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General Aspects
Technical Documentation (TD) Structure and Content (MDR Art. 10(4); MDR Annexes II and III)
I. Introduction
REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (MDR) requires all manufacturers of Medical Devices to draw up and keep up to date Technical Documentation (TD) as described in Annexes II and III of that Regulation.

Depending on the classification and Conformity Assessment procedure chosen, a Notified Body assesses the TD for its compliance with the General Safety and Performance Requirements (GSPR) described in MDR Annex I.

This document summarises the TD aspects and informs about the TD that you are expected to submit to us as Notified Body. It does NOT give guidance on the exact content of your TD or how to fulfil regulatory requirements. Sole responsibility for compliance with all requirements given in Annexes II and III of the Regulation rests with the legal manufacturer.

By following this documented approach to standardise the format and content of your TD, you support our performance of an efficient and timely assessment of your TD. Successful assessment of TD that is organised and submitted to the Notified Body (NB) in a different manner is possible, however, the time needed, and hence the costs associated, might increase.

We hope this document proves a helpful tool for TD submission. Please do not hesitate to contact your personal Conformity Assessment Responsible.
II. Technical Documentation (TD)
The TD and the summary thereof shall be presented in a clear, organised, readily searchable and unambiguous manner and shall include in particular the elements listed in Annexes II and III of the MDR to show that your device is in compliance with the GSPR in Annex I of the MDR. 

The complete TD must be submitted in full. References to files from other products or previous submissions are not accepted for initial MDR certification.

Guidance on “Clinical evaluation assessment report (CEAR) template according to MDCG 2020-13, other relevant MDCG Guidance documents and the TD submitted by the manufacturer” is provided in Appendix 1 to this document.

To allow efficient assessment of your TD, please use this Summary of Technical Documentation to point us to the sections in your TD, where the relevant information can be found. If the information submitted by you fails to demonstrate full compliance, TÜV SÜD Product Service might have to request additional documents during TD assessment.
III. Administrative Notes
Please submit your complete TD via a filesharing system in either German or preferably English. All documents should be in the form of paginated, readable and fully searchable PDFs. The TD should be structured in accordance with Annexes II and III of the MDR. An index shall be available. File names used should be short and meaningful. All documents should be in a released state; however, exceptions are possible e.g. Draft SSCP, Draft DoC.

All documents and records should be controlled and provided with a revision/version number and/or date. Approval by the respective responsible personnel should be traceable, if applicable. If your TD is revised during the assessment/review process, please also update the Summary of Technical Documentation accordingly and resubmit it.

Please ensure consistency throughout your full TD (e.g. ensure that the intended purpose stated in application forms matches Instructions for Use (IFU), risk analysis, Biological Evaluation Report (BER), Clinical Evaluation Report (CER) etc.) Compliance of the device is expected to be stated for every applicable GSPR (MDR Annex I) by summarising the results of the verifications and validations performed. 
Note: The Notified Body is not allowed to interpret your test results, this is the sole responsibility of the Legal Manufacturer of the device named in the TD.
IV. Instructions
When using this document, please activate the paragraph mark  in MS Word to view the hidden text (general aspects and additional information in black and blue font). This text is for information only and will be hidden in the final document.

Please complete each section below by either referencing the location of the relevant information in your files or ticking the “Not Applicable” (n.a.) box. If a section is not applicable, please reference the location in your TD, where justification is given as to why a rationale is not applicable. Please delete any text that is highlighted in yellow and not applicable.

For references, please enter the filename, the document title and the version no./date, in the respective fields. If information is to be found at multiple locations in your TD, please indicate what information can be found where (be precise and specific). The documents referenced in the tables are examples. They might not always be applicable or have different names. Please adjust as necessary. Please change the format of your referenced documents to readable format.

{…}: indicates space for free text responses or point where you either remove or enter your reference or text and tick the relevant boxes.

Note: In case the TD at hand covers more than one configuration/variant, accessories and/or CE marked devices and/or 
Basic UDI-DIs, it must show clearly that every single item covered by the TD is conforming to the GSPRs and that the TD addresses all applicable MDR requirements for all of them. The configurations/variants need to be clearly distinguished and traceable.
{Any additional information necessary can be presented in this section, if needed.}
Note: Some sections refer to Client Checklists for e.g. Biocompatibility, Sterilisation and Packaging. These checklists can be downloaded from the TÜV SÜD website.
Device Description and Specification, Including Variants and Accessories
Device description and specification
Product or trade name (MDR Annex II Section 1.1(a))
Include the product(s) or trade name(s). The product name(s) shall be consistent throughout all documents provided within this Technical Documentation, the marketing brochures and the TÜV SÜD EU Application Appendix A/B/C.
	Product or trade name
	{…}

	Model number
	{…}

	EMDN code
	{European Medical Device Nomenclature}

	MDN/MDA and MDS/MDT scope
	{MDN xxx}
{MDA xxx}
{MDS xxx}
{MDT xxx}
in accordance with COMMISSION IMPLEMENTING REGULATION (EU) 2017/2185

	Basic unique device identification device identifier (UDI-DI)
	{Basic UDI-DI}



{…}

	Reference documents for this section

	{List of CE marked products/EU Application Annex A/B/C}


General device description, intended purpose and intended users (MDR Annex II Section 1.1(a))
Provide a general description of the device, including its intended purpose as defined in MDR Article 2(12) and intended users. Please delete text in brackets/braces if not applicable.

{…}

The device is:
	a non-active {implantable} device 
	☐ Yes
	☐ No

	absorbed by or locally dispersed in the human body
	☒ Yes
	☐ No

	an active {implantable} {therapeutic} device {intended for diagnosis and monitoring}
	☐ Yes
	☐ No

	a product without medical purpose, in accordance with Annex XVI
	☐ Yes
	☐ No

	intended for controlling, monitoring or directly influencing the performance of 
an active implantable device
	☐ Yes
	☐ No

	an invasive device ({body orifice} {surgically invasive})
	☐ Yes
	☐ No

	a reusable device
	☐ Yes
	☐ No



Intended purpose of the device:
The intended purpose of the device shall be consistent throughout all documents provided within this Technical Documentation (IFU, risk management report, clinical evaluation report (CER), design requirements, the marketing brochures and the TÜV SÜD EU Application Appendix A/B/C.).
In case of devices with both a medical and a non-medical intended purpose, please unambiguously identify both intended purposes.

{…}

Intended users of the device:
Identify the intended users of the device (i.e. medical professionals in a specialty, clinical nurses, lay persons, etc.).
In case of devices with both a medical and a non-medical purpose, please unambiguously identify intended users and consumers for both purposes. For products with a non-medical purpose: the users of the device shall be interpreted as referring to healthcare professionals and lay persons.

{…}

	Reference documents for this section

	{IFU, design specification, CER}


Intended patient population (MDR Annex II Section 1.1(c))
The intended patient population and medical conditions to be diagnosed, treated and/or monitored and other considerations such as patient selection criteria, indications, contraindications, warnings. This information shall be consistent throughout all documents provided within this Technical Documentation (IFU, risk management report, CER).
For Annex XVI devices specify the intended group of consumers for which the device is intended. In case of devices with a medical and a non-medical purpose, please unambiguously identify both the patient population and group of consumers for both intended purposes.

