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Vorbemerkung

Die gezielte Revision der EU-Medizinprodukte-Verordnung (MDR) bietet die ent-
scheidende Chance, den europaischen Rechtsrahmen fiir Medizinprodukte wieder
innovationsfreundlicher, effizienter und praxistauglicher zu gestalten, ohne das hohe
Niveau der Patientensicherheit zu gefahrden.

Der BVMed begriit ausdricklich die Initiative der Europdischen Kommission, beste-
hende regulatorische Hemmnisse abzubauen und die Verfahren fir Hersteller, Be-
nannte Stellen und Behorden zu vereinfachen.

Die anstehende Revision sollte konsequent genutzt werden, um die Versorgung mit
innovativen Medizinprodukten langfristig zu sichern, die Wettbewerbsfahigkeit des
Medizintechnikstandorts Europa zu starken und insbesondere kleine und mittlere
Unternehmen zu entlasten.

Der BVMed appelliert an die europaischen Gesetzgeber, den vorgelegten Revisions-
vorschlag zligig zu beraten und abzuschlieRen, damit die dringend erforderlichen
Verbesserungen zeitnah wirksam werden kdnnen.

Gleichzeitig sollten im weiteren Gesetzgebungsverfahren die noch offenen und kriti-
schen Punkte adressiert und sachgerecht gelost werden. Aus Sicht des BVMed be-
steht in mehreren Bereichen weiterer Anpassungsbedarf, der im Folgenden naher er-
ldutert wird.

1.
Wichtige Punkte im Revisionsvorschlag

Die Revision der MDR ist eine Reaktion auf die nachdriicklichen Forderungen der
Medizintechnikbranche, den bestehenden Rechtsrahmen verhaltnismaliger und bi-
rokratiedrmer auszugestalten. Die derzeitigen regulatorischen Anforderungen beein-
trachtigen die Wettbewerbsfahigkeit der Unternehmen, erschweren den Zugang von
Innovationen zum Markt und gefahrden damit langfristig die Versorgung der Patien-
tinnen und Patienten. Mit ihrem Revisionsvorschlag verfolgt die Europdische Kom-
mission einen konsequent risikobasierten Ansatz, um regulatorische Anforderungen
starker am tatsachlichen Risikoprofil der Produkte auszurichten.

Einzelne Positionen und Forderungen des BVMed werden im Folgenden dargelegt,
detaillierte Formulierungsvorschldge sind teilweise dem Anhang zu entnehmen.
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1.1
Konformitatsbewertungsverfahren

Rezertifizierung

Der BVMed begriiRt ausdriicklich die vorgeschlagene Umstellung des Konformitats-
bewertungsverfahrens. Insbesondere die Einflhrung einer unbegrenzten Giiltigkeit
von Zertifikaten sowie der Wegfall der regelmaRigen Rezertifizierung stellen einen
wichtigen Schritt zum Abbau unndétiger Biirokratie dar. Die bisherige Pflicht zur voll-
standigen Rezertifizierung hat erhebliche personelle und finanzielle Ressourcen bei
Herstellern und Benannten Stellen gebunden, ohne dass hierdurch ein entsprechen-
der zusatzlicher Sicherheitsgewinn erzielt wurde. Kiinftig sollten regulatorische Res-
sourcen starker auf die laufende Uberwachung sowie auf wesentliche Anderungen
und Produkte mit hherem Risiko konzentriert werden.

Kritisch ist jedoch, dass der Kommissionsvorschlag die Anforderungen an das kinftig
vorgesehene , Periodic Review” bislang nicht ausreichend konkretisiert. Ohne eine
klare Definition von Inhalt, Umfang, Priiftiefe und Haufigkeit besteht die Gefahr un-
terschiedlicher Auslegungen durch Benannte Stellen und damit einer uneinheitli-
chen Anwendung innerhalb der Europaischen Union. Dies wiirde neue Rechtsunsi-
cherheit schaffen und den angestrebten Blrokratieabbau teilweise konterkarieren.
Der BVMed fordert daher, die Anforderungen an das ,Periodic Review” im weiteren
Gesetzgebungsverfahren und untergesetzlich eindeutig und harmonisiert festzule-
gen. Dies beinhaltet eine Klarstellung, dass es sich nicht um eine vollumfangliche
Neubewertung handelt, bereits gepriifte Daten anerkannt werden und Doppelpri-
fungen zu vermeiden sind. Der Prifaufwand muss im Einklang mit dem risikobasier-
ten Ansatz und dem tatsichlichen Anderungsbedarf des jeweiligen Produkts stehen.

Anderungsmanagement

Der Vorschlag zum Anderungsmanagement einen stirkeren risikobasierten Ansatz
zu definieren, tragt zur Effizienzsteigerung und Entbirokratisierung bei.

Klare und harmonisierte Kriterien fiir die Bewertung wesentlicher Anderungen kon-
nen den administrativen Aufwand erheblich reduzieren und die Effizienz des Sys-
tems verbessern, ohne das hohe Schutzniveau fir Patienten und Anwender zu be-
eintrachtigen. Der Vorschlag tragt dazu bei, die Vorhersehbarkeit regulatorischer
Prozesse zu erhdohen, unnotige Verzogerungen bei Produktverbesserungen zu ver-
meiden und die Verfligbarkeit von Medizinprodukten auf dem europdischen Markt
zu starken. Gleichzeitig bleibt die unabhingige Kontrolle von Anderungen mit poten-
ziellen Auswirkungen auf Sicherheit und Leistung unverandert gewahrleistet. Dar-
Uber hinaus besteht noch Potenzial fiir weitere Vereinfachungen, insbesondere
durch eine europaweit harmonisierte Definition wesentlicher Anderungen.

Sampling

Der risikobasierte Sampling-Ansatz schafft eine angemessene Balance zwischen Pati-
entensicherheit und regulatorischer Effizienz und stellt einen wichtigen Schritt hin
zu einem starker risikobasierten und verhaltnismaRigen Regulierungsrahmen dar.
Durch die Konzentration der Bewertung auf reprasentative Produkte innerhalb einer
Produktgruppe wird der Umfang der technischen Dokumentationsprifungen redu-
ziert, ohne das hohe Sicherheitsniveau fir Patienten und Anwender zu beeintrachti-
gen. Gleichzeitig werden die Ressourcen der Benannten Stellen gezielter auf Pro-
dukte mit hoherem Risikopotenzial ausgerichtet.

Der Vorschlag tragt wesentlich zum Abbau unnétiger regulatorischer Belastungen
bei, da Mehrfachbewertungen technisch vergleichbarer Produkte vermieden wer-
den und Konformitatsbewertungsverfahren effizienter und beherrschbarer durchge-
flihrt werden kdnnen ohne Abstriche beim Patientenschutz einzugehen.
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Der bisherige Art. 52 Abs. 14a MDR, der es der Europdischen Kommission ermog-
lichte, Durchfiihrungsrechtsakte zur Festlegung der Haufigkeit und der Grundlage
des Samplings zu erlassen, wurde ohne angemessenen Ersatz gestrichen. Die allei-
nige Ubertragung dieser Zustandigkeit auf die nationalen Behérden kénnte zu gré-
Reren Abweichungen fiihren und die Harmonisierung beeintrachtigen.

1.2
Etablierte Technologien | Well established Technologies
(WET)

Die Einflihrung einer Definition fiir WET ist ein zentrales Element der geplanten re-
gulatorischen Vereinfachungen und starkt den risikobasierten Ansatz der MDR, in-
dem bewahrte, klinisch etablierte Technologien gemaR ihres tatsachlichen Risikopro-
fils reguliert werden. Dadurch kdnnen regulatorische Anforderungen zielgerichteter
und verhaltnismaliger ausgestaltet werden, ohne das hohe Niveau der Patientensi-
cherheit zu beeintrachtigen.

