[bookmark: _GoBack]Submission of the technical documentation under the MDR - 
a guideline for manufacturers


As already announced in the Starterkit I, we would like to provide you - immediately after our notification - with hands-on and detailed information about the application procedure at DQS Medizinprodukte GmbH in order to ensure that the procedures run as smoothly as possible.

This document of the Starterkit II, gives you the necessary information to submit the technical documentation in a form that ensures a swift conformity assessment by our experts. 

Not only are there technical specifications to be observed, but the MDR also imposes requirements on the form and comprehensibility of the technical documentation. This section of the starter kit elaborates on the specifications regarding the product file - and the related documentation - and gives examples of how to implement them.
It also provides the regulatory background on the submission of product files and accompanying documentation as well as checklists on various related topics.
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	1. Available conformity assessment procedures carried out by DQS Medizinprodukte GmbH

	Risk class
	Documents to be prepared
	Conformity assessment procedure

	I
	Annex I, MDR Essential safety and performance requirements
Annex II, MDR Technical Documentation
Annex III, MDR: Technical documentation on PMS
	· Self-declaration (EU declaration of conformity), 
· CE marking of products without number of a Notified Body

	Ir, Is, Im
	Annex I, MDR Essential safety and performance requirements
Annex II, MDR Technical Documentation
Annex III, MDR: Technical documentation on PMS
	Annex IX:
· Submission of the relevant documents
· TD Review on sample basis
· Audit of the QMS
· Declaration of conformity, 
· CE marking of the products with number of a Notified Body

	IIa
	Annex I, MDR Essential safety and performance requirements
Annex II, MDR Technical Documentation
Annex III, MDR: Technical documentation on PMS
	Annex IX:
· Submission of the relevant documents
· TD Review on sample basis
· Audit of the QMS
· Declaration of conformity, 
· CE marking of the products with number of a Notified Body 
Annex XI, Part A
· Submission of the type examination certificate and the complete TD
· TD Review, 
· Audit of the relevant QMS parts (quality assurance)
· Declaration of conformity, 
· CE marking of the products with number of a Notified Body

	IIb non-implantable and implantable subject to the exception rules (screws etc.)
	Annex I, MDR Essential safety and performance requirements
Annex II, MDR Technical Documentation
Annex III, MDR: Technical documentation on PMS
	Annex IX:
· Submission of the complete documentation
· TD Review on sample basis (if necessary with special procedures)
· Audit of the QMS
· Declaration of conformity, 
· CE marking of the products with number of a Notified Body 

	IIb implantable and III
	Annex I, MDR Essential safety and performance requirements
Annex II, MDR Technical Documentation
Annex III, MDR: Technical documentation on PMS
	Annex IX:
· Submission of the complete documentation
· TD Review on sample basis (if necessary with special procedures)
· Audit of the QMS
· Declaration of conformity, 
· CE marking of the products with number of a Notified Body




2. [bookmark: _Toc47933888]The new explicitness - regulatory background for the submission of technical documentation

In contrast to the MDD and AIMDD of days gone by, the MDR is not only more extensive, but also often goes into great detail. Due to its character as a regulation, these details are always to be understood and implemented as direct legal requirements. Below we have endeavored to derive the requirements resulting from the MDR from a regulatory perspective and - where appropriate - to explain them:

With regard to technical documentation, reference is often made to Article 10, point 4 of the MDR (General obligations of manufacturers). However, this point does not cover the complete documentation requirements; for this purpose, the adjacent points of Article 10 of the MDR must also be considered:

[Quote MDR, Article 10, clause 3] Manufacturers shall conduct a clinical evaluation in accordance with the requirements set out in Article 61 and Annex XIV, of the MDR, including a PMCF. [Quote End],

as well as:

[Quote MDR, Article 10, clause 6] Where compliance with the applicable requirements has been demonstrated following the applicable conformity assessment procedure, manufacturers of devices, other than custom-made or investigational devices, shall draw up an EU declaration of conformity in accordance with Article 19, MDR and affix the CE marking of conformity in accordance with Article 20, MDR. [Quote End].

For completeness sake, it is worth mentioning clause 4 of Article 10, MDR:

[Quote MDR, Article 10, clause 4] Manufacturers of devices other than custom-made devices shall draw up and keep up to date technical documentation for those devices. The technical documentation shall be such as to allow the conformity of the device with the requirements of this Regulation to be assessed. The technical documentation shall include the elements set out in Annexes II and III, MDR. 

