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EUDAMED

WHAT IT MEANS FOR YOU
Reference MDR Article 33 & Annex VI

The MDR 2017/745 establishes an EU database to enhance overall
transparency related to economic operator/actor (ACT), registration (CRF),
clinical investigation (CIPS), vigilance (VGL), market surveillance (MSU)
reporting by the deadline of May 26, 2022. This database, Eudamed, will
consist of a public site for patients, hospitals, advocates, lawyers and the
general public along with a restricted site (entitled Webgate) for
manufacturers, importers, Notiﬁed Bodies and the Regulatory Commission.
Functional speciﬁcations for the database can be found here.
The public site includes actor details, notiﬁed body certiﬁcates, a summary
of safety and clinical performance (per Article 32), details on clinical
investigations and UDI data. The database will cover all ﬁnished good
medical devices and only excludes custom-made devices from data entry.
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DATABASE REQUIREMENTS
The Eudamed database requires submission of information for public and restricted sites.
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Deﬁnition and listing of Economic Operators
Each Economic Operator(s) (manufacturer,
authorized representative, or
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A Unique Device Identiﬁer (UDI)
A UDI identiﬁes each device available for sale to a
Member State. The UDIs, similar to the one used by

importer/distributor) shall be deﬁned and

the FDA, are in the form of a Basic UDI-DI. This Basic

listed via assignment of a Serial Registration

UDI-DI is the primary device identiﬁer at the device

Number (SRN).

unit of use. Basic UDI-DI is the main key for records in
the Eudamed database referenced in relevant
certiﬁcates and the EU declaration of conformity.

THE BELOW TABLE OUTLINES THE ADDITIONAL INFORMATION REQUIRING
SUBMISSION INTO THE EUDAMED DATABASE PER ANNEX VI.
Subject

Details

Economic Operator

Contact information and SRN for manufacturer, authorized
representative, or importer/distributor

Regulatory Contact

Company regulatory representative or third-party submitter in charge of
submission

Unique Device Identiﬁer (UDI)

Basic UDI-DI; May also need to include UDI-PI (the production identiﬁer)
in the form of an expiration date, manufacturing date, lot number, or
serial number; Basic UDI-DI shall appear on the Declaration of Conformity

Regulatory Approval Details

Includes the approval certiﬁcate number and Notiﬁed Body details

Country Availability

Member State where device will be placed on the market in the EU
(availability for class IIa, IIb, and III devices)

Device Risk Classiﬁcation

I, IIa, IIb, III

(continued on next page)
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THE BELOW TABLE OUTLINES THE ADDITIONAL INFORMATION REQUIRING
SUBMISSION INTO THE EUDAMED DATABASE PER ANNEX VI. (CONTINUED)
Single Use Notice

Denote if device is a reprocessed single use device (labeled as single use
device or list maximum number of reuses)

Drugs/Possible Contaminates

Presence of medicinal drug/product, human blood/plasma derivative,
tissues/cells of human/animal origins, latex, or phthalates

Clinical Investigation

Identiﬁcation number of clinical investigation(s), if applicable

Intended Purpose

Intended purpose if other than medical

Public Statement on Safety

Summary of safety and clinical performances (class III or implantable
devices only)

Device Status

On the market, no longer placed on the market, recalled, ﬁeld safety
corrective action details, or other

Quantity

Quantity per package

Medical Device
Nomenclature Code

Internationally recognized medical devices nomenclature is available free
of charge and made available by the EU regulatory commission – Italy’s
National Classiﬁcation of Medical Devices (CND) mapped to Global
Medical Device Nomenclature (GMDN) codes

Product Identiﬁcation

Product trade name, description, and number (catalogue/reference code)

Clinical Product Size

Volume, length, diameter, or other measurement

Storage/Handling Conditions

Details on how the device should be stored and handled

Sterility

Details on sterility or need for sterilization prior to use

Electronic IFU

URL for additional information such as eIFU (optional)

Vital Safety Information

Critical warnings, precautions, or contra-indications, if applicable

The Eudamed database in combination with the device identiﬁcation will help interested parties obtain details
about marketed medical devices. The device identiﬁcation portion of this effort utilizes the UDI system per
Article 27 and Part C of Annex VI similar to the FDA system. Both systems appear to model the automotive
vehicle identiﬁcation number (VIN). VIN numbers enable a consumer to make more informed decisions before
purchasing an automobile, support consumer access to speciﬁc safety and recall information, and facilitate
reporting of potential safety problems1. In either case, the manufacturer shall be responsible to assign and
maintain unique UDI information for its devices.