Flr eine rechtssichere und europaweit einheitliche Anwendung des WET-Konzepts
ist jedoch entscheidend, dass die gesetzliche Definition eindeutig und praktikabel
ausgestaltet wird. Der vorliegende Vorschlag ist begriifenswert, enthalt jedoch
mehrere unbestimmte Rechtsbegriffe — etwa ,,safety issues in the past” ,long history
on the Union market”, die im weiteren Gesetzgebungsverfahren oder untergesetz-
lich prazisiert werden missen. Nur eine klare und objektiv nachvollziehbare Defini-
tion verhindert unterschiedliche Auslegungen durch Benannte Stellen und Behérden
sowie Rechtsunsicherheit fiir Hersteller.

Zudem muss die gesetzliche Definition der WET maRgeblich fiir die Einstufung eines
Produkts sein. Etwaige Listen in delegierten Rechtsakten kdnnen hierfir eine hilfrei-
che Orientierung bieten, diirfen die gesetzliche Definition jedoch weder einschradn-
ken noch erweitern noch faktisch ersetzen.

1.3
Lieferunterbrechungen

Der BVMed bewertet die durch die Verordnung (EU) 2024/1860 eingefiihrten Rege-
lungen des Artikels 10a kritisch. Die darin enthaltene Verpflichtung der Hersteller,
voraussichtliche Lieferunterbrechungen oder die Einstellung des Inverkehrbringens
von Medizinprodukten frithzeitig zu melden, geht mit einem erheblichen administra-
tiven Aufwand einher — bedingt durch unklare Vorgaben und erheblicher Umset-
zungsunsicherheiten. Eine weitere Ausweitung dieser Regelungen stiinde damit im
Widerspruch zu den erklarten Zielen der MDR-Revision, den Rechtsrahmen zu ver-
einfachen. Erschwerend kommt hinzu, dass bislang weder klare Verfahren noch
wirksame Mechanismen existieren, die es den zustandigen Behorden ermdoglichen,
die gemeldeten Informationen zu bewerten und geeignete MalRnahmen zur Versor-
gungsicherheit zu ergreifen. Wir fordern daher eine Abschaffung des Art. 10a oder
mindestens eine Uberarbeitung des Artikels 10a, die darauf abzielt, Meldepflichten
praxistauglich, verhaltnismaRig und tatsachlich wirksam auszugestalten.

Details hierzu finden Sie ebenfalls im Anhang.

1.4
Aufbereitung (von Einmalprodukten)

Ob ein Medizinprodukt nach entsprechender Aufbereitung wiederverwendbar ist,
hangt von verschiedenen Faktoren ab und wird mafigeblich durch die Entwicklungs-
und Produktionsprozesse bestimmt.
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Hierzu zdhlen insbesondere der vorgesehene Anwendungsbereich (bspw. Implan-
tate), die Materialauswahl (bspw. Kunststoffe), verwendete Komponenten (bspw.

Elektronik) sowie die Geometrie (bspw. enge Lumen oder anwendungsspezifische
Formen) und nicht zuletzt der tatsdchliche Bedarf der Anwender.

Der Entwicklungs- und Produktionsprozess bildet damit die entscheidende Grund-
lage daflir, ob ein Produkt als Einmal- oder Mehrwegprodukt ausgewiesen wird.

Die Einfliihrung einer Begriindungspflicht des Herstellers ware absolut unverhaltnis-
maRig, insbesondere mit Blick auf Bestandsprodukte.

Aufbereitete Einmalprodukte kdnnen erhebliche Risiken fiir Anwender und Patien-
ten mit sich bringen. Zudem steht eine solche Anforderung im Widerspruch zum er-
klarten Ziel des Revisionsvorschlags, birokratische Hirden abzubauen.

Sofern gestattet, muss die Aufbereitung von Einmalprodukten, unabhangig davon,
ob sie in einer Gesundheitseinrichtung oder durch einen externen Aufbereiter er-
folgt, unter kontrollierten Bedingungen durchgefiihrt werden, die sowohl die Sicher-
heit als auch die Leistungsfahigkeit der Produkte gewahrleisten.

Zur Gewahrleistung Patienten- und Anwendersicherheit sowie zur sachgerechten Er-
fillung etwaige Vigilanzpflichten ist eine liickenlose Transparenz zwingend erforder-
lich. Aufbereitete Einmalprodukte missen riickverfolgbar und klar mit dem neuen
Hersteller gekennzeichnet sein.

Dies ist zwar grundsatzlich bereits im aktuell geltenden Rechtsrahmen Gber die Her-
stellerpflicht verankert, jedoch in der Praxis haufig nicht umgesetzt.

Intentionen der Gesetzgeber, wiederverwendbare Medizinprodukte aus wirtschaftli-
chen und 6kologischen Griinden zu férdern, sollte auf anderem Weg, wie beispiels-
weise koharent iber parallele Nachhaltigkeitsgesetzgebung, geschehen und darf nur
Medizinprodukte betreffen, die neu entwickelt werden, nicht jedoch Bestandspro-
dukte.

Konkrete Formulierungsvorschldge finden Sie im Anhang.

1.5
Strukturierter Dialog

Die gesetzliche Verankerung eines strukturierten Dialogs im Rahmen des Konformi-
tatsbewertungsverfahrens ist ein bedeutender Fortschritt fiir die Branche. Der Dia-
log sollte sich jedoch nicht auf formale Aspekte beschranken, sondern sollten einen
frihzeitigen wissenschaftlichen Austausch einschlieBen (“Early Scientific Advice®),
insbesondere mit Blick auch die klinische Strategie.

1.6

Regelungen zu Kinstlicher Intelligenz

Die im Kommissionsvorschlag vorgesehene Verschiebung der MDR von Abschnitt A
zu Abschnitt B in Anhang | der KI-Verordnung ist ein wichtiger Schritt in der Vermei-
dung einer Doppelregulierung. Sie fiihrt die Anderung des KI-Omnibus konsequent
weiter und gibt der sektoralen Gesetzgebung den ihr gebiihrenden Vorrang. Dies
starkt die Koharenz des Rechtsrahmens, vermeidet regulatorische Uberschneidun-
gen und ermdglicht eine passgenaue, sektorspezifische Ausgestaltung der Anforde-
rungen.

Dabei kommt es insbesondere auf folgende Aspekte an:

> Verhaltnismalige und wettbewerbsfahige Regulierung
Nutzung bestehender sektorspezifischer Standards
Einbindung bereits notifiizierter Benannter Stellen
Vollstandige sektorale Regulierung

Klare Zustandigkeiten innerhalb der Europaischen Kommission

V V V V
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2.
Implementierung

Neben einem verhaltnismaRigen und risikobasierten Rechtsrahmen mit berechenba-
ren Verfahren, der die Patientenversorgung mit sicheren und leistungsfahigen Medi-
zinprodukten gewahrleistet, sowie innnovationsfordernd wirkt, ist eine harmoni-
sierte Implementierung in allen Mitgliedsstaaten durch die Benannten Stellen und
gleichermalien im Zuge der Marktiiberwachung der zustandigen Behdrden zwin-
gend erforderlich.

Auch wenn eine gute Implementierungsstrategie kein direkter Teil des Gesetzge-
bungsprozesses und diesem nachgelagert ist, wird sie malRgeblich zum Erfolg beitra-
gen.

Die Industrie steht fiir einen Austausch dazu gerne zur Verfligung.

Kontakt

Dr. Christina Ziegenberg
Stellv. Geschéftsfiihrerin
Referat Regulatory Affairs
ziegenberg@bvmed.de

BVMed

Bundesverband Medizintechnologie e.V.
GeorgenstraRe 25, 10117 Berlin

+49 30 246 255 - 32

www.bvmed.de

Lobbyregister beim Deutschen Bundestag: R000486

EU-Transparenzregister: 103122495301-83 B\/M ed
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MDR - IVDR Revision | Onepager | Conformity Assessment
April 2026

Introduction

The MDR/IVDR proposal through changes to the conformity assessment procedure
aims to reduce the bottleneck in the notified body system, to create more efficient
assessment pathways while maintaining the high level of patient and user safety.
The focus is on a stronger risk-based and approach, targeted use of resources, and
facilitating processes for proven products and technologies.

We welcome the proposed changes related to the conformity assessment procedure
as they introduce simplifications for initial certification, recertification, and change
management.

Specific inputs regarding breakthrough and orphan devices are covered in separate
one-pager.

