
MDSSC-Template MDR TD EN – Status 2023-04-05 

 
 
 
 
 
 
 
 
 
 
 
 
 

Disclaimer 
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applies to the corporate design as well as any requirements of the manufacturer's quality management.  

All contents of this template are based on the current interpretations of the regulatory requirements.  
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Introduction 

This technical documentation (TD) corresponds to the structure of Annex II and III of Regulation 
(EU) 2017/745. 

The documents required for verification are referenced in the respective section of the TD and 
are located in digital folders associated with the TD. The folders are structured according to the 
structure of the regulation referenced at the beginning and have subfolders for the individual 
sections. The naming of the documents follows the following pattern:   

„Chapter-No._if appl, chapter-section_3-digit sequential no. in folder_document name“ 

(e.g.: 1.1_f_001_MDCG 2021-24) 

In order to also enable third parties to easily assign the verification documents, it is recom-
mended to integrate the respective applicable section of the TD, comparable to the example 
above, in the document designation. However, this is not mandatory.  

All verification documents are part of the TD and must be made available accordingly with it. If 
evidence or documents are stored in another location (e.g. QA reports from ongoing production), 
reference must be made to this and access must be granted as part of the technical documenta-
tion. 

The complete technical documentation (incl. all supporting documents) is subject to a retention 
period of at least 10 years after the last device covered by the EU declaration of conformity has 
been placed on the market or 15 years (for implantable devices) after the last device has been 
placed on the market (acc. to Regulation (EU) 2017/745 Article 10 (8)). 

  

Purchase to view full content of the document 
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Annex II - Regulation (EU) 2017/745 

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/ 
trade name 

UMDNS code GMDN code EMDN code 

xxx 
xxxxx 

Description: … 

xxxxx 

Description: … 

xxxxx 

Description: … 

Also explain brief general description of the product. 

Intended purpose 

Refers to the use for which a product is intended according to the manufacturer's labeling, instruc-
tions for use, or promotional or sales material, or advertising or sales claims, and its statements 
in the clinical evaluation.  

The actual medical purpose, i.e., what disease or injury is to be diagnosed, treated or monitored. 
In other words, it is what is to be achieved by the product. 

Intended users 

The intended user of the medical device is the person who uses the device. He may or may not 
derive any benefit from the product, i.e. user and patient may or may not be the same.  

Are there any requirements for the user's qualifications? Is special training or instruction in the 
use of the product necessary? 

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 num-
ber or other unambiguous reference allowing traceability 

Basic UDI-DI: xxx 

Brief description of the composition of the basic UDI-DI (e.g. company identification, model iden-
tifier/product reference, check character) and information on the issuing authority (GS1, HIBC, 
etc.). 

Assistance can be given e.g. 

 MDCG 2022-7: Q&A on the Unique Device Identification system under Regulation (EU) 
2017/745 and Regulation (EU) 

 MDCG 2021-19: Guidance note integration of the UDI within an organisation’s quality 
management system 

 MDCG 2018-1: Guidance on basic UDI-DI and changes to UDI-DI 
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c) the intended patient population and medical conditions to be diagnosed, treated 
and/or monitored and other considerations such as patient selection criteria, indica-
tions, contra-indications, warnings 

Intended patient population and patient selection 

The patient population is the population in which the medical device is used. They benefit from 
the product. Sometimes it is also the intended user of the product, i.e. it can use the product itself.  

Are there limitations due to medical conditions, age, gender, body weight, ethnicity, known pre-
dispositions, genetic aspects, anatomy, physiology, ...? 

Medical conditions to be diagnosed, treated and/or monitored, or indication 

Indicated by which clinical pictures? What is the reason for using the medical device? 

Contraindication 

Are there criteria or circumstances (e.g. pregnancy, diseases, etc.) that prohibit the use of the 
product? A contraindication can either prohibit a medical measure in all cases (absolute contrain-
dication) or allow it only under strict consideration of the resulting risks (relative contraindication). 
If a contraindication is ignored, this can result in considerable damage to the patient's health. 

