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Question: what is N°1 / N°2 / N°3 ?

(1) Medical Device User Fee Cover Sheet (Form FDA 3601)

(2) Center for Devices and Radiological Health (CDRH) 
Premarket Review Submission Cover Sheet (Form FDA 
3514)

(3) 510(k) Cover Letter

(4) Indications for Use Statement (Form FDA 3881)

(5) 510(k) Summary or 510(k) Statement

(6) Truthful and Accuracy Statement

(7) Class III Summary and Certification

(8) Financial Certification or Disclosure Statement

(9) Declarations of Conformity and Summary Reports

(10) Device Description

(11) Executive Summary/Predicate Comparison

(12) Substantial Equivalence Discussion

(13) Proposed Labeling

(14) Sterilization and Shelf Life

(15) Biocompatibility

(16) Software

(17) Electromagnetic Compatibility and Electrical Safety

(18) Performance Testing – Bench

(19) Performance Testing – Animal

(20) Performance Testing – Clinical

1. DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING 
VARIANTS AND ACCESSORIES

1.1.  Device description and specification

1.2.  Reference to previous and similar generations of the 
device

2. INFORMATION TO BE SUPPLIED BY THE MANUFACTURER

3. DESIGN AND MANUFACTURING INFORMATION 

4. GENERAL SAFETY AND PERFORMANCE REQUIREMENTS 

5. BENEFIT-RISK ANALYSIS AND RISK MANAGEMENT

6. PRODUCT VERIFICATION AND VALIDATION 

6.1. Pre-clinical and clinical data 

6.2. Additional information required in specific cases

-----------------------------------------------------------------------------

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

8. The PSUR referred to in Article 86 and the post-market 
surveillance report referred to in Article 85
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Do you really want to be creative when 
submitting a 510(k) to the FDA ?

Why do you then try to be creative with the 
tech.doc you submit to NB?
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Conformity assessment – basics – general principles

level of scrutiny & 
sampling rate

Low risk High risk

Technical Documentation : 
contains evidence for fulfilling 
GSPR = evidence for conformity 
& state of the art
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GSPR (ER) – Risk Management – V&V – clinical evaluation ->  technical 
documentation
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GSPR

GENERAL REQUIREMENTS

REQUIREMENTS REGARDING 
DESIGN AND MANUFACTURE

REQUIREMENTS REGARDING 
THE INFORMATION 
SUPPLIED WITH THE DEVICE

?!?!

Risk Management

?!

Market
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General Safety and Performance Requirements (GSPR)
Example (Regulations MDR* / IVDR)
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Requirement Description Applicable 
(yes/no)

Applied 
Standards
(Annex Z)

Fulfilment of the 
requirements 

CHAPTER I. General Requirements

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

Yes EN ISO 14971
EN ISO 14155
ISO 14708-1
ISO 14708-3
EN 60601-1 
EN 60601-1-2
EN 62304
EN ISO 13485

Hazard Analysis Report
Risk Management Report
System Verification Report
Clinical Evidence Report
EN 60601-1 Test Report
EN 60601-1-2 Test Report

2 The requirement in this Annex to reduce risks as far as possible means the 
reduction of risks as far as possible without adversely affecting the benefit-
risk ratio.

Yes EN ISO 14971 Risk Management Report

… …

11.3 Devices labelled as sterile shall be processed, manufactured, packaged and, 
sterilised by means of appropriate, validated methods. 

Yes EN 556-1
EN ISO 11607-1
EN ISO 11607-2

Product label design
Sterilisation validation plan
Sterilisation validation report

Requirement Description Applicable 
(yes/no)

Applied 
Standards
(Annex Z)

Fulfilment of the 
requirements 

CHAPTER I. General Requirements

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

Yes EN ISO 14971
EN ISO 14155
ISO 14708-1
ISO 14708-3
EN 60601-1 
EN 60601-1-2
EN 62304
EN ISO 13485

Hazard Analysis Report
Risk Management Report
System Verification Report
Clinical Evaluation Report
EN 60601-1 Test Report
EN 60601-1-2 Test Report

2 The requirement in this Annex to reduce risks as far as possible means the 
reduction of risks as far as possible without adversely affecting the benefit-
risk ratio.

Yes EN ISO 14971 Risk Management Report

… …

11.3
….

Devices labelled as sterile shall be processed, manufactured, packaged and, 
sterilised by means of appropriate, validated methods. 

