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SECTION 01:
Introduction

The Medical Devices Department of the Irish Medicines Board (IMB)
upgraded the online registration system for medical devices in June 2003.
The reason for this upgrade was to increase functionality and to allow
two-way viewing for users. At a later date, the user will also be able to
submit vigilance reports to the IMB through the IMB Medical Devices
Extranet.

SECTION 02:
How to Access the
On-Line
Registration System

All users of the medical device on-line registration system will have
received a username and password when they registered their
organisation. These usernames and passwords are still valid and will
allow the user to access the new upgraded system. If you experience any
problems in accessing this system, please contact the Medical Devices
Department immediately. Contact details can be found in Section 13.
To access the IMB Medical Devices Extranet, the user must log onto
https://access.medicaldevices.ie/home/login.asp (cut and paste this
address into your web browser) and the screen below will appear. Enter
your username and password.

When the user enters their username and password, the homepage for
that user’s organisation will then appear on the screen. The user has the
ability to edit their organisation details, add, edit or withdraw their
device(s) and control their users. The quick links on the homepage can
be used to edit the organisation details and view the devices registered or
the navigation bar on the left can also be used.
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SECTION 03:
How to Edit the
Organisation
Details?

To edit the organisation details, click on the “Edit my organisation” quick
link on the homepage or click on the “My Organisation” in the navigation
on the left. The organisation details, which are currently registered with
the IMB will be shown on the screen.

There will be certain fields that the user will not be able to change, for
example, “Organisation Type” or the “Status of the organisation making
the registration application”. However, the user will be able to make
changes to the company name, address details and contact numbers.
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The contact persons for an organisation will not be controlled under this
section. They will be controlled under the user section.

Make the relevant changes to your registration details. To submit the
changes to the IMB, click on the “Submit” button, which is located on the
top and bottom right hand corner. To cancel any changes which were
made by the user click on the “Cancel” button, which is located on the top
and bottom left hand corner. The IMB will then confirm the changes in
writing.

SECTION 04:
How to Add a
Trading Name
which is Associated
with the
Organisation

There is also a new feature, which allows the user to add a trading name,
which is associated with the organisation. To add a trading name to an
organisation, click on the “Trading Names” button, which is located at the
top left hand corner of the organisation screen.
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When this option has been selected, a list of trading names associated
with the organisation will appear on screen. If there are no trading names
registered, no records will appear.

If at this point the user does not wish to enter a trading name, select the
“Back” button, which is located at the bottom left hand corner.
To add a trading name, click on “Add Trading Name” and enter the trading
name in the field provided and click on the “Submit” button, which is
located on the top and bottom right hand corner. If you do not wish to
add a trading name and want to go back to the previous page, click on the
“Cancel” button, which is located on the top and bottom left hand corner.

Page 6 of 19

SECTION 05:
How to Register a
Device?

To register a device, click on the “View my devices” quick link on the
homepage or click on the “My Devices” in the navigation bar on the left.

A list of the medical devices, which are currently registered with the IMB
will then be shown on the screen. If there are no medical devices
registered with the IMB, “No records” will appear on the screen.

For each device, there will be a number of fields, which must be filled in.
There is a different form to be filled in for general medical devices
(GMD’s) and in-vitro diagnostic medical devices (IVD’s).
Complete all the fields relevant to the device. Depending on the type on
device the user is entering, this screen may refresh when certain fields
are completed. In each form there are two code options given i.e.
UMDNS or GMDNS for GMD’s and EDMA or GMDNS for IVD’s. The
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GMDNS coding system should be used if possible, as this is now the
recognised international coding system for medical devices and endorsed
by the EU Commission, see:
http://europa.eu.int/comm/enterprise/medical_devices/policy/gmdn.pdf. If
there is no code available for your device, the user must enter a short
description in the field provided.

To submit a device for registration, ensure all the details are correctly
filled in and click on the “Submit” button, which is located on the top and
bottom right hand corner. If you do not wish to submit the details you
have entered and want to go back to the previous page, click on the
“Cancel” button, which is located on the top and bottom left hand corner.
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When the user has submitted a device to the IMB for registration, the
device will appear on the “My Devices” screen as “Not Registered Yet”
and will show the user the status of the registration e.g. “Awaiting
Review”. When the device is “Not Registered Yet”, the user can still edit
the device details, which were submitted to the IMB by selecting “Edit”
button and making the relevant changes.

When the device has been registered by the IMB, the device registration
number will appear on screen and the status will change from “Awaiting
Review” to “Registered”. The user will receive confirmation of this
registration from the IMB by post.
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SECTION 06:
How to Edit a
Device, which has
already been
Registered with the
IMB?

To edit a device, which has already been registered with the IMB, click on
the “View my devices” quick link on the homepage or click on the “My
Devices” in the navigation bar on the left.

