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Rise Of The Machines: FDA Artificial Intelligence Guidance Is 
Coming

US: Artificial Intelligence

Executive Summary
US FDA says as artificial intelligence and machine 
learning offer new opportunities to improve 
patient care, the agency hopes to encourage 
innovation by developing a draft guidance on the 
issue for sponsors. It also released a discussion 
paper outlining key issues it wants feedback on 
from industry and other key stakeholders.

 

To keep up with advances in artificial intelligence 
and machine learning in the health-care sector, 
US FDA is working to develop a draft guidance 
that would help sponsors gain clarity on what the 
agency expects from them.

FDA Commissioner Scott Gottlieb issued a 
statement on April 2 espousing the potential of AI 
to change the face of health care. He timed it with 
the release of a discussion paper that highlights 
questions and considerations the agency wants 
feedback on from industry and other stakeholders 
as it develops its AI draft guidance.

While interest in use of artificial intelligence in 
the health-care sector has grown over the past 
decade, things have really started to heat up in 
just the past year. In April 2018 FDA approved 
IDx Inc.’s IDx-DR, a device that uses AI to detect 
diabetic retinopathy, and two de novos in 
September of the same year for Apple Inc.’s Apple 
Watch, which includes a software to detect risk for 
stroke. (Also see “Global Device Approvals, Weekly 
Snapshot: April 9-15, 2018” - Medtech Insight, 16 
Apr, 2018.) and (Also see “FDA: Apple De Novo 
Approvals Signal Innovation To Digital Health 
Firms” - Medtech Insight, 12 Sep, 2018.)

“The authorization of these technologies was a 

harbinger of progress that the FDA expects to see 
as more medical devices incorporate advanced 
artificial intelligence algorithms to improve their 
performance and safety,” Gottlieb said.

He noted that AI could have a “profound and 
positive” impact on health care in the same way 
it has changed other major industries, such as 
finance and manufacturing. And Gottlieb isn’t 
alone in his belief in the technology. A wide array 
of experts have voiced excitement at the potential 
good AI can have on personalized medicine and 
patient care in general. (Also see “The AI Touch: 
Artificial Intelligence Could Boost Quality Systems, 
Cut FDA Inspections – But Is Industry Ready?” - 
Medtech Insight, 25 Oct, 2017.)

“I can envision a world where, one day, artificial 
intelligence can help detect and treat challenging 
health problems, for example, by recognizing the 
signs of disease well in advance of what we can 
do today,” Gottlieb said. “These tools can provide 
more time for intervention, identifying effective 
therapies and ultimately saving lives.”

Gottlieb says FDA’s objective is to develop a 
guidance document that allows the agency to 
keep up with the rapidly evolving nature of AI 
innovation.

He pointed out that the AI devices that have 
been greenlit by the agency so far use “locked” 
algorithms where the software does not 
continually adapt or learn based on how the 
product is used. Such AI devices are periodically 
modified by the manufacturers as they learn 
newer and better ways to improve their device, 
rather than letting the device itself learn how to 
improve.
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However, looking beyond the basic locked 
algorithms, Gottlieb said there’s a great deal of 
promise for machine learning algorithms, also 
known as “adaptive” and “continuously learning” 
algorithms, that can update themselves based on 
what they learn over time.

“Adaptive algorithms can learn from new 
user data presented to the algorithm through 
real-world use,” he noted. “For example, an 
algorithm that detects breast cancer lesions 
on mammograms could learn to improve the 
confidence with which it identifies lesions as 
cancerous or may learn to identify specific 
subtypes of breast cancer by continually learning 
from real-world use and feedback.”

But AI that can update itself creates a conundrum 
for FDA because typically such updates need to 
go through a 510(k)-review process – yet using 
traditional review pathways could be a significant 
barrier to getting such products to patients.