Yes EN 556-1
EN ISO 11607-1
EN ISO 11607-2

Product label design
Sterilisation validation plan
Sterilisation validation report

23.4 Information in the instructions for use. Yes EN 15223-1
EN 1041:2008

IFU

Vorführender
Präsentationsnotizen
General Safety and Performance Requirements 

In this example the general safety and performance requirement are listed with their status (applicable or not), the applied standards used to demonstrate conformity to the requirements and the reference to the documents that support the analysis.
The requirements have to be detailed and the manufacturer has to prove that the device fulfils each part of the requirement by referencing the clauses of the standard that apply. It must therefore be documented in the report. Where a requirement is not covered by a standard, manufacturer has to demonstrate the conformity himself by detailing how the technical specifications he uses provide conformity with the essential requirements.
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Process & logical links - CE technical documentation

URS 01 FRS 01.01
FRS 01.02
FRS 01.19

RA 01.01.01
RA 01.01.02
RA 01.01.03

GR 1
GR 2

GR 13

CL 01.01.01.01

URS 02 FRS 02.01
FRS 02.02
FRS 02.09

User Requirement 
Specification

Functional Requirement 
Specification

Risk Analysis Clinical evaluation

GSPR

© Medidee Services SA
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Some examples of NB questions related to 
technical documentation
The “grand classic”: Information xyz could not be located in the 
documentation submitted.

The “it’s your job to match it”: The MFG claims conformity to ISO 
xyz:2016. The referenced test reports demonstrate conformity 
with ISO xyz:2007. No rationale is given why and how the results 
obtained may be leveraged to fulfil the requirements of the 2016 
version of the standard.

The “naïve 1”: There could no substantiation be located in the 
submitted documentation for the sample size chosen for 
validation of xyz.



ISO 9001 & ISO 13485 
Certified company

Some examples of NB questions related to 
technical documentation

The “Chinese connection”: Test report xyz referenced in section 
xyz of the GSPR does not relate to the device submitted.

The “naïve 2”: The biological risk assessment and supportive 
reports cover the raw material but not the final medical device.

The “clinical evaluation classic”: The indications do not exclude 
patients younger than x years – no clinical data is present 
substantiating safety and performance in patients younger than x.
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Conformity assessment
–> continuous process – you will have to
update

PMS
PMCF

Risk-
management

GSPR = ok ?

Vorführender
Präsentationsnotizen
To understand the significance of changes I provide you a short introduction to the way to market of  a medical device.
Market access for MD and IVD in Europe requires to passe  a so called „conformity assessment procedure“. Conformity assessment is always based on 2 pillars – a quality management system part and evidence for safety and performance of a device which is documented in a so called „technical documentation“.
This slide shows you the 12 most important steps for a medical device to market launch.
To pass all these steps of a conformity asessment for medical devices is time consuming and expensive. The most critial part is the regulatory and clinical pathway, which must be determined as early as possible in a project. 
Many companies / ideas fail due to poor regulatory planning. The key is to provide sufficient evidence for fulfilling the General Requirements for Safety and Performance. A medical device project needs typically 2-5 years to complete a conformity assessment. 
Providing clinical evidence is the most time and resource consuming part of it.
So the new regulation will not change this conformity assessment procedure but the regulation contains much more detailed requirements to pass the conformity assessment.
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Summary: Ensure Reviewability of tech.doc

- Put yourself in the position of the reviewers and take into 
account the review process at your NB !

- Indicate clearly where to find the evidence (not “Risk 
Management Report” but “RM Report, section 3.2 – page 8)

- Ensure traceability between Specs, Risk Analysis, CER, GSPR 
-> the V&V matrix is key

- Use hyperlinks, make native searchable pdf, use consistent 
wording

- Make meaningful summaries for each section – with links to 
the further evidence

- Provide Tech.Doc structure according Annex II and III if EU 
only (check first with NB if you want to use IMDRF ToC)

12
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Tech Doc Requirements & NB review

Medidee Services © 2017 13

Tech. doc review by NB
Choice of manufacturer, either of
Mandatory

Class I

Class I s/m/r

Class IIa
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Annex II & 

III

NB involvement
Article 52 & Annexes IX, X, XI
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*except: except sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors 

MDR MDD

Annex IX Annex II

Annex X Annex III

Annex II Annex VII

Annex XI Part A Annex V

Annex XI part B Annex IV

… Annex VI
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Guidance Technical
Documentation MDR
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https://www.bsigroup.com/en-
GB/medical-
devices/resources/whitepapers/downl
oads/

https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/downloads/
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Guidance

Medidee Services © 2018 15

https://www.bsigroup.com/en-GB/medical-
devices/resources/whitepapers/

https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/
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Guidance

https://www.tuv-sud.com/industries/medical-devices-healthcare/med-
info-download-center#tab_1397654997088748131160
Medidee Services © 2018 16

https://www.tuv-sud.com/industries/medical-devices-healthcare/med-info-download-center#tab_1397654997088748131160
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Guidance

http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-190321-nivd-
dma-toc-n9.pdf
Medidee Services © 2019 17

http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-190321-nivd-dma-toc-n9.pdf
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Thank you for your attention!
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Medical Device Regulation
2017/745