1
Background

The proposal provides targeted adjustments to the conformity assessment procedures under Art. 52
MDR / Art. 48 IVDR, particularly for products in higher risk classes. Annex VII “REQUIREMENTS TO BE
MET BY NOTIFIED BODIES” lists further requirements and timelines for periodic reviews and changes.

The MDR/IVDR proposal shifts to a risk-based approach. The proposed targeted conformity
assessment focuses on the device’s safety profile, state of the art, and relevant changes—rather than
repeating a full assessment cycle at every periodic review and change assessment.

The MDR proposal also introduces the concept of Well-established Technologies (WET), allowing a
reduced scope of review by notified bodies through sampling approaches instead of full technical
documentation reviews and reduces sampling rates depending on the risk class.

2
Challenge

While in general the proposed risk-based conformity assessment procedures are strongly welcome,
several elements remain unclear or insufficiently detailed:

> Lack of clarity on scope of periodic reviews and changes: Although the intention appears to be a
focused review on changes rather than a full reassessment, the proposal does not explicitly define
the process in regard to scope as well as needed actions. Annex VII (4.11) MDR/IVDR assigns
responsibility for defining periodic review procedures/change assessments to NBs, risking
inconsistent implementation across Europe.
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> Missing EU-level governance of sampling cycles: The previous Art. 52(14a) MDR, which allowed
the European Commission to issue implementing acts defining sampling frequencies and the
sampling basis, has been removed without adequate replacement. Delegating this responsibility
solely to NBs could increase variability and reduce harmonization.

> Incomplete inclusion of Annex VIl requirements: The draft Annex VIl published on 12 December

2025 (Ares(2025)11081575) contains additional provisions on timelines, reporting obligations,
periodic review processes and change assessments. These aspects are only partially reflected in

the MDR/IVDR proposal.

3
Solution

The proposed adjustments to conformity assessment procedures are fundamentally
welcome. To ensure harmonized implementation and to maintain regulatory
predictability, the following adjustments are recommended:

> Clarification on framework conditions and scope of periodic reviews and change
assessment needed. These clarifications should be defined in an Annex VI
delegated act with sufficient stakeholder involvement.

> Reinstate Art. 52(14a) MDR in its original form to ensure that audit cycle
definitions remain harmonized at EU level rather than being determined by

individual NBs.

> Delegated Act of Annex VII shall be aligned with MDR/IVDR proposal.

Please do not hesitate to contact us for any question.

Contact

Dr. Christina Ziegenberg
Dep. Managing Director
Head of Regulatory Affairs
ziegenberg@bvmed.de

BVMed

Bundesverband Medizintechnologie e.V.

Georgenstralle 25, 10117 Berlin
+49 30 246 255 - DW
www.bvmed.de

Dr. Sascha Wettmarshausen

Dep. Managing Director

Head of Regulatory Affairs & QMS
wettmarshausen@vdgh.de

VDGH

Verband der Diagnostica-Industrie e.V.
Neustadtische KirchstraRe 8, 10117 Berlin
+49 30 200 599 40

www.vdgh.de
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MDR - IVDR Revision | Onepager | Structured Dialogue
April 2026

Introduction

Structured dialogue between Notified Bodies (NBs) and manufacturers has
increasingly been recognized as a valuable mechanism to improve the efficiency and
predictability of conformity assessment under the MDR/IVDR.

Even if a structured dialogue does not lead to a reduction in the overall timeline, it
plays a crucial role in clarifying technical and regulatory expectations early in the
process, particularly during the preparation of clinical investigations.

1
Background

The proposal under the MDR/IVDR reinforces the exchange between NB and manufacturers by
requiring NB to establish documented procedures for conducting structured dialogues, which may
take place both before and after the application process.

2
Challenge

To reinforce this practice, the legal framework governing structured dialogue between NB and
manufacturers should be revised so that these discussions—while maintaining the independence and
impartiality of NB —address not only the requirements that must be fulfilled but also the ways in
which they can be achieved.

3
Solution

To enhance the outcome of such structured dialogue and thereof improving the efficiency and
predictability of the conformity assessment while ensuring the impartiality of the NB, the following
adjustments are proposed:

Reference Document Adjusted text / summary of content

MDR / IVDR Annex VI The requirements laid down in this Section in no way

Chapter 1.2.9 preclude exchanges of technical information, ard regulatory

(additions are given in guidance and scientific advice between a notified body and

bold) a manufacturer applying for conformity assessment. The
notified body shall have documented procedures in place to
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offer and carry out dialogues with the manufacturer before
and after an application for conformity assessment is lodged.

New MDCG paper on
structured dialogue

- Definition of the procedure covering all steps from the
initial offer to engage in a structured dialogue through to the
documentation of the dialogue’s outcome.

- Examples—particularly those extending to study protocols
and data analysis—include:

(a) The overall clinical development strategy, encompassing
proposals for clinical investigations and post-market clinical
follow-up activities.

(b) The relevance and adequacy of non-clinical testing
strategies and plans, including bench testing, pre-clinical
models, and usability assessments.

- The outcome of the structured dialogue is not legally
binding but should be duly considered by the Notified Body
during the conformity assessment procedure.

- The impartiality of the notified body during structured
dialogues is ensured through a clear separation of
responsibilities between the reviewer and the certifier within
the organization of s notify body.

Please do not hesitate to contact us for any question.

Contact

Dr. Christina Ziegenberg
Dep. Managing Director
Head of Regulatory Affairs
ziegenberg@bvmed.de

BVMed

Dr. Sascha Wettmarshausen

Dep. Managing Director

Head of Regulatory Affairs & QMS
wettmarshausen@vdgh.de

VDGH

Bundesverband Medizintechnologie e.V. Verband der Diagnostica-Industrie e.V.

GeorgenstraRe 25, 10117 Berlin
+49 30 246 255 - DW

www.bvmed.de

Neustadtische KirchstraRe 8, 10117 Berlin
+49 30200 599 40

www.vdgh.de
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MDR - IVDR Revision | One-pager | Access to notified bodies and
fees
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Introduction

Access to Notified Bodies (NB) remains a key bottleneck for manufacturers within
the MDR/IVDR system. The proposed fee reductions for micro and small enterprises,
as well as manufacturers of orphan devices, are generally welcomed from the
perspective of patients and innovation policy; however, without compensatory
mechanisms, they pose significant risks to the industry.

1
Background

> NBs are organised as private-sector entities but fulfil governmental functions and responsibilities
within the European market access framework for medical devices and IVDs.

> High and inconsistent fees place a particular burden on micro and small enterprises as well as
manufacturers of orphan devices.

> The changes proposed in the MDR/IVDR revision include:

mandatory publication of all NB fees publicly and to the European Commission

Fee reductions (Micro = 50%, Small > 25%, Orphan Devices > 50%)

Deferral of fees until the conclusion of the conformity assessment

15-day response obligation for the NB to requests and applications

Right of intervention by the authorities to approve certain manufacturers in the public interest

> The aim is to create a fairer, more transparent and predictable fee structure to strengthen market
access.

V V. V V V

2
Challenge

Despite positive effects, the mandatory fee reduction is leading to margin pressure and investment
barriers for NBs.

However, a stable, efficient NB sector is a prerequisite for secure market access, innovation and
security of supply.

> There is a risk that NBs will reduce their capacity or prioritise more lucrative applications (in
favour of more attractive procedures), which could further exacerbate capacity bottlenecks.

> Falling revenues could lead to consolidation in the NB sector and further exacerbate the
structural bottleneck in the system.
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> Without additional political or financial support, there is a risk that access to NBs will become
increasingly difficult for micro and small enterprises as well as manufacturers of orphan devices,
and that NBs will come under economic pressure.

3
Solution

Establishing a European funding mechanism

> Introduction of a Union-wide central funding mechanism in the form of an EU
financial equalisation scheme or fund to compensate for NB revenue losses.

The European Commission shall ensure that funds are available to ensure the
functioning and performance of the notified bodies and to guarantee the stable
implementation of the conformity assessment procedures within the meaning of
this Regulation.

Access to low-bureaucracy funding must be possible in parallel with the conformity
assessment procedure.

