUDAMED
user account detail page.

7. Click the desired actor in the Result panel, and then click Request access to this
actor. Step 1 of a three-step process appears:

New access request

T o 2 g
Selected actor information :
My personal My user My profile(s)

SRN: data manager

My contact email for this actor 0

Role:
* Email

Manufacturer

Country:

Belgium

Organisation name: * Are you a sub-contractor for this actor?:
O No

Address: O Yes

1
Email:

Telephone number: Save Save & Next ¥ cancel
Select another actor

8. Complete Step 1 of the user access request process:
a. Enter your contact/notification email address related to this request.

b. Indicate whether you are a sub-contractor for the selected actor. If you select
Yes, you will be prompted to enter details of your company.

9. Click Save & Next. Step 2 appears. Here you must identify a manager in your
organisation who has the necessary authority to support your request:
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10. Enter the name and function/position of your manager, and then click Save & Next.

1.

New access request

Information of the actor selected

Actor code:
IT-MF-001

Role:
Manufacturer

Country:
Italy

Actor/Organisation name:
Address:
3

Email:

Phone:

o :
My personal My user My profile(s)
data manager
User manager
" First Name: “ Last Name:
* Function/Position:
Cancel

Step 3 shows a list of possible user profiles for each module:

New access request

Information of the actor selected
SRN:

Role:

Country:

Belgium
Organisation name:
Address:

Email:

Phone number:

NOTE

©

My personal My user
data manager

My profile(s) for this actor

Each profile is associated with a specific set of grants. Higher profiles include - and extend - the grants of the lower ones

Choose the profile(s) you need

Actor 0

O Local Actor Administrator
[ Local User Administrator
O Validator

Viewer

Active until

End date

YYYY-MM-DD

My profile(s)

Preview

Cancel

The default minimum profiles for your actor are pre-selected.

Select the user profile(s) you will need.

Managing actors and user accounts

The profiles available depend on the actor role, e.g. you can only choose Verifier if
your Actor is an Authorised Representative.
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12.

13.

14.

15.

NOTE
User profiles

» Local Actor Administrator (LAA) can manage all actor details (name,

address, contact details, etc.) and has all the rights of a Local User Administrator.

» Local User Administrator (LUA) can validate user access requests for the
same actor (see Validating user access requests [59]).

The other profiles available depend on the role of the actor in question.

If you want to save the request as a draft before submitting it, click Save.

If you want to see a preliminary summary of your request before submitting it, click

Preview at the bottom of the page. A summary of your access request is displayed.

Review the information and click Submit at the bottom of the preview page. A
confirmation page appears:

Close¥®

Submission

Are you sure you want to submit your request?

E Status of your request

Your request has been saved and is ready to be submitted.

"‘ Outcome by email

The outcome of the examination will be communicated to you by e-email, sent to the
address entered in the previous page. In the meanwhile, you may view your data, as well
as the progress of the examination, by visiting My dashboard in Eudamed

Submit my request Cance

Click Submit my request. You are informed that your access request has been
successfully submitted.

A Local Actor Administrator or Local User Administrator belonging to the Actor will
review and validate your request. You will be notified when your access request is
approved or rejected.

 If not approved, you can click the action button next to the pending request to

read the reason provided by the LAA/LUA. You can then change and re-submit as

appropriate.

My access requests for an existing actor
Role IT Hama 1T City LT Date of the request 1T Sdate Actions.

RaTe Sarrent 20101205 Reopensa Vi

+ If approved, the next time you log in to EUDAMED a disclaimer will show. You will

only see the disclaimer the first time you log in for each actor connected to your
account:

Managing actors and user accounts
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Home Tasks v Search & view v Help ~

User rights and obligations disclaimer

@ Actor/organisation name - - Download disclaimer

| accept the user rights and obligations

If you have multiple EUDAMED user accounts for different actors, after having
logged in you may switch to another actor for which you may act on behalf by
clicking Switch actor at the top right of the application:

j § = Logout

Switch actor | ¥Notifications

16. Your details will be visible on the My account(s) page: click your name in the upper
toolbar to open this:

Home Tasks v Search & view v Help v J § st Logout

CURRENTACTOR: Switch actor ®Notifications
My account(s)

My EUDAMED accounts
EU Login details

Login code:
First name:
Last name:
Email:

Preferred Language:

EUDAMED details ° Edit

First name:

Last name:

Preferred Language:

My EUDAMED accounts

Current actor account
Actor data

Actor identification View all data

Role: Manufacturer
SRN.

