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IVD definition art 2.2
‘in vitro diagnostic medical device’ means 

any medical device which is a reagent, reagent product, 

calibrator, control material, kit, instrument, apparatus, piece 

of equipment, software or system, whether used alone or in 

combination, intended by the manufacturer to be used in vitro 

for the examination of specimens, including blood and tissue 

donations, derived from the human body, solely or principally 

for the purpose of providing information on one or more of the 

following: 

(a) concerning a physiological or pathological process or 

state; 

(b) concerning congenital physical or mental impairments; 

(c) concerning the predisposition to a medical condition or a 

disease; 

(d) to determine the safety and compatibility with potential 

recipients; 

(e) to predict treatment response or reactions; 

(f) to define or monitoring therapeutic measures. 

Specimen receptacles shall also be deemed to be in vitro 

diagnostic medical devices; 4



IVDR (5 April 2017)

43 pages

• 23 Articles

• XII Annexes

175 pages

• 10 chapters, 123 articles

• XVII Annexes

1. European regulation, to be implemented in 

each EU country 'as such', not only for CE-IVDs 

but also for LDTs (IH-IVD)

2. In addition to the regulation, there will be EU 

guidelines / interpretation documents

3. There is a separate implementation law for 

each country, 

– With explanation who is competent 

authority, 

– Clarify their competence and national 

interpretation (where possible)

– Name of competent authority 

/ IH-IVD



Which organisations are involved? 

1. FAGG (Belgium - CA) as competent authority (monitoring of 

LDTs / IH-IVD)

2. Notified bodies (NB) for CE-IVD certification

3. EU Reference laboratories for IVDR (EU Joint Research 

Centres) always for Class D testing

4. IVDR Expert group for monitoring/recommendations of 

reports NB (EU call for experts)

5. EU commission (DG Grow and Sante - general supervision 

and coordination)



Impact of the IVDR on key stakeholders 

For the public/patients
• Safer devices and more transparency

For health institutions
•  There will be stricter standards for the development of in-house tests

• Laboratories may be forced to use commercial IVDs instead of in-house developed tests

•  Regulation also applies to software (e.g. open source software that is used in 

bioinformaticpipelines) 

For manufacturers/distributors
•  Obligation to generate sufficient evidence that product is safe and performing as intended 

•  Following up the safety and performance of the product when on the market (internal   

processes) 

•  More public/media scrutiny of public product information 

For notified bodies
•  Stricter requirements concerning expertise and processes, more oversight 

•  Some will go out of business -> ‘Traffic jam’ at Notified Bodies?



IVDD     IVDR: Different challenges of the change

Extended IVD definition of the scope

1. Covers more type of devices like predictive genetic tests, companion diagnostics, software

2. Covers in-house IVD’s

3. Extending regulatory oversight to home-use devices made available to EU citizens through 

'distance selling' (e.g. via the Internet) by companies based outside the EU - even if the tests 

themselves are carried out in non-EU countries.

New device classification system

IVDR requires many more IVD devices to be NB-certified

(20% certified under IVDD > 80% certified under under IVDR) 

Notified Body bottlenecks

7 recognized NB for IVDR (18/06/2022)

Lifecycle approach

IVDR takes a more holistic approach that spans the entire product lifecycle, with more comprehensive 

measures to encourage continuous evaluation both pre- and post-launch.

Greater supply chain oversight (importers, distributors, …) and device tracebility (UDI)



IVDs under the IVDR: multiple scenarios

IVDR 

2017/746 

IVDR art 5.5 & 

annex 1 

CE-IVD IH-IVD



This Regulation does not apply to: 

• (a) products for general laboratory use or research-use only 

products, unless such products, in view of their characteristics, 

are specifically intended by their manufacturer to be used for 

in vitro diagnostic examination; 

• (b) invasive sampling products or products which are directly 

applied to the human body for the purpose of obtaining a 

specimen; 

• (c) internationally certified reference materials; 

• (d) materials used for external quality assessment schemes. 

10

IVDR art 1.3



Obligation to document all IVDR requirements for in house IVD 

competent authority can ask this data

Guidance document MDCG In-house devices - due Q3 2022 
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IH-IVD certified as 

CE-IVD

MDCG 2022-6
Guidance on 

significant changes 

regarding the 

transitional provision 

under Article 110(3) of 

the IVDR 

CE-IVD

IH-IVD

IH-IVD

IH-IVD

IH-IVD

IVDs under the IVDR: multiple scenarios



> 75 – 90 % of the test are

- in-house IVD test with no CE-IVD 

alternative

- Or in-house IVD test with a CE-

IVD but not comparable

Hemasphere. 2022 May 20;6(6):e724

Impact of IVDR for Diagnostics labs 

n=203 medical laboratories



Organisations involved in the implementation of MDR/IVDR

Eg, EFLM, 

BioMed Alliance 

(EFLM, ESP, ESHG, 

ESCMID, …) 

Guidelines and

interpretation

documents



MDCG 





Classifications of IVD’s

IVDD IVDR

MDCG 2020-16

Guidance on Classification Rules for in

vitro Diagnostic Medical Devices under

Regulation (EU) 2017/746



https://www.thermofisher.com/

IVDR 2017/746 article 47 & annex VIII; MDCG 2020-16 Rev 1



IVDR 2017/746 

Chapter II, article 5, 5.4 and 5.5 

“Health Institution exemption” 

Class A, B, C & D 

National 

Competent Authority

IVDR 2017/746 article 47 & annex VIII; MDCG 2020-16 Rev 1



IVDR 2017/746 Chapter II, article 5, 5.4 

and 5.5 & Annex I: 

Hospital Exemption for use LDT / IH-IVD



IH-IVD: an exemption that comes with obligations

Art 5.5 a) No transfer of device to other legal entities

Transfer which is allowed: 

- sharing laboratory protocols, 

- information about technologies, tools and reagents is possible

- Patient samples (not considered as being a device) 

Date of application: 26 May 2022



IH-IVD: an exemption that comes with obligations

Art 5.5 

b) Manufacture and use of IH-IVD under appropriate

proper QMS 

c) Laboratory is compliant with ISO 15189 or national

equivalent

Comply with ISO 15189 ≠ accreditation according ISO 15189

Covers the QMS of ISO 15189 sufficiently the control of manufacture and use

of an IH-IVD?