{…}

	Reference documents for this section

	{IFU, design specification, CER}


Principles of operation of the device and its mode of action (MDR Annex II Section 1.1(d))
Description of the functionality for all variants that is comprehensible to third parties, possibly in conjunction with other components/accessories with a description of the most important functional elements of the product (e.g. ingredients/components, recipe, composition including software). This information shall be consistent throughout all documents provided within this Technical Documentation.
In case of devices with a medical and a non-medical purpose, please unambiguously identify both principles of operation and mode of actions for both intended purposes. 

{…}

	Reference documents for this section

	{IFU, design specification, CER}


Qualification of the product as a device (MDR Annex II Section1.1(e))
	The product is qualified as a device under the MDR, according to the definition of MDR, 
Articles 1 (4), 2 (1)
	☐ Yes
	☐ No

	If the product is a device with a non-medical purpose: The device is included in the MDR, in Annex XVI and in the scope of the CS Annexes
	☐ Yes
	☐ No



The rationale for the qualification of the product as a medical device or device:

{…}

	Reference documents for this section

	{IFU, design specification, CER}


Risk class of the device (MDR Annex II Section 1.1(f); Annex VIII)
Indicate the device classification and rationale as per MDR Annex VIII. The rationale should address each point of the selected classification rule including their sub-sections/indents and shall be robust. If multiple classification rules apply, all shall be identified and the strictest rules resulting in the higher classification shall apply.
If the device is a well-established technology as set forth in MDR Art. 52, a rationale for the definition as such shall be included.
Also include devices without medical purpose covered by the Basic UDI-DI of this Technical Documentation.

{…}

The medical device under assessment is a medical device according to Annex VIII of Regulation 2017/745 of the European Parliament and of the Council on medical devices:
	Risk class of the device
	Class I
	Class I*
	Class IIa
	Class IIb
	Class IIb exempted implant
	Class II implant
	Class III

	
	☐
	☐
	☐
	☐
	☐
	☐
	☐

	Rule:
	{…}
	{…}
	{…}
	{…}
	{…}
	{…}
	{…}

	:
	{…}
	{…}
	{…}
	{…}
	{…}
	{…}
	{…}

	Group of products acc. to MDR, Annex XVI and CS
	{Annex XVI group or n/a}




	Reference documents for this section

	{Any documentation necessary, please delete table if no additional reference is required}


Novel features/Changes to predecessor device (MDR Annex II Section 1.1(g))
[bookmark: _Hlk522703421]{In case there are no novel features, state this information here and delete the table below}
Provide explanations of all novel (design) features compared to the predecessor device and an overview of the relevant verification reports applicable to these features. Explain why the novel features were implemented. All novel features and changes need to be verified in a specific way, the test report(s) need(s) to provide evidence of the successful and safe implementation of the specific novel features. This also applies changes.
Please identify each novel feature with an item number in the table below and reference the number in the test results in Section 5 ff of this record (where applicable).

{…}

	Item
	Description of Novel Feature/Change
	Verification Report Number

	1
	{novel feature}
	{verification report 1}
{verification report 2}

	2
	{…}
	{…}
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	Further reference documents for this section

	{further applicable verification/validation reports}


Accessories and device combinations (MDR Annex II Sections 1.1(h) and 1.1(i))
A list and description of all accessories, other medical devices and other products (generic, batteries, covers, bags, etc.) that are not medical devices and are intended to be used in combination with the device.
Also include information about any accessories which are not packed with the device or which can be included in the device or which are sold separately from the device but are necessary for its use, e.g. include its Basic UDI-DI.
Note: Accessories to a medical device as defined in MDR Art. 2(2) which are provided separately are also to be classified in their own right separately from the device with which they are used (Annex VIII Chapter II 3.2). Due to the nature of their intended use, accessories may have their own Basic UDI-DI, labelling, and may even have individual instructions for use, packaging and certification. If these accessories are already certified, reference the valid certificate.
Note: The device’s compatibility with the accessories and other combined devices shall be shown in the following Technical Documentation.

{…}

	The device shall be used with accessories
	☐ Yes
	☐ No
	

	All necessary accessories are provided with the device
	☐ Yes
	☐ No
	☐ n/a

	Accessories provided with the device are also marketed separately und used in combination with this device
	☐ Yes
	☐ No
	☐ n/a

	The device shall be combined with other (medical) devices
	☐ Yes
	☐ No
	


[bookmark: _Hlk522013170]
{…}

	Reference documents for this section

	{IFU}

	{Design specification}

	{List of available accessories, combined devices}

	{Valid certificate references for accessories, combined devices}


Configurations and variants of the device (MDR Annex II Section 1.1(i))
Provide a complete list of the various configurations/variants of the device that are intended to be made available on the market.

{…}

	Reference documents for this section

	{List of CE-marked products, list of all configurations/variants (e.g. accessories)}


General description of the key functional elements (MDR Annex II Section 1.1(j))
Description of the key functional elements of the device, 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.

{…}

	Reference documents for this section

	{IFU, eIFU, design specification}


Materials incorporated into key functional elements (MDR Annex II Section 1.1(k))
A description of the (raw) materials incorporated into key functional elements and those making either direct or indirect contact with the human body, e.g. in case of extracorporeal circulation of body fluids, packaging materials.
Explanation if the device incorporates or uses special substances, e.g. medicinal substances, material of animal or human origin, blood-derived material.

{…}

	Reference documents for this section

	{IFU, design specification, BER, material safety data sheets, Bill of Materials (BoM), certificates of analysis of suppliers, …}


Technical specifications (MDR Annex II Section 1.1(l))
Technical specifications (features, dimensions and performance attributes) of the medical device and any variants/configurations and accessories that would typically appear in the product specification made available to the user, e.g. in brochures, catalogues or IFU.
Include a brief description here, more detailed information is required in Section 6:
Storage conditions and shelf life if applicable
Preventive inspection and maintenance to be performed including the frequency of such maintenance measures for non-implantable parts
Information on cleaning, disinfection – how the device was designed to allow cleaning and disinfection, in the case of a device intended to be cleaned, disinfected or re-sterilised
Information on microbiological state
Information on packaging
Information on sterilisation method
Information on reusable device, if applicable
MRI safety and specific information on MRI safety level of the device (unsafe, conditional, safe, untested) if applicable

{…}

	Reference documents for this section

	{Technical specifications}


Reference to previous and similar generations of the device (MDR Annex II Section 1.2)
Overview of the previous generation(s) of the device, if such devices exist, or an overview of identified similar devices, if available on the EU or international markets.
In this context, ”similar” means that the devices have characteristics in common such as materials, design, function, intended use (refer also to MEDDEV 2.7.1 rev 4, Appendix A.1).

{…}

	Reference documents for this section

	{Overview of generations and similar devices}

	{CER, PSUR (periodic safety update report), PMCF (post-market clinical follow-up)}

	{Market analysis}


Information to be supplied by the manufacturer (MDR rticles 7, 10, 13, 16, 17, 18, 20, 27; MDR Annex II Section 2; Annex VI Part C; GSPR 23)
Labels
All label(s) on the device and on its packaging (single unit packaging, sales packaging, transport packaging in case of specific management conditions) showing conformance to MDR Annex I and, if applicable, common specifications and standards, in the languages accepted in the Member States where the device is envisaged to be sold; here no verification results shall be added, an overview of countries/languages with reference to the Technical Documentation (TD) could also be an option.
A list of EU countries where the device will be marketed and evidence of adherence to the national requirements of the languages used shall be part of this section. If the labels necessary for the countries, where the device will be marketed, have not yet been finally defined, a Master Template in either English or German may be acceptable for initial certification. In that case, please add information about the implemented procedures on translation of labels/IFU which are part of the QMS.

