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1 Introduction

This user guide describes how to register an actor and how manufacturers (including persons who
assemble systems or procedure packs) and their authorised representatives can upload, register and
manage UDIs in the playground.

The playground is a simulated user interface. Through this interface, users can perform a trial upload
and validation of UDI data. During this process, the conformity of the data with the swissdamed
specifications is checked, see the playground technical documentation for more details. These steps
serve as preparation for the productive use of the UDI Devices module. In addition, the playground
provides a preview of newly developed functionalities that are not yet released in the production system.

The playground is primarily designed for testing UDI registration, which means that searches for actors
or UDIs/Devices are not available. Companies and their associated users are transferred from the
production system to the playground. When a user logs in with the production system account, the
company registered in the production system will be listed under the dropdown “My Actors” via
“‘Registered Companies”. The existing actors and mandates from the production system are not
transferred into the playground, therefore a new actor registration request as MF, PR or AR (mandate)
needs to be created, before UDIs can be registered. Unlike in the production system, these requests
are free of charge and do not need to be validated by Swissmedic.

If a device is registered in the playground, no costs are incurred. In addition, the “Company registration”
tab is missing in the playground, since company information and company user permissions are always
inherited from the production system.

For information regarding how to use the production system in general, please see the user manuals :
BW630 40 001e HB Handbook swissdamed User Guide Actors and BWG630 40 841e HB
swissdamed User Guide UDI Devices Module.

1.1 User profiles on the playground

User profiles linked to a company are inherited from the production system. However, the user
profiles for an actor or a mandate must be managed directly in the playground because the actors and
mandates are not inherited from the production system. The different user profiles of the actors are
described in the user manual BW630 40 001e HB Handbook swissdamed User Guide Actors.

Note: Any changes made to the user profiles on an actor or a mandate in the playground have no
impact on the production system. If a user has the profile company admin in the production system,
they automatically have the actor admin, mandate admin and UDI Editor user profile depending on the
registered actors, whether in the production system or playground.

1.2 Access for non-registered companies / providers

Companies that are not registered in the swissdamed production system but are interested in using
the playground are advised to contact a company that is already registered on www.swissdamed.ch.
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Chapter 3 describes how the company admin of a registered company can ensure that a user has
only permission to upload UDIs in the playground. The user can then not add other users to the
company, view existing company users, modify registered data, or view users associated with the
actor or mandate.

Machine-to-Machine providers needing an account for accessing the playground environment can
request this access by opening a ticket on the Support website.

2 Actor registration

Actors (CHRN) registered in the production system are not transferred to the playground, they are
specific to the playground and must be newly registered. The registration in the playground is free of
charge and is not reviewed by Swissmedic. To complete the following steps, you must have the user
profile company admin in the production system.

1. Log in to the swissdamed playground (www.playground.swissdamed.ch) with the same login
account that you use in the production system and go via the “My actors” dropdown to
“‘Registered companies”. Click on the “+” icon (Register a new actor) button on the right of the
company to which you want to add an actor. A new page will open with a form to fill in.

s Playground Myactors v | yuipis > N

Registered companies

ame Postal code city Action
CHE-108.952 985 Swissmedic, Schweizerisches Heilmittelinstitut Hallerstrasse 7 3012 Bern E

2. Choose an actor type and fill in the details for each stage of the form. Each actor type can only
be registered once per company. To go through the form, press the “Next” button at the
bottom of the page.

> Actor registration

Register a new actor

€ register anew actor Contact data PRRC Details for invoice Commercial register and Service agreement

Actor type *
Manufacturer (MF)

In
Person who assembles systems or procedure packs (PR}

Details of economic operator

3. Inthe last step: Agree to the service agreement and confirm that the indicated data are
correct. Register the actor by clicking on the “Register” button.
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> Actor registration

Register a new actor

@ Register anew actor @ conuactdata @ rric @ oetais for invoice © commercial register and Service agreement

Service agreement *

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

€ Backto actor registration requests € Back Register - X Preview actor request

Note: The CHRN assigned in the playground starts with the number 9, while the CHRN assigned in
the production system starts with the number 2.