Date of application: 26 May 2024



IH-IVD: an exemption that comes with obligations

Art 5.5 

d) comparison to competitor (CE-IVD) and health institution IH-IVD 

e) provide information and rationale to authorities, regarding

manufactoring, modification and use

- no ‘equivalent’ CE-IVD kit on the market

- or a target ‘patient-group’s specific needs’ cannot be met at the appropriate level of performance 

by an equivalent CE-IVD

“unique feature / unmet need / certain performance charateristics cannot be met”

o EUDAMED database* will be the major source of information about equivalent devices available on 

the market

o Deadline manufactures to CE mark Class C Devices is 2026 

o Genetic testing laboratories have at least 2 years to search for equivalent devices

* European Database of Medical Devices (EUDAMED) containing information on devices on the market under MDR and IVDR

Date of application: 26 May 2028

“CA”



IH-IVD: an exemption that comes with obligations

Art 5.5 f) Publish name and address and identification

of the products and declare conformity to Annex I

- Competent authority and national law will give more information how to publish this

- Declare conformity to annex I in 2024

BUT be aware from May 2022 

• Compliance with GSPR in Annex I

• and competent authority oversight

Date of application: 26 May 2024



IH-IVD: an exemption that comes with obligations

Art 5.5 

g) extensive documentation on manufactoring design, performance 

and compliance to Annex I for Class D* products

h) products are manufactored in accordance with the documents

referred to in g)

• Extra documentation requirements for class D

• BUT *member states may apply this provision also to Class C, B and A

Date of application: 26 May 2024



IH-IVD: an exemption that comes with obligations

Art 5.5 i) Collect experience gained from clinical use

and apply corrective actions

- Is also partly a requirement of ISO 15189 but now much more on test 

level to review and document 

Date of application: 26 May 2024



IVDR 2017/746 Chapter II, article 5, 5.4 

and 5.5 & Annex I: 

Health Institution Exemption for use LDT / IH-IVD



IH-IVD: an exemption that comes with obligations

Art 5.5 General sentences

For laboratories:

• IH-IVD must comply to the general safety and performance requirements set out in 

Annex I

• the requirements shall apply to devices manufactured and used within health institutions 

established in the Union and oversight

• IH-IVD exemption only valid for devices not on industrial scale

Member states:

- may require additional information about devices which have been manufactured and used 

on their territory. 

- retain the right to restrict the manufacture 

- retain the use of any specific type of such devices 

- shall be permitted access to inspect the activities of the health institutions. 

Date of application: 26 May 2022

Performance evaluations



Performance evaluation

Scientific validity Analytical performance Clinical performance

• Scientific (peer reviewed) 

literature (systematic review)

• Results of proof of concept 

studies

• Results of clinical 

performance studies

• Consensus expert opinions

• Relevant information on the 

scientific validity of devices 

measuring the same analyte 

or marker

And this by substantiation 

through at least 

1 of the following tools  
• LOD 

• Precision

• Analytical sensitivity

• Analytical specificity

• Trueness / bias

• Cut-off

• Linearity

• Appropriate criteria for 

sample collection and 

handling

• Appropriate criteria for 

checking for known 

interferences and cross-

reactions 

• Measuring range

• ....

And this by documenting the 

below elements

• Positive predictive value

• Negative predictive value

• Diagnostic sensitivity

• Diagnostic specificity

• Expected values in normal

and affected populations

• Likelihood ratio

Using 

• Clinical performance studies

• Scientific peer-reviewed

literature

• Published data from routine 

diagnostics

And this by documenting the 

below elements

ISO 15189



IH-IVD: an exemption that comes with obligations

Annex I General Safety and Performance Requirements (GSPR)

• Chapter I: General requirements (1-8)

• Chapter II: Requirements - Performance, design and manufacture (9-19)

• Chapter III: Requirements – labels and IFU (20)

• A kind of a checklist that you need to answer point by point

• Good starting point – a guidance for being compliance of any (IVD) medical device

• Knowledge required of: 

• QMS

• design, manufactoring process of your IH-IVD

• monitoring procedures

• standards followed

• …

Date of application: 26 May 2022



GAP analysis Annex I and ISO 15189 QMS

• Dutch document: 

– ~70% of the requirements in Annex I are (nearly) covered by requirements in ISO 15189

• Case study in UZ Leuven 

– ~60% of the requirements in Annex I are (nearly) covered by requirements in ISO 15189

– For the remaining 40%, additional documentation, studies or evidence will be needed 

Lab-Developed Tests

Handvat gebruik Lab-Developed Tests zoals beschreven in

VERORDENING (EU) 2017/746 VAN HET EUROPEES PARLEMENT EN DE

RAAD van 5 april 2017 betreffende medische hulpmiddelen voor invitrodiagnostiek

L Jacobs, et al versie 2.0 December 2020

Used Sources: 

IVDR 2017/746 – annex 1

- Documents available in QMS for a test which is accreditated according ISO 15189

- Dutch document drafted by the Task Force IVDR NL

Masterthesis T Habraken 2020-2021, University of Leuven



Hemasphere. 2022 May 20;6(6):e724



Article 54 IVDR 2017/746 - Possibility for rare diseases?



IVDR 2017/746 Chapter II, article 5, 5.4 

and 5.5 & Annex I: 

Hospital Exemption for use LDT / IH-IVD



Timeline

Reference: Hemasphere. 2022 May 20;6(6):e724



Conclusion

Implementation of IVDR is a challenge

Where to start ?

• Download IVDR and read art 5.5 and annex 1 and more …

• Make an inventory of the tests (in the broadest sense) in order to get a 

better picture 

• Start with classification of your tests including software

• Check use in same institution !



Standardized Pre-analytics: The Key for Reliable Li quid 
Biopsy Diagnostics & Research

3rd ELBS ctDNA Technology Meeting of 2022
September 27th, 2022 

Dr. Uwe Oelmueller,  SPIDIA4P Coordinator                               
QIAGEN,  PreAnalytiX

www.spidia.eu

The SPIDIA4P project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement no. 733112.



Deficiencies in Routine Healthcare and Research dem and for 
Improvements

 Diagnostic errors cause about 10% of all patient deaths and about 
17% of adverse events 
Institute of Medicine (IOM) Report Sept. 2015

 Pre-analytical phase accounts for 46% to 68% of clinical 
laboratory errors
Medical Laboratory Observer, May 2014

 Irreproducible preclinical research exceeds 50%, US $28B / year 

spent on preclinical research that is not reproducible - in the US

Freedman LP, Cockburn IM, Simcoe TS (2015) PLoS Biol 13(6): e1002165.doi:10.1371/journal.pbio.1002165



An Analytical Test Result is the Result of an Entir e Workflow

European Conference. Standards: Your Innovation Bridge. Brussels 
(2014). SPIDIA Booth.

Specifying, developing, verifying and 

validating preanalytical workflows is an 

essential part of analytical test 

development 



 Spiked restriction enzyme treated EGFR 

DNA with mutation T790M in all samples, 

equivalent to 200 copies 

 ccfDNA tested with the commercially 

available EGFR Plasma PCR Kit (RUO)

 Mutation detected when result is below 

dotted line  mutation not detected in stored 

EDTA blood but in stabilized blood

Post Blood Collection ccfDNA Profile Changes - Impact  on 
EGFR Test Results

The average of 8 donors is shown

Source: 

ISO 20186-3:2019: Molecular in vitro diagnostic examinations —
Specifications for pre- examination processes for venous whole blood —
Part 3: Isolated circulating cell free DNA from plasma.  Annex A.



