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Business Pain
Benannte Stellen

• Von aktuell knapp 60 sind bislang 7 für 
die MDR zugelassen.

• 80 bis 90% der Zeit wird benötigt um 
Informationen in Techfiles zu suchen.

• Mehraufwand bei Benannten Stellen

• Verzögerung von Marktzulassungen

• Neue Firmen können nur beschränkt 
aufgenommen werden oder gar nicht.

Inverkehrbringer

• Workload erhöht sich durch die MDR

• Workload bleibt höher, es ist nicht nur ein peak

• Reduktion R&D Team, Aufstockung Regulatory Team

• Bestehende Produkte rentieren sich z.T. nicht mehr

• Ohne Benannte Stelle gibt es das Produkt 
nicht mehr am Markt.

Patienten

• Versorgungsrisiko - Produkte verschwinden 
vom Markt
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Verschwendung, die man angehen kann…

Inkonsistente 
Informationen

Warten / 
Verzögerungen

CE Zulassung wegen 
Mängel abgelehnt

Informationsfluss 
blockiert

Informationen 
nicht finden

Fehler spät im 
Prozess erkennen

Nacharbeit am 
TechFile

Mehr machen 
als nötig

Hoher Workload / 
Überlastung

Zu hohe 
Komplexität

…
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Knowledge Units 

Informationseinheiten unterstützen eine effiziente digitale 
Transformation von Medical TechFiles.

… etwa 1/3 der Informationseinheiten werden in mehreren Prozessen benötigt
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Beispiel
Re-Use in vielen 

Dokumenten

Koordinationsbedarf mit 
vielen verschiedenen 

Organisationseinheiten
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Aktueller Status
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Aufbau einer KU (Draft)

Attribute einer offiziell freigegebenen KU

KUID Centrally assigned ID for this type of knowledge unit. 
ID shall be without semantics

Name Human readable name for the knowledge unit

Public Planned // draft // agreed // released // under change // 
blocked

Reference GHTF/SG1/N70:2011, MDR Artikel 2 (12), ISO 14971, 
IEC 60601-1:2013,…

Single / 
Composite KU

KU may contain other KUs (thus it is composite KU)

Derived KUs Sub-KUs that compose the information for this KU. 
(e.g. Intended Purpose: Medical Purpose, Patient Population, 
User Group, Conditions of Use)

Effected
Documents

Documentation that requires such knowledge unit information
(e.g. UEF, RMF, PMSR,…)

Source of
origin

Source where the information comes from (e.g. Techfile
chapter 1.1 (a))

Status Depending on company policy (open, draft, approved, 
released, under change, blocked)

Status 
comment

e.g. missmatch is under clarification between Usability 
Departement and Product Management

Validity e.g. review before next yearly update of risk benefit analysis 
at dd.mm.yyyy

Applicable for e.g. products, product families, variants of products

Content Actual content of the KU

Zusätzliche Firmen spezifische Attribute
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Medical Devices Regulation 2017/745, Annex II
Draft Agreed Defined
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1. Device description and specification, including variants and accessories
1.1 Device  description  and specification 
(a)    product or trade name and a general description of the device including its intended purpose 
and intended users:

Product name

Device 
description
Intende 
purpose

x x x x

intended users
(b)    the Basic UDI-DI as referred to in Part C of Annex VI assigned by the manufacturer to the 
device in question, as soon as identification of this device becomes based on a UDI system, or 
otherwise a clear identification by means of product code, catalogue number or other 
unambiguous reference allowing traceability:

Basic UDI-DI

Identification
(c)    the intended patient population and medical conditions to be diagnosed, treated and/or 
monitored and other considerations such as patient selection criteria, indications, contra-
indications, warnings:

Intended 
patient 
population
medical 
conditions
patient 
selection 
criteria
indications
contra-
indications
warnings

(d)    principles of operation of the device and its mode of action, scientifically demonstrated if 
necessary:

principles of 
operation
mode of action

(e)    the rationale for the qualification of the product as a device:  rational of 
classification