{…}

Labels placed on the device:
{Include label ID in the table or provide justification here if not applicable}
	Reference documents for this section

	{Labels placed on the device}

	{List of EU countries, where the device is (or will be) marketed}



Labels on the sterile packaging:
{Include label ID in the table or provide justification here if not applicable}
	Reference documents for this section

	{Labels on the sterile packaging}

	



Labels on the sales packaging:
{Include label ID in the table or provide justification here if not applicable}
	Reference documents for this section

	{Labels on the sales packaging}

	



Labels on single-unit packaging (only for multi-unit packages):
{Include label ID in the table or provide justification here if not applicable}
	Reference documents for this section

	{Labels on the sales packaging}

	


Instructions for use (IFU)/accompanying documentation
The IFU in the languages accepted in the Member States where the device is envisaged to be sold. The language requirements are already stated in Section 2.1.
The information in the IFU must be in conformity with MDR Annex I and, if applicable, common specifications and standards. The IFU must be aligned with all other information provided within the Technical Documentation (risk management report, CER…), especially with respect to intended purpose, indications, contra-indications, side effects and warnings.
For eIFUs, please ensure and document compliance with Implementing Regulation EU 2021/2226 (MDR, Annex I, Section 23.1.(f)).

Instructions for Use:
Include documented evidence in the table
Include also manuals of separately available accessories in the table
	Reference documents for this section

	{IFU, eIFU, separate manuals, …}



Additional accompanying documents:
Include manual ID or justification in the table if not applicable
Include accompanying documents of separately available accessories in the table
	Reference documents for this section

	{Other relevant accompanying documents, marketing material mentioning that the device fulfils the requirements of CE marking or mentioning claims of the device}

	{URL of the website where the IFU is made available}

	{eIFU leaflet}


Patient information (and implant card)
	The device is an implantable device
	☐ Yes
	☐ No
	


If you tick “no” above, please delete the table below.
If applicable, the implant card and other information defined in the MDR Article 18 (patient information) shall be provided here; see also MDCG guidance documents MDCG 2021-11, MDCG 2019-8 v2 or newer. For the language requirements, see Section 2.1 above.

	Reference documents for this section

	{Patient information}

	{Implant card}


Design and Manufacturing Information (MDR Art. 10.1)
Design stages applied (MDR Annex II Section 3(a))
Information to facilitate understanding of the design stages applied to the device, also for legacy devices.
This information may cover the specific design stages applied and the techniques that are used to control, monitor and verify the design of the device during these stages.
A summary of the design process with reference to the implemented documented procedure(s) applied and its/their version number(s)/date(s) shall be included.

{…}

	Reference documents for this section

	{Design information}

	{Explanation of which tests are relevant to the current device}

	{History of design changes for already marketed devices}


Manufacturing process and process validation (MDR Annex II Section 3(b))
The following data shall be included in full in the TD and summarised and referenced in this section.
Complete information and specifications, including the manufacturing processes and their validation, their adjuvants (e.g. process aids, agents), the continuous monitoring and the final product testing.
The documentation shall contain the results and critical analyses of all verifications and validation tests and/or studies undertaken to demonstrate that the device is in conformity with the requirements of this Regulation and the applicable GSPRs. Please include acceptance criteria and results of incoming inspections for critical raw materials/subassemblies or components; acceptance criteria and results for sample batches for the critical processes; acceptance criteria and results for the finished device.
Manufacturing includes production, assembly, packaging, sterile packaging, sterilisation, final packaging (as applicable).
Flow chart including operational step, timing of in-process controls (monitoring) and final controls, reference of manufacturing procedures (ID numbers). A summary of manufacturing processes facilitating an understanding of the critical process steps, utilities and process chemicals required for the manufacturing of the device. The flow chart shall indicate, where the relevant steps are performed (suppliers, sub-contractors).
An overview of validations facilitating understanding of the validation approach and of the manufacturing processes and test methods requiring validation.
A summary list with references to manufacturing process validations and test method validations (Document ID no.). Please consider all critical processes that are validated and verified. Please include main test records translated into English or German.
Validation documentation (validation protocols/validation reports). Both production process validation and test method validation.
Verification documentation to provide evidence of continuous efficacy on a periodic basis (if applicable).

{…}

	Reference documents for this section

	{Manufacturing information, manufacturing flow chart, …}

	{Summary list with references to manufacturing process validations and test method validations, related validation/verification documentation (validation/verification protocols/validation/verification reports)}

	{Description of subcontracted processes, certificates of critical suppliers}

	{Master validation plan}

	{Manufacturing environmental conditions}


Design and manufacturing sites (MDR Annex II Section 3(c))
Identification of all sites, including suppliers and sub-contractors, where design and manufacturing activities are performed.

Design facility/-ies:
{Name and address}

Manufacturing facility/-ies:
{Name and address}

Suppliers:
{Name and address}
In case of sub-contracted (outsourced) processes:
For non-critical component suppliers (e.g. bulk) identification of supplier only (see also Annex II 3(c)).
For critical component suppliers (e.g. outsourced manufacturing of sterile devices/implants) overview of manufacturing processes and corresponding control measures (e.g. references to verification and validation activities; a copy of the certificate shall be included).

{…}

	Reference documents for this section

	{Additional information if applicable}

	{Valid supplier certificates as mentioned in TÜV SÜD EU Application Appendix A/B/C }

	{Information on critical suppliers and subcontractors of affected materials, parts or services}

	{Information on supplier control}


General safety and performance requirements
Applicable General Safety and Performance Requirements (MDR Annex II Section 4(a))
Compliance with the General Safety and Performance Requirements (GSPRs) is demonstrated by the following records:
Include evidence of GSPR compliance in the table below, e.g. a GSPR Checklist.
Include multiple lists if multiple products are to be certified in the table below. In case of individually marketed accessories, separate evidence shall be provided.
Provide justification if GSPRs are not applicable.
Devices with both a medical and a non-medical purpose shall cumulatively fulfil the requirements applicable to devices with an intended medical purpose and those applicable to devices with a non- medical purpose (MDR Chapter I Article 1 (3)).

	Reference documents for this section

	{GSPR Checklist}


Method or methods used to demonstrate conformity (MDR Annex II Section 4(b))
Include information which methods have been used for verification or validation (e.g. “state of the art standards have been used to demonstrate conformity with the corresponding safety and performance requirements”).

{…}

	Reference documents for this section

	{Additional information on methods used to demonstrate conformity, if applicable}


Harmonised standards, common specifications, or other solutions applied (MDR Articles 8, 9; MDR Annex II Section 4(c))
Include information about the harmonised standards, common specifications (CS), European Pharmacopoeia, non-harmonised standards, common technology standards, SOPs for non-standardised methods etc. which have been applied. If newer versions of harmonised standards, CS, European Pharmacopoeia, non-harmonised standards, common technology standards than those applied exist, a gap analysis to address the differences and justification of compliance with the GSPR should be included.
For the devices listed in Annex XVI the state of the art and in particular the existing harmonised standards or common specifications for analogous medical devices, based on similar technology, shall be taken into consideration (MDR Chapter I Article 1 (2)).