3 Onboarding of users to playground (without access to production
system)
3.1 Onboard a user to an actor (MF, PR)

1. Log in to the production system (www.swissdamed.ch) and go to “Registered Companies”
under “Company registration”. Click on the symbol to invite a new user.

/ . - . . _
i Go C ~ Admin N v =
medic Company registration 3 =
Companies
Register new company
CoMPANY REGISTRATION
Regjstared companies ~
o Name 1 Adress Postal code oy Actions
CHE-108.952.985 s L Sck is Heilmittelinstitut Hallerstrasse 7 3012 Bern .',

2. Invite a new user by entering their first name, last name, and email address. Select the role
“Company viewer” and click “Send invitation”.
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Companies >  User invitation

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

Contact data

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

Role

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

() company viewer [detailed permission will be granted per actor)

& Back to company i Send invitation <

If the invited user already has a login account, the onboarding will occur automatically. If no
account exists, an email will be sent to the specified address with further instructions.

3. Once the onboarding is completed, the user status is set to “Active” in the company user
details. Switch to the playground to update the user’s permission for the actor previously
registered in the playground (see chapter 2).

s medic Go to swi Company i 2 Admin  EN v~ =

Companies > Company details

Swissmedic, Schweizerisches Heilmittelinstitut - CHE-108.952.985

Manage users ~
Firstname | Lastname E-mall address Current role Actor status Actions
0 —— Company viewer Active & o

4. Log in to the playground (www.playground.swissdamed.ch) and open the actor details for
which you want to grant the user permissions, then go to the “Users” section. The onboarded
user will be listed as “Active” with the role “None”.

% ] Playground Mysctors v MyUDis v & swisdamedAdmin | N v =
) Regitered actordetait @ v v QR
Company name aE———
Actor details o
‘General information Contact data PRRC upt
—
Reresh
Fistname Lastname & £ o adress e Status acion

e @
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5. Change the role by clicking the icon, selecting “Yes” and “UDI Editor”. Confirm by clicking
“Change permission”.

N
Registered actors > Registered actor details @ vovicue v (I
Company name L]
Actor details !
Actor location Bern (CH)

Inactivate actor
General information  Contactdata  PRRC ol J
& Refresh

Firstname Lastname 4 E-mail address Role Status Action

Change permission x

Change permission for (G NND

Has actor roles

No

Actor roles

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

UDI Editor (can manage medical devices)
(OB | Change permission

Actor viewer (can see actor data)

311 Onboard a user to a mandate (MT)

1. Log in to the production system (www.swissdamed.ch) and go to “Registered Companies”
under “Company registration”. Click on the symbol to invite a new user.

’ s " 3 swi =
L‘.M.-”%med]c Go to swissdamed  Company registration A swissdamed Admin  EN v =

Companies

Register new company

REGISTERED COMPANIES  COMPANY REGISTRATION
Registered companies

ue Name 4 Address Postal code city Actions

CHE-108.952 985 i Hallerstrasse T 3012 Bern &

2. Invite a new user by entering their first name, last name, and email address. Select the role
“Company viewer” and click “Send invitation”.
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Companies > Userinvitation

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

Contact data

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

Role

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

() Company viewer (detalled permission will be granted per actor) I

€ Back to company overview

If the invited user already has a login account, the onboarding will occur automatically. If no
account exists, an email will be sent to the specified address with further instructions.

3. Once the onboarding is completed, the user status is set to “Active” in the company user
details. Switch to the playground to update the user’s permission for the actor previously

registered in the playground (see chapter 2).

sv-.-é'_;medic Go to swi Company regi: 2, Admin  EN v =
Companies > Company details
Swissmedic, Schweizerisches Heilmittelinstitut - CHE-108.952.985
Manage ~
Firstname | Lastname E-mail address Current role Actor status. Actions.
e Company viewer nawe &

4. Log in to the playground (www.playground.swissdamed.ch) and open the actor details.
Navigate to the “Users” section. The onboarded user will be listed as “Active” with the role

“None”.