(f)     the risk class of the device and the justification for the classification rule(s) applied in 
accordance with Annex VIII:

risk class

(g)    an explanation of any novel features : novel features
(h)    a description of the accessories for a device, other devices and other products that are not 
devices, which are intended to be used in combination with it:

accessories

(i)     a description or complete list of the various configurations/variants of the device that are 
intended to be made available on the market:

configurations

(j)     a general description of the key functional elements, e.g. its parts/components (including 
software if appropriate), its formulation, its composition, its functionality and, where relevant, its 
qualitative and quantitative composition. Where appropriate, this shall include labelled pictorial 
representations (e.g. diagrams, photographs, and drawings), clearly indicating key 
parts/components, including sufficient explanation to understand the drawings and  diagrams:

key functional 
elements

(k)    a description of the raw materials incorporated into key functional elements and those 
making either direct contact with the human body or indirect contact with the body, e.g., during 
extracorporeal circulation of body fluids:

contact raw 
materials

indirect 
  

                
             

             

 

KU Additionally required Documentation (Draft, tbd)

Beispiel Intended Purpose


KU-Techfile-Matrix

				Medical Devices Regulation 2017/745, Annex II		KU						Additionally required Documentation (Draft, tbd)

						Draft		Agreed

Roettcher, Michael: Name agreed with NB Delegate		Defined

Roettcher, Michael: KU is defined by content structure which is confirmed by NB delegate		Animal Study Test Reports		Biocompatibility & Toxicology Test Reports		Cleaning & Disinfection Validation Report		Clinical Evaluation Plan		Clinical Evaluation Report		Clinical Investigation File		Declaration of Conformity		Device Specifications		Instruction Manual - Sterilization		Instructions for Use		Intended Purpose		List of applicable Standards		Literature Review Plan		Literature Review Review		Manufacturer Sterilization Process Description		MDR GSPR Checklist		Non-clinical Publications		Other Labelling and Promotional Material		Patient File Stickers/Cards & Implant Registration Cards		Patient Labelling Documents		Physician Labelling Documents		PMCF Plan		PMCF Report		PMS Plan		PMS Report		PMS Report/PSUR		Product Brochures		PSUR		Pyrogenicity Test Reports		Risk Analysis & Control Table		Risk Management Plan		Risk Management Report		Single Use Reprocessing Validation Report		Software Design Architecture		Software Design Specification		Software Development Plan		Software Requirement Specification		Software Requirements - Architecture Traceability 		Software Verification		Sterilization Process Validation Report		Sterilization Validation Report		TBD - Proposal: Cybersecurity Report		TBD - Proposal: Device Specifications		TBD - Proposal: Intended Purpose		TBD - Proposal: Release Note		TBD - Proposal: Software Development Plan		Technical/Operators Manual		Test Reports for applicable Standards		Usability File		Verifcation & Validation Reports

				1. Device description and specification, including variants and accessories

				1.1 Device  description  and specification 

				(a)    product or trade name and a general description of the device including its intended purpose and intended users:		Product name

						Device description

						Intende purpose																x								x		x																								x				x		x		x										x																																		x		x

						intended users

				(b)    the Basic UDI-DI as referred to in Part C of Annex VI assigned by the manufacturer to the device in question, as soon as identification of this device becomes based on a UDI system, or otherwise a clear identification by means of product code, catalogue number or other unambiguous reference allowing traceability:		Basic UDI-DI

						Identification

				(c)    the intended patient population and medical conditions to be diagnosed, treated and/or monitored and other considerations such as patient selection criteria, indications, contra-indications, warnings:		Intended patient population

						medical conditions

						patient selection criteria

						indications

						contra-indications

						warnings

				(d)    principles of operation of the device and its mode of action, scientifically demonstrated if necessary:		principles of operation

						mode of action

				(e)    the rationale for the qualification of the product as a device: 		rational of classification

				(f)     the risk class of the device and the justification for the classification rule(s) applied in accordance with Annex VIII:		risk class

				(g)    an explanation of any novel features :		novel features

				(h)    a description of the accessories for a device, other devices and other products that are not devices, which are intended to be used in combination with it:		accessories

