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EU Regulation Recap:  
A Look At Scope And Definitions In New EU Rules
	By Amanda Maxwell

The eU Takes a breaTher over its summer 
months after an intense period of discussion 
about the future Medical Device and IVD Regu-
lations. Taking a broad overview of the new 
regulatory texts, what do we know about the 
key changes they will bring? This piece looks at 
the most noteworthy elements of the MDR and 
IVDR scope and definitions sections. Look for 
recaps of other sections in the weeks ahead.

EU institutions were busy in the first half of 2016, 
meeting regularly to thrash out an agreement over the 

Medical Device Regulation and IVD Regulation. With the 
amendments to the European Commission’s original 
texts agreed to by the EU Council and Parliament in 
June, the second half of 2016 will see formal agree-
ments take place, as well as legal and linguistic reviews, 
and the final steps toward adoption of the two texts. 
Adoption is expected by early 2017 under the Maltese 
Presidency of the EU.

Much of the final political work will now take place 
behind closed doors. While it does, companies have suf-
ficient certainty to begin working on their plan of action 
so they can remain competitively placed in the future 
EU market. Those that delay may be disadvantaged, es-
pecially because there are likely to be companies lining 
up for notified body assessments once the notified bod-
ies have been redesignated under the new regulations.
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Table 2: scope and definitions: IvDr

Chapter IVDR Articles Significant changes Observations/Additional information

I Scope and 
definitions

1-3 The scope of the IVD Regulation has been 
expanded compared with the current medi-
cal device directives to apply to performance 
studies, the equivalent in the IVD world of 
clinical studies in the medical devices field 
(Article 1.1).
Also, devices for self-testing now include 
products used for testing services that are 
offered to laypersons through information 
society services (Article 1.2.4). Information 
society services are services provided at a 
distance by electronic means and which are 
provided at the individual request of the user.
When it comes to software, one of the recitals 
(10), plus the Classification Criteria in Annex 
VII, state that software intended to be used 
for one or more of the medical purposes set 
out in the IVD definition is an IVD. Software 
for general purposes, even when used in a 
health-care setting or software intended or 
well-being applications, is not qualified as an 
IVD. Also, qualification of software, either as 
a device or accessory, is independent of its 
location or type of connection between the 
software and the device.

A companion diagnostic is described as 
one that identifies those patients most 
likely to benefit from the correspond-
ing medicinal product; or those most 
likely to be at increased risk of serious 
adverse reactions, whether used before 
and/or during treatment (1.2.6).
Chapter 1, Article 1.2. contains a list of 
58 points concerning definitions. There 
are many sub-points, meaning this is 
a very comprehensive list for anyone 
needing to cross-reference terms.
When it comes to deciding whether 
or not a product falls within the scope 
of the IVDR, as with the MDR, mem-
ber-states retain responsibility on 
a case-by-case basis. But the Com-
mission may – on its own initiative 
or at a duly substantiated request 
of a member-state, in consultation 
with the Medical Device Coordina-
tion Group, decide whether a product 
or group of products falls under the 
IVDR (Article 3.1-2a).

Table 1: scope and definitions: MDr

Chapter MDR Articles Significant changes Observations/Additional information

I Scope and 
definitions

1-3 Areas where the scope has 
been extended, which have 
drawn the most interest so 
far include:
Implantable/invasive prod-
ucts without an intended 
medical purpose, including 
certain aesthetic products 
such as: dermal fillers; lipo-
suction equipment; some 
brain stimulation devices 
(Article 1.1a -1c); and
Medical devices utilizing 
non-viable human tissue or 
cell derivatives (1.5a).
The regulation also speci-
fies that software (see 
below) is considered an 
“active device” (1.2.4).