	Reference documents for this section

	{GSPR Checklist, List of Harmonised Standards, Common Specifications, European Pharmacopoeia, standards, etc.}

	{Gap analysis}


Controlled documents offering evidence of conformity (MDR Annex II Section 4(d))
Is the precise identity of controlled documents offering evidence of conformity with each harmonised standard, CS or other method applied to demonstrate conformity with the GSPR known? The information referred to hereunder shall incorporate a cross-reference to the location of such evidence within the full Technical Documentation and, if applicable, in the Summary of Technical Documentation.
Including version number/issue date of the referenced and documented objective evidence.
If harmonised standards/CS, European Pharmacopoeia, non-harmonised standards or common technology standards are not applied or not applied in full, a gap analysis and rationale should be provided covering the ability to comply with the related GSPRs.

	Reference documents for this section

	{GSPR Checklist referencing controlled documents offering evidence of conformity}

	{Gap analysis, rationale, justification for waiving additional testing}


Declaration of conformity (MDR Art. 19; Annex IV)
	Reference documents for this section

	{(Draft) Declaration of conformity}


Benefit-Risk Analysis and Risk Management (MDR ARTICLE 10.2; MDR ANNEX II SECTION 5)
Reference the risk management documents provided within this Technical Documentation. Please indicate the related content (overall benefit-risk analysis, solutions adopted, risk management in general, use errors).
Please verify consistency between the risk management process and the analysis of your pre-clinical and clinical evaluation: e.g. risk control measures adopted for the design and construction are considered in pre-clinical testing, the appraisal of risk management results and analysis of pre-clinical data are considered in the clinical evaluation.
For products without an intended medical purpose (Annex XVI): The devices listed in Annex XVI comply with the relevant CS regarding risk analysis.

	Risk Management Document
	Related to 

	{Risk management procedure including the definition of risk scores and severity levels}
	{Risk Management in general}

	{Risk management plan}
	{The device}

	{Risk acceptance criteria}
	{The device}

	{Risk assessment covering the whole life cycle of the device}
	{The device}

	{Risk Management Report
	{The device}

	{Reference to documents including the overall benefit-risk analysis}
	{Overall benefit-risk analysis}

	{Usability report}
	{Use errors related to the device}

	{Reference to documents that cover the adopted solutions}
	{Solutions adopted}


Product Verification and Validation (MDR ANNEX II SECTION 6)
Pre-clinical and clinical data (MDR Annex II Section 6.1)
Animal tests (MDR Annex II Section 6.1(a))
	Animal tests were conducted
	☐ Yes
	☐ No
	


If you ticked yes, please provide some information in the table below, or make a reference to the CER.

	Reference documents for this section

	{Summary report and evaluation as well as test protocols/reports, BER, CER etc.}

	{Qualification of the test laboratories}

	See also Appendix 1 to this document


Simulated use test (MDR Annex II Section 6.1(a))
	Simulated use tests were conducted
	☐ Yes
	☐ No
	


If “no” is selected above, please provide a short rationale and delete the following table in this section.

Provide detailed information on any simulated use test and any challenges to the resulting key assumptions on which acceptance/verification were based.

	Reference documents for this section

	{Summary and simulated use test protocols/reports}

	See also Appendix 1 to this document 


Biocompatibility of the device (MDR Annex II Section 6.1(b))
	Device requires biocompatibility assessment
	☐ Yes
	☐ No
	


If “no” is selected above, please provide a short rationale and delete the following table in this section.
Classification of the device in accordance with EN ISO 10993-1. In case tests to be considered have been waived, please provide justification.
Inclusion of the TÜV SÜD Client Checklist Biocompatibility (MED_T_09.78) in the TD and reference to it in this section are recommended.
Classification according to EN ISO 10993-1 Table A1, nature of body contact
	Surface device
	☐ Skin
☐ Mucosal membranes
☐ Breached or compromised surface

	External communicating device
	☐ Blood path, indirect
☐ Tissue/bone/dentin
☐ Circulating blood

	Implantable device
	☐ Tissue/bone
☐ Blood

	Contact duration
	☐ A – limited (≤ 24 h)
☐ B – prolonged (> 24 h to 30 days)
☐ C – permanent (> 30 days)



	Reference documents for this section

	{BER, Biocompatibility test protocols and reports}

	{Overall biological safety assessment}

	{Evidence of qualification of experts involved in biological safety assessment/report}

	{e.g. Biocompatibility Checklist from TÜV SÜD Product Service GmbH}

	{Qualification of test laboratories}


Physical, chemical and microbiological characterisation (MDR Annex II Section 6.1(b))
Include all material characterisation test protocols and reports.
For GSPR 10.4.1 and GSPR 10.4.5, please see Section 7.5 of this document.
Inclusion of the TÜV SÜD Client Checklist Biocompatibility (MED_T_09.78) in the Technical Documentation and reference to it in this section are recommended.

	Reference documents for this section

	{Material characterisation test protocols and reports}

	{Summary and test protocols/reports regarding the ability to comply with the related GSPRs}

	{Qualification of test laboratories}


Electrical safety (MDR Annex II Section 6.1(b))
	The device is an active medical device
	☐ Yes
	☐ No
	


If “no” is selected above, please provide a short rationale and delete the following table in this section.

	Reference documents for this section

	{Summary and electrical safety test protocols and reports (IEC 60601-1 series)}


Electromagnetic compatibility/ionising and non-ionising radiation (MDR Annex II Section 6.1(b))
Where devices are designed to emit hazardous levels of radiation necessary for a specific medical purpose the benefit of which is considered to outweigh the inherent risks, these risks must be included in the Risk Analysis and Clinical Evaluation. The design of the emissions control by the user shall be evaluated regarding functional safety. The design of such devices shall ensure reproducibility and tolerance of relevant variable parameters.

	The device emits ionising radiation
	☐ Yes
	☐ No
	

	The device requires EMC testing
	☐ Yes
	☐ No
	


If “no” is selected above in both cases, please provide a short rationale and delete the following table in this section.

Provide information regarding protection from ionising radiation released or emitted by the device, if applicable.
	Reference documents for this section

	{Summary and EMC test protocols/reports}


MRI safety testing of the device/device system (MDR Annex II Section 6.1(b))
	Device is MRI tested
	☐ Yes
	☐ No
	…


If “no” is selected above, please delete the following table in this section.
Exemplary table of device combinations, please provide an overview of the system components in tabular or other form, or simply state which devices are “MR Conditional”. If no system is applicable, make a statement that there is no system.

	Reference documents for this section

	{Summary and MRI safety test protocols/reports}

	{Table of device combinations, description of MRI system}

	{MRI labelling including MRI manuals}


Functional safety, software (MDR Annex II Section 6.1(b))
	The device is an active medical device
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

Inclusion of the TÜV SÜD Checklist for the Assessment of Functional Safety for Active Implantable Medical Devices in the Technical Documentation and reference to it in this section are recommended. (MED_F_09_124).
Consider Annex XVI devices, if applicable.

	Reference documents for this section

	[bookmark: _Hlk69311054]{Requirement specification documents; system/software architecture specification documentation}

	{Summary list of functional safety methods/measures, with unique identifier traceable to risk management}
Note: This list may look like this:
[M-200-782-001] CRC ON DATA AND COMMANDS AT TRANSMISSION 
[M-200-782-002] CRC ON DATA AT REST
etc.