Warnings 

Warnings, precautions, safety instructions, residual risks (as per risk assessment), etc. 

Design features, indications or target groups requiring special attention (e.g. presence of medical, 
human or animal components, etc.) 

d) principles of operation of the device and its mode of action, scientifically demon-
strated if necessary 

Brief explanation of the function of the product. How is it applied or operated? What is the princi-
ple of operation? Are there any publications on this subject? 

e) the rationale for the qualification of the product as a device 

Brief explanation of why the product meets the definition of a medical device according to Article 
2 No. 1 of Regulation (EU) 2017/745. What is the medical purpose (see also intended purpose 
under Fehler! Verweisquelle konnte nicht gefunden werden. 0)? 

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

The product xxx is classified as a medical device of class xxx according to Regulation (EU) 2017/745 
Annex VIII Rule xxx. The justification is shown in the following table. 

Rules 

Applicable (A) / 

Not applicable 

(N/A) 

Justification acc. to  

Regulation (EU) 2017/745 

1-4 Non-invasive devices   
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Rules 

Applicable (A) / 

Not applicable 

(N/A) 

Justification acc. to  

Regulation (EU) 2017/745 

5-8 Invasive devices   

9-13 Active devices   

14-22 Special rules   

The justification for the classification should go into detail about which rule exactly is applicable 
and for what reason, as well as an explanation of why the other rules are not applicable. If neces-
sary, the individual rules should be cited.  

Assistance can also be provided, for example, by 

 MDCG 2021-24: Guidance on classification of medical devices 

 MDCG 2019-11: Qualification and classification of software - Regulation (EU) 2017/745 
and Regulation (EU) 2017/746 

g) an explanation of any novel features 

Brief explanation of whether the product has novel properties and if so, what they are. If the 
product does not have any novel features, this should be stated. 

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 

Indication of whether and, if so, which accessories, other medical devices and/or other products 
are to be used in combination with the product under consideration. If applicable, tabular listing 
of corresponding products. 

Article no. Product designation Manufacturer 

   

   

   

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

Article no. UDI-DI Size Designation Name 
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j) a general description of the key functional elements, e.g. its parts/components (includ-
ing 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 draw-
ings), clearly indicating key parts/components, including sufficient explanation to un-
derstand the drawings and diagrams 

Detailed descriptions of the product in words and pictures (e.g. photos, diagrams), including sup-
porting documents. For example, indication of: 

 parts lists / bill of materials 

 photos or pictures / representation of functional parts 

 principles of operation 

 setting options / parameters / software 

 composition / materials / formulations / any processing aids used (incl. safety data sheets, 
technical data sheets) 

 incl. information on packaging 

 ...  

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 

More detailed explanations on the raw materials / materials used (incl. safety data sheets, tech-
nical data sheets). If applicable, reference to section Fehler! Verweisquelle konnte nicht gefunden 
werden. 0. 

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, cata-
logues and similar publications 

For example, tabular presentation of all the most important technical specifications (e.g. sizes, 
dimensions, weight, colors, degrees of hardness, setting parameters, software, protection class, 
shelf life/lifetime, etc.). E.g. technical drawings, catalogs, brochures, etc. as verification docu-
ments. 

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 

Explanation since when the product has been CE marked and whether and, if so, which previous 
generations/versions of the product there are/were. If applicable, tabular illustration incl. short 
presentation of the differences between the genrations/versions. 
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b) an overview of identified similar devices available on the Union or international mar-
kets, where such devices exist 

A selection of similar products from the competition / competitor products, incl. supporting docu-
ments (e.g. instructions for use, brochures, excerpts from websites, etc.) 

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 lan-
guages 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. 

Brief explanation of what information is supplied and how it is made available to the user. Where 
are the labels located (product, product packaging, bulk packaging, transport packaging, etc.)? 
Are instructions for use included with each product? In which languages is the information avail-
able? Include complete set of labels and instructions for use as verification documents. Templates 
can be used if necessary. 

3 Design and manufacturing information 

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

Explanation of the development of the product, e.g. information acc. to the requirements specifi-
cation, from which the design with the respective validation and verification steps can be under-
stood, or information acc. to the design and development file. Verification documents (e.g. re-
quirements specification document, design and development file) must be enclosed.  