Actor / organisation name:

Abbreviated name:

Street

Street number

Managing actors and user accounts
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NOTE

g To view the full details for the actor, click View all data. If you have several
EUDAMED user accounts, this page may contain these other sections (in addition
to Current actor account):

» My other accounts

» Terminated accounts

2.2.2 Validating Economic Operator access requests
[Section for Local User Administrators]

Anyone with an EU Login account can request access to a registered Actor, but only
a user with a Local User Administrator (LUA) or a Local Actor Administrator (LAA)
profile can validate these requests. The person who registers an actor in EUDAMED
automatically receives an LAA profile for this Actor. This includes the LUA rights for
managing new user access requests.

As an LAA or LUA for the actor, you will be notified of all new or updated incoming access
requests.

Users cannot access EUDAMED until their access request is approved.
To validate an access request
1. Login to EUDAMED.

2. From your dashboard, select Assess user access requests (in the User

management section):
Tasks
According to your profile per module, consult, verify and/or manage your own and related data (managed by your actor)
User management CIIPS
My Actor data
ASSess user aEEES% ?QUE‘S[S Search and manage application/notification
™ Manage your users— Register CI/PS application or PMCF/PMPF

notification (first submission)

Manage your actor data

Manage your email notifications

The Pending requests tab on the Users management page lists all pending user
access requests for your Actor:
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Users management

Pending requests | Registered users

Type of request

Apply filters Clear all fitters

Active filters:  No selection

Showing 1 to 1 of 1 entries Show 20 ¥~ | entries per page

Actions

Type of request Date of request IT

EU Login email 1T

EQ.GG@dgsantedev.eu New account 2022-11-24

3. Click = Assess access request in the Actions column to view and assess a request
from the list. Part 1. of the access request is displayed:

Assessment - part 1: User Data

Actor identification

Organisation name: =%
SRN: AL-

Address:

Telephone number: -

Email:

User information

EU Login ID
1D:

Contact email for the actor

Email:

Are you a sub-contractor for this actor?

Sub-contractor:

User manager

* First name:
* Last name:

* Function/position:

Validity date for the EUDAMED account

End date:

4. Review the information in Part 1. of the request.

5. In the Assessment section, slide the toggle left to Approve the request, or right to

Reject.
* If you select Approve, the Next step button remains available at the bottom of the

page (go to Step 6).
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+ If you select Reject, you must add a comment and select one of the following

reasons:

Incomplete and/or details to
correct:

Some information is either missing or looks incorrect. The requesting user will have a chance to correct or complete the
request following your instructions and re-submit the request.

Refused request:

The request will be refused, and the requesting user is not invited to re-submit.

Approve m Reject

* Type of reasons:

O Incomplete and/or details to correct

O Refused request o

Please be aware that you must inform us at SANTE-
EUDAMED-SUPPORT@ec.europa.eu if you suspect that
this is a fraudulent access request

* Remarks:

The rejected request disappears from your pending requests list. This ends the steps
you need to follow for this request (ignore steps 6-8 below).

6. If you decided to approve, click Next step.

Assessment of user data

Outcome:

Approve () Reject

Cancel

A table is shown with the user profiles for all available modules. The Viewer profile is
automatically granted to each user:
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Requested Profiles
Profiles(s) for this actor
For each module, select the 'Approve’ button to approve a profile or the '‘Reject’ button to reject a profile. The user has access by default to his/her own actor data

Approve all Reject all

ClUPS: Confirmer * Reject

U

Cancel

NOTE
Profile availability

The profiles available in the table depend on the actor role — e.g. if the user is
requesting access for an authorised representative, the additional profile of Verifier
will be available.

7. For each module in the table, click either Accept or Reject, and when you are done,
click Complete assessment.

A summary is displayed of the user profile you have approved.

8. To confirm this user profile, click Confirm in the summary dialog box.
You are informed that the access request has been properly assessed:
» The status of the request will update to validated.

» The user details are moved to the Registered users tab, on the Users management
page.

» The user is notified that their access request has been validated.