FDA does have a risk-based framework for 
software as a medical device (SaMD) products and 
is also developing a precertification program that 
would allow the agency to approve marketing of 
certain SaMDs based on its trust in the companies 
producing them.

AI and machine learning software is somewhat 
different, however, and the agency is exploring 
a new review framework for such devices that 
would allow for modifications to the algorithms 
based on real-world learning and adaptation that 
still ensures patients are kept safe.

“A new approach to these technologies would 
address the need for the algorithms to learn and 
adapt when used in the real world. It would be 
a more tailored fit than our existing regulatory 
paradigm for software as a medical device,” 
Gottlieb said.

As with other devices, FDA is looking to use a total 
product lifecycle approach with AI in order to 
oversee the iterative nature of these products and 
ensure it is consistent with the agency’s public-
health mission.

“This first step in developing our approach 
outlines information specific to devices that 
include artificial intelligence algorithms that make 
real-world modifications that the agency might 
require for pre-market review,” Gottlieb noted. 
“They include the algorithm’s performance, the 
manufacturer’s plan for modifications and the 
ability of the manufacturer to manage and control 
risks of the modifications.”

FDA says it may also decide to review the 
predetermined change-control plan of an AI 
device that includes detailed information about 
the types of anticipated modifications the AI 
is capable of doing based on its retraining and 
update strategy, and the methods it’s using to 
implement those changes.

“The goal of the framework is to assure that 
ongoing algorithm changes follow prespecified 
performance objectives and change-control 
plans, use a validation process that ensures 
improvements to the performance, safety 
and effectiveness of the artificial intelligence 
software, and includes real-world monitoring of 
performance once the device is on the market to 
ensure safety and effectiveness are maintained,” 
Gottlieb said.

“We’re exploring this approach because we 
believe that it will enable beneficial and innovative 
artificial intelligence software to come to market, 
while still ensuring the device’s benefits continue 
to outweigh its risks.”

Stakeholders can comment on the discussion 
paper through June 3 at www.Regulations.gov 
under docket No. FDA-2019-N-1185.

US: Artificial Intelligence



5 / June 2019 © Informa UK Ltd 2019 (Unauthorized photocopying prohibited.)

Device-Makers Can Be ‘Recall Ready’ With This New Step-By-
Step Guidance From FDA

US: Device Recalls

Executive Summary
From general preparations to the development 
of correction and removal initiation procedures, 
the US agency is offering recommendations to 
firms on how to recall a problem product. In its 
new draft guidance, the FDA says it’s “critical” for 
manufacturers to be “recall ready.”

 

The US FDA is offering device-makers step-by-step 
guidance on how to recall a problem product, 
from general preparations to the development 
of correction and removal initiation procedures – 
and much more.

The agency, through its Office of Regulatory 
Affairs, gives the advice in an April 24 draft 
guidance document, “Initiation of Voluntary 
Recalls Under 21 CFR Part 7, Subpart C,” which 
says it’s “critical” for firms to be “recall ready.”

“For a recall to be effective and timely, it’s crucial 
that companies be prepared in advance to take all 
necessary steps for when a recall is initiated,” FDA 
Associate Commissioner for Regulatory Affairs 
Melinda Plaisier said in an April 23 statement.

When finalized, she said the guidance will “provide 
industry with clear information on ways to 
prepare, plan and work with the FDA to ensure 
voluntary recalls are initiated properly and 
promptly.”

Prepping For A Recall
The draft guidance directs manufacturers to 
prepare for a recall by taking specific steps, 
including identifying “appropriate personnel” to 
handle “recall-related responsibilities.” It notes 

that a company should also identify alternate 
employees who can stand in if needed.

Further, the document says firms should 
establish a “recall team” if it “anticipates that its 
recall efforts would be complex or have other 
complicating factors,” such as having “a large or 
multilayered distribution chain.”