A list of the devices currently registered or awaiting registration will
appear on the screen. To edit the details of a particular device, click on
“Edit”, which is located to the right of each registered device on the screen
above. The device details, which were previously registered with the IMB
will appear on the screen. The user then makes the relevant changes to
the device, and to submit the changes to the IMB to be registered, the
user must select the “Submit” button, which is located on the top and
bottom right hand corner. If the user does not wish to submit the details
which have been entered and wish to go back to the previous page, select
the “Cancel” button, which is located on the top and bottom left hand
corner.
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SECTION 07:
How to Withdraw a
Device, which has
already been
Registered with the
IMB?

To withdraw a device, which has already been registered with the IMB,
select “View my devices” quick link on the homepage or select the “My
Devices” option in the navigation bar on the left.

To withdraw a particular device, the user must select the “Edit” button,
which is located to the right of each registered device, see screen below.

The device details, which were previously registered with the IMB will
appear on the screen. Then select the “Withdraw Device” button, which
is located at the top left hand corner of the screen. The following
message will then appear on the screen
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“You are about to withdraw this device. If you wish to re-register this
device, please contact the Medical Devices Department”
If you wish to proceed, select “OK” and if you do not wish to proceed,
select “Cancel”.

When the device has been withdrawn, the status of the device will
change to withdrawn, as shown below.
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SECTION 08:
How to View the
Details of an
Organisation which
is Registered with
the IMB

Another new feature included in the registration system is that the user
can view or print a copy of the details registered with the IMB.
To view this report, the user should select “View my devices” quick link on
the homepage or select the “My Devices” option in the navigation bar on
the left.

Then select the “Device Report” on the device screen, as seen below.
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The report will appear on screen. To print this report, ensure that the
printer settings are set to landscape rather than portrait and then print.

SECTION 09:
Controlling Users

This is a new feature. The users of the registration system have the
ability to control its own users. However, the IMB can disable a user at
any time if that user is not using the registration system correctly. To view
all existing users for an organisation, select “My Users” in the navigation
bar on the left.

A list of existing users for the organisation will be shown on the screen, as
below.
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SECTION 10:
How to Add a User
to an Organisation?

To add a user to an organisation, the user must select the “Add User”
button on the top left hand corner of the page.

The user is then required to fill in each of the fields provided. The
password must be at least seven digits long and email address entered
will be later used as that person’s username. To submit the details of the
new user to the IMB, select the “Submit” button, which is located on the
top and bottom right hand corner. If the user does not wish to submit the
details, which have been entered and wishes to go back to the previous
page, select the “Cancel” button, which is located on the top and bottom
left hand corner. Once the details of a new user has been submitted, the
new user can immediately start to use the registration system. The user
does not need to receive confirmation from the IMB.
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SECTION 11:
How to Edit a User
of an Organisation?

To edit an existing user, the user must select the “Edit” button, which is
located to the right of the user’s name, as seen below.

The user can then change the contact details for this user, except for the
username. The username will remain the user’s original email address.
When the user has made the relevant changes to existing user, and
wishes to submit the changes to the IMB, the user must select the
“Submit” button, which is located on the top and bottom right hand corner.
If the user does not wish to submit the details which have been entered
and wishes to go back to the previous page, select the “Cancel” button,
which is located on the top and bottom left hand corner.
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SECTION 12:
How to Delete a
User of an
Organisation?

To delete an existing user, the user must select the “Delete” button, which
is located to the right of the user’s name, as seen below.

The user will be asked the following:
“Are you sure you want to delete this user?”
If the user wishes to proceed, select “OK” and if the user does not wish to
proceed, select on “Cancel”.
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If the user chooses “OK”, then the selected user will be deleted and a list
of the existing users will appear on the screen. Deleted users will not be
shown on the screen.

SECTION 13:
Who to Contact of
you Experience a
Problem with the
On-Line
Registration System

If you experience any problem with the registration system e.g. cannot log
onto the system, please do not hesitate to contact Mairead Finucane or
Sinead Carty in the Medical Devices Department of the IMB, preferably by
email or by telephone. Also, if you have difficulty in using the registration
system, please contact either Mairead or Sinead by telephone and they
can talk you through the process. Their contact details are:
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Mairead Finucane
Registration & Compliance Coordinator
Medical Devices Department
Irish Medicines Board
Email:
medicaldevices@imb.ie
Telephone: +353-1-6764971
Fax:
+353-1-6767836
Sinead Carty
Senior Administrator
Medical Devices Department
Irish Medicines Board
Email:
medicaldevices@imb.ie
Telephone: +353-1-6764971
Fax:
+353-1-6767836
The IMB encourages communication with the medical device sector and if
you have any comments relating to the system or have any suggestions
for future improvements, please forward them to us.
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