1 Daniel, G. et. al. (2014). Unique Device Identiﬁers (UDIs): A Roadmap for Effective Implementation. Washington, DC: The Brookings institution
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The UDI system shall denote a separate Device Identiﬁer (DI)
for each packaged level, such as on the Single Unit, Multiple
Unit set, and Case/Box of devices.

The UDI carrier (whether a DI or DI+ combination) shall be applied to the
device (direct part marking) or packaging (label). Identiﬁcation of
products with the UDI-DI are speciﬁc to a manufacturer and a device
model via GS1, HIBCC, ICCBBA, or another standards organization. An
example of this would be a GTIN number assigned by GS1 for an
individual packaged device that uses a single part number. A new device
identiﬁer is required for a change in the device model or version, or if a
change is made to the trade name, singular use labeling, sterility, need
for sterilization, package quantity, critical warnings, contra-indications, or
from the original performance/safety/data interpretation of the device
software. Additionally, some devices may warrant an additional UDI-PI
that is speciﬁc to the unit of device production denoted as either the lot
number, serial number and/or software version of the device.
A UDI carrier is a human or machine-readable data carrier allowing for
the UDI (DI or DI+PI) to be presented to the hospital, patient, or other
user. Human-readable data contains alphanumeric characters whereas
machine-readable data is a linear barcode, data matrix, RFID, or similar
applicable method; note that an RFID would also require a 2D barcode
on the device label.
Reusable parts require direct part marking of the UDI carrier in human or
machine readable format.
Implantable devices shall be labeled or marked directly with a
machine-readable UDIDI + UDI-PI combination. Note that an UDI-PI requires
serial number for active implantable devices and only a lot or serial number for
all other implantable devices.
Finally, stand-alone software shall have an UDI assigned at the system level that
can be readily provided on the user screen or in the application programming
interface (API) in human readable format.

Devices identiﬁed with the UDI carrier shall be marked directly on the
part or with a device label. Labels are required for all higher levels of
device packaging, which includes the physical medium for software if
applicable. The Eudamed database shall have all packaging levels of the
device linked to the appropriate UDI information.
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UDI DEEP DIVE

UDI systems are being implemented worldwide in order to
track various medical products. Most manufacturers should
be familiar with the U.S. Food and Drug Administration’s
UDI system. The European Union UDI system is similar in
many ways, but differs in the following key areas:
1. The European Union utilizes a Basic-UDI-DI denoting the primary

supports medical device clients to
obtain compliance in all facets of
their EU MDR planning, including

identiﬁer of the device model (at the level of the device unit of use).

the understanding of Eudamed,

This is the base of the information in the Eudamed database

eIFU implementation, implant

compared to device identiﬁers used by the FDA at all packaged levels.

card development and global

2. Primary identiﬁer is not required for retail point of sale devices in the
European Union.
3. Class I & IIa devices packaged and labeled individually are exempt from
identiﬁcation on the unit of use if identiﬁcation can be applied to the

labeling system implementation.
We help our clients turn
compliance requirements into
opportunities by elevating
labeling operations and

next higher multi-pack in the European Union. This does not apply for

simultaneously delivering cost

Single Units, devices used in Home Care that don’t have higher level

savings for their organization.

packaging or other similar situations. This does not apply to singe units
and devices used in home care that don’t have higher levels
of packaging.
4. The European Union requires both barcode AND human readable to
be direct part marked on reusables. This requirement goes into effect
two (2) years after the label compliance date.
5. If space is constrained, the European Union favors a machine-readable
(barcode) format over human-readable format.
6. A serial number is required for active implants, while a serial or lot
number is allowed for other implants in the European Union.
7. The European Union has no mandated date format (FDA requires
YYYY-MM-DD per ISO 8601), but human-readable date should follow a
barcode per the issuing agency rule or standard.
Additional differences and information on the differences between the
U.S. and European Union can be found through the governing bodies
and organizations such GS1 (see here for example).

Please review the approved MDR 2017/745.
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ABOUT

NETWORK PARTNERS
Network Partners is a professional services ﬁrm that helps clients
complete the work necessary to provide their products to patients. We
serve the medical device, pharmaceutical and biopharmaceutical
industries with core competencies in Regulatory Affairs, CER, Packaging
Engineering, Labeling, Quality and Project Management.
Our business model allows team leaders to turn under-resourced teams
into productive groups that are better for the company and morale. This
approach delivers right-sized pricing as well as quantiﬁable ROI on
stalled projects, cost-savings initiatives and much more. We consistently
deliver on time and on budget, helping clients get work done and avoid
project delays.

Visit us at networkpartners.com to learn more.
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