The FDA notes that a “recall team could include 
a designated recall coordinator, and an official 
or employee with decision-making authority to 
initiate a product recall.” (Also see “‘SWAT Teams’ 
Recommended For Device Firms As They Handle 
Product Recalls” - Medtech Insight, 16 Jul, 2014.)

Employee training and conducting mock recalls is 
also suggested by the agency in its draft guidance.

“Proper training of personnel is perhaps one 
of the most important elements to effectively 
executing a recall,” the FDA’s Plaisier said.

The draft guidance also urges firms to establish 
a recall communications plan. “Such a plan 
should address internal communications, 
communications with FDA, and communications 
to direct accounts or the public in the event that a 
recall is deemed necessary,” the document says. 
“The firm should consider identifying specific 
points-of-contact ahead of time and should 
maintain draft templates that help it issue recall 
communications promptly,” such as notification 
letters and draft press releases.

The FDA also recommends that companies ensure 
they’re using Unique Device Identifiers (UDIs) on 
their products and identify regulatory reporting 
requirements associated with their devices. (Also 
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see “When A Recall Hits, Embrace Your Regulator 
For The Common Good: Patient Safety” - Medtech 
Insight, 30 Mar, 2018.)

Maintaining distribution records is also important, 
the agency says. “Distribution records should 
include enough detail to identify the consignees 
that actually received the recalled product and 
must conform with any applicable requirements,” 
the guidance notes. And “direct accounts that 
further distribute the product should also 
maintain records of their consignees that actually 
received the product, to ensure that the recalling 
firm’s instructions are extended to all consignees 
in the distribution chain.”

“Thorough and organized recordkeeping is 
especially important as the agency continues 
its efforts to improve recalls through product 
traceability by tapping into modern approaches 
such as blockchain technology to further our 
mission of protecting public health,” Plaisier said.

Recall Initiation Procedures
The agency through its draft guidance also 
recommends that device-makers prepare and 
maintain written recall initiation procedures.

Such procedures “help to minimize delays created 
by uncertainty as to the appropriate actions to 
take when a decision is made to initiate a recall, 
help ensure that necessary actions are not 
overlooked, and may minimize the disruptive 
effect a recall can have on a firm’s business,” the 
guidance states.

It says the procedures should “assign 
responsibility and describe the steps to perform 
all actions related to initiating a recall,” including:
•  Ceasing distribution, shipment and/or sales of 

affected product(s);
•  Developing a recall strategy;
•  Notifying direct accounts about the product 

being recalled, including what should be done 
with the recalled product; and

•  Notifying the public about a product that 
presents a health hazard, when appropriate.

“Using initiation procedures can help reduce the 
amount of time a defective or potentially harmful 
product is on the market, and that in turn reduces 
the potential exposure to consumers,” Plaisier 
said.

“These procedures should clearly describe the 
appropriate actions to take when a decision 
is made to initiate a recall,” she added. “They 
should also help ensure that necessary actions 
are not overlooked and may minimize the 
disruptive effect a recall can have on a company’s 
operations.”

Other Important Steps
The draft guidance goes on to say that if a 
company identifies trouble with a device, it should 
identify and investigate the problem.

Firms should also “make decisions and take 
action” as needed, and consult with the agency by 
contacting an FDA recall coordinator.

“Recall coordinators provide a recalling firm with 
information about the recall process and are 
available to work closely with the firm throughout 
the course of the recall,” the guidance says.

The document notes that while domestic recalling 
firms should contact a division recall coordinator, 
foreign manufacturers should interact with ORA 
directly.

The guidance also recommends that device-
makers “should initiate a voluntary recall by 
promptly sending recall communications to each 
affected direct account, and by issuing a press 
release or other public notice, if appropriate.”

US: Device Recalls
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It says the agency considers a company’s first 
communication of any type about a recall to be 
the date of that recall’s initiation.

Further, “a recalling firm should clearly identify 
the level in the distribution chain to which the 
recall is to extend, and should provide instructions 
to direct accounts to extend the recall to their 
consignees if the product could have been further 
distributed.”