2.2.3 Terminating a user account
[Specific to Local Actor Administrators and Local User Administrators]

When a EUDAMED-registered user leaves an organisation, changes their job function

or is otherwise no longer involved in EUDAMED, the Local Actor Administrator (LAA) or
Local User Administrator (LUA) can deactivate their account by marking it as Terminated.
An actor user with a terminated account can no longer act on behalf of the organisation
or manage data. If they need to regain the role at any time in the future they will have to
submit a new access request for that actor.

To terminate a user account

1. Login to EUDAMED.

2. Select Manage your users in the User management section of your dashboard.

3. On the User management page, select the Registered users tab, and then click on
the user in question:
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Pending requests Registered users

Filter ¥
Active filiers:  No selection
Showing 1o 2 of 2 entries Show entries per page
EU Login & EU Login email it Sub-contractor it End date }t

| MedicalDev Two |

Review the user’s details and click Terminate at the bottom of the page:

MedicalDev Two

= Go back to Users management
Open all Close all

Name: MedicalDev Two

Email:

‘

Profiles

Actor: Local Actor Administrator
Actor: Mandate Manager
Actor: Viewer

UDI/Device: Viewer

Actor: Local User Adminisirator

End date -~

Confirm that you wish to complete the action. The user instantly disappears from the
User management module.

2.2.4 Editing your user account

After your user access request is approved, you can still change your account information,
e.g. after any personal or professional changes. But you cannot edit any of the information
relating to your actor (unless you are a Local Actor Administrator).

To edit your user account

Log in to EUDAMED and click on your name in the upper toolbar. The My account(s)
page appears:
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Home Tasks v Search & view v Help v 2 Logout
CURRENT ACTOR: Switch actor ®Notifications

My account(s)

My EUDAMED accounts
EU Login details

Login code:
First name:
Last name
Email:

Preferred Language:

EUDAMED details ° Edi

First name:
Last name:

Preferred Language:

My EUDAMED accounts

Current actor account
Actor data

Actor identification View all data

Role: Manufacturer
SRN

Actor [ organisation name:

Abbreviated name:

Street.

Street number:

2. To change any editable data, click the Edit button (or if you are a LAA, the Modify
button), if one is available next to the section in question:
EU Login details / EUDAMED details

John Smith

EU Login details

Login code:
First name:
Last name:
Email:

Preferred Language:

EUDAMED details o Edit

First name:
Last name:

Preferred Language:

Use the Edit button in this section if you want to change your first name, last name
and/or preferred language.

Current actor account: actor data

Managing actors and user accounts
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My EUDAMED accounts

Current actor account

Actor data

View all data

Actor identification

Role:

SRN:

Actor / organisation name:
Abbreviated name:
Street

Street number:
Address line 2:

PO box:

Postal code:

City:

Counfry:

Email:

Actor notification email addresses o Modify

X Notfication deactivated «# Motification requested

Actor Data L4

Use the Modify button in this section if you want to change the receiving email
address for notifications regarding the different EUDAMED modules.

NOTE
Local Actor Administrator only

» The Actor data section can only be modified by a Local Actor Administrator.

» The Modify button is not active here for any other user profile.

Current actor account: Account data

Account data

Profile(s) e Request for change
Actor. Administrator

UDI/Device: Viewer

Account email & notifications I ° Modify I

M Notification deactivated «” Notification requested

Actor Data v -

Use the Request for change button in this section if you want to request a different
profile for one or more EUDAMED modules for the current actor.

Use the Modify button if you want to change the account email and/or the notification
preferences for the current actor.

3. Make any required changes.
4. Click Save.

5. If you are registered with more than one actor, they are listed in the My other
account(s) box:
My other account(s)
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My other account(s)

Authorised Representative, IT-S8 SESs L Bagemmstaltaly] >

Importer, IT-® s e st italy] >

Click the right-pointing arrow next to one of the actors in the list to show their details.
You can switch between actor accounts.

2.2.5 Upgrading your user profile

To request to change/upgrade your profile

1. Log in to EUDAMED and click your name in the upper toolbar to reach the My
account page.

Account data
Profile(s) e Request for change

Actor: Administrator

UDI/Device: Viewer

2. Click Request for change next to your profiles and follow the steps to select the
profiles for the module you require. If this button is missing, it means you have
already submitted a request that is still under assessment — if this is the case, you
can view your pending requests via the See my pending requests link at the bottom of
the page.