EN v

@ ruthorised representative v (D

Registeredactors > Registered actor details

Company name oaEmm——

Actor details
Actor location Bern (CH)
Inactivate actor

Generalinformation  Contactdata  PRRC  Mandates
@ Refresh

Role Status Action

e *

First name Lastname & E-mail address
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5. Change the role “None” to “Actor viewer” by clicking the icon, selecting “Yes” and “Actor
viewer”. Confirm by clicking “Change permission”.

N

EN v

@ ruthorised representative v (D
Company name L}

Actor details
Actor location Bern (CH)
General information Contact data PRRC Mandates E

& Refresh

Registered actors > Registered actor details

Role Status Action

None Acive

First name Lastname E-mail address

Change permission X
Change permission fmr_

Has actor roles

No

Actor roles

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

! Actor viewer (can see actor data)
Cancel Change permission

6. Open the mandate details for which you want to grant the user permissions. Navigate to
the “Users” section. The onboarded user will be listed as “Active” with the role “None”.

/
[

R pe—— )
Company name aEn———

Mandate details )
Actor location Bern (CH)
Transfer mandate J [ Inactivate mandate ‘
Generalnformation ™ J

First name Lastname E-mail address Role

pee #

Registeredactors >  Registered actordetails > Mandate details

Status Action

7. Change the role by clicking the icon, selecting “Yes” and “UDI Editor”. Confirm by clicking
“Change permission”.

/
[

(R e——
Company name aEn——

Mandate details )
Actor location Bern (CH)
Transfer mandate J [ Inactivate mandate ‘
Generalnformation ™ J

First name Lastname E-mail address

Registered actors > Registered actor details > Mandate details

Role Status Action
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| Change permission x

g
Change permission lor—

Has mandate roles

==

No

Mandate roles

Mandate admin (can edit mandate details, manage users but not the devices)
1 UDI Editor (can manage medical devices)
Mandate viewer (can see mandate data)

[} | Cancel | [eUERECEERIEST]

Note: If the user does not appear in the actor details under “Users”, click “Refresh” for refreshing the
users.

‘ damed Playground iy mea Ny = 2, swissdamedAdmin | N v =

> Registered actor details @ rutnorised representative 1) (D

Actor details o
Generalinformation  Contactdata  PRAC  Mandates

4 Upload UDIs via XML

After registration of the actor and assignment of respective user roles, UDIs can be registered. Only
manufacturers, authorised representatives, or persons who assemble systems or procedure packs
can register UDIs. Authorised representatives must register the UDIs at the mandate level.

Users with the “UDI Editor” user profile on a manufacturer (MF), person who assembles systems or
procedure packs (PR), MF mandate or PR mandate can upload UDIs.

The steps for uploading UDIs via XML are described in the user guide BW630 40 841e HB
swissdamed User Guide UDI Devices Module, chapter 3.1 and 3.2. The only difference is that the
playground does not send any emails.

5 Market status

Identical to the production system, a market status can be set for devices on the playground. UDIs
without a market status are stored in the “UDI Management” tab and are marked as “draft” with an

orange bar. There is also an info banner, which is visible as soon as there is at least one UDI-DI or
Package UDI-DI without a market status set.
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* damed Playground s yupt i

o There are draft devices (without market status) that are not registered and not publicly visible. Set the status to: “On the market” to complete the registratio DEEEETEIATCIE N Complete UDI registration

UDI Management

Search by UDI-DI. Basic UDI-DI, Packags UDI-DI, Secondary UDID1, Unit of Use DI or Divect Marking DI For multiple Dl Code search, separate by saace

Al v | A v | | Lastupdate date from ] ast update date B A

Swissmedic, Schweizerisches Heilmittelinstitut - CHRN-MF-20010000 - Berr X v

Clearsearch G

3 records found:

I

51 Complete UDI registration

Basic UDI-DI Model Name Applicable legislation Risk class Actor | Mandate (Authorised representative) CHRN / Mandate ID Last update date

The steps for completing a UDI registration are described in the user guide BW630 40 841e HB
swissdamed User Guide UDI Devices Module, chapter 4.1. The pop-up that appears as last step
shows a different text, since in the playground no costs are incurred for registering UDI-Dls.