The draft guidance closes with this warning to 
manufacturers: “In the event that a recalling firm’s 
actions do not adequately protect the public from 
a violative product, ie, the firm fails to initiate a 
recall effectively, FDA may consider taking other 
appropriate regulatory actions.”

Stakeholders can comment on the draft through 
23 June at Regulations.gov under docket No. FDA-
2018-D-2074.

US: Device Recalls
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With Fresh Guidance, US FDA Aims For Consistency In Device 
Facility Inspections

US: FDA Inspections

Executive Summary
A new draft guidance document from the agency 
says domestic inspections should occur over a 
brisk three to six consecutive days, alleviating a 
pain point for device firms that say some agency 
investigators traipse in and out of an audit, 
sometimes causing inspections to drag on for 
weeks.

 

US FDA is committing to inspecting domestic 
facility inspections over three to six consecutive 
days, alleviating a pain point for device-makers 
that say some agency investigators pop in and 
out of an audit, sometimes causing inspections to 
drag on for weeks.

FDA’s plan is outlined in a new draft guidance 
document, “Review and Update of Device 
Establishment Inspection Processes and 
Standards,” released March 29. The agency 
was directed by 2017’s FDA Reauthorization Act 
(FDARA) to write the short, six-page guidance, the 
goal of which is to bring more consistency to the 
inspection process.

“Unless an investigator or the firm identifies 
a reason that additional time is needed … 
inspections of both domestic and foreign device 
establishments should take place with a standard 
timeframe and occur over consecutive business 
days,” the guidance says.

FDA already has in place a tool to guide 
investigators to inspect within a brisk three- to 
five-day window: the Quality System Inspection 
Technique. QSIT is designed to make sure 
that investigators look at the most important 

compliance issues and ask pertinent questions 
linked to four major quality system subsystems: 
management controls, corrective and preventive 
action (CAPA), design controls, and production 
and process controls.

While investigators typically meet the QSIT 
timeframe for foreign-based inspections 
where travel time is limited to a set number of 
consecutive days, it has not always been adhered 
to in the past for domestic audits.

FDA’s draft guidance does give investigators 
leeway to lengthen an inspection, however: “It 
may be necessary to extend the duration of an 
inspection for a number of reasons, including 
for FDA to follow up on post-market safety 
information such as recalls, Medical Device 
Reports and complaints received by the agency.”

If an extension is warranted, the document says, 
the investigator will verbally communicate that to 
the manufacturer during the inspection.

Further, “the estimated duration for each 
inspection should be shared with the firm at the 
time of pre-announcement” of an inspection, the 
guidance notes.

5-Day Notice Before Inspection
FDA’s guidance says domestic firms can expect to 
be notified no fewer than five days in advance of 
a routine inspection. (The agency still gives itself 
the authority to conduct unannounced for-cause 
audits.)

“The pre-announcement for foreign inspections 
may be more than five days due to requirements 
of particular country clearances,” the draft says.
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But that’s no change from FDA’s current policy, 
which gives domestic companies a five-working-
day notice, while overseas firms are given more 
time – they’re contacted by the agency weeks in 
advance of an audit so international travel can 
be arranged, giving those firms more time to 
prepare.

The draft guidance notes that a pre-
announcement notice from FDA should “include 
information about the type and nature of the 
inspection, such as whether the inspection is 
scheduled as abbreviated, comprehensive or pre-
approval” – also not a significant departure from 
current agency policy.

And, “to the extent possible, FDA should also 
provide advance notice of some records that 
may be requested during the inspection,” the 
document says.

Open Line Of Communication
Finally, the draft says investigators should verbally 
communicate with the most responsible person 
at a company – an “owner, operator or agent in 
charge of the establishment” – about the status of 
the audit.