Please do not hesitate to contact us for any question.

Contact

Dr. Christina Ziegenberg Dr. Sascha Wettmarshausen

Dep. Managing Director Dep. Managing Director

Head of Regulatory Affairs Head of Regulatory Affairs & QMS
ziegenberg@bvmed.de wettmarshausen@vdgh.de

BVMed VDGH

Bundesverband Medizintechnologie e.V. Verband der Diagnostica-Industrie e.V.
Georgenstralle 25, 10117 Berlin Neustadtische KirchstraRe 8, 10117 Berlin
+49 30 246 255 - DW +49 30200 599 40

www.bvmed.de www.vdgh.de
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MDR - IVDR Revision | Onepager | WET
April 2026

Introduction

The introduction of the concept of Well-Established Technologies (WET) within the
MDR revision represents a key element of the planned regulatory simplifications and
simultaneously strengthens the risk-based approach. The aim is to appropriately
regulate proven, long-established clinical technologies according to their risk, without
compromising the high level of protection for patients. The introduction of the WET
concept is fundamentally positive as it enables risk-based approach for proven
technologies (see 1 Background).

1
Background

The introduction of the WET concept enables risk-based approach for proven technologies. With the
MDR proposal, for the first time a legal definition of “Well-Established Technology Devices” is
introduced in Art. 2 (72) MDR. The definition is largely based on the content of MDCG 2020-6 and is
intended to be adapted through delegated acts and further specified by implementing acts (e.g.,
non-exhaustive lists of WET and non-WET products).

The existing implant-specific lists in Art. 18, 52 and 61 MDR are replaced by the WET term with the
following exemptions:

> In Annex VIIl MDR, classification rule 8 (8™ and 9% indent) a reference to WET is added to the
existing product list,

> In Art. 120 (3aa) MDR related to the transitional provisions, the existing product list is retained
and not replaced by WET.

The following points are evaluated as very positive improvements and should be maintained:

> Implant Card (Art. 18 MDR): WET implants are exempt from the requirement for an implant card.

> SSCP (Art. 32 MDR): No more SSCP for Class llb implants and Class Ill devices, as long as they are
classified as WET.

> Clinical Evaluation / Clinical Investigation (Art. 61 MDR): The obligation for clinical investigation is
eliminated for Class Ilb implantable WET devices and Class Ill WET devices when sufficient data is
available.

> Conformity Assessment (Art. 52 MDR): Reduced technical documentation review introducing the
sampling approach for class Il WET and class Ilb implant WET, as well as reducing the amount of
sampling from multiple reviews for generic device group / category to a single sampling file (class
Ilb non-implantable / class lla)
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> PSUR (Art. 86 MDR): no separate NB review for llb implants and Class Ill, if WET.

2
Challenge

Distinction and Applicability: It is unclear whether the WET definition should apply to all risk classes
or continue to be primarily intended for higher-class products (Ilb/1l1).

The MDR proposal follows different approaches for implementing the WET term in the
corresponding articles and classification rules (see above) leading to inconsistencies and having
parallel product-specific lists and WET definition within the MDR.

The WET concept may not be restricted subsequently by any product lists which are issued as
implementing act. Such lists could only be non-exhaustive examples of WET, resp. non-WET
products.

3
Solution

While highly welcoming the proposed approach of WET to avoid regulatory
uncertainties, it is recommended:

> to keep and apply the WET definition consistently across all relevant articles and
risk classes,

> to harmonize existing product lists or completely replace them with the WET
definition,

> to provide transparency regarding how the entries in the published
implementing act on WET were compiled (WET lists).

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | Art. 10a
April 2026

Introduction

Article 10a was introduced with an amendment to MDR/IVDR (Regulation
2024/1860) and focuses on manufacturer obligations, requiring early notification of
anticipated supply interruptions and discontinuations with regards to placing of
devices on the Union market.

Due to unclear provisions and difficulties in implementation the article itself but
especially the extension of the text is contrary to the overall aim of the MDR/IVDR
revision which is simplification and decrease of bureaucracy. In particular because
there is no effective measurement and action of the responsible Competent
Authority.

1
Background

The use of terminology is shockingly wavering: the idea is to manage the consequences of shortages,
but then its named interruptions and discontinuations of supply, and unavailability as a concept is
introduced too so there are three different concepts that are supposed to mean the same thing.

The MDR/IVDR is made to “lay down rules concerning the placing on the market, making available on
the market or putting into service of medical devices / in vitro diagnostic medical devices for human
use and accessories for such devices in the Union”. Taking this purpose literally, Article 10a — neither
the existing nor the proposed provisions -are covered by the purpose and intent of the MDR/IVDR.

2
Challenge

The notification obligations themselves are still unclear and difficult to implement in practice. In
particular, it remains undefined which indicators should trigger the anticipation of a supply
interruption and how manufacturers are expected to determine the relevant point in time. The
wording “where not possible” in relation to the six-month advance notice requirement further
increases legal uncertainty and invites divergent interpretations across Member States.

Section 4 introduces a new and not defined term “unavailability” within Art. 10a which is not
connected with an interruption of supply. Also, the term and meaning of “immediate risk of
unavailability” is not defined.
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While an interruption of supply can lead to a shortage, affecting the availability of a specific product
or even an entire product group supplied by multiple manufacturers, but in very rare cases result in
the loss of a therapy as there are other therapeutic options. However, a shortage is a broader
phenomenon and may arise from multiple causes beyond supply interruptions of supply by the
manufacture alone, including increased demand, regulatory constraints, or distribution challenges.
Therefore, while supply interruptions are a key driver of shortages, they represent only one of
several potential underlying factors.

In addition, the proposed data infrastructure in section 4 creates structural inefficiencies.
Establishing a new IT system alongside EUDAMED risks duplication and inconsistencies and additional
bureaucracy. Moreover, the system would combine fundamentally different types of information:
manufacturer notifications of supply disruptions and user-level reports of shortages. These are not
equivalent. Shortages at healthcare provider level may result from a variety of factors unrelated to
supply interruptions, such as demand fluctuations or national reimbursement conditions.
Consequently, the meaningful aggregation and interpretation of such data by competent authorities
appears neither feasible nor reliable.

Particularly problematic is the requirement under paragraph 6 for manufacturers to disclose
sensitive and proprietary information on supply chains, including production capacity and sales
volumes. Such data are commercially confidential and strategically relevant. Requiring their
disclosure in the absence of a public health emergency constitutes a disproportionate interference
with business rights. It also raises concerns regarding data protection and potential access through
freedom of information requests. Furthermore, this requirement can generally lead to finding
suppliers willing to take this risk, which adversely affects the availability of devices and patient care.
Finally the enforcement vis-a-vis non-EU manufacturers remains questionable.

At the same time and most important, the provision does not equip competent authorities with
adequate powers to act upon the collected information. Simply gathering data on supply chain
vulnerabilities does not ensure the availability of medical devices, especially in the absence of clear
intervention measures or support mechanisms. The objectives stated in Recital 18 —particularly
ensuring availability and strengthening preparedness—cannot be achieved on this basis.

The competence of HERA according to Regulation 2022/123 is limited to public health emergency
scenarios, and not shortages as such. The proposed text of article 10a basically creates a
competence for HERA outside of public health emergency scenarios, because article 10a shortages
that may harm patients are not immediately public health emergencies. Also, MDSSG is an entity
intended to monitor supply and demand, while absence of user reporting makes it impossible under
article 10a to have an idea of actual shortages. Paragraph 5 also completely disregards the amount of
stock still in the supply chain.

Finally, the role of industry and other key stakeholders in developing the methodology for
identifying critical devices is insufficient. Optional consultation does not reflect their essential
expertise and operational responsibility.

The claimed efficiency gains and cost savings of the MDR/IVDR proposal are completely
unconvincing. The proposed requirements are likely to impose significant and continuous
administrative burdens on manufacturers, creating additional bureaucracy rather than reducing it.
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3
Solution

Article 10a exceeds the scope and intent of the MDR/IVDR, imposes
disproportionate obligations on manufacturers, creates duplicative system in
addition to EUDAMED, and remains ineffective in achieving its stated objectives to

ensure continuous patient care.