	{Development life cycle documentation (plan; traceability analysis/matrix)}

	{Description of functional safety concept}
Note: Specific information for non-implantable medical devices that are micro-processor-controlled and safety relevant:
· Defined Fault Tolerance Time “FTT” and Multiple Fault Occurrence Time “MFOT”
· Safety methods/measures at system level, e.g., 
one control system + two independent protective systems “CPP”; 
one control system + one independent protective system “CP”; 
one control system + one independent watchdog with its own safety activation path
· component level (self-tests, including test method and frequency)

	{Test documentation (summary reports for unit/integration/system testing; system verification test reports; validation test reports; standards compliance assessment reports)}

	{Checklist for the Assessment of Functional Safety for Active Implantable Medical Devices from TÜV SÜD Product Service GmbH}


Cyber Security (MDR Annex II Section 6.1(b))
	The device is an active medical device
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{List of cyber security documents for TD}

	{A system diagram showing the following: 
all medical & non-medical devices 
incl. their interfaces (Bluetooth, Wi-Fi, Ethernet, …) 
incl. the protocols utilised (HL7, DICOM, HTTPS, MQTTS, custom…) on those interfaces
incl. the type of data being transferred (personal health information (PHI), therapeutic commands, updates, remote interface, …) on those interfaces 
all human machine interfaces (screens, keyboards, ...) within the system}

	{The security risk assessment (incl. plan, analysis, and report) utilising a systematic threat modelling technique (STRIDE, …).}
Note: it is recommended to submit the security risk assessment per device and not per system.

	{A list of security counter measures implemented within the device under assessment}

	{Security verification and validation testing having an appropriate penetration test report}

	{Cyber security bill of materials and/or list of SOUP (software of unknown provenance) components}

	[bookmark: _Hlk78808603]{Instructions for Use (IFU)}



Software verification and validation (MDR Annex II Section 6.1(b))
	The device is an active medical device
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

Description of 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 verifications, validations and tests performed both in-house and in a simulated or actual user environment prior to final release. It shall also address all the different hardware configurations and, where applicable, operating systems identified in the information supplied.
Inclusion of the TÜV SÜD Checklist for the Assessment of Functional Safety for Active Implantable Medical Devices (MED_F_09.124) in the Technical Documentation and reference to it in this section are recommended.

	Reference documents for this section

	{Summary and software validation protocols/reports}

	{Summary of software life cycle, design in accordance with EN 62304}

	{Checklist for the Assessment of Functional Safety for Active Implantable Medical Devices from TÜV SÜD Product Service GmbH}


Packaging (MDR Annex II Section 6.1(b))
{Enter here a description of the packaging}
Note: Pictures are also helpful for understanding the packaging configuration.
Inclusion of the TÜV SÜD Client Checklist Sterile Packaging (MED_T_09.69) in the Technical Documentation and reference to it in this section are recommended.

The storage conditions applicable to the device are:
{Include information about storage conditions here}
	Reference documents for this section

	{Summary and packaging validation protocols/reports including shelf life of the packaging}

	{Summary and transport validation protocols/reports}

	{Client Checklist Sterile Packaging}

	{Qualification of test laboratories (certificates)}

	{Process and equipment characterisation}:

	{Validation of sealing equipment and sterile barrier system}


Stability and shelf life of the device (MDR Annex II Section 6.1(b))
If applicable; otherwise provide a short rationale and delete the following table.
Shelf life to be evaluated for the device and, if applicable, the sterile packaging system.
Qualification demonstrating that device characteristics and performance during the intended use of the device will not be adversely affected by transport and storage, taking into account the instructions and information provided by the manufacturer.
Stability and lifetime of implants in the human body also have to be considered in the assessment process of clinical evaluation.

	Reference documents for this section

	{Summary as well as accelerated and real-time ageing test protocols/reports of the device}

	{Qualification of test laboratories (certificates)}


Performance and safety (MDR Annex II Section 6.1(b))
The documentation shall contain the results of all the verification and validation tests and/or studies undertaken and their critical analysis to demonstrate conformity of the device with the requirements of this Regulation and in particular the applicable GSPRs. 

Note: Compliance with the state of the art shall also be provided for legacy devices. If former test results are to be considered, please include the rationale concerning the state-of-the-art of the test.
The TD shall contain detailed information regarding test design, complete test or study protocols, methods of data analysis, in addition to data summaries and test conclusions on performance and safety in particular.

The test results of the following key laboratory studies, verification and validation studies are presented:
Examples:
· {Safety and performance}
· {Device lifetime}
· {Clinical functions}
· {Connectivity}
· {Information provided to the user}

For products without an intended medical purpose (Annex XVI):
Substantiate in the TD that the devices achieve the intended performance as described in the information supplied with the devices.
Performance statements shall be formulated in terms that are consistent with consumer expectations. In order to substantiate that this is the case, the expectations of intended consumers shall be investigated.

The following tests were performed by external laboratories:
	Test
	Name of laboratory
	Certificate of the laboratory

	{EMC Test EN 60601-1-2}
	{Laboratory name}
	{Link to certificate of the laboratory}

	{Test 2}
	{Laboratory 2}
	{Link to certificate of the laboratory}


[bookmark: _Toc256000364][bookmark: _Toc521950677][bookmark: _Toc522009030][bookmark: _Toc256000077][bookmark: _Toc522705677][bookmark: _Toc522706179]
	Further reference documents for this section

	{Summary and verification protocols/reports for safety and performance requirements}

	{Summary and validation protocols/reports for safety and performance requirements}

	{Certificates of external laboratories}


Constructional and mechanical safety (MDR Annex II Sections 4; 6)
{If applicable; otherwise provide a short rationale here and delete the following table.}
	Reference documents for this section

	{Summary and constructional and mechanical validation protocols/reports}

	{Summary and constructional and mechanical test protocols/reports including (if applicable) justification for waiving tests}

	{Certificates of external laboratories}


Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report (MDR Articles 10 (3), 
61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV)
Please include all relevant clinical documents in this section. If demonstration of conformity with GSPRs based on clinical data is not deemed appropriate, adequate justification for any such exception shall be given (Art. 61 (10)). Also, a CER is always required in case of Art. 61 (10). The CER includes all variants and accessories of the Basic UDI-DI and discusses all claims stated in the intended purpose of the device. Intended purpose, claims, contraindications and/or warnings shall be consistent with risk management, labelling, IFU and marketing brochures.
See Annex III of the MDR for more details on post-market surveillance plan, implementation and other relevant information. MDR Chapter VI provides additional input.
For products without an intended medical purpose (Annex XVI):
CS requirements have to be considered
The requirement to demonstrate a clinical benefit shall be understood as a requirement to demonstrate the performance of the device (MDR Art. 61 (9))
Clinical investigations shall be performed for those products unless reliance on existing clinical data from an analogous medical device is duly justified (MDR Art. 61 (9))

Use of guidance document: “CEAR Template according to MDCG 2020-13, other relevant MDCG guidance documents and the TD submitted by the manufacturer”, provided by TÜV SÜD as Appendix 1 to this document, and reference to it in this section are recommended.

	Reference documents for this section

	{Clinical development plan, clinical evaluation plan (CEP)}

	{CER}

	{PMCF plan}

	{PMCF evaluation report}

	{Copies of clinical literature}

	{Evidence of qualification of experts involved in CER}

	{Clinical investigation plan (CIP) and reports}

	{Marketing/promotional brochures}


[bookmark: _Hlk522029885]
Clinical evaluation consultation (MDR Article 54)
Applicable only to class III implantable devices and class IIb active devices intended to administer and/or remove a medicinal product (Rule 12), which might require clinical evaluation consultation.
If the device falls under one of the above categories and does not require clinical evaluation consultation please justify why it does not require this consultation. For exceptions see MDR Art.54 (2) and current revision of MDCG 2019-3.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.