Major Efforts for Improvements

 Pre-analytical Technologies

 International ISO & CEN Standards

 External Quality Assessment (EQA) Schemes

 Implementation  - healthcare, biobanking, research 



22 CEN & ISO Standard Documents and EQAs (2012 – 202 2)

 Molecular in-vitro diagnostic examinations - Specifications for pre-
examination processes for

o Blood — Cellular RNA, gDNA, ccfDNA, ccfRNA

o Blood – Exosomes / EVs

o Blood Tumor Cells – DNA, RNA, staining

o Tissue (FFPE) — DNA, RNA, Proteins

o Tissue (Frozen) – DNA, RNA, Proteins

o Tissue (FFPE) – in situe staining

o Fine Needle Aspirates – DNA, RNA, Proteins

o Saliva – DNA 

o Urine & Body Fluids – cfDNA

o Metabolomics – Urine, Serum, Plasma

o Microbiome – Stool, Saliva etc.

published CEN      published ISO     



Example:
ISO 20186-3 – Pre-examination Processes for Blood cc fDNA

Example:

ISO 20186-3:2019 - Molecular in vitro diagnostic 

examinations — Specifications for pre-

examination processes for venous whole blood 

— Part 3: Isolated circulating cell free DNA from 

plasma



New EU In Vitro Diagnostic Medical Device Regulatio n (IVDR)

• entered into force on 26 May 2017

• has replaced the EU’s Directive on in vitro 
diagnostic medical devices (IVDD 98/79/EC)

• transition period from IVDD to IVDR ended on 
26 May 2022

• amendment in Article 10 paragraphs 2, 3, 4 
(Dec. 2021): devices CE-marked according to 
IVDD with valid certificates prior to transition 
end can still be sold for defined limited periods 
(classes D, C, B, and class A sterile)



 Pre-analytical workflow parameters in several sections & clauses, e.g. Annex II:

• 6. PRODUCT VERIFICATION AND VALIDATION (Annex II)

• 6.1. Information on analytical performance of the device

• 6.1.1. Specimen type 

This Section shall describe the different specimen types that can be analysed, including their
stability such as storage, where applicable specimen transport conditions and, with a view to time-
critical analysis methods, information on the timeframe between taking the specimen and its 
analysis and storage conditions such as duration, temperature limits and freeze/thaw cycles

 State-of-the-Art required for device developments in various law articles and annexes 

EU IVDR requires Specification, Verification and Va lidation of 
Pre-analytical Workflow Parameters



1
0

New EU IVDR – in-vitro Diagnostic Device Regulation 2017

Pre-analytical workflow parameters

EN ISO & CEN Standards 

Technologies & Products

Role of Legislation, Standards and Technologies

SOPs



Specimen 
Collection & 
Stabilization

Data 

Analysis

Sample 
Processing

Analytical 
Test

Analyte 

Isolation

Storage    

Transport

Pre-analytical Steps: Part of a Whole Diagnostic Te st Workflow 

Company trademarks shown for illustration purpose under copyright  



Implementation of Preanalytical Standards 

Certification according 
to ISO 13485 

Company Quality 
Manual: Process 

Landscape 

Product Development 
Process

Global Process SOPs 
incl. legal requirements Technical SOPs for pre-analytical 

workflows based on ISO & CEN 
standards

Example:  SPIDIA4P industry partner PreAnalytiX



Blood Collection, Stabilization, Transport, Storage
IVDR Class A Devices with Sterile Conditions - Certi ficates 

 Estabilished, documented
and established Quality 
Management System as
required by the IVDR for
Class A Devices with
Sterile Conditions

 Prerequisite for IVDR CE 
marking PreAnlaytiX‘s
PAXgene Blood Collection 
Tubes

 PreAnalytiX‘s system
according to ISO 13485



PAXgene Blood ccfDNA – CE marked according to IVDR 

Source:  www.preanalytix.com



QIAGEN therascreen PIK3CA RGQ PCR Assay – Preanalytical 
Workflow Parameters  

 FDA approved in 2019:  CDx test 

Presence of PIK3CA mutations in cancer tissue or plasma from 
patients with breast cancer is linked with response to treatment 
with PIQRAY® (alpelisib) / Novartis  

 Preanalytical workflow parameters are specified and verified as 
part of the approved test

 Example: Collection and storage duration:

Product claims may differ from country to country based on regulations and approvals. Contact your 
country representative for further details.



Partner PreAnalytiX is searching for Clinical Trial Sites 

 Getting IVD clearance for a pre-analytical device within an entire diagnostic workflow

 Stage 3 & 4 breast cancer patients

 If there is interest:  please contact     uwe.oelmueller@qiagen.com



A big Thank You goes to . . .  

. . . to the SPIDIA & SPIDIA4P Consortium Members, CEN/TC 140, ISO/TC 212 and all 
European and International Partners!

www.spidia.eu



Tuesday 27-09-2022

National initiative: The Dutch TF IVDR

Claudia Ruivenkamp
Clinical Laboratory Geneticist, LUMC

Member of the Dutch TF IVDR, secretary

Chair of the VKGL quality committee



Impact IVDR: many questions, few answers

2 IVDR webinar 27-sep-22

• The impact for laboratories is potentially enormous

• No insight into consequences for laboratories 



Why a national IVDR taskforce?

3 ESHG IVDR webinar 27-sep-22

• Many questions are the same for every scientific society/laboratory 
specialism

• Bringing together different perspectives between and within scientific 
societies

• Uniform (national) interpretation

• Central point of contact around IVDR (for competent authorities)



Dutch IVDR Taskforce

4 IVDR webinar 27-sep-22



Aims of the Task force

5 IVDR webinar 27-sep-22

• Raise awareness among decision makers (Ministry of 
Health, Welfare and Sport; Health and Youth Care 
Inspectorate; Management Boards, health insurance 
companies)

• Create sense of urgency among laboratory specialists 

• Provide tools/ develop guidelines (article 5, section 5) 
for (laboratory) professionals 



How did/do we work?

6 IVDR webinar 27-sep-22

• Meet and discuss IVDR 

• Communication with / ask for input from professionals via 
professional associations 

• Participate in meetings organized by Ministry of Health 

• Participate in meetings organized by other stakeholders 
(Federation of Dutch Universities, National NEN committee, 
patient organizations) 



Create sense of urgency

7 IVDR webinar 27-sep-22

September 2019 flyer to all laboratory specialists: 

Take home messages: 
Laws state WHAT to do – not HOW to do! 
Don’t expect that the IVD regulation will be postponed 
Don’t expect that The Dutch Government will not strictly follow 
European Regulations 

You are yourself responsible for compliance to IVDR 

Task force will develop tools and guidelines to help you 



Guideline for interpretation

8 ESHG IVDR webinar 27-sep-22

Focus on Lab-Developed Tests / IH-IVD’s

IVD Regulation 2017/746, article 5, section 5 and Annex I



Guideline for interpretation

9 IVDR webinar 27-sep-22

• 5th of  June 2020, version 1
• 10th of December 2020, version 2
• End of 2022 revision?