“When time and circumstances permit, 
investigators should make every reasonable effort 
to discuss all observations with the management 
of the establishment as they are observed, 
or on a daily basis, to minimize errors and 
misunderstandings,” the guidance notes.

FDA says it will revise its Investigations Operations 
Manual and training materials “where necessary” 
to incorporate promises made in the guidance.

Stakeholders can comment on the draft through 
May 28 at www.Regulations.gov under docket No. 
FDA-2019-D-0914.

US: FDA Inspections
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Makers Of Medical Procedure Kits May Have To Slap A UDI On 
Their Contents Under Final FDA Guidance

US: Unique Device Identification

Executive Summary
The US agency’s guidance says not every medical 
procedure kit is a so-called “convenience kit” 
whose contents can be exempted from Unique 
Device Identification labeling. The document also 
points out that devices used to replenish a first-
aid kit should include UDI.

 

Makers of medical procedure kits should pay close 
attention to a final guidance from the US Food 
and Drug Administration that clarifies whether 
they are making so-called “convenience kits” 
whose contents can be exempted from Unique 
Device Identification labeling.

When the FDA developed its UDI regulation in 
2013, it made an exception for two or more 
medical devices packaged together for the end 
user’s convenience – hence, a convenience kit. 
Under the exception, the kits only require one 
UDI on the packaging rather than requiring each 
individual product to have a UDI.

The agency swiped the definition of “convenience 
kit” for its final guidance from its own labeling 
regulation, 21 CFR Part 801.3.

The UDI rule’s preamble said medical procedure 
kits that contain only devices were convenience 
kits, but the agency has since changed its tune 
and is now being more specific about the types 
of procedure kits that would be considered to be 
convenience kits.

In its “Unique Device Identification: Convenience 
Kits” guidance dated 26 April, the FDA says it “does 
not consider every medical procedure kit, nor 
every collection of two or more medical devices, to 

be a ‘convenience kit.’”

The document goes on to define a medical 
procedure kit as consisting of one or more devices 
that are packaged together for use in a single 
surgical or medical procedure.

The FDA acknowledges “that the interpretation of 
terms provided in this guidance may mean that 
fewer medical procedure kits are ‘convenience 
kits’ for purposes of the UDI regulations, which 
may impact the assembly and packaging of 
medical procedure kits that are not ‘convenience 
kits.’ Nevertheless, FDA believes that the 
interpretation of the term ‘convenience kit’ in this 
guidance document is appropriate.”

While a single-use disposable medical procedure 
kit is a convenience kit because its contents 
are “not intended to be replaced, substituted, 
repackaged, sterilized, or otherwise processed or 
modified before the devices are used by an end 
user,” the guidance says other types of kits aren’t.

The FDA points to nonsterile orthopedic 
procedure kits as an example. “This is not a 
convenience kit because the devices are not 
intended to remain packaged together without 
undergoing sterilization before being used by 
an end user,” the document says. “Therefore, 
each device must comply with all applicable 
UDI labeling, data submission and direct-mark 
requirements.”

Aside from its clearer language on medical 
procedure kits, the final guidance closely follows 
its January 2016 draft. (Also see “FDA Proposes 
More Stringent UDI Requirements For Some 
Device ‘Convenience Kits’” - Medtech Insight, 31 
Dec, 2015.)
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US: Unique Device Identification

The document stresses that other types of kits, 
such as a first-aid kit or a kit truly designed for a 
single procedure, are still considered convenience 
kits that qualify for the UDI exception.

It points out, though, that devices used to 
replenish a first-aid kit should include UDI.

In this instance, a firm “may choose to market 
individual devices separately to the end user. In 
such cases, the label and device package of the 
individual devices that may be used to replenish 
or augment the first-aid kit must bear a UDI 
because they are not part of the convenience kit,” 
the guidance says.
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Making Sense Of The Muddle Of EU Device Registration 
Timelines

EU

Executive Summary
The recent document from the European 
Commission’s Medical Devices Coordination 
Group concerning device registration timelines 
is difficult to follow, with its many unexplained 
references. This article aims to clarify how the 
MDCG’s findings affect the way manufacturers 
should prepare for MDR compliance.

