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Background  

The European Medical Device Regulation 

2017/745 (MDR) is transforming the medical device 

market in Europe. Many companies are challenged 

by the transition from the previous MDD/AIMDD to 

the MDR and are seeking assistance from experts 

such as Li-Med to navigate the regulatory maze.   

One major concern is the impact of the MDR on the 

technical documentation requirements for products 

already on the market under the MDD, as well as 

new products. Ensuring the technical 

documentation comply with the MDR is a crucial 

step in the CE marking process.  The technical 

documentation will be reviewed by your Notified 

Body and possibly a Competent Authority as part 

of the process for assessing conformity of a device. 

The technical documentation required is outlined in 

Annexes II and III of the MDR and include detailed 

information about the design, function, 

composition, intended use, claims, clinical 

evaluation and post-market surveillance of your 

medical device. 

The MDR focuses on a life-cycle approach which 

means that the technical documentation must be 

updated and maintained the entire time the device 

is on the market and retained for 10 years after the 

last device has been placed on the market (15 

years for implantable devices). 

Unlike the MDD and AIMDD, the MDR is a legally 

binding document. The MDR entered into force in 

May 2017 with a three-year transitional period 

which was extended until 26 May 2021 due to the 

COVID-19 pandemic. 

 

Navigating these changes can be challenging, 

 Li-Med’s regulatory professionals can help steer 

you in the right direction. 

 

 

 

  

The rules in Annex VIII divide medical devices into classes I, IIa, IIb or III taking into account the 

intended purpose of the device and the risks. Deciding on the appropriate risk class and the 

justification for the classification is an essential step which determines the suitable conformity 

assessment procedure and consequently which technical documentation will be reviewed by 

the Notified Body.   

Medical Device Classification 

The new classification rules in the MDR may 
affect the class of your device. Consequently, 
the technical documentation may need an 
update. 
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What are the major changes in technical documentation from the MDD? 

The table below describes the key differences between the technical documentation requirements from 

Annex II of the MDR and the MDD/AIMDD: 

Technical Documentation 
per Annex II of the MDR 

Technical Documentation 
per MDD/AIMDD 

Key differences 

Device description and 
specification, including 
variants and accessories 

General Description of the 
product, including variants 
and intended use 

Requirement reworded 

1.1 Device description and 
specification 

Descriptions and 
explanations necessary to 
understand the operations 
of the products 

Requirement to include a reference to the 
Basic Unique Device Identification-Device 
Identifier (UDI-DI), (once the UDI system is in 
place) or identification such as product code or 
catalogue number allowing traceability.  

1.2 Reference to previous 
and similar generations of 
the device 

N/A Addition of sub-section for reference to 
previous generations of the device and similar 
devices on the market.  

Information to be supplied 
by the manufacturer 

Label and instructions for 
use 

Requirement to provide details of the labels 
and packaging at different levels.  

Addition of language requirements for labeling 
and IFU. 

Design and manufacturing 
information 

Design and manufacturing 
drawings, and diagrams of 
components, sub-
assemblies, circuits etc.  

All device classes now require an explanation 
for design stages and procedures (not just 
class III as per MDD/AIMDD) 

Complete information and specifications, 
including design stages, manufacturing 
process and validation, and product testing.  

Identification of all design and manufacturing 
sites, including suppliers and sub-contractors. 

Descriptions and 
explanations necessary to 
understand these drawings 
and diagrams 

Design calculations and 
inspections 

General safety and 
performance requirements 
(GSPR)  

Essential Requirements 
(ER) checklist and 
solutions 

Similar to the ER in the MDD and AIMDD, the 
GSPR is a key element for establishing 
conformity with the MDR. 

The GSPR has expanded the ER with 
additional requirements and more emphasis in 
certain areas to align with standards and 
industry guidance documents. 

Evidence of conformity with the standards, 
Common Specifications etc. in the form of 
identification of controlled documents to 
demonstrate conformity with the GSPR. 

List of standards used to 
meet ER and the solutions 
adopted 

If combined with other 
devices, proof that 
combinations conform to 
essential requirements. 
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Technical Documentation 
per Annex II of the MDR 

Technical Documentation 
per MDD/AIMDD 

Key differences 

Benefit–risk analysis and 
risk management 

Results of Risk Analysis Devices must be designed to be suitable for 
their intended purpose, safe and effective.  

Specific mention of Benefit-Risk analysis 
aspect of Risk Management, taking into 
account state-of-the-art. 

Product verification and 
validation 

N/A Results and analyses of all validation and 
verification tests that demonstrate conformity 
with the MDR and specifically the GSPR 

6.1 Pre-clinical and clinical 
data 

Preclinical evaluation The MDR details tests required taking into 
consideration the intended use and safety of 
the device. For example: laboratory testing, 
animal testing, biocompatibility, stability, shelf-
life, EMC and safety, Software Verification, and 
validation. 

Detailed information regarding test design, 
protocols, data analysis and summaries, and 
test conclusions. 

Rationales justifying cases where re-testing 
was not performed. 

Clinical Evaluation The MDR has expanded requirements for 
Clinical Evaluation Plan and Report, as well as 
the PMCF Plan and Report. 

6.2 Additional information 
required in specific cases 

Sterilization method and 
validation (if applicable) 

 

Declaration regarding a 
device incorporates a 
substance or human blood 
derivative (AIMDD only) 

The MDR includes specific requirements 
regarding: 

 Devices incorporating a medicinal product 
 Devices incorporating tissues or cells of 

human or animal origin 
 Devices composed of substances or 

intended to be absorbed into the human 
body 

 Devices containing CMR or endocrine-
disrupting substances 

 Sterile devices 
 Devices with a measuring function 
 Combination devices 

Manufacturers with devices on the market under the MDD should perform a gap analysis to determine which 

technical documentation needs to be prepared in order to transition to the MDR. 