	The device under assessment requires observance of the procedure for clinical evaluation consultation in accordance with MDR Art. 54 
	☐ Yes
	☐ No
	


Additional information required in specific cases (MDR Annex II Section 6.2)
Substances considered to be medicinal products (MDR Articles 1(6) lit. b, (8); GSPR 12.1)
Where a device incorporates, as an integral part, a substance which, if used separately, may be a medicinal product within the meaning of point 2 of Article 1 of Directive 2001/83/EC, as referred to in the first subparagraph of Article 1(8), a statement indicating this fact shall be included in the TD. In this case, the TD shall identify the source of that substance and present the data of the tests conducted to assess its safety, quality and usefulness, taking account of the intended purpose of the device.
The Medicinal Dossier in compliance with MEDDEV 2.1/3 and following CTD headings (Notice to Applicants, Volume 2B) should be a standalone dossier to the Technical Documentation as is sent to a National Competent Authority for further assessment.
Attention should be given to published guidance from National Competent Authorities on the documentation requirements for consultation.
MDCG 2020-12: for devices which have undergone consultation under the MDD or AIMDD, in addition to the full Medicinal Dossier, a consolidated list of changes, if any, regarding the following aspects:
the ancillary substance
its manufacturing process
the manner in which the substance is incorporated into the device
any design and/or manufacturing characteristics of the device which could influence the quality, safety or usefulness of the ancillary substance, and/or
the parts of the TD related to the above aspects
If there have been no changes to some or any of the above, a statement indicating the elements that have remained identical.
Administrative changes to the above (e.g. changes in names or addresses, changes in document layout, etc.), if any, should be clearly detailed.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.

	The device incorporates a medicinal product
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Statement on the purpose of incorporation of the ancillary medicinal substances in the medical device}

	{Medicinal Dossier}

	{Summary and test protocols/reports on safety, quality and usefulness of the substance considering the intended purpose of the device}

	{Consolidated list of changes}

	{Drug Master File}



Substances derived from human blood or human plasma (MDR Articles 1 (6) lit. d and g, (8), (10); GSPR 12.1, 13.1) 
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, derived from human blood or human plasma, as referred to in the first subparagraph of Article 1(8), a statement indicating this fact shall be included in the TD. In this case, the TD shall identify the source of that substance and present the data of the tests conducted to assess its safety, quality and usefulness, taking account of the intended purpose of the device.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.

	The device incorporates medicinal substances derived from human blood or plasma derivatives
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Statement on the use of substances derived from human blood or human plasma}

	{Description of the source of the substance}

	{Summary and test protocols/reports on safety, quality and usefulness of the substance, taking account of the intended purpose of the device}


Tissues or cells of human origin (MDR Articles 1 (6) lit. d and g, (8), (10); GSPR 12.1, 13.1)
Where a device is manufactured utilising tissues or cells of human 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 shall be included in the TD. In such a case, the TD shall identify all materials of human origin used and provide detailed information concerning the conformity with Section 13.1. of Annex I.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.

	The device utilises tissues of human origin
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Statement on the use of substances derived from tissues or cells of human origin}

	{Identification of all materials of human origin}

	{Summary and test protocols/reports on the safety, quality and usefulness of the tissues and cells, taking account of the intended purpose of the device}

	{Description of the source of the starting material}

	{Risk assessment concerning the tissues or cells of human origin}

	{IFU and labelling}


Tissues or cells of animal origin (MDR Articles 1 (6) lit. f; GSPR 12.1, 13.2)
Where a device is manufactured utilising tissues or cells of animal origin, or their derivatives, and is covered by this Regulation in accordance with point (f) of Article 1(6), the TD shall identify all materials of animal origin used and provide detailed information concerning the conformity with Section 13.2 of Annex I.
According to MDCG 2020-12, the following applies to devices which have undergone consultation under the MDD or AIMDD: If there have been no changes in the documentation required from the manufacturer as per Regulation (EU) 722/2012 since the last consultation process, the summary evaluation report (SER) may be accompanied by a declaration by the Notified Body, confirming that the elements have remained identical.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.

	The device utilises tissues of animal origin
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Statement for using substances derived from tissues or cells of animal origin}

	{Summary and test and/or validation protocols/reports in accordance with the EN 22442 series and Commission Regulation (EU) 722/2012 i.a. for the tissues and cells considering the intended purpose of the device}

	{Identification of all materials of animal origin}

	{European Directorate for the Quality of Medicines (EDQM) certificate}

	{Risk assessment concerning the tissues or cells of animal origin}

	{IFU and labelling}

	{Test and control measures covering all process stages}


Materials of biological origin (MDR Article 1(6) lit. h; GSPR 13.3)
For medical devices and the devices listed in Annex XVI manufactured utilising tissues of biological origin other than animal or human origin, the device and materials shall be evaluated for:
processing, preservation, testing and handling of the substances
safety of patients, users and where applicable, other persons
safety within the waste disposal chain
safety with regard to viruses and other transmissible agents
appropriate methods of sourcing 
validated methods of elimination or inactivation in the course of the manufacturing process
	The device incorporates materials of biological origin
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Statement on the use of substances of biological origin}

	{Identification of all materials of animal origin}

	{Risk assessment concerning the material of biological origin}

	{IFU and labelling}

	{Summary and test and/or validation protocols/reports of the material considering the intended purpose of the device}


Nanoparticle technology (MDR Annex II Section 1 (1) lit. k)
	The device incorporates nanoparticle technology
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Classification according to Rule 19 with details on internal exposure including supporting evidence of test methods, literature research strategy, supporting literature/documents

	{Specifications of the nanomaterials also taking into account the definitions of MDR Art. 2 (18) to (21)}

	{Physical characterisation of the size of the nanomaterials performed using at least two methods, one being electron microscopy including test plans}

	{Physical and chemical characterisation of the nanomaterials}

	{Risk assessment, including the specific risks of nanomaterials}

	{Biocompatibility assessment, taking into account ISO/TR 10993-22 and assessment of the impact of nanomaterials on the test methods}


Substances or combinations of substances that are absorbed by or locally dispersed in the human body 
(MDR Annex II Section 6.2(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 shall be provided, 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 their metabolic products, in the human body and/or with other devices, medicinal products or other substances, taking into account 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, justification shall be provided.
More detailed information on all consultation procedures and their specific features can be found on the TÜV SÜD website.
	GSPR 12: The device is absorbable by or intended to be locally dispersed in the human body
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Summary and test protocols/results concerning the ADME (absorption, distribution, metabolism, excretion) data for these substances}

	{Summary and test protocols/results concerning systemic or local application}


CMR or endocrine-disrupting substances (MDR Annex II Section 6.2(d))
In the case of devices containing CMR or endocrine-disrupting substances referred to in Section 10.4.1 of Annex I and the justification referred to in Section 10.4.2 of that Annex.
Inclusion of the Client Checklist Biocompatibility (MED_T_09.78) provided by TÜV SÜD into the Technical Documentation and reference to it in this section are recommended.