S [ S T T T

Test system / Playground registration of
UDI-DlIs

The registration of the UDI-DIs on the Playground is only for testing purposes, and is free

of charge but not a valid registration.
-

5.2 Edit status: Set status to “On the market”

If your UDIs have the market status “No longer placed on the market” you can change it to “On the
market”.

The steps to edit status: Set status to “On the market” are described in the user guide

BW630 40 841e HB swissdamed User Guide UDI Devices Module, chapter 4.2. The pop-up that
appears as last step shows a different text, since in the playground no costs are incurred for
registering UDI-Dls.
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! Test system [ Playground registration of

[ UDI-DIs |
The registration of the UDI-DIs on the Playground is only for testing purposes, and is free
of charge but not a valid registration.
Cancel |
5.3 Edit status: Set status to “No longer placed on the market”

If your UDIs have the market status “On the market” you can change it to “No longer placed on the
market”. To be able to set the status to “No longer placed on the market”, the UDIs need to have the
status “On the market” set first. It is not possible to set the status to “No longer placed on the market”
for UDIs marked as “draft”.

The steps to edit status: Set status to “No longer placed on the market” are described in the user
guide BW630 40 841e HB swissdamed User Guide UDI Devices Module, chapter 4.3.

6 Versioning of UDI

If updates were made, the versions of the UDIs are visible in the device / system or procedure pack
details.

The steps for the versioning of UDI are described in the user guide BW630 40 841e HB
swissdamed User Guide UDI Devices Module, chapter 5.

7 Delete draft UDIs

If there are UDIs uploaded by the actor that are still marked as “draft” and are not intended to be
registered, the “UDI Editor” can delete them. It is not possible to delete UDIs with a market status
assigned.

The steps for deleting draft UDIs are described in the user guide BW630 40 841e HB swissdamed
User Guide UDI Devices Module, chapter 6. The only difference is that the playground does not send
any emails.

Note: 30 days after the last update of an element in draft status, it will be deleted automatically.
8 Discard UDIs

UDIs are only allowed to be discarded in case of incorrect data that can't be corrected by updating
because of business rules. Discarded items are deleted from the system and can be newly registered.

Only registered UDI-Dls can be selected. Basic UDI-DIs will be discarded by discarding all their UDI-
Dls. Package UDI-Dls are always included when discarding the UDI-DI. A UDI-DI can’t be discarded if
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it is in draft status or has Package UDI-DlIs in draft status. Only UDI-DIs where the market status was
set for both the UDI-DI and all its Package UDI-DlIs can be discarded.

The steps for discarding UDIs are described in the user guide BW630 40 841e HB swissdamed
User Guide UDI Devices Module, chapter 8.

9 Machine-to-Machine (M2M) registration of devices

The technical documentation containing all information for implementing M2M registration of devices
in swissdamed is available here: BW630 40 810e PU swissdamed Machine-to-Machine REST
APl _DocumentationAPl_Documentation.

Third-party Machine-to-Machine providers needing an account for accessing the playground
environment can request this access by opening a ticket on the Swissmedic website under Support.

10 Online editor — Create / manage UDIs manually

The online editor provides an interface for the manual entry of Basic UDI-DI and UDI-DI information,
as well as for editing and updating existing UDI records already stored in swissdamed.

The online editor is accessible to all users who have been granted the UDI Editor permissions within a
manufacturer (MF), a person who assembles systems or procedure packs (PR), or a MF/PR
mandate.

The steps regarding the online editor are described in the user guide BW630 40 841e HB
swissdamed User Guide UDI Devices Module, chapter 10.

11 Change history

I R

Removed chapter 8: “Transfer UDIs by transferring a mandate” and updated chapter 4:

3.0 .
“Upload UDIs via XML” and 10: “Online editor — Create / manage UDIs manually”. sy

20 Added chapter 10: “Machine-to-Machine (M2M) registration of devices” and 11: “Online sti
' editor — Create / manage UDIs manually”. g
1.0 Initial version stj
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