 

Device and diagnostics manufacturers doing 
business in the EU market will have to register 
in the Eudamed medical device database a 
comprehensive series of device data elements 
within 18 months of the full application of the 
Regulations (the MDR on May 26, 2020, and the 
IVDR on May 26, 2022).

But if there is a delay leading to the database 
not being ready by March 25, 2020 (the date 
scheduled for it to be fully functional according 
to the new Regulations), then manufacturers will 
have to register the relevant details within 24 
months of publication of a notice announcing that 
Eudamed has reached full functionality.

That is the view of the European Commission’s 
Medical Device Coordination Group (MDCG), 
which supports the implementation of the new 
Medical Device and IVD Regulations. The MDCG 
aims to clarify what is required in terms of 
registration timelines and data in the MDR (Article 
123 (3)d and 123 (3) e).

It says its findings will apply mutatis mutandis to 
the IVD Regulation, i.e. while making the necessary 
alterations to account for the IVD Regulation 
specifics.

Legacy Devices
The MDR/IVDR registration requirements will 
apply equally to legacy devices where some 
manufacturers are able to benefit from continuing 
to sell products CE-marked under the medical 
device directives, if their conformity assessment 
certificates are still valid.

However, until Eudamed is up and running, 
Medtech Insight notes, the registration 
requirements set out in the medical device 
directives will continue to apply for the 
registration of devices and IVDs, as well as 
for vigilance reporting, clinical investigations/
performance studies, registration of economic 
operators and certificate notifications.

The date of application of the Medical Device 
Regulation is May 26, 2020, so industry is looking 
at a deadline, at the earliest, of November 26, 
2021 for registration of these details for medical 
devices under the MDCG interpretation.

The IVD Regulation states that if Eudamed is 
not fully functional by May 26, 2022, then “the 
obligations and requirements that relate to 
Eudamed shall apply from the date corresponding 
to six months after the date of publication of the 
notice…”, i.e. the date the Commission declares 
that the MDCG is ready.

The MDCG pronouncement seems to offer a 
potentially longer delay to this too – i.e. until 24 
months after the publication of a notice informing 
that Eudamed has reached full functionality, which 
would make the registration deadline for medical 
devices and IVDs the same date and could result 
in bottlenecks.
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UDI Needed Ahead Of Eudamed
But manufacturers will still need to assign unique 
device identification – both Basic UDI-DI and UDI-
DI, Medtech Insight notes – by May 26, 2020 for all 
classes of medical devices, and by May 26, 2022 
for all classes of IVDs. (Also see “EU UDI Deadlines, 
Documents And Planning: What Does Industry 
Need To Know? “ - Medtech Insight, 12 Dec, 2018.) 
(As well as the existence of the electronic system 
on UDI within the Eudamed database, UDI static 
elements will be used to populate the parts of 
the database for certificates and conformity 
assessment, vigilance, clinical investigation and 

market surveillance.)

Devices which are MDR-compliant will also need 
to fully registered, the recent MDCG document 
states, as a pre-condition for possible registration 
of relevant serious incidents in Eudamed.

What Has To Be Registered?
According to the MDCG document, companies 
will need to register device data elements listed 
in both part A, section 2, and Part B, section 2, of 
Annex VI.

The Current Differences That Needed 
Clarifying
So what are the differences?

As the MDR reads at present, Article 123(3) d 
foresees the full Article 29 of the MDR being 
applicable from May 26, 2020, or six months 
after the European Commission has informed 
the MDCG that Eudamed has achieved full 
functionality and meets the necessary functional 
specifications and published a notice in the OJEU 
to this effect.

