.....the practical approach

A global leading medical device consultancy group

Are you prepared for UDI regulatory changes?
How to comply with UDI requirements around the world
Qserve White Paper 2016

Contents
Are you prepared for UDI regulatory changes?

3

Background

4

What is UDI?

4

USA FDA UDI Requirements

5

EU UDI Requirements

7

UDI Requirements around the world

8

What does UDI mean to your organization?

9

About the author

11

Sources

11

Qserve Group | White Paper | Page 2

Are you prepared for UDI regulatory changes?
How to comply with UDI requirements around the world
The development of Unique Device Identification (UDI) systems has started around the globe:
FDA has already implemented a UDI System. Class II medical devices must be compliant by
September 2016. EU is working towards a new Medical Device Regulation that makes UDI implementation mandatory. Many regulatory authorities around the world are closely following the
USA and EU models.
UDI systems impose new regulatory changes for medical devices. All stakeholders in the
medical device industry should be aware of these changes as they will impact many processes
spanning their entire organization and the full product lifecycle. Is your organization prepared
for the requirements of a UDI system?
The medical device industry includes a large
diversity of products with different degrees of
associated risks.
A UDI System would allow regulatory authorities to better control and trace the different
medical devices available on their markets
throughout their whole lifecycle, with the
ultimate goal of improving the treatment
provided to patients while unifying the industry
approach to traceability.

So what is UDI? What are the requirements of a
UDI system and how can they most effectively
be integrated in your quality management
system? Are these valid all over the world or
do you have to adapt your product to all the
markets you want to access?
This paper aims to answer these questions
while providing a practical Qserve approach
to UDI such that your company can achieve
compliance without any struggle.
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Background
Regulatory authorities around the world
have been collaborating since 2011 on a
harmonized approach for UDI through the
Global Harmonization Task Force (GHTF). The
efforts of the GHTF were taken over by the
International Medical Device Regulators Forum
(IMDRF) who in December 2013 released a
final non-binding guidance on Unique Device
Identification (UDI) of Medical Devices [1]. This
guidance avoids country specific requirements
while advising the development of UDI based
on globally accepted standards. Authorities
looking to implement a UDI system according
to the IMDRF should consider a risk-based
approach, with an implementation phased out
over a period of years, allowing for all stakeholders in the supply chain to adapt to the new
requirements.

What is UDI?
According to the IMDRF guidance, a UDI system
comprises not only labeling requirements but
also data submission requirements. A unique
device identifier is assigned to the device itself
and/or its package and is made up of two parts:

•
•

Device Identifier (DI) – globally unique,
provides static information characteristic
for the manufacturer and model of the
device
Production Identifier (PI) – provides dynamic information specific to the unit of
device production
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Labeling requirements impose that the UDI
should be made available on the label of the
medical device in both a Human Readable
Format (HRI) and in an Automatic Identification
and Data Capture (AIDC) technology. AIDC
technology facilitates automatic data capture
and no particular methods of implementation should be imposed on the manufacturer.
It includes barcodes, data matrices, Radio
Frequency tags and others.
Specific information on the medical device must
be submitted to a UDI database. The manufacturer is responsible for the initial submission.
Generally, the intention is to make the information provided available to the general public
as soon as the device is placed on the market,
so no confidential information should be
submitted. The data elements required include
manufacturer, product and registration related
information.
As the IMDRF issued a mere guideline, the
method for UDI implementation lays in the
hands of the different regulatory entities
around the world. Nonetheless, one should
not worry about having to comply with several
completely different UDI systems while
accessing different markets as so far authorities imposing a UDI like system have similar
labeling and data submission requirements.
Hence it is easy to place compliant products
from one market on a different market with
limited additional requirements to fulfil. The
next sections outline some of the requirements
from markets that have enforced or will enforce
a UDI system following the IMDRF guidance.