				(i)     a description or complete list of the various configurations/variants of the device that are intended to be made available on the market:		configurations

				(j)     a general description of the key functional elements, e.g. its parts/components (including software if appropriate), its formulation, its composition, its functionality and, where relevant, its qualitative and quantitative composition. Where appropriate, this shall include labelled pictorial representations (e.g. diagrams, photographs, and drawings), clearly indicating key parts/components, including sufficient explanation to understand the drawings and  diagrams:		key functional elements

				(k)    a description of the raw materials incorporated into key functional elements and those making either direct contact with the human body or indirect contact with the body, e.g., during extracorporeal circulation of body fluids:		contact raw materials

						indirect contact raw materials



				(l)     technical specifications, such as features, dimensions and performance attributes, of the device and any variants/configurations and accessories that would typically appear in the product specification made available to the user, for example in brochures, catalogues and similar publications:		technical specifications

				1.2 Reference to previous and similar generations of the device

				(a)    an overview of the previous generation or generations of the device produced by the manufacturer, where such devices exist		device generations

				(b)    an overview of identified similar devices available on the Union or international markets, where such devices exist. 		similar devices

				2. Information to be supplied by the manufacturer

				A complete set of:

				- the label or labels on the device and on its packaging, such as single unit packaging, sales packaging, transport packaging in case of specific management conditions, in the languages accepted in the Member States where the device is envisaged to be sold; and 

				- the instructions for use in the languages accepted in the Member States where the device is envisaged to be sold. 

				3. Design and manufacturing information

				(a)    information to allow the design stages  applied to the device to be understood:

				(b)    complete information and specifications , including the manufacturing processes and their validation, their adjuvants, the continuous monitoring and the final product testing . Data shall be fully included in the technical documentation:

				(c)    identification of all sites, including suppliers and sub-contractors, where design and manufacturing activities are performed :

				4. General safety and performance requirenents

				The documentation shall contain information for the demonstration of conformity with the general safety and performance requirements set out in Annex I that are applicable to the device taking into account its intended purpose, and shall include a justification, validation and verification of the solutions adopted to meet those requirements. The demonstration of conformity shall include:

				(a)    the general safety and performance requirements that apply to the device and an explanation as to why others do not apply;

				(b)    the method or methods used to demonstrate conformity with each applicable general safety and performance requirement;

				(c)    the harmonised standards, CS or other solutions applied; and

				(d)    the precise identity of the controlled documents offering evidence of conformity with each harmonised standard, CS or other method applied to demonstrate conformity with the general safety and performance requirements. The information referred to under this point shall incorporate a cross-reference to the location of such evidence within the full technical documentation and, if applicable, the summary technical documentation .

				5.         Benefit-risk analysis and risk management  

				The documentation shall contain information on:

				(a)    the benefit-risk analysis referred to in Sections 1 and 8 of Annex I , and

				Section 1: Devices shall achieve the performance intended by their manufacturer and shall be designed and manufactured in such a way that, during normal conditions of use, they are suitable for their intended purpose. They shall be safe and effective and shall not compromise the clinical condition or the safety of patients, or the safety and health of users or, where applicable, other persons, provided that any risks which may be associated with their use constitute acceptable risks when weighed against the benefits to the patient and are compatible with a high level of protection of health and safety, taking into account the generally acknowledged state of the art

				Section 8: All known and foreseeable risks, and any undesirable side-effects, shall be minimised and be acceptable when weighed against the evaluated benefits to the patient and/or user arising from the achieved performance of the device during normal conditions of use

				(b)    the solutions adopted and the results of the risk management referred to in Section 3 of Annex I. 

				Section 3: Manufacturers shall establish, implement, document and maintain a risk management system.