Article 29 concerns assigning a basic UDI-DI and 
providing it to the UDI database together with 
other core data elements referred to in Annex 
VI Part B (see above); registration of system or 
procedure packs and assigning UDI; articles 
subject to conformity assessment; and the need 
for a manufacturer to enter or verify in Eudamed 

detailed registration information referred to in 
Section 2 of Part A of Annex VI (see above).

Article 123 (3) e, meanwhile grants an additional 
18-month transition period for obligations 
(contained in Article 29 (4)) which relates to device 
data that needs to be included in Eudamed, 
namely, the comprehensive information relating 
to the device registration referred to in Section 2 
of Part A of Annex VI (see box).

•  The MDCG is composed of representatives 
of all member states and chaired by a 
representative of the European Commission. 
Its views, which are not legally binding and 
are said not to reflect the official position of 
the European Commission, have just been 
published on the European Commission 
website. 

EU

Registration data in Section 2 of Part A of Annex 
VI includes:

Registration data in Section 2 of Part B of Annex 
VI includes:

Basic UDI-DI; member states in which a device is 
placed on market; in case of all but Class I devices, 
member states where device is made available; 
risk class; whether reprocessed or single-used 
device; presence of tissues; and single identification 
number of the clinical investigation, etc. (All this 
information should be kept updated.)

How production of the device is controlled; single 
registration number; address of authorized 
representative; medical device nomenclature code; 
name or trade name, where applicable; clinical 
size; storage and/or handling conditions; maximum 
number of reuses; whether device needs to be 
labeled sterile; and critical warnings.
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Legacy Devices In Eudamed Database: MDCG Proposes 
Regulatory Solution

Executive Summary
The new EU medical device regulations  �  the 
MDR and IVDR – left a gap in how manufacturers 
of legacy products should comply with critical 
reporting requirements. A solution has been 
found. 

 

With just over a year to go until the full application 
of the new EU Medical Device and IVD Regulations, 
the European Commission’s Medical Device 
Coordination Group (MDCG) has published its 
interpretation of the legal gap in the Regulations 
concerning the registration of legacy devices in 
the Eudamed database.

Interpretation was necessary as there is a lack 
of “any explicit reference” to Unique Device 
Identification (UDI) obligations” for legacy devices 
in the two Regulations. This was despite the need 
for manufacturers of these products to interact 
with the Eudamed database through the medium 
of UDI to name their devices (see box).

While the MDCG position does not reflect the 
official position of the European Commission and 
is not legally binding, the MDCG is composed 
of representatives from all member states and 
is chaired by a representative of the European 
Commission.

Deadlines For Legacy Devices
The registration deadline for those legacy devices 
which are not already registered as MDR devices is 
18 months after the date of application (provided 
that Eudamed is fully functional and on time).

But manufacturers will have to register their 
devices earlier than this in the case of serious 

incidents or field safety corrective actions to be 
reported during the 18 months.

There are two different Eudamed access keys for 
legacy products. In MDCG 2019-5 Registration of 
legacy devices in Eudamed, just published, the 
MDCG says it considers it appropriate to adapt the 
Eudamed design to allow the registration of legacy 
devices in Eudamed in the absence of a Basic UDI-
DI. (Also see “EU UDI Deadlines, Documents And 
Planning: What Does Industry Need To Know? “ - 
Medtech Insight, 12 Dec, 2018.).

In an Annex to the document, which sets out 
how this would work, the MDCG says that, unlike 
with MDR- and IVDR-compliant devices, legacy 
devices – covered by a valid Directive certificate 
and continuing to be placed on the market after 
the MDR’s date of full application – should be 
registered in Eudamed without a Basic UDI-DI and 
UDI-DI.