Scope also extended to include:
Chapter 1, Article 1.2.2 also contains a long list of 50 
points concerning definitions. There are many sub-
points, meaning this is a very comprehensive list for 
anyone needing to cross-reference terms.
When it comes to deciding whether a product falls 
within the scope of the MDR, member-states retain 
responsibility on a case-by-case basis. But the Commis-
sion may – on its own initiative or in response to a duly 
substantiated request from a member-state, in con-
sultation with the Medical Device Coordination Group 
– decide whether a product or group of products falls 
under the MDR (Article 3.1-2a)
Products specifically intended for the cleaning, disinfec-
tion, or sterilization of medical devices and devices for the 
purpose of control or support of conception (2.1); and
Those devices that provide information by means of in 
vitro examination of specimens, including organ, blood 
and tissue donations (2.1.1).
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The traditional EU summer break affords an opportunity 
to reflect on the main points of what has been achieved 
and what lies ahead.

But first a reminder: the Medical Device Regulation has 
a three-year transition period and is likely to fully apply 
in early 2020, while the IVD Regulation has a five-year 
transition period and is likely to fully apply in early 
2022. These are the main dates to bear in mind, but 
there a host of other dates that companies will need to 
know. They are different for the MDR and for the IVDR. 
And there is also a specific set of dates surrounding 
identification, registration of devices and traceability of 
devices, as well as governance.

There are a host of changes that will be brought about in 
the new regulations compared with the current EU direc-
tives governing device and IVD oversight. And while the 
most far-reaching reforms have made headline news, 
close reading of the new texts shows that there are 
many additional details and changes to bear in mind.

Here, Medtech Insight begins a review, chapter by 
chapter, of the headline and additional changes 
that are being introduced in both the Medical Device 
Regulation (See Table 1) and the IVD Regulation (See 
Table 2), starting with the scope and definitions in 
both regulations, and giving some mention to the 

future regulation of software. Keep an eye peeled for 
a look at additional sections of the regulations in the 
weeks ahead.

software
Medtech Insight notes that the regulation of software 
is vastly more detailed in the Medical Devices Regula-
tion and the IVD Regulation than in the current medical 
devices directives, with requirements for software scat-
tered throughout both regulations.

However, while software is mentioned in the Chapter 1 
of both regulations, it is the recitals (recital 18a in the 
MDR and 10 in the IVDR) that summarize the top-level 
regulatory positions.

Essentially, these recitals state:
•	 Software intended for a medical purpose (as set out in 

the IVD/medical device definition) is an IVD/medical 
device; and

•	 Software for general purposes, even when used in a 
health-care setting, or software intended for a lifestyle 
or well-being application, does not qualify as an IVD/
medical device.

Also, qualification of software, either as a device or ac-
cessory, is independent of its location or type of con-
nection between software and the device.

https://medtech.pharmamedtechbi.com/
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FDA Calls For Full Risk Reviews For Device Changes In 
510(k) Modifications Draft
	By Sue Darcey

Us FDa wanTs sponsors To coMpleTe risk-

based assessments and thoroughly consider 

unintended outcomes of changes they make 

to already-cleared devices, says a new, highly 

anticipated draft guidance on 510(k) modifica-

tions. This is true whether alterations are made 

by manufacturers to improve safety or effec-

tiveness, enhance labels, change technology or 

engineering, or to upgrade materials in a device.

Sponsors of 510(k)-cleared devices would have to 
conduct very thorough risk assessments of any contem-
plated changes in safety improvements, labeling, tech-
nology or engineering, or materials they use in making 
products, US FDA clarifies in an Aug. 5 draft guidance on 
510(k) modifications. The draft modifications guidance 
is complemented by a separate draft guidance appli-
cable to software devices, also released on Aug. 5, the 
agency said.

When the agency reviews comments on this draft and 
finalizes it, the “modifications” guidance “will provide 
improved clarity” regarding which types of changes to 
510(k) devices would require an updated 510(k) applica-
tion, and which do not.

“Medical technology evolves quickly, and not all chang-
es made to marketed devices alter their safety profile or 
require our review,” commented Jeff Shuren, director of 
FDA’s device office, upon release of the draft.