				Risk management shall be understood as a continuous iterative process throughout the entire lifecycle of a device, requiring regular systematic updating. In carrying out risk management manufacturers shall:

				(a)  establish and document a risk management plan  for each device;

				(b)  identify and analyse the known and foreseeable hazards  associated with each device;

				(c)  estimate and evaluate the risks associated with, and occurring during, the intended use and during reasonably foreseeable misuse ;

				(d)  eliminate or control the risks referred to in point (c)  in accordance with the requirements of Section 4;

				(e)  evaluate the impact of information from the production  phase and, in particular, from the post-market surveillance system, on hazards and the frequency of occurrence thereof, on estimates of their associated risks , as well as on the overall risk, benefit-risk ratio and risk acceptability ; and

				(f)  based on the evaluation of the impact of the information referred to in point (e), if necessary amend control measures  in line with the requirements of Section 4

				6. Product verification and validation 

				The documentation shall contain the results and critical analyses of all verifications and validation tests and/or studies undertaken to demonstrate conformity of the device with the requirements of this Regulation and in particular the applicable general safety and performance requirements. 

				6.1 Pre-clinical and clinical data

				(a)    results of tests, such as engineering, laboratory, simulated use and animal tests, and evaluation of published literature applicable to the device, taking into account its intended purpose, or to similar devices, regarding the pre-clinical safety of the device and its conformity with the specifications:

				(b)    detailed information regarding test design, complete test or study protocols, methods of data analysis, in addition to data summaries and test conclusions regarding in particular:

				- the biocompatibility  of the device including the identification of all materials in direct or indirect contact with the patient or user;

				- physical, chemical and microbiological characterisation;

				- electrical safety and electromagnetic compatibility;

				- software verification and validation (describing the software design and development process and evidence of the validation of the software, as used in the finished device. This information shall typically include the summary results of all verification, validation and testing performed both in-house and in a simulated or actual user environment prior to final release. It shall also address all of the different hardware configurations and, where applicable, operating systems identified in the information supplied by the manufacturer);

				- stability, including shelf life; and

				- performance and safety.

				Where applicable, conformity with the provisions of Directive 2004/10/EC of the European Parliament and of the Council (1) shall be demonstrated (see Directive 2004/10/EC of the European Parliament and of the Council of 11 February 2004 on the harmonisation of laws, regulations and administrative provisions relating to the application of the principles of good laboratory practice and the verification of their applications for tests on chemical substances (OJ L 50, 20.2.2004, p. 44)).

				Where no new testing has been undertaken, the documentation shall incorporate a rationale for that decision.  An example of such a rationale would be that biocompatibility testing on identical materials was conducted when those materials were incorporated in a previous version of the device that has been legally placed on the market or put into service;

				(c)    the clinical evaluation report and its updates and the clinical evaluation plan  referred to in Article 61(12) and Part A of Annex XIV  (clinical evaluation);

				Article 61(12): The clinical evaluation, its results and the clinical evidence derived from it shall be documented in a clinical evaluation report as referred to in Section 4 of Annex XIV, which, except for custom-made devices, shall be part of the technical documentation referred to in Annex II relating to the device concerned.

				(d)    the PMCF plan and PMCF evaluation report referred to in Part B of Annex XIV  (POST-MARKET CLINICAL FOLLOW-UP) or a justification why a PMCF is not applicable.

				6.2 Additional information required in specific cases

				(a)    Where a device incorporates, as an integral part, a substance which, if used separately, may be considered to be a medicinal product within the meaning of point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived from human blood or human plasma, as referred to in the first subparagraph of Article 1(8), a statement indicating this fact. In this case, the documentation shall identify the source of that substance and contain the data of the tests conducted to assess its safety, quality and usefulness, taking account of the  intended purpose of the device.

				point 2 of Article 1 of Directive 2001/83/EC (…relating to medicinal products for human use): Medicinal product:

				(a) Any substance or combination of substances presented as having properties for treating or preventing disease in human beings; or

				(b) Any substance or combination of substances which may be used in or administered to human beings either with a view to restoring, correcting or modifying physiological functions by exerting a pharmacological, immunological or metabolic action, or to making a medical diagnosis

				first subparagraph of Article 1(8): Any device which, when placed on the market or put into service, incorporates, as an integral part, a substance which, if used separately, would be considered to be a medicinal product as defined in point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product derived from human blood or human plasma as defined in point 10 of Article 1 of that Directive, and that has an action ancillary to that of the device, shall be assessed and authorised in accordance with this Regulation