USA FDA UDI Requirements
The USA regulatory authority, FDA, has already
started the implementation of a UDI system.
The final rule was issued in September 2013
[4]. As recommended by IMDRF, a risk-based
approach was chosen. Hence, the compliance
deadlines for high risk devices have already
passed, while compliance deadlines for lower
risk devices are approaching. An outline of
the FDA deadlines is provided in Table 1.
According to 21 CFR 801.20 and 21 CFR 801.30,
UDI is required to appear on the label of all
commercialized medical devices (unless an
exemption or alternative applies), while information on the specific version or model of the
medical device needs to be submitted to FDA’s
Global Unique Device Identification Database
(GUDID).
Table 1: FDA UDI compliance dates
Deadline

MD Required to comply

24.09.2014

Class III

24.09.2015

Implantable, life-sustaining and
life-supporting devices

24.09.2016

Class II

24.09.2018

All devices

In the FDA ruling, UDI is made up of two parts.
The Device Identifier (DI) is a mandatory, fixed
portion of the UDI that identifies the labeler
and the specific version or model of a device. It
is issued by an FDA Accredited Issuing Agency
(i.e. GS1, HIBCC or ICCBBA).

The Production Identifier (PI) is a conditional,
variable portion that identifies one or more
of the following (only when included on the
label of a specific device): lot or batch number,
serial number, expiration date, manufacturing
date, distinct identification code for a human
cell, tissue or cellular tissue-based product
regulated as a device.
The PI element used is the key to device traceability for the manufacturer. UDI must be
available in both readable plain text and AIDC.
If the device is intended for more than one time
use, the UDI should be directly marked on the
device (unless exemptions apply). Dates on the
device label must be present in the standard
format yyyy-mm-dd.
GUDID serves as a repository of information to
facilitate the identification of medical devices
through their distribution and use. The manufacturer is responsible for the initial data
submission.
Some data elements are mandatory, while
others are optional or conditionally required
(for more information on the database content,
see the GUDID Data Elements Reference Table
[5]). Two submission options are available:
through a web interface or through HL7 SPL
(Health Level 7 Structured Product Labeling).
The latter option is only recommended if you
have a large volume of submissions.
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One should bear in mind that most of the
information submitted to GUDID will be accessible by the general public through the web
interface as soon as the publish date of the
records has passed (the publish date is set by
the manufacturer no later than the market
access date of the product). Additional functionality also allows the download of product
related information and system to system
retrieval (see figure 1 for an overview of GUDID
access methods).

When it comes to the information required
for submission, make sure to have reserved
sufficient time for high quality data collection.
Once the publish data of the GUDID entry
has passed and the product is on the market,
the attributes submitted can no longer be
modified (following a 7 day grace period) and
the general public can access the published
information.

Figure 1: Access to GUDID (2)
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EU UDI Requirements
The situation in the European Union is slightly
different from that in the USA. The differences
arise from the different organization of the
regulatory authorities: the FDA is a central regulatory point in the USA, whereas the medical
device industry regularization is decentralized
in Europe. The European Commission provides
directives that each national state enforces
through their own legislation.
Currently, the UDI requirements are described
in a non-binding recommendation issued
in April 2013. This recommendation follows
closely the IMDRF UDI recommendation, but
all EU member states are free to choose their
method of implementation. The data submission requirements are currently the responsibility of the national authorities and hence
information related to the device identifier
should be submitted and stored in national
databases.
The decentralized system of registering
medical devices makes the implementation of
a uniform UDI system cumbersome. The new
Medical Device Regulation (EU-MDR), currently
in the final stage of approval and is expected
to come into force early 2017, will provide a
more unified regulatory framework for the EU
and will also include high level UDI provisions.
It is anticipated that the requirements of the
European UDI system will be implemented
gradually, based on the risk classification of
medical devices.