Dr. Bassil Akra 
VP Global Strategic Business Development 
January 14, 2020

View of a Notified Body
Impact of the MDR on 

the assessment of TDs

TÜV SÜD Product Service GmbH | MEDICAL DEVICE REGULATION | Copyright - Do not distribute without preapproval January 2020



NANDO
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http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34

http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34


Common understanding documents “Guidance Documents”
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Current Status

Various Task Forces of the EU Commission are working on:

▪ Guidance on sampling of medical devices – Published

▪ Explanatory note on MDR codes – Published

▪ Guidance and templates for PSURs 

▪ Guidance and template for SSCPs – Published

▪ Guidance on classification of Software as a Medical Device – Published

▪ Guidance and templates for PMCFs

▪ Guidance for sufficient clinical data

▪ Guidance for equivalence approach – Gap Document to MEDDEV 2.7.1 Rev. 4

▪ Common specifications, Clinical Evaluation Guidance for Software, etc.

▪ Implementing act for reprocessing single use medical devices

32 documents endorsed as of December 2019

➢ 9 documents on UDI

➢ 2 documents on EUDAMED

➢ 16 documents on Notified Bodies

➢ 1 document on Clinical investigation and evaluation

➢ 2 documents on new technologies

➢ 4 documents on other topics

Scheer guidelines



MDR – Article 120 Transitional Provisions
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Technical documentation (TD) shall be presented in a…
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Organized02

Unambiguous manner04

Clear 01

Readily searchable 03



Device description

Information to be supplied by manufacturer

Design & manufacturing information

General safety & performance requirements

Product verification & validation

Annex III: TD on PMS

TD Requirements: What does it include?

6TÜV SÜD Product Service GmbH | MEDICAL DEVICE REGULATION | Copyright - Do not distribute without preapproval January 2020



SPR 1: 
Performance & 

safety

SPR 2: Reduction 
of risks

SPR 3: Risk 
management 

system

SPR 4: Risk 
control measures 
& residual risks

SPR 5: Risks 
related to use

SPR 6: Device 
lifetime

SPR 7: 
Packaging, 

transport, storage

SPR 8: Risk-
benefit ratio

SPR 9: Devices 
w/o medical 

purpose

General requirements: Clauses 1-9

7TÜV SÜD Product Service GmbH | MEDICAL DEVICE REGULATION | Copyright - Do not distribute without preapproval January 2020



SPR 10: Chemical, 
physical & biological 

properties

SPR 11: Infection & 
microbial contamination

SPR 12: Devices 
incorporating a medicinal 

product; substances 
absorbed or locally 

dispersed

SPR 13: Devices 
incorporating materials of 

biological origin

SPR 14: Construction of 
devices & interaction with 

their environment

SPR 15: Devices with a 
diagnostic or measuring 

function

SPR 16: Protection against 
radiation

SPR 17: Electronic 
programmable systems & 

software

SPR 18: Active devices & 
devices connected to them

SPR 19: Particular 
requirements for active 

implantable devices

SPR 20: Protection against 
mechanical & thermal risks

SPR 21: Protection against 
the risks posed to the 

patient or user by devices 
supplying energy or 

substances

SPR 22: Protection against 
the risks posed by medical 

devices intended by the 
manufacturer for use by 

lay persons

Requirements regarding design & manufacture: Clauses 10-22

8TÜV SÜD Product Service GmbH | MEDICAL DEVICE REGULATION | Copyright - Do not distribute without preapproval January 2020



SPR 23: 
Label & IFU

23.1. General 
requirements

23.2. Information on the label
23.3. Information on packaging which maintains the 

sterile condition of a device (‘sterile packaging’)

23.4. Information in IFU

Requirements regarding the information supplied with the device: Clause 23

9TÜV SÜD Product Service GmbH | MEDICAL DEVICE REGULATION | Copyright - Do not distribute without preapproval January 2020



Clinical Aspects – Processes, Plans  (P), Reports (R), Summary (S)
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SSCP

CIP CIR & CIRS

LSRLSP

PMSP PMSR

Clinical Investigation

Literature Search 

Clinical Evaluation

Post Market Clinical Follow Up

Post Market Surveillance

Safety and Clinical Performance

Vigilance/Incident/Trend

Periodic Safety Update  

Plan Report or Summary  Process

PSUR

Incident/ Trend 

CEP CER

PMCFP PMCFR



First experience with MDR
Auditing and Assessment Activities
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Auditing
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▪ Manufacturer's often lack procedures on specific MDR requirements

– Technical documentation requirements often not defined:
– create the TD

– update the TD

– control the TD

– Language requirements
– Manuals / Labels / Information provided with the device