The draft guidance maintains the structure outlined in a 
frequently relied-on 1997 guidance. But the new docu-
ment has specific revisions to address key issues raised 

during interactions with manufacturers and other 
interested parties, as well as submissions following the 
release of an abandoned 2011 draft on the topic, ac-
cording to the agency. Updates in the new draft clarify 
guiding principles, and include updated sections and 
flow charts regarding labeling, materials, technology or 
engineering changes. The document provides dozens 
of examples of specific changes likely to require a new 
510(k), plus many examples of those that will not.

The draft guidance stresses in several chapters that 
manufacturers “should first conduct a risk-based as-
sessment” – using risk estimation, risk controls, analy-
sis and evaluation – while evaluating simultaneous 
changes separately, and measuring cumulative effects 
of changes.

FDA also warns in the draft that “manufacturers should 
understand that, even though they are following this 
guidance and submit a new 510(k), a substantially 
equivalent determination is not assured.” Nonetheless, 
sponsors should not be overthinking substantial equiva-
lency when contemplating submissions for 510(k) modi-
fications, advised Michael Ryan of the Office of Device 
Evaluation at an Oct. 26 Regulatory Affairs Professional 
Society conference in Baltimore. (Also see “FDA Shoots 
For New 510(k) Modification Draft Guidance In 2016” - 
Medtech Insight, 28 Oct, 2015.)

history of controversy
The question of whether a new 510(k) is needed for a 
device modification is one of the most frequent ad-
dressed by device companies. And it is relatively com-
mon for FDA to cite modifications inappropriately made 
without a new 510(k) in warning letters sent to device 
companies. While device-makers have been relying on 
the old 1997 modifications guidance, those recommen-
dations have been criticized by manufacturers as too 
confusing in some cases. Meanwhile, critics say exist-
ing guidance gives firms too much leeway to decide a 
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new 510(k) is not necessary. (Also see “FDA Policy For 
Device Modifications Faces Mounting Scrutiny” - Medtech 
Insight, 6 Jul, 2009.)

FDA attempted to revamp the 1997 guidance in the 
2011 draft guidance, but FDA withdrew it following a 
barrage of criticism from companies and members of 
Congress that it would lead to an excessive increase 
in 510(k) submissions. (Also see “A “Disastrous” Draft? 
Device Firms Take Issue With 510(k) Modifications Guid-
ance” - Medtech Insight, 5 Dec, 2011.) Then, the 2012 
FDA Safety and Innovation Act stopped FDA from get-
ting out a new guidance until after they submitted a 
report to Congress, which the agency accomplished in 
2014. In that report, which serves as the basis for the 
new draft guidance, FDA deferred more to the structure 
of the 1997 guidance, which was more to industry’s 
liking. (Also see “FDA Listens To Industry Feedback On 
510(k) Modifications Guidance Revisions” - Medtech 
Insight, 26 Feb, 2014.)

Issuance of the new draft 510(k) modifications guid-
ance may also serve to mollify critics in Congress that 
say the agency needs to clarify that a new 510(k) 
submission is required by manufacturers when they 
significantly alter their devices. Sen. Patty Murray, 
D-Wash., ranking member of the Senate Health, Educa-
tion, Labor and Pensions Committee, blamed FDA in 
a report on contaminated duodenoscopes earlier this 
year for being too lax on oversight of manufacturer 
changes to 510(k)-cleared devices. Murray sponsored a 
bill advancing through Congress that calls for release of 
the modifications guidance. (Also see “Sen. Murray Prods 
FDA To Clarify 510(k) Modification Policies In Superbug 
Bill” - Medtech Insight, 5 Feb, 2016.)

examples: labeling and Design changes
Among the examples of device changes provided by 
FDA is one focused on a labeling change for an in vitro 
diagnostic device in which the manufacturer decides 
to update the IVD labeling by changing the device from 
prescription-use only to over-the-counter use. This 
would be a “substantive change,” FDA writes, because it 
expands the scope of intended users to untrained users, 
thereby requiring submission of a new 510(k).