The requirements for the European UDI
system are laid down in Article 24 and Annex
V, part B and C of the newly drafted EU-MDR. It
is advised that the UDI is present on all levels
of packaging for all classes of devices both
in AIDC and HRI format. Similar to the FDA
implementation, it is made up of two parts
with the same functionalities: a device and
a production identifier. With regard to the
information required for submission by the
two systems, there are minor divergences as
Europe will request details on the EU authorized representative and additional information
on warnings, contraindications and phthalates
content.
Similar to GUDID in the USA, Eudamed will
be the central database that stores information related to medical devices in the EU and
makes it accessible to the general public and
other stakeholders in the regulatory process.
Currently, this database is used only by
competent authorities for Market Surveillance
and Vigilance processes and for clinical study
approvals. Unlike its USA analogue, once
released to the general public, Eudamed will
contain much more information related to the
manufacturer and the commercialized medical
device. Besides UDI tracking, it will serve also
as a portal for registration and for providing
summaries on conformity assessment,
vigilance, clinical investigations and market
surveillance (see figure 2 for more details).
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The European UDI system will also impose
tracking mechanisms for the different industry
stakeholders when dealing with high risk
devices. The storage of electronic UDI information will not be required for economic
operators only, but also for health institutions
and health care professionals.
Qserve keeps a close look on the development of
the EU medical device regulation. Keep following
our website for more news items on the changing
regulations in Europe.

UDI Requirements around the world
With all the new regulations coming in place,
it is now clear that a unified global database
for medical devices will not be available in the
near future.
However, the UDI systems being developed
around the world are converging to a common
framework imposing similar requirements.
With the USA system already in place and the
discussions on a European system almost
coming to an end, other regulatory authorities
are looking to develop similar systems [6]:

Figure 2: Content of future Eudamed database (3)
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Canada - Health Canada has not yet ruled on a
UDI system, but such a system is under discussion. It is expected that it will closely follow the
USA and European systems.
Turkey - Already has a UDI-like system in
place. Currently, regulators are working on a
new traceability project and a new database
will be released in 2017.
Saudi Arabia - Is working on a harmonized
approach to UDI, with a focus on aligning to
other regulatory authorities. SFDA (Saudi Food
and Drug Administration) is still waiting for the
new EU-MDR and will likely publish its own
UDI requirements in Q4 of 2016. In this case, a
database will be made available in 2017-2018
and enforcement of the ruling is expected by
2020.
Japan - Already has a large part of the UDI
system in place and a database for medical
devices is available (MEDIS-DC). The authorities will continue to follow the IMDRF guidance.
ASEAN - The Association of South East Asian
Nations will closely follow the European model
when it becomes available. The requirements
for a UDI system will be similar to those
described in the new EU-MDR.

What does UDI mean to your organization?
As outlined previously, UDI requirements
impose not only labeling but also data submission provisions. The information required is
related to the specific version or model of a
device and to the contact person on matters
relating to identification. You will find that
the information needed for submission is
not limited to that present on the label of
the medical device but will span your entire
organization.
Your quality management system should be
updated accordingly to incorporate the new
UDI regulatory changes from all the markets
you want to access. Table 2 provides a list of
processes that might be affected. Some of the
first processes you should consider include
product and package labeling, production
(printing of labels), manufacturing, development and change management. Revising your
recall and adverse event reporting processes
to include UDI elements might make product
tracking more efficient, while also serving for
compliance.
It is essential to make sure your processes
are up to date. They must describe the proper
responsibilities and outline the necessary
mechanisms for timely, high quality data
collection and submission. And once again, do
not forget that most of the information from
the UDI databases will be made available to
the general public and regulatory industry
stakeholders.
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Table 2: Examples of processes that may need to be revised for UDI compliance
Process

UDI imposed changes

Product & Package Labeling

Integrate UDI labeling requirement (if applicable)

Adverse Event Reporting

Include UDI traceability in the reporting forms

Recall

Use of UDI in the Recall process and related forms

Documentation & Records

Ensure that UDI is reflected in DMR & DHR

Complaint Handling

Update the required procedures and forms to improve complaint reporting via UDI

Design & Development

Based on a regulatory strategy, ensure that the Design & Development
process delivers all UDI elements and include UDI in Phase transition or
design release checklist

Change Control

Identify changes that create a new version or model of the medical device
Ensure the process will trigger a new DI request and a new data submission to the UDI database

Supplier Management

Update Contracts/SLAs to identify Roles and responsibilities between the
parties for UDI labeling

Manufacturing/Production

Develop procedures for the equipment required to print and read AIDC
technology
Document the performance and validation method of the required
equipment.

“The information needed for submission is not
limited to that present on the label of the medical
device, but will span your entire organization.”
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