The Commission is empowered to adopt delegated acts in accordance with Article 115, MDR amending, in the light of technical progress, the Annexes II and III. [Quote End] 

Furthermore, there are separate regulations for different risk classes:

[Quote  MDR, Article 32 Summary of safety and clinical performance] For implantable devices and for class III devices, other than custom-made or investigational devices, the manufacturer shall draw up a summary of safety and clinical performance. The summary of safety and clinical performance shall be written in a way that is clear to the intended user and, if relevant, to the patient and shall be made available to the public via Eudamed. 
The draft of the summary of safety and clinical performance shall be part of the documentation to be submitted to the notified body involved in the conformity assessment pursuant to Article 52, MDR and shall be validated by that body. After its validation, the notified body shall upload the summary to Eudamed. The manufacturer shall mention on the label or instructions for use where the summary is available. [Quote End]

Even if the basic idea - the proof of conformity by means of a comprehensive product file - has not changed significantly, the new regulation gives a completely new meaning to old familiar aspects.
This becomes particularly clear for the aspect of post-market surveillance. Here the MDR in its Annex III even requires a technical documentation on post-market surveillance to be prepared by the manufacturer.
The regulation also lays down far reaching requirements on the scope for providing evidence:
Often a report, including the corresponding plan, is required - always with the expectation that the technical documentation is formulated in such a comprehensible way that third parties can understand not only the results, but also the methodology and the demonstration of evidence. A simple attachment of test protocols without additional explanations and critical discussion is now passé.

Manufacturers, but also Notified Bodies, are expected to present their results and drafting their reports on a certain technical and scientific level.
It should also be kept in mind, that all relevant documentation must be submitted together with the application. For the differences in the individual conformity assessment procedures and classifications, please also note the box "Available conformity assessment procedures carried out by the DQS Medizinprodukte GmbH" at the beginning of the document.
Due to the designation of DQS Medizinprodukte GmbH, these are in fact the conformity assessment procedures described in Annex IX and Annex XI, Part A of the MDR.

The requirement itself arises from Annex IX, Chapter I, Section 2.2 as well as the corresponding section of Annex XI, MDR:

[Quote]In addition, the manufacturer shall provide the Notified Body with access to the technical documentation referred to in Annexes II and III of the MDR [end of quote].

and clause 4.2, Chapter II of Annex IX, MDR:

[Quote] The application shall describe the design, manufacture and performance of the device in question. It shall include the technical documentation as referred to in Annexes II and III, MDR. [Quote End]

Section 2.2(c) of Annex IX to the MDR also includes the requirement for Submission of
· evidence for identification of applicable general safety and performance requirements and solutions to fulfil those requirements, taking applicable CS and, where opted for, harmonized standards or other adequate solutions into account, (Annex IX, Section 2.2 c, second indent, MDR)
· risk management as referred to in Section 3 of Annex I, MDR (Annex IX, Section 2.2 c, third indent, MDR)
· The clinical evaluation, pursuant to Article 61 and Annex XIV, MDR, including post-market clinical follow-up (Annex IX, section c, fourth indent, MDR). In addition, the documents listed in Annex IX, Section 2.1, MDR:
· documentation on the clinical evaluation plan (Annex IX, section 2.1, tenth indent, MDR)
· where applicable, the PMCF plan (Annex IX, section 2.1, ninth indent, MDR)
· solutions for fulfilling the applicable specific requirements regarding design and construction, including appropriate pre-clinical evaluation, in particular the requirements of Chapter II of Annex I, MDR (Annex IX, section 2.2c, fifth indent)
· solutions for fulfilling the applicable specific requirements regarding the information to be supplied with the device, in particular the requirements of Chapter III of Annex I, MDR(Annex IX, section 2.2 c, sixth indent, MDR)
· the device identification procedures drawn up and kept up to date from drawings, specifications or other relevant documents at every stage of manufacture (Annex IX, section 2.2 c, seventh indent, MDR)
· the verification and quality assurance techniques at the manufacturing stage and in particular the processes and procedures which are to be used, particularly as regards sterilisation and the relevant documents; (Annex IX, section 2.2 d, MDR); 
and 
· the appropriate tests and trials which are to be carried out before, during and after manufacture, the frequency with which they are to take place, and the test equipment to be used; it shall be possible to trace back adequately the calibration of that test equipment. (Annex IX, section e, MDR).

For the purpose of completeness, the quality management system documents referred to in section 2.1 of Annex IX of the MDR, which are relevant for the conduct of audits, should also be mentioned.

A comprehensive checklist for the documents to be submitted can be found in Annex I as a separate document.

3. [bookmark: _Toc47933889]In plain language - what, when, how and in what form should documents be submitted
The structure of a technical documentation, especially for products that already have a marketing authorization, has often grown historically and orients itself on various internal and external specifications and guidelines (e.g. the STED format). Furthermore, although the content of the technical documentation under the guidelines was roughly outlined, specific information could only be found in additional, supplementary and non-regulatory binding documents.
A binding structure for the technical documentation is also not laid down by the MDR, but in contrast to the MDD, it does provide specific information on the format and content of the technical documentation and the associated documents. 
This section provides information about what you need to consider when submitting technical documentation for review by the experts of DQS Medizinprodukte GmbH and suggests a basic structure for the layout of the product file.

	Attention:

	The MDR does not make any differences between the individual risk classes with regard to the scope of the technical documentation.
This also applies to Notified Bodies regarding the depth of review. We are obliged to assess the technical documentation for compliance with the requirements regardless of its risk class, although the methodology may vary depending on the product. 
Example: In principle, clinical studies must be carried out for the collection of clinical data for all products, but under certain circumstances the literature route can be chosen. These exceptions do not actually apply to Class III devices, but the MDR does specify when a clinical study can be omitted.