In an alternative case involving IVDs, the product-mak-
er decides to add a precaution stating that the device 

510(k) Modifications flowchart

Changes made 
with intent to 

significantly improve the 
safety or effectiveness of 

the device, e.g., in 
response to a known 

risk, adverse 
event, etc.?

Labeling change? Go to Chart A

Go to Chart B, 
Or Chart D 

if IVD

Go to Chart C, 
Or Chart D 

if IVD

Technology, 
engineering, or 
performance 

change?

Materials change?

Documentation

New 510(k)

Reminder: Flowcharts are provided as a visual aid, but do not capture all 
necessary considerations. Refer to accompanying text when using this flowchart.

Refer to Section E as 
directed by the text for 
additional recommendations 
on use of risk assessment.

Source: US FDA
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must be properly sterilized before reuse. As long as the 
sterilization process does not affect the indications for 
use and a risk assessment does not identify any new 
risks, no new 510(k) application would be required – the 
manufacturer would simply “document the change to 
file,” FDA notes.

Another example the agency provides is a design 
change in which a device is modified to use an internal 
battery rather than an external AC power source. Be-
cause the modification involves an energy-type change, 
this “typically requires a new 510(k) due to the likeli-
hood of such a change to significantly affect safety or 
effectiveness,” FDA says.

In a second design-change example, FDA describes a 
hypothetical biliary stent manufacturer who adds a 
new stent diameter to a family of stents that is within 
the range of the diameters of the company’s previ-
ously cleared stents. The stent lengths are unchanged. 
Because the change does not significantly affect use 
of the device, and a risk assessment of the change 
identifies no new risks, the manufacturer would only be 
required to document the changes to file, and a new 
510(k) would not be required, the agency states.

Materials changes Must be carefully reviewed
FDA provides several examples of when 510(k) submis-
sions would be required for changes in the materials 
or biomaterials used to make devices. For example, in 
one case, the manufacturer of a catheter changes the 

material of the product from polymer A to polymer B, 
and has not previously used polymer B on any of its 
own devices. However, the device manufacturer knows 
of another catheter on the market made with polymer B 
that has been cleared by FDA.

In this situation, the agency states, the manufacturer 
should submit the change in polymer materials in a 
new 510(k) submission. “Even though there is another 
catheter on the market made of polymer B, the other 
device may have a different formulation or different 
manufacturing or finishing processes that could affect 
the biocompatibility or performance,” FDA notes.

Alternatively, in a second example where the manufac-
turer of the catheter has used the same material in a 
similar 510(k)-cleared device – with the same formula-
tion and processing, in another model of catheter with 
the same type and duration of contact, a new 510(k) 
submission would not be required, FDA says. A manu-
facturer could just document the change to file.

But in similar examples of catheter material changes 
in which the new polymers are molded, rather than 
extruded; or the old material is sterilized by gamma ir-
radiation, and the new material is sterilized by ethylene 
oxide, FDA also wants the manufacturer to submit a 
new 510(k).

Comments on the draft 510(k) modifications guidance 
are due Nov. 7, and should include docket No. FDA-
2016-D2021.
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China’s Medtech Regulatory Reforms Yet To Enter 
Steady Path
	By Vibha Sharma

MeDIcal DevIce coMpanIes operaTIng 
In chIna are still looking for clearer guid-

ance that will help them make the most of the 

wide-ranging regulatory reforms introduced in 

the country since 2014.

More than two years after China FDA introduced sweep-
ing regulatory reforms governing medical devices – 
affecting clinical trials, product approvals, post-market 
surveillance and other areas – companies are con-
cerned that the implementation of the new require-
ments has yet to enter a steady, predictable path.

It is no wonder then that most of the 19 company CEOs 
who participated in a survey conducted by consultancy 
firm McKinsey & Co. earlier this year concluded that 
regulation tops the list of critical issues facing medtech 
senior managers in China.

Based on the findings of the survey, McKinsey – along 
with law firm Ropes & Gray – organized a roundtable in 
April to discuss the issues at hand, which was attended 
by regulatory affairs personnel of 16 companies, includ-
ing major players such as Medtronic, J&J, Abbott Vascu-
lar, Siemens, Baxter, Becton Dickinson, Boston Scientific, 
Stryker and others.