For legacy devices: If no documentation of the development is available, an appropriate justifica-
tion should be given. 

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

The data on the production of the products, including any outsourced processes, must be included 
in full in the technical documentation. This should include, among other things, information and 
evidence on the detailed processes of manufacture (incl. details of materials used, mixing ratios / 
recipes, process temperatures and times, production methods, cleaning and packaging steps, 
etc.), validations and verifications, documents from ongoing monitoring and final tests.  

If contents of this have already been explained in other parts of the TD, e.g. basic specifications 
from sections Fehler! Verweisquelle konnte nicht gefunden werden. Fehler! Verweisquelle 
konnte nicht gefunden werden. and Fehler! Verweisquelle konnte nicht gefunden werden., ref-
erence can be made to this. 
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c) identification of all sites, including suppliers and sub-contractors, where design and 
manufacturing activities are performed 

The design and manufacture takes place in the following places: 

Company Address Activity description 

    

    

    

Where does/did the development take place, where do which production processes take place? 
Including details of any outsourced (sub)processes. In the case of outsourced processes, details 
and evidence of agreements (e.g. quality assurance agreement) should be given. 

4 General safety and performance requirements 

The documentation shall contain information for the demonstration of conformity with the gen-
eral 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 verifica-
tion 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 ex-
planation 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 

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 docu-
mentation 

The verification of compliance with the essential safety and performance requirements in accord-
ance with Regulation (EU) 2017/745 is maintained in a checklist. The applicable standards and 
verification documents are referenced in detail in this list. If a requirement is not applicable, a 
corresponding justification is provided. 

Specification and provision of the following verification documents: 

 GSPR list (General safety and performance requirements) according to point Fehler! Ver-
weisquelle konnte nicht gefunden werden. 0, 0, 0, 0 

 List of applicable regulations (laws, directives, regulations, standards, MDCG guidelines, 
etc.) according to point Fehler! Verweisquelle konnte nicht gefunden werden. 0 
For assistance, see e.g. MDCG 2021-5 Guidance on standardisation for medical devices. 
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 Content overview of all verification documents of the technical documentation incl. revi-
sion status/date acc. to pointFehler! Verweisquelle konnte nicht gefunden werden. 0 

5 Benefit-risk analysis and risk management 

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

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

The risk management system within the scope of this technical documentation is based on the 
current version of EN ISO 14971 and the implemented procedure based on it. The risk manage-
ment process describes the requirements for risk management of medical devices with regard to 
safety for patients, users and other persons. The risk management process covers risks associated 
with the intended use as well as foreseeable application errors (including "reasonably foreseeable 
misuse"). 

The risk management process outlines potential hazards, hazardous situations, the resulting harm 
and the causes that could lead to the hazards, as well as relevant aspects of the manufacturing 
process. 

Identified risks have been reduced as far as possible by defining and implementing risk control 
measures. 

Indication and provision of appropriate supporting documents, including the risk management 
procedure, risk management plan, risk analysis, risk management report. It should be clear for 
which products the risk assessment and the identified risks are applicable. 

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 in-
tended 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  

Information and evidence in particular with regard to 

 biocompatibility of the device including the identification of all materials in direct or indi-
rect contact with the patient or user as part of the biological evaluation (acc. to EN ISO 
10993-1, current version) 

 physical, chemical and microbiological characterisation (if applicable) 

 electrical safety and electromagnetic compatibility (if applicable) 
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 software verification and validation (describing the software design and development pro-
cess 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) 
(if applicable) 

 stability, including shelf life 

 usability 

 validation for storage and transport 

 validation for reprocessing (if applicable) 

 other performance and safety 

Where applicable, conformity with the provisions of Directive 2004/10/EC of the European Parlia-
ment and of the Council 1 shall be demonstrated (if in-house testing of chemical substances is per-
formed). 

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. 

All evidence must meet the requirements of current standards and, where possible, standards al-
ready harmonized under Regulation (EU) 2017/745. Otherwise, this must be justified. 