– Information provided through Software User Interfaces 

– Information provided on the device

– CE marking of devices (Hardware / Software)

– Selection of applicable risk class and conformity assessment procedure



Technical documentation assessment
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▪ Consistency was expected to be a huge issue, and it truly is.
– Wording and consistency throughout the TD of 

i. Intended purpose
ii. Indications 
iii.Contraindications
iv.Risks, Remaining Risks, Risk Benefit ratio
v. Claims (marketing materials vs. clinical evaluation report vs. verification testing)

▪ Completeness of TD
– Promotional materials missing 
– Scoping of documents missing, e.g. in the CER
– Language requirements and translations incomplete
– Process data not provided or incomplete (huge effort for manufacturers)
– Verification / Validation methods unclear or not provided (GSPR and general)
– Standards applied and documented evidence showing compliance missing
– Information on design stages applied missing or incomplete, often refence to a procedure
– Information on pre-clinical testing missing in TDs even though it had been performed
– Post market activities not clearly planned



Get in contact with us…
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Sign-up for Healthcare and Medical Devices

E-ssentials, TÜV SÜD’s complimentary

newsletter that delivers updates on the latest

regulations and standards, at:

www.tuv-sud.com/e-ssentials

Dr. Bassil Akra

Vice President

Strategic Business Development

Global Medical Health Service

Bassil.Akra@tuev-sued.de

Phone: +49 89 5008 4421

Fax: +49 89 5008 4403

Contact us:
www.tuv-sud.com

info@tuv-sud.com

Follow us on social media:

instagram.com/tuvsud

linkedin.com/company/tuv-sud

twitter.com/tuvsud

xing.com/companies/tuvsud

youtube.com/tuvsudgroup

http://www.tuv-sud.com/e-ssentials
mailto:Bassil.Akra@tuev-sued.de
http://www.tuv-sud.com/
mailto:info@tuv-sud.com
linkedin.com/company/tuv-sud
twitter.com/tuvsud
xing.com/companies/tuvsud
youtube.com/tuvsudgroup
instagram.com/tuvsud
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Efficient communication between Legal Manufacturer, 
Economic Operators & Notified Body 

MDR Support Panel

sitem-insel

January 14th, 2020 

Arik Zucker
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MDR & NBs require a structured & readily 
searchable Technical Documentation
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Several tools are used today for 
submission of Technical Documentation

Legal 

Manufacturer

Owner of 

TechDoc

Notified 

Body
ftp

GB

eCTD

Google 

Drive
Dropbox …

Submission

Conformity Assessment

…
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Are these tools really suitable for your 
future?

• Future business model

• Confidentiality requirements; in general & of supplier information

• Readily availability of TD upon request by CA / NB

• Trackability during conformity assessment & life cycle management / re-
certifications

• Broader use of same TD content for multiple purposes such as other 
regulatory bodies, distributors, importers, etc.

MDR challenges & future requirements of LM
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In fact, the Legal Manufacturer has 
only 2 options

A. Maintain existing process by employing more regulatory staff 
• if you can get them in the first place

• costly

B. Use an existing smarter tool that addresses the shortcomings 
of the current processes / tools, for example MedtechVault
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Highly secured document 

vault

Legal 

Manufacturer

Owner of 

eTechDoc

&

driving related 

processes

MedtechVault is a solution to efficiently 
integrate all Economic Operators & the NB

Notified Body

Authorized 

Representative

OBL / Virtual 

Manufacturers

Suppliers

Importers

Distributors

Consultants / 

Advisors

eTechDoc

MedtechVault is an add-on to your ERP system & QMS



January 14th, 20207sitem – insel | MDR Support Panel

MedtechVault can support your MDR 
readiness

✓ Future business model

✓Confidentiality requirements; in general & of supplier information

✓Readily availability of TD upon request by CA / NB

✓ Trackability during conformity assessment & life cycle management / re-
certifications

✓ Broader use of same TD content for multiple purposes such as other 
regulatory bodies, distributors, importers, etc.

Suitable for MDR challenges & future requirements of LM

✓

✓

✓

✓

✓
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For further enquiries, please contact:

Arik Zucker, Partner Armin Mäder, Partner

arik.zucker@mtvgr.com armin.maeder@mtvgr.com

+41 79 786 69 19 +41 79 689 87 97

MedtechVault

info@medtechvault.com

www.medtechvault.com

+ 41 44 515 36 00

METEVA Group AG | Technoparkstrasse 1 | CH – 8005 Zürich | Switzerland

mailto:arik.zucker@mtvgr.com
mailto:armin.maeder@mtvgr.com
mailto:info@medtechvault.com
http://www.medtechvault.com/
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