A report on the roundtable, released on Aug.3, makes it 
clear that interpreting and following the CFDA’s “highly 
complex” clinical trial authorization and clinical trial 
exemption policies have presented the most challenges. 
The roundtable delegates also discussed: the costs and 
benefits of navigating submissions through the CFDA’s 
fast-track application process; the differences between 
China’s GMP requirements and ISO standards; and the 
“unpredictability” of post-market enforcement. The 

roundtable report was jointly authored by McKinsey and 
Ropes & Gray.

In fact, such is the level of anxiety within the industry 
due to the number of reforms initiated by CFDA of late 
that the report begins by stating that “regulatory chang-
es will invariably be among the first things mentioned” 
when senior managers of medtech companies in China 
are asked about what keeps them awake at night.

The CFDA began introducing the regulatory changes 
through its “Regulations on the Supervision and Ad-
ministration of Medical Devices,” better known to the 
industry as the State Council Order No. 650, which came 
into effect in June 2014.

Most of the changes – including exempting the need for 
local trials for devices that can be shown to be as safe 
and effective as a predicate device; fast-tracking the ap-
proval of innovative devices; and allowing automatic re-
newal of licenses if there are no changes to the approved 
product – are aimed at reducing regulatory burden on 
companies. However, their practical interpretation and 
implementation means that these changes have not 
reaped full benefit and, in some cases, have caused 
much anxiety for companies, the report indicates.

The report highlights some of the regulatory challenges 
being faced by companies, such as:

1. clinical trials: In August 2014, the CFDA released 
a catalogue of class III medical devices subject to 
clinical trial authorizations (CTAs). While the statu-
tory timeline for obtaining a CTA is 60 to a hundred 
working days, real-world experience suggests that 
it’s a much lengthier process. McKinsey’s survey 
showed that the average processing time for clinical 
trial applications (including queuing time) ranges 
from one- to two-and-a-half years, depending on 
the complexity of the clinical trial, with a median 
time of 21 months.

https://medtech.pharmamedtechbi.com/
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Delays can add up because before submitting a CTA 
application, the sponsor must obtain the approval of 
ethics committees from all study sites, which can be a 
lengthy process. In addition, for imported devices, the 
sponsor must also have a marketing authorization is-
sued by the relevant foreign competent authority and 
include it in the CTA submission. (Also see “China Nod 
At Regulatory Improvements Will Widen Doors For US 
Medtech “ - Medtech Insight, 9 Dec, 2015.)

In 2015, the CFDA introduced the possibility to waive 
the requirement for clinical trials if the sponsor can 
show the device to be as safe and effective as a 
predicate device. (Also see “China’s Plan to Exempt 
More Devices From Trials Will Save Companies Effort 
And Cost “ - Medtech Insight, 9 Jun, 2016.) However, 
most roundtable attendees said that, in practice, 
obtaining such waivers was challenging because 
companies can rarely get access to the competi-
tor’s predicate device data. (Also see “ China FDA 
issues ‘user-friendly’ guidance on medical device 
registration studies; waivers may prove a challenge 
“ - Medtech Insight, 29 May, 2015.)

The report points out that the exemptions are 
mostly granted for local versions of an established, 
approved imported device, or for incrementally up-
graded versions of an approved device of the same 
applicant. Despite the challenges, however, most 
companies would prefer to use the exemption route 
as their first option.

2. automatic renewals of product licenses: Several 
roundtable participants expressed concern over a 
lack of clear guidance from the CFDA on what prod-
uct changes would require a re-application or the 

amendment of a license. While some believed that 
an amendment is required if any change is made to 
the listed items on the product license, others said an 
amendment is required only when the changes affect 
the safety and effectiveness of the device in question. 
There was also confusion over whether companies 
can proceed with an amendment submission in par-
allel with an application for license renewal.