	The device contains CMR or endocrine-disrupting substances referred to in 
Section 10.4.1 of Annex I
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Justification according GSPR 10.4.2}

	{Labelling according GSPR 10.4.5}

	{Summary and test protocols/reports concerning carcinogenic, mutagenic, reprotoxic (CMR) or endocrine disrupting substances}

	{Client Checklist Biocompatibility}


Sterile devices or devices with defined microbiological condition (MDR Annex II Section 6.2(e))
In the case of devices placed on the market in a sterile or defined microbiological condition (e.g. the device is marketed as a non-sterile device and needs to be sterilised by the hospital or user in advance), a description of the environmental conditions for the relevant manufacturing steps. In these cases a description of the methods used, including the validation reports, with respect to packaging, cleaning e.g. sterilisation and maintenance of sterility. The validation report shall address bioburden testing, pyrogen testing and, if applicable, testing for sterilant residues.

	The device is delivered in sterile condition or is intended to be sterilised or delivered with defined microbiological conditions
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

Inclusion of the applicable TÜV SÜD Sterilisation Checklist in the Technical Documentation and reference to it in this section are recommended. 
MED_T_09.73 Client Checklist Ethylene Oxide Sterilisation
MED_T_09.76 Client Checklist Irradiation Sterilisation
MED_T_09.77 Client Checklist Moist Heat Sterilisation

	Reference documents for this section

	{Summary and sterilisation validation protocols and test plans}

	{Summary and cleaning/disinfection validation protocols and test plans}

	{Client Checklist (for the sterilisation method used)}

	{Process and equipment characterisation including monitoring activities, information on biological contamination etc.}:

	{Information on routine sterilisation release, requalification requirements etc.}


Infection risk and reusable device(s) (MDR Annex II Section 6.2(e); Annex VI Section 4.10)
{Include here the relevant information concerning reuse and e.g. signs of material degradation, maximum number of allowable reuses, etc.}

	The device is intended to be reused
	☐ Yes
	☐ No
	

	The device is intended to be (initially) processed in the hospital without clinical use
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.
Inclusion of the TÜV SÜD Client Checklist Instructions for Reprocessing (MED_T_09.79) in the Technical Documentation and reference to it in this section are recommended.

	Reference documents for this section

	{Summary and cleaning/disinfection/re-sterilisation/re-processing validation protocols and test plans}

	{IFU}

	{Client Checklist Instructions for Reprocessing}

	{Lifecycle test data including functional testing and biological evaluation under consideration of the end-of-life cycle.


Devices with a measuring function (MDR Annex II Section 6.2(f))
In the case of devices placed on the market with a measuring function, a description of the methods used in order to ensure accuracy as given in the specifications.
Taking account of the intended purpose, a statement that the device provides sufficient accuracy, precision and stability within appropriate limits of accuracy for its intended purpose.

	The device has a measuring function
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{Summary and validation protocols/reports including validation of measuring function}


Devices connected to other device(s) (MDR Annex II Section 6.2(g))
If the device must be connected to other device(s) in order to operate as intended, a description shall be provided of this combination/configuration including proof that all combined device(s) conform(s) when connected to the GSPRs with regard to the characteristics as specified.

	The device is to be connected to other device(s) in order to operate as intended
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.
 
	Reference documents for this section

	{Summary and test protocols/reports concerning usability, safety and performance of the device}

	{Summary and product verification/validation protocols/reports}

	{Combination matrix, functional interface analysis etc.}


Additional regulations, procedures, directives, commission decisions
Summary of safety and clinical performance (SSCP) (MDR Article 32)
	The device is an implantable device or class III device
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

	Reference documents for this section

	{(Draft) SSCP in German or English}



Note: If the device is intended to be used by laypersons (for example, by patients or their caretakers), SSCPs also need to include a specific section intended for the lay user and written in a language that the layperson can understand.
Periodic safety update report (PSUR) (MDR Article 86, Annex III) / Post-market surveillance report (PMS-report) (MDR Articles 85, Annex III)
This process starts after the initial MDR certification following the minimum reporting timelines as specified in the MDR (annual for class III devices and class IIb implants; biennial for class IIa implants) and the MDCG guidance document, as soon as issued.
For products without an intended medical purpose (Annex XVI) CS requirements shall be considered.

	PSUR is required
	☐ Yes
	☐ No
	

	annually
	☐ Yes
	☐ No
	

	biennially
	☐ Yes
	☐ No
	

	PMS Report
	☐ Yes
	☐ No
	


If PSUR is not required, please delete the following table in this section.

	Reference documents for this section

	{Post-market surveillance plan}

	{Post-market surveillance update report (PSUR)}

	{Post-market surveillance report}

	{PMCF (evaluation) report}

	{Literature search updated to reflect the state of the art}


Environmental protection, safe disposal (GSPR 14.7)
Identify test procedures and measures proving the devices can be safely disposed of after use. These procedures shall be described in the instructions for use. Please include a clear reference to the corresponding section in the IFU. The IFU should already be referenced in Section 2.2.

{…}

	Reference documents for this section

	{…}



Personal Protective Equipment Directive 89/686/EEC
	The product falls under the scope of Directive 89/686/EEC
	☐ Yes
	☐ No
	


If “yes” add relevant information on the PPE Directive and the test conducted to ensure compliance with the Directive. If “no” is selected above, please delete the following table in this section.

{…}

	Reference documents for this section

	{Evidence of compliance with PPE Directive}


Other regulatory requirements
	The product falls under other regulatory requirements than those referenced in this document
	☐ Yes
	☐ No
	


If “no” is selected above, please delete the following table in this section.

Other applicable specific procedures, supplementary directives, regulations and commission decisions,
e.g. MDR Art.1.12: Directive 2006/42/EC Machinery Directive, connection to IVDR products

{…}

	Reference documents for this section

	{Evidence of compliance with other regulatory requirements}
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Appendix 1
CEAR Template according to MDCG 2020-13, other relevant MDCG guidance documents and the TD submitted by the manufacturer

This Appendix is aimed at facilitating identification by the Notified Body of the relevant documents and chapters of your Technical Documentation that need to be considered in the assessment of the manufacturer’s clinical evaluation. 

It can be used as CEAR Template according to MDCG 2020-13, other relevant MDCG Guidance documents and TD submitted by the manufacturer and is relating to Sections 6.1, 6.1.1, 6.1.2 and 6.1.15 of this guidance.

Demonstration of conformity with the relevant GSPRs might be based on both pre-clinical as well as clinical data (MDR Annex XIV Part A Section 4).




Disclaimer

The adequacy of the content within the referenced documents and chapters of the TD will be assessed during the conformity assessment process. The checklist should only be regarded as a Table of Contents to ensure a smooth assessment process. Please make sure to consider all relevant aspects and specific details to be evaluated that are indicated within the MDCG 2020-13 CEAR Template.

This appendix only indicates the headlines of the different sections and sub-sections of MDCG 2020-13; details and questions directly included in MDCG 2020-13 need to be fully and carefully taken into consideration within the manufacturer’s Technical Documentation. Some of the requested information is already provided in the Summary of Technical Documentation, the applicable sections are referenced.

Notified Bodies are expected to adhere strictly to the current MDCG Guidance documents. According to MDCG 2020-13 the following information is required.

Note: If no link to the relevant section is provided in the summary document, please include the location(s) of the documents for that section in the table. The information included in the lists gives guidance on the content of the expected documents.