Industrial scale

10 IVDR webinar 27-sep-22



Definition LDT/ IH-IVD

11 IVDR webinar 27-sep-22

Note: draft version European guidance (MDCG)
The IVDR do not regulate any possible off‐label use of devices by healthcare 
practitioners. 
- As such, the use of RUO (research use only) products by healthcare practitioners is 

not regulated by the IVDR.
- Similarly, off‐label use of CE marked devices by healthcare practitioners is not in the 

scope of the IVDR



Examples – what will fall under the definition

12 IVDR webinar 27-sep-22

• PCR master mix/ design of primers
• Home made MLPA kits
• In-house developed software that is used on site by its medical staff



Software 

13 IVDR webinar 27-sep-22

In house developed software needs to comply with complete list in Annex I

Link Annex I to IEC-62304



Annex I

14 IVDR webinar 27-sep-22

• Annex I: contains several important general requirements that are set for 
the safety and performance of IVDs (12 pages and 3 chapters) 

• The requirements in EN ISO 15189 largely overlap with the requirements 
listed in Annex I

• Annex I is cross-referenced to the EN ISO 15189 standard
• Practical tool for laboratories to demonstrate that they comply with the 

requirements set out in Annex I



Screenshot Appendix A: link Annex I to ISO15189

15 ESHG IVDR webinar 27-sep-22

Note that this only applies to laboratories/IVD-tests that are accredited according to EN ISO 15189



Guideline for interpretation

16 IVDR webinar 27-sep-22

The transfer of results (with or without clinical interpretation) is essential for good 
quality and accessibility of the Dutch healthcare system.

LDT/IH-IVD itself 

Results, interpretation

Relevant protocols, work instructions, clinical validations, descriptions in scientific 
publications



Guideline for interpretation

17 Insert > Header & footer 27-sep-22

EN ISO 15189

Caveat: additional requirements may be required (i.e. for software) 



Guideline for interpretation

18 Insert > Header & footer 27-sep-22

Arguments that can be taken into consideration to demonstrate the necessity and superiority of 
the LDT:

Technical:
●Working principle
● Critical performance requirements
● Required amount of patient material
● Type of (body) material
● Reliability of the device
● Turn-around times
…

Clinical:
used for the same clinical condition or purpose?
▪ The same severity and stage of the disease
▪ In the same place in the body
▪ In a comparable population
▪ ..



Guideline for interpretation

19 IVDR webinar 27-sep-22

• An example/template is supplied in appendix B
• made public on the website of the healthcare institution



Appendix B Declaration lab-developed tests

20 IVDR webinar 27-sep-22



Where are we now?

21 IVDR webinar 27-sep-22

• Still unknowns (also for authorities)

• Dutch authorities want experts to be involved in setting up 
guidance for IVDR interpretation

• Task force is seen as important partner by authorities

• Stay informed (symposia, websites, publications)
and discuss what is reasonable

`We cannot avoid the law, but we can try to reduce the impact`



The Dutch IVDR taskforce

27-sep-2222 Insert > Header & footer

Leo Jacobs, NVKC, Chair Taskforce

Claudia Ruivenkamp, VKGL/VKGN, secretary Taskforce

Paul Bank, NVZA

Hanneke van Deutekom, VKGL, bioinformatician

Dörte Hamann, CMI/NVVI

Richard Molenkamp, NVMM

Wytze Oosterhuis, NVKC

Jesse Swen, NVZA

Bastiaan Tops, NVVP

Sjoerd van den Berg, NVKC

Mirjam Wamelink, VKGL

Els Wessels, NVMM
Clin Chem Lab Med. 2020 Nov 23:cclm-2020-1384. 
doi: 10.1515/cclm-2020-1384. PMID: 33554568
c.ruivenkamp@lumc.nl



1 

 

Lab-Developed Tests 

Guidance on use of Lab-Developed Tests as described in REGULATION 

(EU) 2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

of 5 April 2017 on in vitro diagnostic medical devices 

Task force IVDR 

 

 

 

 

 
 
 
 
 

 

 

 

Version and date  

Definite version 2.0 10-12-2020 

 

Authors 

Leo Jacobs, NVKC, head task force 

Claudia Ruivenkamp, VKGL/VKGN, secretary task force  

Paul Bank, NVZA 

Hanneke van Deutekom, VKGL, bioinformatician 

Dörte Hamann, CMI/NVVI 

Richard Molenkamp, NVM 

Wytze Oosterhuis, NVKC 

Jesse Swen, NVZA 

Bastiaan Tops, NVVP 

Sjoerd van den Berg, NVKC 

Mirjam Wamelink, VKGL 

Els Wessels, NVMM 

  



2 

 

Contents 
1. Scope and demarcation .................................................................................................................. 3 

2. Target audience .............................................................................................................................. 4 

3. Explanatory notes Chapter II, article 5, paragraph 5 ...................................................................... 5 

4. List of abbreviations ....................................................................................................................... 9 

5. Attachments ................................................................................................................................. 10 

5.1 Appendix A Cross-reference Annex I of REGULATION (EU) 2017/746 to EN ISO 15189 .............. 10 

5.2 Appendix B Declaration lab-developed tests ............................................................................... 30 

 

   



3 

 

1. Scope and demarcation 
 
The new European IVDR legislation will come into effect in May 2022. This may have major 
consequences for the use, availability and costs of in vitro diagnostic tests. 
To meet some of the potential challenges, the scientific societies of the (medical) laboratory specialists  
(in the Netherlands) have joined forces in a multidisciplinary task force. This task force consists of 
mandated members of the NVKC, NVVP, NVMM, VKGL / VKGN, NVVI / CMI and the NVZA. 
In this document we will discuss the development and use of in vitro diagnostic tests developed in-
house (lab developed tests [LDTs]), as described in regulation 2017/746 article 5, paragraph 5 of the 
IVDR. No rights can be derived (at this stage) from this document. 
 

 
  

When in this document reference is made to an LDT this means the following:  

 

- An in-house developed and produced test; 

- Tests that are labeled "research use only" and that are used for diagnostics;  

- A CE-IVD certified test in which adjustments are made. 

 

Note that under these definitions, any modifications to a CE certified test will ensure that the 
test is an LDT. There are exceptions for which it is not reasonably possible to comply with 
IVDR. Think e.g. incidental, ad hoc modifications, usually necessary to answer an urgent 
clinical question. For example: 

- Reporting results in the presence of an interfering substrate. 

- Measuring the analyte in a body fluid other than described (and certified) by the 

manufacturer. 

In such cases, it is important to indicate in the report that the specific measurement was 
generated with a non-validated analysis and also does not fall under EN ISO 15189 
accreditation. 

 

The law states that LDTs may only be applied on a non-industrial scale: An exact definition of 
“industrial scale” is lacking in the IVDR. In a general sense, it is the view of the task force that 
tests developed in-house, which are used for patient care, are not applied on an industrial 
scale.  
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2. Target audience 
 
The guidance is written for employees of health institutions, health care professionals and researchers, 
who aim to continue the use of LDTs or to set up new LDTs.  
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3. Explanatory notes Chapter II, article 5, paragraph 5 

 

 
Annex I contains a number of important general requirements that are set for the safety and 
performance of IVDs. In our opinion, these requirements represent a significant improvement of 
current legislation and are in line with the high quality requirements that most medical laboratories in 
the Netherlands already meet (see also the report of the National Institute for Public Health and the 
Environment: https://www.rivm.nl/publicaties/in-huis-ontwikkelde-ivd-testen-gebruik-en-
kwaliteitsborging). 