Against this background, the deletion of Article 10a is justified.

Before expanding the scope of the article, a thorough analysis of its necessity and
proportionality must first be conducted, along with an impact assessment of the
article’s effectiveness and performance since its introduction.

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | Article 10(15) MDR
Original Equipment Supplier
April 2026

Introduction

The MDR has significantly strengthened the responsibility of manufacturers through its
requirements on technical documentation (Art. 10(4) MDR, Annex Il MDR), while at the
same time limiting established distributed manufacturing models, in particular OEM /
private label and supplier structures. In practice, there is no clear regulatory
framework defining how conformity can be demonstrated in such configurations
without requiring disproportionate disclosure of intellectual property.

The European Commission’s proposal to revise Article 10(15) MDR is therefore
welcomed, as it aims to introduce legal clarity by allowing a structured allocation of
technical documentation between manufacturers and third parties. The objective is to
ensure legal certainty for all actors involved, while enabling a consistent and workable
conformity assessment by Notified Bodies.

1
Background

The current Article 10(15) MDR is limited to the disclosure of the identity of third parties involved in
design or manufacturing. The proposed revision introduces the possibility that parts of the technical
documentation are drawn up and maintained by such third parties, while the manufacturer remains
responsible for the remaining parts.

The revised wording also specifies that this applies in situations where a third party designs and
manufactures the device.

The proposal further assumes that the complete technical documentation must be accessible for
conformity assessment and supervision purposes, reflecting complex supply chain structures and
existing transparency mechanisms, including EUDAMED.

2
Challenge

While the proposal is a positive step, the text currently lacks the level of clarity required for practical
and consistent implementation. Key elements of the framework remain insufficiently defined. In
particular, there is no clear specification of:

> the roles and responsibilities of the parties involved,

> the regulatory requirements applicable to third parties (e.g. quality management systems),
> the allocation and structure of technical documentation (“relevant” vs. “remaining parts”),
> the practical implementation of conformity assessment by Notified Bodies.
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In addition, important procedural aspects remain unclear, including:

> whether and how Notified Bodies and authorities can directly access documentation and
manufacturing sites of third parties,

> how consistency with Article 10(8) and Annex Il MDR requirements is ensured,

> how contractual arrangements, access rights and auditability are to be structured in practice.

As a result, there is a high risk of divergent interpretations and continued legal uncertainty,
potentially undermining the intended objective of the proposal.

3
Solution

To ensure that Article 10(15) MDR becomes a workable and legally robust framework,
the objectives outlined in Recital 17 should be translated into a clear and operational
provision, further specified to enable consistent and practical implementation.

This requires in particular:

> Introducing clearly defined roles (e.g. manufacturer and original equipment
supplier, as reflected in Recital 17 MDR)

> Clarifying the structure and allocation of technical documentation (e.g. by
reference to the relevant Annexes of the MDR)

> Defining minimum requirements for third parties, in particular regarding quality
management systems

> Clearly specifying the role, access rights and assessment scope of Notified Bodies,
including access to relevant documentation and manufacturing sites

> Clarifying inspection rights and responsibilities at the level of third parties

> Ensuring consistency with Article 10(8), Annex Il MDR and EUDAMED transparency
requirements

> Establishing clear requirements for contractual arrangements governing
responsibilities, access rights and protection of intellectual property

In addition, it should be clarified that IP-sensitive documentation can be made
available directly by the original manufacturer (design owner) to Notified Bodies or
competent authorities, where appropriate, without requiring full transfer to the legal
manufacturer.

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | Art. 17 Single-use devices and
reprocessing of devices that are not for single-use
April 2026

Introduction

Devices are developed and manufacture based on specific criteria. The selection of
raw materials, the geometry, and the design determine whether a device is
classified as a single-use device or a reusable product.

To request reusable devices by default only if not justified otherwise to increase the
re-use of devices for economic and environmental reasons can lead to significant
risk for patients.

1
Background
While we strongly welcome the introduction of harmonised, Union-wide rule Art. 17. A consistent

regulatory framework across the EU/EEA is essential to ensure legal certainty, a level playing field,
and high standards of public health protection.

But the primary and overriding principle must be patient safety. Patients must be able to trust that
any medical device used in their treatment fully complies with the safety and performance
requirements of the MDR. Reprocessed devices must therefore meet the same safety standards and
rules as original devices placed on the market.

2
Challenge

Despite the overall objective, the proposed provisions raise several significant practical challenges:
> Technical Documentation Requirements

It remains unclear how a refurbisher can realistically compile a complete technical documentation
file without access to original development data, clinical data, performance KPIs of the device. These
elements are typically proprietary to the original manufacturer and are not accessible to third
parties. This creates a structural gap between regulatory expectations and practical feasibility.
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> Justification Requirements

The requirement to provide a justification for reprocessing introduces a potential substantial
administrative burden, particularly because the concept of “justification” is not clearly defined and
there is no harmonised methodology or criteria.

Additionally, there is a high risk of divergent interpretations by different Notified Bodies, leading to
inconsistent assessments across the EU.

The expected lack of clarity and harmonisation directly contradicts the stated objective of the
revision text, namely simplification of regulatory processes and reduction of administrative burden.

> Manufacturer Obligations and Evidence Requirements

Further clarification is needed regarding the exact scope of the refurbisher obligations and the type
and level of evidence required to demonstrate compliance.

Without clear guidance, there is a risk of legal uncertainty and inconsistent enforcement.

3
Solution

To maintain high safety standards which ensure patient safety the following
amendments of the MDR text are recommended:

Recital 21

The Commission Report on the operation of Article 17 of Regulation (EU) 2017/745
highlighted that the application of the rules on single-use devices is fragmented
across the Union and the relevant requirements are complex to implement,
resulting in a very limited and unattractive market for the reprocessing of single-use
devices. Tesimpliftherulesregarding o i i

whilst single use devices or devices which cannot be further reprocessed should be
subject to full refurbishing.

Article 17: Single-use devices and reprocessing [new text]

(1) Anindication that a device is for single use shall be based on the
manufacturer's risk management documentation, where characteristics and
technical factors known to the manufacturer that could pose a risk if the
device were to be re-used shall be identified.

(2) If the device is not intended for single-use, the manufacturer shall provide
information about the appropriate reprocessing process for allowing reuse
in the instructions for use in accordance with Annex I, Section 23.4, point

(n).

(3) Single-use devices and devices that cannot be further reprocessed may be
subject to full refurbishing within the meaning of Article 2(31). The natural
or legal person that carries out the full refurbishing shall be considered as
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the manufacturer of the fully refurbished device and must fulfil the
obligations incumbent on manufacturers laid down in this Regulation, which
also include obligations relating to the labelling and traceability of the
refurbished device in accordance with Chapter Il of this Regulation. The
refurbisher of the device shall be considered to be a producer for the
purpose of Article 3(1) of Directive 85/374/EEC. Indication of the
refurbishing of a device and its traceability in relation to safe use shall be
added to the product and delivered to the end user.

(4) The Commission may adopt, in accordance with Article 9(1), CS on general
requirements regarding reprocessing of devices or fully refurbishing of
single use devices.

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager |
Breakthrough and Orphan Devices Pathway
April 2026

Introduction

Regulatory barriers to market entry remain high for Breakthrough (BtX) and Orphan
Devices (OD) as well as for innovative in vitro diagnostic medical devices. Within the
ongoing revision of the MDR/IVDR, the European Commission proposes the
introduction of specific and accelerated regulatory pathways supporting the
objective of fostering innovation, while simultaneously ensuring timely access to
life-saving medical technologies and in vitro diagnostic solutions for patient
populations or those affected by rare diseases or pediatric populations. Industry
therefore highly welcomes the proposed amendments. However, the effectiveness
of these measures will depend to a significant extent on their consistent and
efficient implementation.

A specific IVDR one-pager addressing regulatory pathways for orphan in vitro
diagnostic medical devices complements this paper and outlines the particular
needs for orphan IVDs under the IVDR framework.