Instead, they will need two other unique access 
keys (IDs): a Eudamed DI will be assigned to 
the device instead of the Basic UDI-DI,  and a 
Eudamed ID will be assigned by Eudamed instead 
of the UDI-DI allowing the system to work and to 
keep the design of Eudamed as close as possible 
to the MDR design. The Eudamed DI and Eudamed 
ID will be unique for a given legacy device.
More Details

The Eudamed DI could be either entirely 
generated by Eudamed, or the manufacturer 
could partly assign the DI code. On the other 
hand, the Eudamed ID will always be automatically 
and fully generated by Eudamed from the 
Eudamed DI.

The proposed rules for the assignment (still under 
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discussion) are that Eudamed DI access key will 
start with character “B” where the Eudamed ID 
will start with character “D” (the only difference 
between Eudamed DI and Eudamed ID). Besides 
this first character, the Eudamed DI/ID will include 
the SRN of the manufacturer, a number (assigned 
by the manufacturer or Eudamed), and a check 
digit.

Furthermore, registration of the legacy devices will 

require the manufacturer to enter the directive 
certificate identification (notified body number, 
certificate number, revision number and expiry 
date), since they will not be registered in Eudamed 
by the notified bodies.

Once a legacy device registered in Eudamed 
becomes MDR-compliant, then the device will 
need to have a Basic UDI-DI in Eudamed.

EU
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EU Favors Italian Medtech Nomenclature Over GMDN For 
Revamped Eudamed

Executive Summary
European authorities have opted for Italy’s 
medical device classification codes (CMD) instead 
of the Global Medical Device Nomenclature in 
the revamped medtech database Eudamed to 
ensure that manufacturers have free access to an 
internationally recognized nomenclature.

 

The European Medical Device Coordination Group 
has decided to use Italy’s free-of-charge medtech 
classification codes (CND) as the basis for the 
future EU medical device database – Eudamed 
– instead of the currently used Global Medical 
Device Nomenclature, which requires a fee.

The CMD nomenclature will be mapped to 
the GMDN before being added to Eudamed. 
“The correspondence between the [two] 
nomenclatures will be visible to operators and 
incorporated in the future database. This will 
allow all operators registering their device to find 
CND nomenclature equivalent to a GMDN code,” 
MDCG concluded at a recent meeting.

MDCG explained that it had opted for Italy’s CND 
(Classificazione Nazionale dei Deviceivi medici) 
instead of the well-recognized GMDN system 
in order to comply with specific provisions in 
the new EU regulations for medical devices and 
in vitro diagnostics. As per these provisions, 
the European Commission must make an 
internationally recognized medical devices 
nomenclature “available free of charge to 

manufacturers and other natural or legal persons” 
required to use Eudamed.

While the GMDN agency charges a membership 
fee for access to codes, the CND is available 
free of charge and has been in place since 2007, 
supporting the registration of medical devices 
in the Italian national database hosted by the 
Ministero della Salute.

As part of its next step to support the uptake 
of CND codes in Eudamed and to ensure better 
regulatory oversight of the EU nomenclature 
system, MDCG will soon establish a subgroup on 
this topic. Also, it said any additional information 
on the “governance and operational functioning 
of the system will be provided in the course of the 
next few months.” In addition, there are plans to 
explore ways to support the work that the World 
Health Organization is carrying out in the field.

GMDN Agency Reaction
The GMDN Agency for its part welcomed the 
commission’s decision to ensure that the 
nomenclature to be used in Eudamed will 
remain strongly aligned to the GMDN. “It is our 
understanding that in the future manufacturers 
will continue to be able to use the GMDN code in 
the EUDAMED system,” the agency said.

Eudamed Portal
Under the provisions of the new medical device 
and IVD regulations, the Eudamed portal is being 
revamped to allow public access to summaries 
of safety and clinical performance of high-
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Click here to find out more and request a free trial

risk medical devices. The updated Eudamed is 
expected to go live in March 2020. 

The revised database will include information on 
devices, economic operators, clinical research and 

post-market surveillance. It is expected to help 
regulatory authorities coordinate and exchange 
information, and also report and track safety 
incidents. 
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