In particular, the requirements in EN ISO 15189 largely overlap with the requirements listed in Annex I. 
Therefore, in-house tests, developed and validated in EN ISO 15189 accredited laboratories will, for 
the most part,  comply with Annex I of the IVDR. 

Each individual requirement in Annex I is cross-referenced to the EN ISO 15189 standard in the 
supplemental  file (appendix  A) to show that most requirements are also safeguarded by the EN ISO 
15189 accreditation. Appendix A is therefore also a practical tool for laboratories to demonstrate that 
they comply with the requirements set out in Annex I. 

Note that this only applies to laboratories/IVD-tests that are accredited according to EN ISO 15189. 

 
It is permissible, and necessary, for the quality and accessibility of healthcare, that test results and 
corresponding analytical or clinical interpretations (if applicable) can be shared with referring 
healthcare providers. The LDTs cannot be transferred to other legal entities, the results produced with 
the LTDs can. 

Sharing relevant protocols, work instructions, clinical validations and describing LDTs performed within 
the professional discipline in scientific publications is allowed. 

 

 

In general, the quality management system under EN ISO 15189 can be seen as an appropriate quality 
management system. Nonetheless, there is a considerable heterogeneity in manufacturing processes 
and we cannot exclude the possibility of additional requirements. 

 

 
Being EN ISO 15189 accredited is the most effective way to comply with this part of the law. 
 
  

“With the exception of the relevant general safety and performance requirements set out in Annex I, 
the requirements of this Regulation shall not apply to devices manufactured and used only within 
health institutions established in the Union, provided that all of the following conditions are met:…” 

5a) the devices are not transferred to another legal entity; 

5b) manufacture and use of the devices occur under appropriate quality management systems; 

5c) the laboratory of the health institution is compliant with standard EN ISO 15189 or where 
applicable national provisions, including national provisions regarding accreditation; 
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The health institution must, for each LDT, justify its use. It will be necessary to demonstrate 
and prove that the specific needs of the patient group cannot be met, or not at the right 
performance level, with a comparable IVD device available on the market. 

Arguments that can be taken into consideration to demonstrate the necessity and superiority 
of the LDT: 

Technical: 
● Working principle 

● Critical performance requirements 

● Required amount of patient material 

● Type of (body) material 

● Reliability of the device 

● Turn-around times 

● Clinical compatibility and interdependent comparison of results from the same material (taken 

at the same time). For example: a multiplex assay can measure multiple parameters 

simultaneously in one analysis, instead of several independent tests.  

Clinical: 
● Is the device used for the same clinical condition or purpose?, including: 

▪ The same severity and stage of the disease 

▪ In the same place in the body 

▪ In a comparable population, including age, anatomy and physiology 

▪ Comparable relevant critical performance in view of the expected clinical effect for a 

specific intended purpose. 

Substantiation of the above can be based on (but is not limited to): 
● National guidelines from professional associations / international guidelines 

● Scientific literature 

● Expert opinion e.g. clinical utility cards 

Clarification: 

The above argumentation should make it clear that the LDT is necessary to meet a specific need. This 

concerns a relevant and clinical benefit for the patient; The government (VWS and IGJ) has indicated 

that financial considerations do not justify the use of LDTs. 

The IVDR does not specify when the lack of an alternative for the device must be justified. An 

appropriate moment is at the start of the LDT’s development process, when the functional 

requirements and the patient target group are known. Subsequently, a re-assessment will have to be 

performed at the end of the life cycle of the LDT or when the LDT is changed. For medical devices 

(LDTs) that are produced without a clear (end of) life cycle or that are not subject to change, market 

orientation needs to be performed at a reasonable frequency to check for the availability of 

equivalent, commercially available alternatives. The information published in EUDAMED is leading for 

this.  

5d) the health institution justifies in its documentation that the target patient group's specific 
needs cannot be met, or cannot be met at the appropriate level of performance by an 
equivalent device available on the market; 
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All previously mentioned items must be documented and be made available upon request of the 

competent authorities. 

In case of minor modifications to a certified test that improve the function of the test or increase the 

scope of application, it is important to make a risk analysis of the implications of the change on the 

performance characteristics of the test. In addition, the modification will need to be validated, 

focusing on the performance characteristics that are reasonably affected by the modification. 

Examples of limited modifications: 

- Inclusion of a factor (e.g. + 10%) to harmonize the results with those in other laboratories 

- Making a dilution 

- Apply the use of other body material, for example COVID-19 test on bronchoalveolar lavage 

fluid (where the test describes, for example, only use of swabs) 

For performance characteristics not affected by the modification, the laboratory can refer to the 

manufacturer's documentation. When adjustments are made to an IVD, responsibility for the adjusted 

part of the IVD shifts from the manufacturer to the laboratory. 

 

 

An example is supplied in appendix B. This can then be made public on the website of the healthcare 
institution. 

 

 
For the time being, we assume that this requirement only applies to class D devices. 

 

5e) the health institution provides information upon request on the use of such devices to its 
competent authority, which shall include a justification of their manufacturing, modification 
and use; 

 

5f) the health institution draws up a declaration which it shall make publicly available, 
including:  

(i) the name and address of the manufacturing health institution,  
(ii) the details necessary to identify the devices,  

(iii) a declaration that the devices meet the general safety and performance requirements set 
out in Annex I to this Regulation and, where applicable, information on which requirements are 
not fully met with a reasoned justification therefor; 

5g) as regards class D devices in accordance with the rules set out in Annex VIII, the health 
institution draws up documentation that makes it possible to have an understanding of the 
manufacturing facility, the manufacturing process, the design and performance data of the 
devices, including the intended purpose, and that is sufficiently detailed to enable the 
competent authority to ascertain that the general safety and performance requirements set 
out in Annex I to this Regulation are met. Member States may apply this provision also to class 
A, B or C devices in accordance with the rules set out in Annex VIII; 
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Again, EN ISO 15189 accreditation provides the required assurances, in particular on the basis of 

section 4.14 (Evaluation and Audits). 

  

5h) the health institution takes all necessary measures to ensure that all devices are 
manufactured in accordance with the documentation referred to in point (g); and  

 
(i) the health institution reviews experience gained from clinical use of the devices and takes all 
necessary corrective actions. 
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4. List of abbreviations 
 

Abbreviation Meaning 
CE Conformité Européenne 

ISO International Organization for 
Standardization 

IVDR In Vitro Diagnostic Regulation 

LDT Lab Developed Test 
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5. Attachments 

5.1 Appendix A Cross-reference Annex I of REGULATION (EU) 

2017/746 to EN ISO 15189 
 
The overview below shows for each requirement of Annex I (IVDR 2017/746) which EN ISO 15189 
element ensures the relevant part of the law. The task force has made this overview, based on 
professional considerations, to enable laboratories to provide insight into and further elaborate 
adherence to the IVDR. It is a practical handle from which no rights can be derived.  