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 

An up-to-date clinical evaluation (plan and report) must be provided, which should meet the re-
quirements of MEDDEV 2.7/1 Revision 4 as well as the above mentioned sections of Regulation 
(EU) 2017/745. Further requirements for clinical evaluation are given e.g. in the following guide-
lines: 

 MDCG 2020-5: Guidance on clinical evaluation – Equivalence 

 MDCG 2020-6: Guidance on sufficient clinical evidence for legacy devices 

 MDCG 2020-1: Guidance on clinical evaluation (MDR) / Performance evaluation (IVDR) of 
medical device software 

 MDCG 2019-3: Clinical evaluation consultation procedure exemptions Interpretation of ar-
ticle 54(2)b 

                                                 

1 Richtlinie 2004/10/EG des Europäischen Parlaments und des Rates vom 11. Februar 2004 zur Angleichung der 
Rechts- und Verwaltungsvorschriften für die Anwendung der Grundsätze der Guten Laborpraxis und zur Kontrolle ihrer 
Anwendung bei Versuchen mit chemischen Stoffen (ABl. L 50 vom 20.2.2004, S. 44). 
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d) the PMCF plan and PMCF evaluation report referred to in Part B of Annex XIV or a justi-
fication why a PMCF is not applicable 

Post Market Clinical Follow-up (PMCF) is part of Post Market Surveillance (PMS). PMCF activities 
fill gaps that cannot be answered during clinical evaluation, such as long-term behavior of the 
medical device, monitoring of possible side effects and contraindications.  

According to Annex XIV Part B of Regulation (EU) 2017/745, the PMCF plan describes all methods 
and procedures for proactively collecting and evaluating clinical data. The evaluation of clinical 
experience data may emerge based on the following sources: Internal Vigilance System, External 
Database Search, and Post Market Clinical Follow-up (PMCF) studies and other PMCF activities. 
The manufacturer analyzes these results in a Post Market Clinical Follow-up (PMCF) Report.  

Non-applicability of the PMCF should be justified in the PMS plan (Regulation (EU) 2017/745 An-
nex III Section 1. b), last indent). 

Further guidance is provided, for example, in the following guidelines: 

 MDCG 2020-7: Guidance on PMCF plan template 

 MDCG 2020-8: Guidance on PMCF evaluation report template 

The TD should include details of PMCF activities as per PMCF plan and evaluation of PMCF data or 
justification for non-applicability. 

6.2 Additional information required in specific cases 

If one or more of the following points apply to the product under consideration, corresponding 
information and evidence must be provided in the TD. In case of non-applicability, a corresponding 
justification shall be provided in the TD. 

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. 

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 Reg-
ulation 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.  

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 dis-
persed 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: 



Logo manufacturer Technical Documentation Revision: x.x 

Product(s) or trade name(s) / product group/family 

 

11 

 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 na-
ture 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 Sec-
tion 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, in-
cluding the validation reports, with respect to packaging, sterilisation and maintenance of 
sterility. The validation report shall address bioburden testing, pyrogen testing and, if appli-
cable, 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 char-
acteristics specified by the manufacturer. 
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Annex III - Regulation (EU) 2017/745 

The TD shall contain the post-market surveillance (PMS) documentation to be prepared by the 
manufacturer in accordance with Articles 83 to 86 of Regulation (EU) 2017/745 and shall include 
in particular the following described components. 

1. The post-market surveillance plan drawn up in accordance with Article 84. 

The manufacturer shall prove in a post-market surveillance plan (PMS plan) that it complies 
with the obligation referred to in Article 83. Requirements on the essential contents of the 
PMS plan are given in Regulation (EU) 2017/745 Annex III Section 1. a) and b). 

2. The periodic safety update report (PSUR; for class IIa, IIb and III devices) according to Article 86 
and the post-market surveillance report according to Article 85 (PMS report; for class I devices). 

Other evidence to be presented in addition to existing PMS records include: PMS and PMCF process 
instruction(s) (SOPs) and forms, as well as other related documents from the quality management 
system, if applicable.  