My profile(s) for this actor

Choosa the profile{s) you need

Achod ﬂ U Device ﬂ NE & Cedificales ﬂ
=

Active until

End dabe

®

3.  An LAA/LUA will need to approve this request before these profiles are assigned to
you.
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4. If you are the only user from your actor, you will need to grant access to a new user,
assigning an LAA/LUA profile via the process outlined in Sections Requesting access
as a user to an existing different actor and Validating Economic Operator access
requests.

5. Once you have approved access for this second LAA/LUA, this user will then be able
to approve your request to upgrade your profile.

2.2.6 Switching between actors

If you have multiple EUDAMED user accounts for the same EU Login account, you can
switch easily between them (and the different actors associated with them).

1. Go to the Dashboard:

CURRENTACTOR: Importer BE-IM-000000223, TempTestimporter [Belgium] Switch actor #Notifications

Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosis medical devices

MDR EUDAMED is structured around 6 interconnected modules and a public site:

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.

User management

My Actor data

Assess User access requests

Manage your users

Manage your acior data
Manage your email notifications

Link to non-EU manufacturer

2. Click on Switch actor at the top right:

Spain-importerd4647 [Spain] [Switch actor | #Motifications

3. Select an actor from the list shown:
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2.3 Managing mandates

[Specific to non-EU manufacturers]

When registering in EUDAMED, non-EU manufacturers are required to provide
information on their mandate with an authorised representative. If they have mandate(s)
with other authorised representative(s), these must also be individually registered in
EUDAMED and will need verification by the additional authorised representative.

The duration of a mandate may be determined by its validity end date. Alternatively, the
Authorised Representative or the non-EU manufacturer can decide to terminate before
this date.

.2 INFOGRAPHIC: Mandates for AR/Non-EU MF

MANDATES

§em Wen U Mesdaa lwrer oo = Mo iagad B padstalins
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o
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Chganaston denthoaton dats 1o sad tha
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=]
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Frebral b GOt

h WEAT S THI MANDATI DOCUMINTY
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deliia abwied your Srgatdalee® il wulmd
Pri gl
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2.3.1 Adding a new mandate

[Specific to non-EU manufacturer]
To add a mandate

1. Log in to EUDAMED and select Manage my mandates under the My Actor data

section of your dashboard. The list of mandates that have already been created is

displayed, with information on their current state.
View my mandates
Manufacturer, AF-MF-0001
o Add a new mandate

Show entries per page

AR SRN It End date It State 1T

Showing 1 to 6 of § entries

Mandate ID It AR name 1&

MD-AF-BE-00000 BE-AR-00000 2020-06-08 ® Registered (Expired)
MD-AF-BE-0000C BE-AR-00000 2030-04-04 @ Terminated [MF]
MD-AF-BE-00000 BE-AR-00000 ® Registered
MD-AF-BE-00000 BE-AR-00000 ® Rejected

NOTE
g Manage my mandates is available only to users with a Mandate manager or
higher (e.g. LAA/LUA) profile for a registered non-EU manufacturer.

2.
appears:
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Add a new mandate

Manufacturer information
Organisation name:

SRN:

Address: 1

Telephone number: -

Email:

Select an authorised representative

| know the SRN

" SRN:

Mandate validity dates

* From: To

[k

YYYY-MM-DD YYYY-MM-DD

* Upload mandate summary document

Browse

Submit Cancel

3. If you know the Actor ID/SRN for the Authorised Representative, enter it here, click
Find and select from the results.

4. If you don’t know the Actor ID/SRN, uncheck | know the Actor ID/SRN, enter the
country and authorised representative name, click Find and select from the results.

NOTE
S If you don’t find your Authorised Representative from the search page, please
contact them to confirm their Actor ID/SRN.

5. Specify the mandate’s validity start-date (mandatory) and end-date (optional), if
relevant.

6. Click Browse, under Upload mandate summary document, to select and upload your
summary mandate document — in PDF format only and not surpassing 10MB in
size:

A summary extract of the official signed mandate is enough, stating just:
+ Start and end dates.

* Names and addresses of the Manufacturer and Authorised Representative.
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« List of generic device groups covered by the mandate.
» Click here for the mandate summary template.