3.1 [bookmark: _Toc47933890]Format
The technical documentation and the associated documentation elements must be made available to DQS Medizinprodukte GmbH as follows:

· electronically (paper files are not accepted),
· machine-readable and searchable as
· Microsoft Word documents or similar file formats (open Office) or
· searchable PDF files (with applied OPC),
· complete (the evaluation of the documentation can only start when all documents are complete)
· in a clear, organized and unambiguous manner,
· and in German or English

The following applies to the submission of graphics, pictures, drawings or video formats
· Please use the usual file formats (JPG, PNG, BMP, GIF, mp3, mp4, WMV, MPEG I and II etc.), which can be displayed correctly without additional proprietary software

The transmission takes place by uploading the files via the DQS Share Portal. If you have any questions regarding this matter, please contact your customer support officer/regulatory affairs manager.

Author's note: These requirements result, among others, directly from Annex II, first section of the MDR: 

[Quote] The technical documentation and, if applicable, the summary thereof to be drawn up by the manufacturer shall be presented in a clear, organized, readily searchable and unambiguous manner [Quote End]

Furthermore please note:
· All files should preferably be uploaded in one or more packed (ZIP) folders.
· The file names should be unique and short to avoid problems with archiving and opening the files. File names should be logical and reflect the information covered within the file.
· Please avoid complex folder structures and do not merge individual documents into large PDF files.
· Do not write-protect PDF files to avoid problems with storing, naming and archiving files.
· Signatures must be submitted together with the corresponding files. This is possible by:
· signing digitally
· scaning signature pages
· Only released documents are to be submitted (with the exception of the declaration of conformity)
	Hint

	An underscore between the individual components of the file names reduces the number of characters recognized by the PC enormously and thus allows longer names.



3.2 [bookmark: _Toc47933891]Structure of a product file
For the conformity assessment of a medical device under the MDR not only the components of Annex II are required. Annex I of the starter kit II gives as complete an overview as possible of the expected contents of the technical documentation, a structural overview is provided by the diagram below.
It makes sense to start a technical documentation with the section "Product description and specifications, including variants and accessories" and to make this section as comprehensive and comprehensible as possible.

	The devil is in the details

	1. Technical documentation on post-market surveillance: The manufacturer is obliged to submit this documentation according to Annex III of the MDR together with the product file
2. Product description and specification, including variants and accessories: This section should be at the beginning of each product file and is essential for understanding the device. Therefore, a clear, easy to read and complete description is recommended (complete sentences, no stand-alone "link collection" of annexes).
3. Accessories: accessories are not limited to those supplied with the device, but also include those accessories that are generally used with the device to fulfil its intended purpose.
4. Translations: Labels and instructions for use must be provided in the languages accepted by the countries where the device is to be sold.
5. Information on design and manufacture: the manufacturer must provide information enabling the design stages applied to the device to be understood and comprehended. Solely submitting SOPs is not enough!
6. Provision of complete data and information: of product specifications, including manufacturing processes and their validation, their auxiliary materials, continuous monitoring and final product testing.
7. Suppliers and subcontractors: identification and provision of information on all sites where design and manufacturing activities are carried out, including suppliers and their subcontractors.
8. Product verification and validation: Here the MDR requires not only a list or table of all tests performed, but also a critical analysis of all verifications and validations / studies to demonstrate compliance with the requirements of the MDR





1


Picture 1: Fundamental Structure of a Technical File under MDR


	Please consider:

	· It is very important to us to carry out the conformity assessment processes as quickly and cost-effectively as possible. We therefore ask you to follow the guidelines, as non-compliance can cause significant delays and additional costs during the review.
· As we as a Notified Body under the MDR only have a total of 3 review loops available to us before the application process has to be restarted, it would be unfortunate to use up one of these loops just because of missing or incomprehensible documents.



4 [bookmark: _Toc47933892][footnoteRef:1]Annexes: [1:  Disclaimer: The checklists provided in the annexes are not part of the QMS of DQS Medizinprodukte GmbH and are to be understood purely as guidelines. They do not claim to be complete and correct. The documents can be freely used and modified.
] 

· Annex I provides you with a checklist against which you can check the completeness of the technical documentation submission. It also provides information on the contents to be submitted (with reference to Annexes II and III of the MDR) without claiming completeness and accuracy for a specific medical device. 
It can be used as part of the application documents to demonstrate compliance with the MDR requirements
· Annex II contains a checklist for the essential safety and performance requirements of Annex I, MDR. It may be used as part of the application documents to demonstrate proof of conformity with these requirements.

TD and corresponding documents


Annex II: technical documentation


Risk-benefit analysis and risk management


Verification and validation of the product


Annex III: Technical documentation on post-market surveillance


Post-market surveillance plan and report


PSUR, if applicable SSCP


Essential safety and performance requirements


Information on desing and manufacturing


Information to be provided by the manufacturer


Product description and specification including variants and accessories


clinical data


preclinical data


Validation: IQ/OQ/PQ plans, reports and evidence for critical processes (e.g. Manufacturing, sterilization)


labeling and instruction for use


If applicable PMCF plan and report as part of the PMS plan and report

















