 

The following colors have been used in the overview below: 

Reference to EN ISO 15189 

Advice to comply with this part 

Limited application, with advice to members 

Not applicable 
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 Chapter 1: General safety and performance requirements EN ISO 15189 / Remarks 

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. 

EN ISO 15189 wide 

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. 

4.14.6 
 

3 Manufacturers shall establish, implement, document and maintain a risk management system.  
Risk management shall be understood as a continuous iterative process throughout the entire lifecycle 
of a device, requiring regular systematic updating. In carrying out risk management manufacturers 
shall: 

EN ISO 15189 is a fully suitable risk 
management system with which you 
meet the requirement to document 
and maintain the quality and risks 
(iteratively) throughout the life of a 
device. section 4.14.6, in a broad sense 
4.14 (with regard to evaluation and 
assurance), 4.12 and 4.15.1  
 

a) establish and document a risk management plan for each device; 

b) identify and analyse the known and foreseeable hazards associated with each device; 

c) estimate and evaluate the risks associated with, and occurring during, the intended use and during 
reasonably foreseeable misuse; 

d) eliminate or control the risks referred to in point (c) in accordance with the requirements of Section 4; 

e) evaluate the impact of information from the production phase and, in particular, from the post-
market surveillance system, on hazards and the frequency of occurrence thereof, on estimates of their 
associated risks, as well as on the overall risk, benefit-risk ratio and risk acceptability; and 

f) based on the evaluation of the impact of the information referred to in point (e), if necessary amend 
control measures in line with the requirements of Section 4. 

Advice to members for Section 3: 
perform a risk analysis for each test 

4 Risk control measures adopted by manufacturers for the design and manufacture of the devices shall 
conform to safety principles, taking account of the generally acknowledged state of the art. To reduce 
risks, the manufacturers shall manage risks so that the residual risk associated with each hazard as 
well as the overall residual risk is judged acceptable. In selecting the most appropriate solutions, 
manufacturers shall, in the following order of priority: 
  

EN ISO 15189 is a fully suitable risk 
management system with which you 
meet the requirement to document 
and maintain the quality and risks 
(iteratively) throughout the life of a 
device. section 4.14.6, and in a broad 
sense 4.14 (with regard to evaluation 
and assurance)  

a) eliminate or reduce risks as far as possible through safe design and manufacture;  
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 Chapter 1: General safety and performance requirements EN ISO 15189 / Remarks 

b) where appropriate, take adequate protection measures, including alarms if necessary, in relation to 
risks that cannot be eliminated; and 

 

c) provide information for safety (warnings/precautions/contra-indications) and, where appropriate, 
training to users. 

Advice to members for Section 4: 
perform a risk analysis for each test 

 Manufacturers shall inform users of any residual risks. 

5 In eliminating or reducing risks related to use error, the manufacturer shall:  

a) reduce as far as possible the risks related to the ergonomic features of the device and the 
environment in which the device is intended to be used (design for patient safety), and 

5.2 

b) give consideration to the technical knowledge, experience, education, training and use environment, 
where applicable, and the medical and physical conditions of intended users (design for lay, 
professional, disabled or other users). 

5.1.2; 5.1.6 

6 The characteristics and performance of a device shall not be adversely affected to such a degree that 
the health or safety of the patient or the user and, where applicable, of other persons are 
compromised during the lifetime of the device, as indicated by the manufacturer, when the device is 
subjected to the stresses which can occur during normal conditions of use and has been properly 
maintained in accordance with the manufacturer's instructions. 

4.14.5; 4.14.7; 4.14.8; 5.6 

7 Devices shall be designed, manufactured and packaged in such a way that their characteristics and 
performance during their intended use are not adversely affected during transport and storage, for 
example, through fluctuations of temperature and humidity, taking account of the instructions and 
information provided by the manufacturer. 

5.2.3; 5.2.6; 5.3 

8 All known and foreseeable risks, and any undesirable effects shall be minimised and be acceptable 
when weighed against the evaluated potential benefits to the patients and/or the user arising from 
the intended performance of the device during normal conditions of use. 

EN ISO 15189 wide, especially 4.14.6 
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 Chapter 2: Requirements regarding design and manufacture EN ISO 15189 / Remarks 

9 Performance characteristics  

9.1 Devices shall be designed and manufactured in such a way that they are suitable for the purposes 
referred to in point (2) of Article 2, as specified by the manufacturer, and suitable with regard to the 
performance they are intended to achieve, taking account of the generally acknowledged state of the 
art. They shall achieve the performances, as stated by the manufacturer and in particular, where 
applicable: 

5.5.1.3 

a) the analytical performance, such as, analytical sensitivity, analytical specificity, trueness (bias), 
precision (repeatability and reproducibility), accuracy (resulting from trueness and precision), limits of 
detection and quantitation, measuring range, linearity, cut-off, including determination of appropriate 
criteria for specimen collection and handling and control of known relevant endogenous and 
exogenous interference, cross-reactions; and 

5.5.1.3; 5.5.1.4 

b) the clinical performance, such as diagnostic sensitivity, diagnostic specificity, positive predictive value, 
negative predictive value, likelihood ratio, expected values in normal and affected populations. 

5.5.1; 5.5.2 

9.2 The performance characteristics of the device shall be maintained during the lifetime of the device as 
indicated by the manufacturer. 

5.6.2 

9.3 Where the performance of devices depends on the use of calibrators and/or control materials, the 
metrological traceability of values assigned to calibrators and/or control materials shall be assured 
through suitable reference measurement procedures and/or suitable reference materials of a higher 
metrological order. Where available, metrological traceability of values assigned to calibrators and 
control materials shall be assured to certified reference materials or reference measurement 
procedures. 

5.3.1.4; 5.5.1.4; 5.5.2 

9.4 The characteristics and performances of the device shall be specifically checked in the event that they 
may be affected when the device is used for the intended use under normal conditions: 

 

a) for devices for self-testing, performances obtained by laypersons; 
 

Not applicable, LDTs are not for self-
testing, because they should not be 
transferred 

b) for devices for near-patient testing, performances obtained in relevant environments (for example, 
patient home, emergency units, ambulances). 
 
 
 
 

Not applicable, LDTs are not for near-
patient testing, because they should 
not be transferred 
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 Chapter 2: Requirements regarding design and manufacture EN ISO 15189 / Remarks 

10 Chemical, physical and biological properties  

10.1 Devices shall be designed and manufactured in such a way as to ensure that the characteristics and 
performance requirements referred to in Chapter I are fulfilled.  
Particular attention shall be paid to the possibility of impairment of analytical performance due to 
physical and/or chemical incompatibility between the materials used and the specimens, analyte or 
marker to be detected (such as biological tissues, cells, body fluids and micro-organisms), taking 
account of the intended purpose of the device.v 

5.5.1.3; 5.5.3 

10.2 Devices shall be designed, manufactured and packaged in such a way as to minimise the risk posed by 
contaminants and residues to patients, taking account of the intended purpose of the device, and to 
the persons involved in the transport, storage and use of the devices. Particular attention shall be paid 
to tissues exposed to those contaminants and residues and to the duration and frequency of 
exposure. 