7. Click Submit.

The new mandate now appears in your mandate list, with the state Submitted. It must
now be verified by the relevant Authorised Representative:

View my mandates

Manufacturer, e

o Add a new mandate
Showing 110 7 of 7 entries Show entries per page
Mandate ID It AR name 11 AR SRN It End date It State{ 5 ]
MD-AF-BE-00000 BE-AR-00000 - ® Registered
MD-AF-BE-00000 BE-AR-00000 - ® Submitied

8. If you click on it, you will get an overview of your update, everything is visible directly
apart from the Authorised representative(s) mandates, which will show as a clickable
accordion:

BE-AR-000001064

<

Actor IDISRN: BE-AR-000001064

Role: Authorised Representative

Country: Belgium

Actor / Organisation name: ARMEN 2.7 EU AR ONE
Address: 1231 Brux

Email: ArmenFortyNine_eudamed@mailinator.com
Telephone number: -

Mandate validity dates From 2022-03-29 to -

2.3.2 Create a new mandate version
[Specific to Non-EU manufacturers]

To create a new mandate version
1. Log in to EUDAMED

2. Select Manage my mandates in the My Actor data section of your dashboard:
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Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosis medical devices.

MDR EUDAMED is structured around & interconnected modules and a public site.

Tasks
By module, consult, verify and/or manage your own and related data (managed by your actor), depending on your profile.

User management

Assess user access requests

My Actor data

Manags your users

Manage your actor data

Manage my mandates & 2

WManage your emall notifications

Select the target mandate from the list on the next page:

B | cvoaen e @

View my mandates

Manufacturer,
[+] bl s g i
5] A;.,m:..g.,awa\;o & s
& st (ot
x # Sobemited
[PpT———

* Trmanad [ |

# i

In the new window, where you can see details of the mandate, select Create new
version at the bottom of the page:

Managing actors and user accounts
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Mandate with «

< Go back to list of mandates
Version 1 [Registered] | & 2020-08-17 |

Manufacturer identification
Organisation name:

SRN:

Address:

Telephone number: -

Email:

Authorised representative information
Organisation name: . i

SRN:

Address: .

Telephone number: -

Email:

Mandate validity dates
From: & 2020-07-29
To B 2020-08-26

Mandate summary document

B pdf

Create New Version Terminate mandate

< Go back to list of mandates

5. Upload the new mandate summary document (In PDF only and not surpassing
10MB in size) and change the validity dates accordingly.

2.3.3 Verifying mandates

[Specific to authorised representatives with a Verifier profile]
To verify a mandate

1. Log in to EUDAMED and select Manage your mandates in the Actor management
section of your dashboard:
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Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosiz medical devices.

MDR EUDAMED is structured around 6 interconnected modules and a public site.

Tasks
By module, consult, verify andfor manage your own and related data (managed by your actor), depending on your profile.

User management Actor management

My Actor data

=5

AS5ESS USEr access requesis Werify actor registration requests

Manage your users Manage your mandates w3

| Manage your actor data
Manage your email nofifications

Machine to machine data delivery preferences

NOTE
The mandate management features are available only to authorised
representative users with a Verifier profile, or higher (e.g. LAA/LUA).

If any registered manufacturer(s) have uploaded new mandates designating your
actor as the associated Authorised Representative, they are listed in the Pending

mandates tab:

Mandate management

Pending mandates Registered mandates
Filter ¥

Active filters:

|Stalus' Suhmitted‘ Clear all fiters

Showing 1 to 3 of 3 entries Show entries per page

MF SRN It Country It State It End date It

Mandate ID It MF name i
. AF-MF-000004 Afghanisian Submitted 2020-04-04
MD-AF-BE-0000 AF-MF-00000¢ Alghanistan Submitted 2020-08-27

2. Click on the mandate you want to verify in the Pending mandates list. The details of
the received mandate are displayed. The mandate summary PDF is available under

Mandate summary document.
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Mandate validity dates
From: & 2020-08-05
To: & 2020-08-27

Mandate summary document

[ 5 pdf

Decision

Approve C. Reject

Remarks:

“ e

| < Go back to list of mandates |

3. Review the mandate, and then slide the toggle at the bottom of the page left to
Approve the mandate, or right to Reject it.

4. Enter some comments if necessary, or a justification for the rejection, in the text box
at the bottom.

5. Click Apply.

2.3.4 Terminating a mandate
[Specific to authorised representatives and non-EU manufacturers]

The Authorised Representative or the non-EU manufacturer may terminate a mandate.
Either the Authorised Representative or the non-EU manufacturer can mark a mandate as
Terminated in EUDAMED. The procedures are very similar.