1
Background

The proposal for the revision of the MDR/IVDR introduces, for the first time, legally robust provisions
covering:

> Criteria for the definition of Breakthrough and Orphan Devices (Art. 52a(2) and (3)) MDR;
Art. 48a IVDR;

> Specific conformity assessment pathways (Art. 52(14)(d) / 52a(9) and 52(15) / 52a(8)) MDR;
Art. 48a IVDR, under which devices confirmed as Breakthrough or Orphan devices by an
Expert Panel may benefit from accelerated assessments by Notified Bodies and, where
appropriate, from reduced clinical data requirements.

2
Challenge

While the proposed introduction of a special pathway for BtX and OD under Art. 52a MDR/48a IVDR
is highly welcomed, the following identified gaps may cause a delay for availability for EU patients.
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No binding timelines for priority review: The proposal lacks binding timelines for priority review
which leaves the accelerated pathway unpredictable for relevant stakeholders, such as: Expert
Panels, Notified Bodies, and manufacturers. Introduction through Implementing Acts would cause
further delay.

Not recognizing next generation of same innovation: The proposal also fails to account for the fast
pace of MedTech innovation, as the BtX or OD designation cannot be extended to subsequent
generations of the same technology of the same manufacturer, even when next generations
continue to fall within the definition of BtX or OD.

No defined specialized expertise or incentives for Notified Bodies: The proposal risks inconsistent
scrutiny by not ensuring that Notified Bodies possess the required specialized capabilities and
competencies for high-risk breakthrough devices, like disease area specialization and technical
competencies. Furthermore, Notified Bodies might not take requests for evaluation of BtX or OD
devices due to the additional pressure which the review of such devices may trigger.

3
Solution

To ensure the dedicated pathways under Article 52a MDR / 48a IVDR achieve their
purpose, industry proposes three focused amendments:

Defined Timelines: Art. 52a MDR / 48a IVDR should introduce a fixed 120-day
timeline (~50% of conformity assessment timelines as per Annex VII MDR as per Ref.
Ares(2025)11081575) from application to (conditional) CE marking for breakthrough
innovations This avoids delays associated with Implementing Acts.

Recognize next generation of same innovation: The new proposal should keep
pace with MedTech innovations. Art. 52a MDR / 48a IVDR should explicitly allow the
extension of the BtX or OD designation to subsequent generations of the same
technology, when it continues to fall under the definition of BtX and OD.

Defined specific Notified Body expertise and ensure Notify Body support: Art. 39
MDR should introduce specific capabilities for Notified Bodies to perform
(conditional) CE-marking activities as part of the newly established priority review
for breakthrough technologies and emphasising capabilities and competencies
required for Class Il implantable devices. Definition of those NBs and obliging those
designated NBs to take requests from BtX and ODs would provide certainty.

Specify risk-based approach: A risk-based approach is essential when evaluating
medical devices intended for a limited number of patients in special clinical
situations needs to be defined as per Art. 52(7) MDR. As a consequence, available
clinical evidence may demonstrate safety and efficacy but only limited data on
benefit. The term “limited clinical data” should be specified as such.

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | Classification of surgical
instruments
April 2026

Introduction

The explanatory note (no. 29) of the EC legal proposal (2025-12) mentions that
devices are classified in different classes depending on their level of risk. Some of
the classification rules should be adapted to reflect the inherent risk of devices,
resulting in a lower risk classification, such as for reuseable surgical instruments.

1
Background

The Commission proposal introduces targeted amendments to Rules 6 and 7 of Annex VIII MDR
concerning surgically invasive devices for transient and short-term use.

In both rules, a new provision clarifies that reusable surgical instruments are classified as class |,
regardless of the body part with which they come into contact.

The term “reusable surgical instruments” is defined in Annex VIII, Chapter Il (Section 2.3) MDR.

2
Challenge

The proposed amendments are welcome as they better reflect the inherent risk profile of surgical
instruments and remove the previous automatic link between classification and the anatomical site
of use.

However, the proposal introduces a limitation that is not fully aligned with a consistent risk-based
approach. The down-classification to class | applies only to reusable surgical instruments, but not to
single-use surgical instruments. From a risk-based perspective, single-use surgical instruments should
be classified in the same way as reusable surgical instruments, as both are intended for comparable
clinical purposes.

Maintaining different classifications for these products therefore leads to a lack of consistency within
the classification framework, as comparable devices are treated differently without a clear risk-based
rationale.
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3
Solution

To ensure a consistent and risk-based classification

framework, the proposed

amendment in Rules 6 and 7 should be adjusted as follows:

>

Remove the limitation to “reusable” surgical instruments, so that the Class |

classification applies to all surgical instruments, irrespective of reusability.

assessment provisions.

Ensure that this adjustment is reflected consistently across the MDR
framework, including Annex VIII (Section 2.

3) and related conformity

MDR EC legal proposal 2025-12

Stakeholder Proposal (2026-03)

Annex VIII

2.3. 'Reusable surgical instrument' means an
instrument intended for surgical use in cutting,
drilling, sawing, scratching, scraping, clamping,
retracting, clipping or similar procedures, without
a connection to an active device and which is
intended by the manufacturer to be reused after
appropriate procedures such as cleaning,
disinfection and sterilisation have been carried
out.

Annex VIII

2.3. ‘Reusable surgical instrument' means an
instrument intended for surgical use in cutting,
drilling, sawing, scratching, scraping, clamping,
retracting, clipping or similar procedures, without
a connection to an active device and which is
intended by the manufacturer to be:

- reused after appropriate procedures such as
cleaning, disinfection and sterilisation have been
carried out or,

- single-used on one individual during a single
procedure;

Annex VII
5.2. Rule 6

All surgically invasive devices intended for
transient use are classified as class Ila unless they:
— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the
central circulatory system through direct contact
with those parts of the body, in which case they
are classified as class Ill;

— are reusable surgical instruments regardless of
the body part with which they come into contact,
in which case they are classified as class |;

— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class IlI;

— are intended to supply energy in the form of
ionising radiation in which case they are classified
as class llb;

— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class
Ilb; or

— are intended to administer medicinal products
by means of a delivery system, if such

Annex VII
5.2. Rule 6

All surgically invasive devices intended for
transient use are classified as class Ila unless they:
— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the
central circulatory system through direct contact
with those parts of the body, in which case they
are classified as class lll;

— are reusable surgical instruments regardless of
the body part with which they come into contact,
in which case they are classified as class |;

— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class IlI;

— are intended to supply energy in the form of
ionising radiation in which case they are classified
as class llb;

— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class
llb; or

— are intended to administer medicinal

products by means of a delivery system, if
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administration of a medicinal product is donein a
manner that is potentially hazardous taking
account of the mode of application, in which case
they are classified as class llb.

such administration of a medicinal product
is done in a manner that is potentially
hazardous taking account of the mode of
application, in which case they are classified
as class llb.

Annex VII
5.3. Rule 7

All surgically invasive devices intended for short-
term use are classified as class Ila unless they:

— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the
central circulatory system through direct contact
with those parts of the body, in which case they
are classified as class lll;

— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class IlI;

— are intended to supply energy in the form of
ionizing radiation in which case they are classified
as class llb;

— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class
Il;
— are intended to undergo chemical change in the
body in which case they are classified as class Ilb,
except if the devices are placed in the teeth; or

. od enini licines, in-whicl

I lassifiod s b
— are reusable surgical instruments regardless of
the body part with which they come into contact,
in which case they are classified as class |;

Annex VII
5.3. Rule 7

All surgically invasive devices intended for short-
term use are classified as class lla unless they:

— are intended specifically to control, diagnose,
monitor or correct a defect of the heart or of the
central circulatory system through direct contact
with those parts of the body, in which case they
are classified as class lll;

— are intended specifically for use in direct contact
with the heart or central circulatory system or the
central nervous system, in which case they are
classified as class IlI;

— are intended to supply energy in the form of
ionizing radiation in which case they are classified
as class llb;
— have a biological effect or are wholly or mainly
absorbed in which case they are classified as class
I;
— are intended to undergo chemical change in the
body in which case they are classified as class llb,
except if the devices are placed in the teeth; or

. od nini licines, in-whick

I Lassifiad lass b
— are reusable surgical instruments regardless of
the body part with which they come into contact,
in which case they are classified as class |;
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MDR - IVDR Revision | Onepager | Classification: Rule 11
April 2026

Introduction

The explanatory note (no. 29) of the EC legal proposal (2025-12) mentions that
devices are classified in different classes depending on their level of risk. Some of
the classification rules should be adapted to reflect the inherent risk of devices,
resulting in a lower risk classification, such as for software.