				(b)    Where a device is manufactured utilising tissues or cells of human or animal origin, or their derivatives, and is covered by this Regulation in accordance with points (f) and (g) of Article 1(6, and where a device incorporates, as an integral part, tissues or cells of human origin or their derivatives that have an action ancillary to that of the device and is covered by this Regulation in accordance with the first subparagraph of Article 1(10), a statement indicating this fact. In such a case, the documentation shall identify all materials of human or animal origin used and provide detailed information concerning the conformity with Sections 13.1 . or 13.2 ., respectively, of Annex I.

				points (f) and (g) of Article 1(6):

				(f)  transplants, tissues or cells of animal origin, or their derivatives, or products containing or consisting of them; however this Regulation does apply to devices manufactured utilising tissues or cells of animal origin, or their derivatives, which are non-viable or are rendered non-viable;

				(g)  transplants, tissues or cells of human origin, or their derivatives, covered by Directive 2004/23/EC, or products containing or consisting of them; however this Regulation does apply to devices manufactured utilising derivatives of tissues or cells of human origin which are non-viable or are rendered non-viable

				first subparagraph of Article 1(10): Any device which, when placed on the market or put into service, incorporates, as an integral part, non-viable tissues or cells of human origin or their derivatives that have an action ancillary to that of the device shall be assessed and authorised in accordance with this Regulation. In that case, the provisions for donation, procurement and testing laid down in Directive 2004/23/EC shall apply

				(c)    In the case of devices that are composed of substances or combinations of substances that are intended to be introduced into the human body and that are absorbed by or locally dispersed in the human body, detailed information, including test design, complete test or study protocols, methods of data analysis, and data summaries and test conclusions, regarding studies in relation to:

				- absorption, distribution, metabolism and excretion;

				- possible interactions of those substances, or of their products of metabolism in the human body, with other devices, medicinal products or other substances, considering the target population, and its  associated medical conditions;

				- local tolerance; and

				- toxicity, including single-dose toxicity, repeat-dose toxicity, genotoxicity, carcinogenicity and reproductive and developmental toxicity, as applicable depending on the level and nature of exposure to the device.

				In the absence of such studies, a justification shall be provided.

				(d)    In the case of devices containing CMR or endocrine-disrupting substances referred to in Section 10.4.1  of Annex I, the justification referred to in Section 10.4.2  of that Annex.

				(e)    In the case of devices placed on the market in a sterile or defined microbiological condition, a description of  the environmental conditions for the relevant manufacturing steps. In the case of devices placed on the market in a sterile condition, a description of the methods used, including the validation reports, with respect to packaging, sterilisation and maintenance of sterility. The validation report shall address bioburden testing, pyrogen testing and, if applicable, testing for sterilant residues.

				(f)     In the case of devices placed on the market with a measuring function, a description of the methods used in order to ensure the accuracy as given in the specifications.

				(g)    If the device is to be connected to other device(s) in order to operate as intended, a description of this combination/configuration including proof that it conforms to the general safety and performance  requirements when connected to any such device(s) having regard to the characteristics specified by the manufacturer.





KU Intended Purpose

		ID		<Laufnummer> (vergeben von zentraler KU Koordinationsstelle - tbd)

		Name		Intened Purpose (Intended Use -> dasselbe j/n, Unterschied?!?)