Preparing and updating the technical documentation can place demands on manufacturers; Li-Med’s experts 

can help in easing the burden and assisting with the gap analysis. 
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General Safety and Performance Requirements (GSPR) 

The GSPR in Annex I are similar to the Essential 

Requirements in the MDD/AIMDD although they 

include many more requirements and greater detail.  

Compliance with the GSPR is a key element for 

establishing conformity with the MDR. There were 

13 ERs in the MDD and 16 in the AIMDD, but the 

GSPR have 23 sections. The general scope of the 

GSPR is consistent with the ER from the MDD and 

AIMDD but the requirements have been expanded 

to reflect advancements in technology and 

medicine and to align with harmonized standards 

and common specifications. 

 Among others, the GSPR include requirements for 

performance characteristics and risk management. 

Specific areas which have been introduced or 

expanded in the GSPR are: 

 Devices containing medicinal substances 

 Devices incorporating materials of human or 

animal origin 

 Devices without a medical purpose 

 Devices containing CMR (Carcinogenic, 

Mutagenic or toxic to Reproduction) and 

endocrine-disrupting substances. 

 Cybersecurity and data protection 

 Labelling and Instructions for Use 

Certain aspects were removed from the ERs and 

incorporated into the text of the MDR such as 

clinical evaluation and medicinal consultation.  

Annex II Section 4 of the MDR requires 

manufactures to demonstrate conformity with the 

GSPR including methods used to demonstrate 

conformity with the applicable requirements in 

controlled documents as well as applicable 

standards. Manufacturers must also include a 

justification for all requirements which are not 

applicable.   

A convenient approach to demonstrate conformity 

with the GSPR is with a checklist or table that 

references the relevant documents and standards.  

Manufacturers who are transitioning from the 

MDD/AIMDD to the MDR should perform a gap 

analysis to determine which new and revised 

requirements are applicable to their devices and 

which new technical documentation needs to be 

prepared.

Demonstrating compliance with the GSPR is a key factor in compliance with the MDR.  Li-Med can assist 

with performing a gap analysis to ensure a smooth transition. 

  

The GSPR are a core component of the MDR 
and provide the criteria for safety and 
performance applicable to all aspects of 
Medical Devices, throughout their life-cycle. 
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Clinical Evaluation and Summary of Safety and Clinical Performance

Presentation of clinical evidence was a requirement 

even under the MDD/AIMDD. Under these 

directives manufacturers of low-risk devices were 

required to prepare clinical evaluation reports 

(CERs) and manufacturers of high-risk devices had 

to present data from clinical investigations on their 

device. Annex XIV, Part A of the MDR still requires 

CERs but the idea of demonstrating equivalence 

with similar devices is limited and the rules are 

stricter.  

The requirements for clinical investigations are 

detailed in Article 62 and Annex XV of the MDR. 

Implantable and Class III medical devices must go 

through clinical investigations (with a few 

exceptions). 

Certain types and classes of devices must also 

present a summary of safety and clinical 

performance (SSCP) (Article 32) which must be 

made public.  This document presents an updated 

summary of the device’s safety, clinical data, and 

clinical performance to enable transparency. 

Annex III – Technical Documentation on Post-Market Surveillance 

Manufacturers must gather and analyze data about 

post-market activities as part of the life-cycle 

approach to continuously review the benefit-risk 

analysis of their products. Annex III describes the 

technical documentation for Post-Market 

Surveillance (PMS) required for each product. It 

includes: 

 PMS Plan which describes the system for 

gathering, recording and analyzing relevant 

quality, safety and performance data regarding 

a specific medical device throughout its life-

time. 

 Post-Market Clinical Follow-up plan or 

justification as to why it is not applicable 

 PMS Report which summarizes the results and 

conclusions of the analysis of the PMS data and 

include any Corrective and Preventative 

Actions (applies to Class I and may be updated 

as needed). 

 PSUR: Periodic Safety Update Report which 

includes the same information as the Post-

Market Surveillance Report as well as benefit-

risk analysis, sales volumes, user population 

characteristics, and use frequency. (Applies to 

Class IIa, IIb and III. PSUR must be updated 

every two years for Class IIa and annually for 

Class IIb and III). 

Conclusion 
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MDR was introduced to address the shortcomings 

of the MDD and AIMDD, which have become 

increasingly inadequate in world with rapidly 

advancing medical and healthcare technologies.  It 

brings regulations regarding medical devices closer 

in line with harmonized standards and industry 

guidance documents. MDR is a regulation and 

therefore EU member states must apply it in their 

national law.   

Medical device manufacturers will have to perform 

a gap assessment to determine what additional 

technical documentation they are required to 

provide to demonstrate compliance with the GSPRs 

and the MDR as a whole. The technical 

documentation will need to be more detailed than 

was required under the MDD/AIMDD, in particular 

regarding clinical data. Additional technical 

documentation required include a PMS plan and 

PMS report or PSUR. 

While the task of transitioning to the MDR, it is 

important to understand the reasoning behind it.  

Safety of the individual and the public should 

always be the number one priority in healthcare and 

medicine.   

Li-Med Can Help 

Li-Med supports medical device manufacturers to overcome regulatory hurdles.   

We can help with: 

 MDD to MDR Gap Assessment 

 MDR classification and conformity assessment 

 Technical Documentation 

 Quality Management (ISO 13485:2016 and QSR) 

Contact us at office@li-med.com for further information. 