Device description

	Reference documents for this section

	See ; 
see MDCG 2020-13 Section C

	{…}




Classification including the applicable classification rule(s) and indents

	Reference documents for this section

	See Section 1.1.6 - Risk class of the device (MDR Annex II Section 1.1(f); Annex VIII); 
see MDCG 2020-13 Section C 

	{…}




Device configurations/variants included in the application

	Reference documents for this section

	See Section 1.1.9 - Configurations and variants of the device (MDR Annex II Section 1.1(i)); 
see MDCG 2020-13 Section C 

	{…}




Accessories or compatible devices

	Reference documents for this section

	See Section 1.1.8 - Accessories and device combinations (MDR Annex II Sections 1.1(h) and 1.1(i)); 
see MDCG 2020-13 Section C

	{…}




Previous generations of the device and similar devices

	Reference documents for this section

	See Section 1.2 - Reference to previous and similar generations of the device (MDR Annex II Section 1.2); 
see MDCG 2020-13 Section C 

	{An overview of the previous generation(s) of the device produced by the manufacturer, where such devices exist.}

	{An overview of identified similar devices available on the EU or international markets, where such devices exist, including length of time on the market, sales volume etc.}




CEP covering all items from MDR Annex XIV Part A Section 1a 

	Reference documents for this section

	See Section 6.1.15 - Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report (MDR Articles 10 (3), 61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV); 
see MDCG 2020-13 Section C 

	{…}




Common specifications, harmonised standards or other solutions applied (e.g. MDCG and MEDDEV guidance documents)

	Reference documents for this section

	See Section 4.3 - Harmonised standards, common specifications, or other solutions applied (MDR Articles 8, 9; MDR Annex II Section 4(c)); 
see MDCG 2020-13 Section C 

	{…}




Demonstration of equivalence

	Reference documents for this section

	See MDCG 2020-13 Section C

	See MDCG 2020-5  

	{…}




Demonstration of equivalence and consideration of access to data 

	Reference documents for this section

	See MDCG 2020-13 Section C

	{…}




State of the art

	Reference documents for this section

	Under consideration of the results retrieved from an appropriate literature search
See MDCG 2020-13 Sections C and D

	{…}




Novelty

	Reference documents for this section

	See Section 1.1.7 - Novel features/Changes to predecessor device (MDR Annex II Section 1.1(g))
{Explanation of any novel features of the device and/or the related clinical procedures and their purpose}

	See Section 5 – Benefit-Risk Analysis and Risk Management (MDR Article 19 (2), MDR Annex II Section 5)
{Evaluation of the possible clinical or health impact in terms of benefit/risk}

	See MDCG 2020-13 Section C 




Clinical literature review 

	Reference documents for this section

	Under consideration of appropriate search criteria

	{Appropriate selection criteria}

	{Not restricted solely to the manufacturer’s own product or the name of their chosen equivalent}

	See MDCG 2020-13 Section D




Literature search protocol(s) describing the literature search strategy

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Literature search report(s) 

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Full list of retrieved articles provided 

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Full list of excluded articles provided, including reasons for exclusion 

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Full text copies of the relevant documents available 

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Due consideration of information included in the Nota Bene section  

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Data appraisal with detailed appraisal plan(s) including all appraisal methods and criteria 

	Reference documents for this section

	Described in MDCG 2020-13 Section D

	{…}




Clinical investigations and related documentation

	Reference documents for this section

	See Section 6.1.15 - Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report 
(MDR Articles 10 (3), 61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV); 
see MDCG 2020-13 Section E

	{Clinical Investigation Plan (CIP) in compliance with MDR Annex XV and the current version of EN ISO 14155 Annex A}

	{Clinical Investigation Report(s) (CIR)}

	{Evidence of public registration}

	{Competent/Regulatory Authority correspondence (from all countries, including outside of EU)}




PMS, PMCF and the plan for updates 

	Reference documents for this section

	See Section 6.1.15 - Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report (MDR Articles 10 (3), 61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV) 
and Section 7.2 - Periodic safety update report (PSUR) (MDR Articles 84, 85; MDR Annex III); 
see MDCG 2020-13 Section F, MDCG 2020-7, MDCG 2020-6, and MDCG 2020-8

	{PMS plan and report}

	{PMCF plan and report}

	{PSUR}




IFU, SSCP, labelling and other information supplied with the device 

	Reference documents for this section

	See Section 2 – Information to be supplied by the manufacturer (MDR Articles 7, 10, 13, 16, 17, 18, 20, 27, MDR Annex II Section 2, Annex VI Part C, GSPR 23) 
and Section 7.1 - Summary of safety and clinical performance (SSCP) (MDR Article 32); 
see MDCG 2020-13 Section G and MDCG 2019-9

	{…}




Promotional material 

	Reference documents for this section

	Described in MDCG 2020-13 Section G

	{…}




Training plan and usability evaluation (sub-section related to the “intended users”)

	Reference documents for this section

	Described in MDCG 2020-13 Section G

	{…}




Summary of all available data and conclusions 

	Reference documents for this section

	This might include relevant pre-clinical and clinical data; described in MDCG 2020-13 Section H

	{…}




Clinical evaluation consultation procedure for certain class III and class IIb devices (Art. 54) 

	Reference documents for this section

	See Section 6.1.15 - Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report (MDR Articles 10.3, 61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV); 
described in MDCG 2020-13 Section I and MDCG 2019-3 Rev.1 

	{…}




If applicable, statement on the applicability of Art. 54(2)b including a description of the modifications introduced to comply with the MDR 

	Reference documents for this section

	See Section 6.1.15 - Clinical data, CER, post-market clinical follow-up (PMCF) plan, and PMCF evaluation report (MDR Articles 10 (3), 61; Annex II Sections 6.1(c), 6.1(d); Annex III; Annex XIV); 
described in MDCG 2020-13 Section I and MDCG 2019-3 Rev.1 

	{…}




Where demonstration of conformity based on clinical data is not deemed appropriate
(Article 61(10))

	Reference documents for this section

	MDCG 2020-13 Section J (consider Nota Bene) 
MDCG 2020-6 (no option for Class III and implantable devices) 

	{…}




The voluntary clinical consultation on the clinical development strategy (Article 61(2))

	Reference documents for this section

	MDCG 2020-13 Section K

	{…}







__________________________________________________________________
Date, name and signature of the person responsible for creation/maintenance of Technical Documentation

	Guidance for Submitting Technical Documentation to TÜV SÜD
Summary of MDR Technical Documentation – Guidance
{Name of Manufacturer} – Version: {xxx} – Doc ID: {xxx}
	




	ID: 177144
	Doc No: MED_G_09.05
	Revision: 0 – released19 Mar 2022
	Effective:
	Page 32 of 33



Partner with us today	
www.tuvsud.com



















Sitz: München
Handelsregister München HRB 85742
UniCredit Bank AG
BIC HYVEDEMMXXX
IBAN DE13 7002 0270 0048 8522 11 
USt-IdNr. DE129484267
Informationen gemäß § 2 Abs. 1 DL-InfoV unter
www.tuvsud.com/impressum
Aufsichtsrat:
Holger Lindner (Vorsitzender)
Geschäftsführung:
Walter Reithmaier (Sprecher)
Dr. Jens Butenandt
Patrick van Welij
TÜV SÜD Product Service GmbH
Ridlerstr. 65
80339 München
Deutschland

www.tuvsud.com/ps
[image: tuevÂ®_11_5.gif]

image1.png




image2.png




image3.png
Add value.
Inspire trust.




image4.png




image5.png
Rk




image6.png