1
Background

The Commission proposal for revising Rule 11 introduces a fundamentally different classification
approach for software. While the current MDR sets Class lla as the default classification, with specific
criteria for up-classification to Class Ilb or lll and a broad residual category allowing classification as
Class |, the proposal reverses this logic.

Under the proposed revision, software is classified as Class | by default. This default is then adjusted
through a set of criteria defining when software should be up-classified to Class lla, llb or Ill,
depending on the associated clinical risk.

This shift reflects an intention to better align classification with the actual risk posed by software and
to enable lower classification where justified.

2
Challenge

The Commission proposal for revising Rule 11 draws conceptually on the IMDRF risk categorisation
framework, an approach towards international harmonisation that is welcomed.

IMDREF assesses the risk of software as a medical device along two dimensions:

> the significance of the information provided for healthcare decision-making, distinguishing
between to treat or diagnose, to drive clinical management, and to inform clinical management;
and

> the healthcare situation or condition, distinguishing between critical, serious, and non-serious
situations.
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Importantly, according to IMDRF N12 (Section 5.1), all levels of significance of information (to treat
or diagnose, to drive clinical management, to inform clinical management) are considered forms of
clinical management. This distinction is critical to ensure a consistent interpretation of the IMDRF
framework and to avoid overextending the concept of clinical decision-making beyond regulated
healthcare contexts.

However, this logic is not yet adequately reflected in the Commission proposal. In particular, the
escalation criteria do not consistently incorporate the “to treat or diagnose” condition. As currently
drafted, the third indent would result in any software used in a non-serious situation being classified
as Class lla, regardless of its actual role in clinical decision-making. This would, in practice, lead to an
even stricter classification than under the current MDR.

Furthermore, the proposal does not sufficiently distinguish between clinical decision-making in a
professional healthcare context and software intended for autonomous use by lay users. As a result,
software intended solely for autonomous therapy management without requiring medical
supervision (e.g. certain digital health applications) risks being systematically up-classified, which
would contradict a risk-based approach.

To fully reflect the IMDRF concept, the escalation criteria should be systematically aligned with both
dimensions, including the explicit integration of the “to treat or diagnose” condition, and further
adjustments to accurately reflect the IMDRF matrix (as outlined in IMDRF N12).

In addition, newly introduced terms should be clearly defined within the MDR (e.g. in Annex VIl or
through guidance), closely following IMDRF terminology. For example, IMDRF considers “to treat or
diagnose” to apply where “immediate or near-term action” is required based on the software output.

3
Solution

Aligning Rule 11 with the IMDRF framework requires a clear and operational translation of its two
core dimensions:

> The severity of the condition and the role of the software in clinical decision-making
(treat/diagnose, drive, inform).

> A structured classification logic based on these parameters ensures consistent and risk-
proportionate outcomes, supports international harmonisation, and enables the intended down-
classification of software where justified.

To ensure consistent application and legal certainty, key concepts introduced in Rule 11 for software
classification such as critical, serious, non-serious, treat or diagnose, drive clinical management, and
inform clinical management should be clearly defined within the MDR, implementing regulation or
guidance, closely aligned with IMDRF terminology.
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We suggest amending Rule 11 as follows:

MDR EC legal proposal 2025-12 Prop

osal (2026-03)

monitoring, prediction, prognosis,
compensation or alleviation of a disease or
condition is classified as class |

condition

Software which is intended to generate an So_ftware_ which is a deyice in acFordance
output that confers a clinical benefit and is W'th Article 1 (4) of this regulation

used for diagnosis, treatment, prevention,  [FieRded-to-generate-an-output-that

, unless the output is intended for a disease or or-condition, is classified as Class |,

unless its output is intended to address a
disease or condition in one of the
following situations:

— in a critical situation with a risk of causing| —
death or an irreversible deterioration of a
person's state of health, in which case it
classified in class IlI; e

To treat or diagnose by means of clinical
management in a critical situation, in
which case it is class llI

— in a serious situation with a risk of —
causing a serious deterioration of a
person's state of health or a surgical
intervention, or to drive clinical
management in a critical situation in
which case it is classified as class Ilb or

To treat or diagnose by means of clinical
management in a serious situation, or to
drive clinical management in a critical
situation, in which cases it is class llb

— in a non-serious situation, or to drive -
clinical management in a serious situation,
or to inform clinical management in a
critical or serious situation in which cases
it is classified as class lla.

to treat or diagnose by means of clinical
management in a non-serious situation, to
drive clinical management in a serious
situation, or to inform clinical
management in a critical erserieus
situation in which cases it is classified as
class lla

This would lead to the following classification schema:

State of Healthcare Significance of information provided by the Software in clinical

situation or condition = management to healthcar

e decision-making

Treat or diagnose by Drive clinical Inform clinical
means of clinical management management
management
Critical 1 ]s) Ila
Serious ]s) Ila I
Non-serious Ila I I

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | Orphan IVDs under the IVDR
April 2026

Introduction

In-vitro diagnostics (IVDs) play a crucial role in diagnosing, monitoring and treating
rare diseases and very small patient populations. Many of these tests are used in very
small volumes for conditions such as rare genetic diseases, rare blood groups for
transfusions and tissue typing for transplantation, as well as for making specific
therapy decisions. Without these diagnostics, many rare diseases would go
undiagnosed or be mismanaged and mismatching of donor and recipient would occur.

The European Commission has proposed an amendment to Article 48a of the IVDR to
improve the regulatory framework for orphan IVDs. This proposal is an important step
towards ensuring the continued availability of diagnostics for rare diseases. However,
it is essential that the orphan designation criteria are clear, practical and legally
certain, to ensure that manufacturers can continue to provide such tests in the
European Union.

1
Background

Diagnostics for rare diseases differ significantly from those for more common conditions. They are
often developed for very small patient populations, which means they are associated with specific
scientific, regulatory and economic challenges. From a scientific and clinical perspective,
performance studies are often challenging due to the limited availability of patient cohorts.
Generating extensive clinical evidence comparable to that for high-volume diagnostics is therefore
often not feasible. From an economic perspective, these tests are typically produced and sold in very
small quantities. The costs associated with IVDR compliance, including performance evaluation,
quality management systems and notified body involvement, must be distributed over low sales
volumes. This significantly limits the economic viability of such products. From a regulatory
perspective, the IVDR introduced significantly higher requirements than the previous Directive,
particularly regarding performance evaluation, clinical evidence, assessment of technical
documentation and post-market surveillance. While these requirements are appropriate for high-
volume and higher-risk devices, they may be disproportionate for orphan IVDs intended for very
small patient populations.

Without a functioning orphan framework, there is a significant risk that manufacturers will
discontinue such tests and will no longer introduce new orphan diagnostics to the European market.
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2
Challenge

The key challenge lies in defining the orphan IVD framework in a targeted and practical way. If the
criteria are too narrow or unclear, many diagnostics relevant to rare diseases may not qualify as
orphan devices, meaning they would have to comply fully with standard IVDR requirements. This
could make such tests economically unviable, resulting in them disappearing from the market. Two
criteria are particularly important for a workable orphan framework:

Prevalence threshold: A prevalence threshold of 5 in 10,000 people, which corresponds to the
established European definition of rare diseases and is already used in other EU regulatory
frameworks, such as for orphan medicinal products. Using the same threshold would ensure
regulatory consistency and legal clarity.

Absence of suitable CE-marked alternatives: orphan status should only apply where no suitable CE-
marked alternative is available. However, 'suitable alternative' should not be interpreted purely
formally. In practice, an alternative may exist, but it may not be equivalent in terms of clinical or
technical performance or suitability for a specific patient subgroup. This is particularly relevant for
rare genetic variants, rare blood groups, and highly specialised transplantation diagnostics, such as
HLA.