5.2.6; 5.3.1.3 

10.3 Devices shall be designed and manufactured in such a way as to reduce to a level as low as reasonably 
practicable the risks posed by substances or particles, including wear debris, degradation products and 
processing residues, that may be released from the device. Special attention shall be given to 
substances which are carcinogenic, mutagenic or toxic to reproduction (‘CMR’), in accordance with 
Part 3 of Annex VI to Regulation (EC) No 1272/2008 of the European Parliament and of the Council (1) , 
and to substances having endocrine disrupting properties for which there is scientific evidence of 
probable serious effects to human health and which are identified in accordance with the procedure 
set out in Article 59 of Regulation (EC) No 1907/2006 of the European Parliament and of the Council(2). 

4.1.1.4.e; 5.3.1.5 

10.4 Devices shall be designed and manufactured in such a way as to reduce as far as possible the risks 
posed by the unintentional ingress of substances into the device, taking into account the device and 
the nature of the environment in which it is intended to be used. 

5.2.2; 5.2.6; 5.3.1.5 

11 Infection and microbial contamination  

11.1 Devices and their manufacturing processes shall be designed in such a way as to eliminate or reduce 
as far as possible the risk of infection to the user or, where applicable, other persons. The design shall: 

5.2.2.; 5.2.6; 5.5.3 
 

a) allow easy and safe handling; 

b) reduce as far as possible any microbial leakage from the device and/or microbial exposure during use;  

 and, where necessary 

c) prevent microbial contamination of the device during use and, in the case of specimen receptacles, 
the risk of contamination of the specimen. 
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 Chapter 2: Requirements regarding design and manufacture EN ISO 15189 / Remarks 

11.2 Devices labelled either as sterile or as having a specific microbial state shall be designed, 
manufactured and packaged to ensure that their sterile condition or microbial state is maintained 
under the transport and storage conditions specified by the manufacturer until that packaging is 
opened at the point of use, unless the packaging which maintains their sterile condition or microbial 
state is damaged. 

 

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

11.4 Devices intended to be sterilised shall be manufactured and packaged in appropriate and controlled 
conditions and facilities. 

11.5 Packaging systems for non-sterile devices shall maintain the integrity and cleanliness of the product 
and, where the devices are to be sterilised prior to use, minimise the risk of microbial contamination; 
the packaging system shall be suitable taking account of the method of sterilisation indicated by the 
manufacturer. 

11.6 The labelling of the device shall distinguish between identical or similar devices placed on the market 
in both a sterile and a non-sterile condition additional to the symbol used to indicate that devices are 
sterile. 

If applicable, indicate on the label 

12 Devices incorporating materials of biological origin  

 Where devices include tissues, cells and substances of animal, human or microbial origin, the selection 
of sources, the processing, preservation, testing and handling of tissues, cells and substances of such 
origin and control procedures shall be carried out so as to provide safety for user or other person. 

There is some overlap with sections 
5.2.3 and 5.2.6. but it is limited. This 
part will, if applicable, have to be 
worked out separately by the 
laboratory.  
 

 In particular, safety with regard to microbial and other transmissible agents shall be addressed by 
implementation of validated methods of elimination or inactivation in the course of the manufacturing 
process. This might not apply to certain devices if the activity of the microbial and other transmissible 
agent are integral to the intended purpose of the device or when such elimination or inactivation 
process would compromise the performance of the device. 

13 Construction of devices and interaction with their environment  

13.1 If the device is intended for use in combination with other devices or equipment, the whole 
combination, including the connection system, shall be safe and shall not impair the specified 
performances of the devices. Any restrictions on use applying to such combinations shall be indicated 
on the label and/or in the instructions for use. 

5.5.3 

13.2 Devices shall be designed and manufactured in such a way as to remove or reduce as far as possible:  



16 

 

 Chapter 2: Requirements regarding design and manufacture EN ISO 15189 / Remarks 

a) the risk of injury, in connection with their physical features, including the volume/pressure ratio, 
dimensional and where appropriate ergonomic features; 
 

This will be directly or indirectly already 
be part of the considerations when 
initiating an analysis. Also consider 
applicable working conditions 
legislation. This part could be 
specifically included in the risk analysis 

b) risks connected with reasonably foreseeable external influences or environmental conditions, such as 
magnetic fields, external electrical and electromagnetic effects, electrostatic discharge, radiation 
associated with diagnostic or therapeutic procedures, pressure, humidity, temperature, variations in 
pressure and acceleration or radio signal interferences; 

5.2.2; 5.2.6 

c) the risks associated with the use of the device when it comes into contact with materials, liquids, and 
substances, including gases, to which it is exposed during normal conditions of use; 

5.2.2.c and e; 5.2.6 

d) the risks associated with the possible negative interaction between software and the IT environment 
within which it operates and interacts; 

5.10.3 

e) the risks of accidental ingress of substances into the device; 5.2.2;5.2.6 

f) the risk of incorrect identification of specimens and the risk of erroneous results due to, for example, 
confusing colour and/or numeric and/or character codings on specimen receptacles, removable parts 
and/or accessories used with devices in order to perform the test or assay as intended; 

5.4.6 

g) the risks of any foreseeable interference with other devices. 5.5.1.2; 5.5.1.3 

13.3 Devices shall be designed and manufactured in such a way as to minimise the risks of fire or explosion 
during normal use and in single fault condition. Particular attention shall be paid to devices the 
intended use of which includes exposure to or use in association with flammable or explosive 
substances or substances which could cause combustion. 

5.2.6 

13.4 Devices shall be designed and manufactured in such a way that adjustment, calibration, and 
maintenance can be done safely and effectively. 

5.5.1.2; 5.5.1.3 

13.5 Devices that are intended to be operated together with other devices or products shall be designed 
and manufactured in such a way that the interoperability and compatibility are reliable and safe. 

5.5.1;5.5.3 

13.6 Devices shall be designed and manufactured in such a way as to facilitate their safe disposal and the 
safe disposal of related waste substances by users, or other person. To that end, manufacturers shall 
identify and test procedures and measures as a result of which their devices can be safely disposed 
after use. Such procedures shall be described in the instructions for use. 

5.2.2; 5.5.3 
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13.7 The measuring, monitoring or display scale (including colour change and other visual indicators) shall 
be designed and manufactured in line with ergonomic principles, taking account of the intended 
purpose, users and the environmental conditions in which the devices are intended to be used. 

5.2.6 

14 Devices with a measuring function  

14.1 Devices having a primary analytical measuring function shall be designed and manufactured in such a 
way as to provide appropriate analytical performance in accordance with point (a) of Section 9.1 of 
Annex I, taking into account the intended purpose of the device. 