3. Fast-tracking innovative devices: While 70% of the 
respondents in the survey said they were considering 
the fast-track route for future registrations, the report 
points out that the benefits of the fast-track process 
“remain hard to grasp.” During the roundtable, it was 
pointed out it can be difficult to obtain detailed guid-
ance from CFDA reviewers on the registration or study 
requirements of a designated device.

As of April this year, the CFDA had approved 55 fast-
track applications, of which only four were from MNCs. 
[Ropes & Gray clarified on Sept.1 that the 55 applica-
tions referred to applications that had been designated 
for fast-track review and that 55 applications had not 
been approved]. (Also see “China’s Fast Track Process For 
Medical Devices Growing With 46 Products Admitted So 
Far” - Medtech Insight, 1 Feb, 2016.)

More changes on The way?
A widespread concern among companies is that the 
future regulatory landscape will remain a “moving tar-
get.” As per the survey, 55% of the respondents expect 
continuous regulatory changes in the next three-to-five 
years. Some 85% believe that the new device regula-
tions will continue to be interpreted and implemented 
differently by individual provinces/cities.
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Brazil Gives Medtech More Time to Deal With 
Technical Dossier Rule
	By Neena Brizmohun

anvIsa has exTenDeD The DeaDlIne For 
companies to prepare technical dossiers for 

low-risk medical devices and in vitro diagnos-

tics, giving industry more time to deal with the 

costs and work involved with complying with 

the new requirement.

Brazilian health-care product regulator Anvisa is giving 
manufacturers of low-risk medical devices and IVDs 
that are already registered in Brazil more time to com-
ply with a new requirement to prepare and maintain 
technical dossiers for their products.

Anvisa has granted companies making low-risk devices 
an extra two years, and IVD firms an additional three 
years, to meet the requirement. The new mandate 
could result in some companies having to carry out 
additional tests and studies, according to attorneys at 
Brazilian law firm Trench, Rossi e Watanabe – in coop-
eration with Baker & McKenzie International.

The extended deadlines were introduced by Resolu-
tion RDC No. 95/2016, published in the Diário Oficial da 
União on July 28, 2016. The requirement for compa-
nies to prepare technical dossiers for low-risk devices 
(classes I and II) and IVDs is designed to make it easier 
for Anvisa to search for and access information on 
these products, Henrique K. Frizzo, a partner at Trench, 
Rossi e Watanabe, told Medtech Insight.

The requirement means companies will have to prepare 
additional documentation and, in some cases, conduct 
additional studies and tests, Frizzo said, adding that the 

new rule would introduce additional costs for companies.

Certain companies will be less affected than others, 
though, since Brazilian regulations accept foreign docu-
ments and some companies will already have in their 
possession the required information, the lawyer added.

The requirement to prepare technical dossiers for low-
risk devices and IVDs was established last year by RDC 
40/2015 (on medical devices) and RDC 36/2015 (on IVDs). 
The maintenance of such high levels of documentation 
was previously not a requirement for such products.

However, it has since become clear that the original 
deadline to comply with requirements was too short, 
and some companies would need additional time to 
prepare their dossiers. This is one of the reasons for the 
extension, said Frizzo. The new deadlines for compli-
ance are July 28, 2018, for medical devices and July 28, 
2019, for IVDs.

Frizzo added that the technical dossier requirement had 
not been introduced for class III and IV devices because 
those products were already subject to more thorough 
scrutiny during Anivsa’s registration procedure.

RDC 40/2015 and RDC 36/2015, published on Aug. 27, 
2015, are designed to help both the regulator and 
medtech manufacturers in terms of simplified pro-
cesses and quicker path to market. (Also see “Brazil’s 
ANVISA Globalizes on Class I/II Medtech Regs, Hikes 
Fees” - Medtech Insight, 16 Oct, 2015.)

RDC 40/2015 specified that all class I and class II (ca-
dastro) medical devices would be subject to pre-market 
notification, and dispenses with their normal five-year 
renewal if the file has not been amended. RDC 36/2015 
established the same provisions for IVDs, and set re-
quirements for their labeling and instructions for use.
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