		Public		Planned // draft // agreed // released // under change // blocked (von zentraler KU Koordinationsstelle definiert)

		Status		je nach Unternehmensdefinition (open, draft, approved, released, under change, blocked)

		Status comment		Beispiel: missmatch under clarification between Usability Dep and Product Management

		Content		see below

		Reference		GHTF/SG1/N70:2011, MDR Artikel 2 (12), IEC 60601-1:2013, ISO 14971,…

		Validity		Beispiel: Review before next yearly update of risk benefit analysis at dd.mm.yyyy

		Applicable for		Beispiel: for infusion pump generation "fit for future"

		Single /Composite KU		Composite KU

		related singel Kus		Medical Purpose, Patient Population, User Group, Conditions of Use

		effected Documents		Beispiel: siehe sheet "KU-Techfile-Matrix"

		Source of origin		Techfile Chapter 1.1 (a)

		Ebene 1: Meta-Meta		Ebene 2: KU Structure		Ebene 3: Content

		1. Medical Purpose

				Intended Use Statement

				lndications

				Contraindications (absolute/relative)

				Limitations

				Precautions

		2. Patient Population

				Sex

				Weight

				Age

				Nationality, ethnicity, skin type or other classification

				Patient conditions

		3. User Groups

				Demographic characteristics

				General requirements (reading, language capabilities, functional capabilities)

				Education

				Knowledge

				Required Training

		4. Conditions of Use

				Type of application, e.g. healthy skin, mucosal membranes, etc.

				Duration of application

				Hygiene/reprocessing: cleaning, disinfection, sterilization?

				Frequency of use (reusable/single use)

				Product life expectancy

				Use environment, e.g. hospital, ambulance, helicopter, home use

				Requirements for safe application

				Device mobility

				Interoperability with other devices
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Knowledge Units 
im Ecosystem

Knowledge 
Units

Inverkehrbringer

Benannte Stellen

N
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en

Tool Anbieter

M
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Nationale Stellen

Common Specifications

Supplier & Subcontractors

 Release Management
 Configuration Management
 Usage guidance & support
 …

Eu
da

m
ed
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Workshop
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Gruppenarbeit

• Gruppen von 3-5 Personen

• Knowledge Units identifizieren

• Sammlung & Diskussion der Ergebnisse

• Knowledge Unit Beispiel

• Aufbau einer KU

• Dokumente, welche diese KU nutzen

• Besprechung von Nutzen & Herausforderungen
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Welche KUs finden 
wir in der GS&PR?

1 Devices shall achieve the performance intended 
by their manufacturer and shall be designed and 
manufactured in such a way that, during normal 
conditions of use, they are suitable for their 
intended purpose. They shall be safe and effective 
and shall not compromise the clinical condition or 
the safety of patients, or the safety and health of 
users or, where applicable, other persons, 
provided that any risks which may be associated 
with their use constitute acceptable risks when 
weighed against the benefits to the patient and are 
compatible with a high level of protection of health 
and safety, taking into account the generally 
acknowledged state of the art.
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5 In eliminating or reducing risks related to use error, 
the manufacturer shall:
(a) reduce as far as possible the risks related to 
the ergonomic features of the device and the 
environment in which the device is intended to be 
used (design for patient safety), and

(b) give consideration to the technical knowledge, 
experience, education, training and use 
environment, where applicable, and the medical 
and physical conditions of intended users (design 
for lay, professional, disabled or other users).

Welche KUs finden 
wir in der GS&PR?
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Erkenntnisse der ersten Übung

Beobachtungen

• KUs werden von Personen unterschiedlich benannt

• die Anzahl an erkannten KUs ist ebenfalls verschieden

Erkenntnisse:

• Es ist also wichtig eine allgemein gültige Identifikation und Benennung von KU zu erhalten
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Beispiel KU: «User»

Inhalte und betroffene 
Dokumente einer KU
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Erkenntnisse der zweiten Übung

Beobachtungen

• Das Verständnis zum Inhalt einer KU wird unterschiedlich gesehen

• KUs können in vielen verschiedenen Dokumenten benötigt sein

• KUs werden in den Unternehmen von vielen verschieden Gruppen benötigt

Erkenntnisse:

• Es ist also wichtig eine allgemein gültige Definition und Benennung von KU zu erhalten

• Definition und Benennung sollte von offiziellen Behörden oder Benannte Stellen kommen.

• Etliche Verschwendungen können dadurch vermieden werden.



Workshop: Traceability zwischen MDR, Knowledge Units und Dokumenten 06.02.2020 Folie 18Michael Röttcher| ||Public © Zühlke 2020

Nutzen und Herausforderungen …
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