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European Authorised
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QAdvis Team
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Presentation of the Speaker Maria Eklycke
Work experience:

• Medical Device testing

• Notified Body for Medical Devices
- Product assessment
- Review of Technical Files
- Notified Body approval for a wide range of
products (active and non-active devices)
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Agenda
• Why Technical Documentation

• Contents of the Technical File

• Common Mistakes

• Conclusion

(C
)2

01
6 

QAdv
is 

AB 



Technical Files – Common Mistakes

Why Technical
Documentation?
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Why Technical Documentation?
• Proof that the device conforms with the

requirements in the Directive

• Available for inspection by:
- National Competent Authority
- Notified Body

• Live document, shall reflect changes in:
- External Requirements
- Product Changes
- Input from Post Market Surveillance (PMS)

Technical Documentation
- Technical File (MDD Class I, IIa, IIb)
- Design Dossier (MDD Class III)
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Contents of a Technical
File?
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Contents of the Technical File
• STED

(Summary Technical Documentation for
Demonstrating Conformity to the Essential
Principles of Safety and Performance of
Medical Devices)

• Team NB Guide NB-MED 2.5.1/Rec5
Technical Documentation

• Other European Guidelines
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STED
• Device Description

• Product Specification

• Labelling

• Design and Manufacturing

• Essential Requirements

• Risk Analysis

• Verification and Validation

• Evaluation of Clinical Data

• Declaration of Conformity(C
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MDR and IVDR
(Annex II Technical Documentation)

• Device Description and Specification

• Information Supplied by the Manufacturer

• Design and Manufacturing

• General Safety and Performance Requirements

• Risk/Benefit Analysis and Risk Management

• Verification and Validation

• PMS

• (Declaration of Conformity, Annex III)
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Common Mistakes
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Insufficient Description of the Device

Medical Device?

Intended
Patient

Population

Medical
Condition to
be diagnosed

and/or
treated

Intended Use
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Insufficient Description of the Device

System? Product
Variants? Options?

Functions? Components?
Spare Part?

Consumable?
Accessory?

Product
Identification?

Clear Product
Specification?(C
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Insufficient Description of the Device Example
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Insufficient Traceability
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Insufficient Traceability Example

Device: High Frequency Surgical Equipment
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Insufficient Traceability Example

Device: High Frequency Surgical Equipment
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Insufficient Traceability - Example
• Methods of compliance

- EN ISO 14971:2012
- EN 60601-1:2006
- EN 60601-1-2:2015
- EN 60601-2-2:2009
- EN 62366:2008
- EN 62304:2006

• Evidence of conformity
- Unique references
- For all methods
- For all product variants
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Insufficient Traceability - Example
Safety Compliance Tests Product A Product B Product C Product D Product E Product F Product G Product H

General Safety Testing TR100Y10 TR100Y10 TR100Y10 TR100Y10 TR100Y10 TR100Y10 TR100Y10 TR100Y10

Material Biocompatibility TR10010 TR10010 TR10010 TR10010 TR10010 TR10010 TR10010 TR10010

Material Flammability TR10015 TR10015 TR10015 TR10015 TR10015 TR10015 TR10015 TR10015

Surface Temperature Test TR0109 TR0121 TR0107 TR100X02 TR0107 TR100X02 TR100X02 TR100X02

Component Temperature Test TR0108 TR0120 TR0120 TR0120 TR100Z3003 TR100Z3003 TR100X03 TR100X03

Risk Analysis RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Electrical Safety

FMEA RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Hazard Analysis RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Blocking Network Analysis TR10001 TR10001 TR10001 TR10001 TR10001 TR10001 TR10001 TR10001

Dielectric Withstand Leakage Current TR3000 TR3000 TR3000 TR3000 TR3000 TR3000 TR3000 TR3000

Mechanical Safety

FMEA RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Enclosure Mechanical Strength TR10004 TR10004 TR10004 TR10004 TR10004 TR10004 TR10004 TR10004

Mechanical Safety Analysis RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Hazard Analysis RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500 RA7P500

Product Impact and Drop Tests TR4000 TR4000 TR4000 TR4000 TR4000 TR4000 TR4000 TR4000

Labelling

Identification and Markings TR100X20 TR100X20 TR100X20 TR100X20 TR100X20 TR100X20 TR100X20 TR100Y10

Legibility and Durability of Markings TR9000 TR9000 TR9000 TR9000 TR9000 TR9000 TR9000 TR9000

Use of Harmonized Symbols TX10001 TX10001 TX10001 TX10001 TX10001 TX10001 TX10001 TX10001

Instructions for Use Review TR10010 TR10010 TR10010 TR10010 TR10010 TR10010 TR10010 TR100X09

Reliability Tests

Durability Tests – General TR5000 TR5000 TR5000 TR5000 TR5000 TR5000 TR5000 TR5000

Durability Tests – Liquid Ingress TR7000 TR7000 TR7000 TR7000 TR7000 TR7000 TR7000 TR7000

Durability Tests – Cleanability TR9000 TR9000 TR9000 TR9000 TR9000 TR9000 TR9000 TR9000
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Insufficient Traceability - Example
• Traceability matrix does not correspond to

Essential Requirement Checklist (ERC)

• References to evidence of compliance in
ERC and traceability matrix do not include
all product variants

• Many Test Reports include insufficient
product identification

• Not possible to evaluate if all applicable ER
have been fulfilled for all product variants
=> Major NC!
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Insufficient Risk Management
• Risks in both normal use and failure

condition are not included
• All risks not identified

- Complete team?
- Warnings from IFU included?

• Benefit > Risk?
- Non-suitable definitions?

• Incorrect calculation?
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Insufficient Risk Management - Examples
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Insufficient Risk Management - Examples
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Insufficient Evaluation of Clinical Data
• Clinical Safety and Performance?

• Evidence of fulfillment of its intended use?

• Meet all claims?

• ER fulfilled?

• Unclear description of equivalence?

• Include positive and negative data?

• Appropriate author?
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Conclusion
(C

)2
01

6 
QAdv

is 
AB 



Technical Files – Common Mistakes

Conclusion
• Well structured
• Clear identification of documents
• Relevant information
• Complete documentation
• Complete traceability
• Does it make sense?

• Facilitate internal and external reviews
• Keep down review time and costs
• Shortens time to market!
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Thank you!
Questions & Answers
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QAdvis can support you as needed
• CE marking process
• Compilation of Technical Files
• Review of Technical Files
• Classification review
• Risk Management

Contact:
maria.eklycke@qadvis.com
nils-ake.lindberg@qadvis.com
robert.ginsberg@qadvis.com

www.qadvis.com
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European Commission, Legislation http://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en

European Commission, Guidance

(MEDDEV, Consensus etc.)

http://ec.europa.eu/growth/sectors/medical-devices/guidance_en
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Harmonized Standards

http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/medical-
devices/
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Global Harmonization Task Force, STED http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n011-2008-principles-safety-

performance-medical-devices-080221.pdf

Team NB
(The European Association for Medical
Devices of Notified Bodies)

Technical Documentation NB-
MED/2.5.1/Rec5

http://www.team-nb.org//wp-content/uploads/2015/05/nbmeddocuments/Recommendation-NB-
MED-R2_5_1-5_rev4_Technical_Documentation.pdf
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