If these aspects are not adequately reflected in the legislation, there is a risk that essential niche
diagnostics serving very small patient populations will not qualify as orphan IVDs.

3
Solution

To provide legal certainty for manufacturers, notified bodies and competent
authorities, a clear and practicable definition is necessary in Article 48a(3) of the
IVDR.

The orphan framework should specifically target diagnostics for very small patient
populations, ensuring that such tests remain available in the EU.

The combination of:
> a prevalence threshold of 5 in 10,000 and
> the absence of suitable CE-marked alternatives

,is an appropriate and proportionate approach. This ensures that the orphan
framework is limited to genuinely rare conditions, while preventing important
diagnostics from disappearing from the market due to excessive regulatory
requirements.

Patient safety and performance requirements also remain in place, as orphan devices
must still comply with the general safety and performance requirements of the IVDR.
Therefore, the orphan framework does not reduce safety, but provides regulatory
flexibility where standard pathways are not feasible due to very small patient
populations.
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Proposed legislative amendment (Article 48a IVDR)

The signing associations propose specifying Article 48a(3) IVDR as follows (new text in bold):
Article 48a — Orphan devices

A device shall be considered an orphan device where:

(a) the device is intended for the diagnosis, monitoring or management of a disease or
condition that affects not more than 5 in 10,000 persons in the Union, and

(i) no suitable CE-marked alternative device is available on the Union market,

or where available alternatives do not provide an equivalent level of clinical or technical
performance for the specific patient population.

This clarification would ensure that diagnostics for rare diseases remain available in the European
Union while maintaining a high level of patient safety and regulatory oversight.

Please do not hesitate to contact us for any question.
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MDR - IVDR Revision | Onepager | IVDR “Active Ingredients” -
“Critical Ingredients”
April 2026

Introduction

The Commission's proposal to revise the IVDR replaces the term 'active ingredients'
with ‘critical ingredients'. While this change appears to be primarily terminological, it
could have significant practical consequences. Notably, it could necessitate
amendments to labels, instructions for use, and technical documentation, even when
the product itself remains unchanged. This could result in a disproportionate
regulatory burden, global re-registration requirements, supply chain disruption and
avoidable environmental impact.

1
Background

The proposed change replaces the term 'active ingredients' with 'critical ingredients' in the IVDR. This
shifts the focus from substances that contribute to the intended purpose of the device to
components that are essential for its performance. Consequently, more components may need to be
described in the instructions for use and technical documentation. Although the change is intended
as a clarification rather than a substantive change, it may still require updates to labels, instructions
for use (IFUs) and product documentation, even if the device itself, its composition, performance and
safety remain unchanged.

2
Challenge

In many countries worldwide, changes to labels or instructions for use can trigger regulatory actions,
such as notifications, variations, amendments or new registrations. Therefore, a change in the
terminology used in EU legislation could have global downstream regulatory consequences. Despite
no change to the product itself, manufacturers may be required to update registration dossiers and
submit variations in multiple jurisdictions. Such regulatory consequences would be disproportionate
to a purely terminological change. Additionally, global label changes would necessitate updates to
packaging materials, printed IFUs, logistics processes, and existing inventory. In markets requiring
prior approval, products may only be placed on the market after the label change has been
approved, which could result in delays and temporary supply interruptions.
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Furthermore, replacing packaging and printed materials on a global scale would generate
unnecessary waste and increase transport requirements and CO, emissions. Therefore, a purely
terminological change could result in significant administrative, logistical and environmental burdens
without improving product safety or performance.

3
Solution

Replacing the term 'active ingredients' with 'critical ingredients' should be clearly
defined as a terminological clarification that does not automatically necessitate
changes to labels, instructions for use or registrations, provided the device's
composition, intended purpose, performance and safety remain unchanged.
Corresponding clarifications in legal texts or guidance would prevent an unnecessary
regulatory burden, avoid the need for global re-registration processes, reduce
environmental impact, and help ensure the continued availability of in vitro diagnostic
devices.

Please do not hesitate to contact us for any question.
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Introduction

The European Commission’s proposal to simplify the MDR and IVDR aims to reduce
the regulatory burden, facilitate innovation, and improve market access for medical
diagnostics. In this context, the Commission has proposed changes to the
requirements for clinical performance studies. However, a key regulatory issue
remains unresolved concerning routine blood sampling in performance studies under
Article 58 of the IVDR.

The current wording, which refers to 'additional invasive procedures', creates legal
uncertainty over whether routine venous or capillary blood collection can be
considered one such procedure. This uncertainty could result in low-risk performance
studies being subject to the full regulatory approval process, which would contradict
the objective of simplifying and accelerating clinical research in Europe.

1
Background

Routine blood collection is one of the most common medical procedures worldwide, with trained
healthcare professionals performing it millions of times every day. Venous and capillary blood
samples are the primary sample types used in in-vitro diagnostic (IVD) testing and therefor form the
basis of the vast majority of IVD performance studies. From a medical perspective, routine venous
and capillary blood collection is considered a low-risk procedure. Any possible complications, such as
minor haematomas or temporary circulatory reactions, are rare and can be effectively managed by
trained personnel using standard medical procedures.

The main types of blood collection are:

> Venipuncture (venous blood collection)
> Capillary blood collection (e.g. finger prick)
> Arterial blood collection, which is less common and associated with higher risks

Most IVD performance studies rely on venous or capillary blood samples because these are the
standard sample types used in diagnostic practice. Therefore they form the basis of the vast majority
of IVD performance studies.
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2
Challenge

The IVDR does not clearly distinguish between surgical procedures and routine invasive sampling
procedures, such as standard blood tests. Consequently, routine blood collection could be deemed
an 'additional invasive procedure' under Article 58 of the IVDR. This creates a regulatory conflict. On
the one hand, routine blood draws are low-risk and standard medical practice. However, if they are
interpreted as additional invasive procedures, performance studies involving such routine sampling
would be subject to the full application and approval procedures.

This would have several consequences:

significant delays in study approvals;

increased administrative burden for sponsors and authorities;
increased costs for performance studies;

particular challenges for small and medium-sized enterprises;

risk that performance studies will be conducted outside the EU instead.

V V. V V V

Performance studies are a central element in the development of new diagnostics. Delays in study
initiation directly affect innovation cycles and patient access to new diagnostic tests.

3
Solution

There are already extensive protection mechanisms in place for study participants,
which apply independently of any additional regulatory approval procedures. Every
performance study is subject to review by an ethics committee, which considers the
scientific relevance of the study, the risks to participants, the volume and frequency
of blood collection, and the protection of vulnerable groups. This review takes place
irrespective of the regulatory pathway and ensures that the rights, safety and well-
being of participants are protected. Additionally, international standards such as ISO
20916 outline detailed requirements for the design and execution of performance
studies, including provisions regarding patient safety, informed consent, data quality,
and scientific validity.

Stricter regulatory requirements remain fully justified where performance studies
involve increased risks for participants. Examples include surgical sampling
procedures such as tissue biopsies, cerebrospinal fluid collection and arterial blood
sampling; studies involving vulnerable populations; and studies involving unusually
large blood volumes.

However, routine venous or capillary blood collection, when performed according to
standard medical practice, should not automatically trigger the full regulatory
requirements for interventional performance studies. A clear, risk-based distinction is
therefore necessary in Article 58 of the IVDR. Performance studies should only fall
under Article 58 where additional invasive procedures present a relevant clinical risk
beyond that associated with routine blood collection.
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Proposed legislative amendment (Article 58 IVDR)
The signing associations propose clarifying Article 58 IVDR as follows (new text in bold):
Article 58 — Performance studies

This Article shall apply to performance studies involving additional invasive procedures that
present a risk to the subject beyond that associated with routine venous or capillary blood
collection performed in accordance with standard medical practice.

Routine venous or capillary blood collection shall not, in itself, be considered an additional
invasive procedure within the meaning of this Article, unless the volume or frequency of
sampling presents a significant risk to the subject.

This clarification would ensure a proportionate, risk-based regulatory approach while
maintaining a high level of patient safety.

Please do not hesitate to contact us for any question.
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