If you are an Authorised Representative
To terminate a mandate

1. Select Manage your mandates under the Actor management section.
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Welcome to EUDAMED

MDR EUDAMED is the IT system developed by the European Commission to implement
Regulation (EU) 2017/745 on medical devices and Regulation (EU) 2017/746 on in vitro
diagnosiz medical devices.

MDR EUDAMED is structured around 6 interconnected modules and a public site.

Tasks
By module, consult, verify andfor manage your own and related data (managed by your actor), depending on your profile.
User management Actor management
My Actor data AS5ESS USEr access requesis Werify actor registration requests

=5
H

Manage your users Manage your mandates &3

| Manage your actor data
Manage your email nofifications

Machine to machine data delivery preferences

The Mandate Management page appears. The mandates are split into two tabs:
Pending mandates and Registered mandates.

2. Select the Registered mandates tab. A list of all your registered mandates is
displayed:

CURRENT ACTOR: Authorized Representative, T-AR- B Sagesssaes [taly] Switch actor ¥ Motifications

Mandate Management

Pending mandates Registered mandates

Active fiters: No selection

Showing 1to 1 of 1 entries Show | 20 = | entries per page
Mandate 1D It MF name [t MF SRH 11 Country 1T Start date 1T End date It
MD-CHT-0 - = Céte d'ivoire 2018-07-01 -

3. Click on the registered mandate that is to be terminated. The details of the selected
mandate are displayed:
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Mandate with

< (o back to list of mandates
Version 1 [Registered] | B 2020-08-17 |

Manufacturer identification
Organisation name:

SRN: J

Address:

Telephone number: -

Email:

Authorised representative information
Organisation name:

SRN: &

Address:

Telephone number: -

Email:

Mandate validity dates
From: & 2020-07-29
To: B8 2020-08-26

Mandate summary document

[ ] pdf

Create New Version Terminate mandate

4. Click Terminate mandate at the bottom of the page.

5. Use the calendar icon to select the termination date.
6. Click Confirm.
If you are a non-EU manufacturer

To terminate a mandate

1. Select Manage my mandates under the My Actor data section. The list and state of
existing mandates is displayed:

View my mandates
Manufacturer, AF-MF-

o Add a new mandate
Showing 1107 of 7 entries Show entries per page

Mandate ID It AR name 1z AR SRN It End date It State It
MD-AF-BE-00000/ BE-AR-0000 2020-06-08 ® Registered (Expired)
MD-AF-BE-00000 BE-AR-0000 2030-04-04 ® Terminated [MF]
MD-AF-BE-00000/ BE-AR-0000 ® Registered

2. Click on the registered mandate that is to be terminated. The details of the selected
mandate are displayed.
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3. Click Terminate mandate at the bottom of the mandate detail page.
4. Use the calendar icon to select the termination date.
5. Click Confirm.

6. You can see the terminated mandate by clicking on My actor data, and clicking on
Authorised representative on the side or by scrolling the page:

Manufacturer, BB-MF-00000 I
[Barbados]

I My Actor data My Actor data

Authorised Representative Version 2 [Current] ‘ Last update date: @& 2022-09-16 | n0005f47

Competent Authority 9 Your request to change your competent authority has been rejected. Click here to see your request and the reason for the rejection

Notification email

Linked importers Actor identification

Role: Manufacturer

Actor ID/SRN: BB-MF-000001065

Country: Barbados

Actor / Organisation name: ARMEN 2.7 BARBADOS MANUFACTURER [All languages]

Abbreviated name:
VAT information: No

FQRLoumber

National trade register number:

o) isation i ification

The terminated mandate will appear in an accordion, click on its name to expand it,
the termination date will be shown at the bottom of the accordion:

BE-AR-000001063 (Terminated) v

Actor ID/ISRN: BE-AR-000001063

Role: Authorised Representative

Country: Belgium

Actor / Organisation name: ARMEN 2.7 EU AR TWO
Address: 1112 BRUXELLES

Email: ArmenFortyNine eudamed@mailinator.com
Telephone number:

Mandate validity dates From 2022-03-29 to -
Termination date: 2022-08-31
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