5.5.3: 5.5.1.3 

14.2 The measurements made by devices with a measuring function shall be expressed in legal units 
conforming to the provisions of Council Directive 80/181/EEC (3). 

Laboratories deliberately choose  
particular their units 

15 Protection against radiation 
 

If applicable, Section 15 must be 
worked out separately by the 
laboratory. 

15.1 Devices shall be designed, manufactured and packaged in such a way that exposure of users or other 
persons to radiation (intended, unintended, stray or scattered) is reduced as far as possible and in a 
manner that is compatible with the intended purpose, whilst not restricting the application of 
appropriate specified levels for diagnostic purposes. 

There is some overlap with paragraphs 
5.2.2; 5.2.3 en 5.2.6 
 
 

15.2 When devices are intended to emit hazardous, or potentially hazardous, ionizing and/or non-ionizing 
radiation, they shall as far as possible be: 

a) designed and manufactured in such a way as to ensure that the characteristics and the quantity of 
radiation emitted can be controlled and/or adjusted; and 

b) fitted with visual displays and/or audible warnings of such emissions. 

15.3 The operating instructions for devices emitting hazardous or potentially hazardous radiation shall 
contain detailed information as to the nature of the emitted radiation, the means of protecting the 
user, and on ways of avoiding misuse and of reducing the risks inherent to installation as far as 
possible and appropriate. Information regarding the acceptance and performance testing, the 
acceptance criteria, and the maintenance procedure shall also be specified. 

16 Electronic programmable systems — devices that incorporate electronic programmable systems and 
software that are devices in themselves 
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16.1 Devices that incorporate electronic programmable systems, including software, or software that are 
devices in themselves, shall be designed to ensure repeatability, reliability and performance in line 
with their intended use. In the event of a single fault condition, appropriate means shall be adopted to 
eliminate or reduce as far as possible consequent risks or impairment of performance. 

5.5.1 

16.2 For devices that incorporate software or for software that are devices in themselves, the software 
shall be developed and manufactured in accordance with the state of the art taking into account the 
principles of development life cycle, risk management, including information security, verification and 
validation. 

For Section 16 reference is made to: 

1. MDCG 2019-11 Guidance on 
Qualification and Classification of 
Software in Regulation (EU) 2017/745 – 
MDR and Regulation (EU) 2017/746 – 
IVDR 

2.  IEC-62304 Medical Device software - 
software life cycle processes 

3. NFU guidance document Software  

16.3 Software referred to in this Section that is intended to be used in combination with mobile computing 
platforms shall be designed and manufactured taking into account the specific features of the mobile 
platform (e.g. size and contrast ratio of the screen) and the external factors related to their use 
(varying environment as regards level of light or noise). 
 

16.4 Manufacturers shall set out minimum requirements concerning hardware, IT networks characteristics 
and IT security measures, including protection against unauthorised access, necessary to run the 
software as intended. 

15.10.3 

17 Devices connected to or equipped with an energy source If applicable, Section 17 will have to be 
worked out separately by the 
laboratory. This section will seldom 
apply to in-house LDTs. See 5.2.2.c 
 

17.1 For devices connected to or equipped with an energy source, in the event of a single fault condition, 
appropriate means shall be adopted to eliminate or reduce as far as possible consequent risks. 

17.2 Devices where the safety of the patient depends on an internal power supply shall be equipped with a 
means of determining the state of the power supply and an appropriate warning or indication for 
when the capacity of the power supply becomes critical. If necessary, such warning or indication shall 
be given prior to the power supply becoming critical. 

17.3 Devices shall be designed and manufactured in such a way as to reduce as far as possible the risks of 
creating electromagnetic interference which could impair the operation of the device in question or 
other devices or equipment in the intended environment. 

17.4 Devices shall be designed and manufactured in such a way as to provide a level of intrinsic immunity 
to electromagnetic interference such that is adequate to enable them to operate as intended. 
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17.5 Devices shall be designed and manufactured in such a way as to avoid as far as possible the risk of 
accidental electric shocks to the user, or other person both during normal use of the device and in the 
event of a single fault condition in the device, provided the device is installed and maintained as 
indicated by the manufacturer. 

 

18 Protection against mechanical and thermal risks If applicable, Section 18 will have to be 
worked out separately by the 
laboratory. This section will seldom 
apply to in-house LDTs. 
 

18.1 Devices shall be designed and manufactured in such a way as to protect users and other persons 
against mechanical risks. 

18.2 Devices shall be sufficiently stable under the foreseen operating conditions. They shall be suitable to 
withstand stresses inherent to the foreseen working environment, and to retain this resistance during 
the expected lifetime of the devices, subject to any inspection and maintenance requirements as 
indicated by the manufacturer. 

18.3 Where there are risks due to the presence of moving parts, risks due to break-up or detachment, or 
leakage of substances, then appropriate protection means shall be incorporated. 
Any guards or other means included with the device to provide protection, in particular against 
moving parts, shall be secure and shall not interfere with access for the normal operation of the 
device, or restrict routine maintenance of the device as intended by the manufacturer. 

18.4 Devices shall be designed and manufactured in such a way as to reduce to the lowest possible level 
the risks arising from vibration generated by the devices, taking account of technical progress and of 
the means available for limiting vibrations, particularly at source, unless the vibrations are part of the 
specified performance. 

18.5 Devices shall be designed and manufactured in such a way as to reduce to the lowest possible level 
the risks arising from the noise emitted, taking account of technical progress and of the means 
available to reduce noise, particularly at source, unless the noise emitted is part of the specified 
performance. 

18.6 Terminals and connectors to the electricity, gas or hydraulic and pneumatic energy supplies which the 
user or other person has to handle, shall be designed and constructed in such a way as to minimise all 
possible risks. 

18.7 Errors likely to be made when fitting or refitting certain parts which could be a source of risk shall be 
made impossible by the design and construction of such parts or, failing this, by information given on 
the parts themselves and/or their housings. 
The same information shall be given on moving parts and/or their housings where the direction of 
movement needs to be known in order to avoid a risk. 
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18.8 Accessible parts of devices (excluding the parts or areas intended to supply heat or reach given 
temperatures) and their surroundings shall not attain potentially dangerous temperatures under 
normal conditions of use. 

 

19 Protection against the risks posed by devices intended for self-testing or near-patient testing Not applicable, LDTs are in principle not 
made for self-testing or near-patient 
testing 

19.1 Devices intended for self-testing or near-patient testing shall be designed and manufactured in such a 
way that they perform appropriately for their intended purpose taking into account the skills and the 
means available to the intended user and the influence resulting from variation that can be reasonably 
anticipated in the intended user's technique and environment. The information and instructions 
provided by the manufacturer shall be easy for the intended user to understand and apply in order to 
correctly interpret the result provided by the device and to avoid misleading information. In the case 
of near-patient testing, the information and the instructions provided by the manufacturer shall make 
clear the level of training, qualifications and/or experience required by the user. 

19.2 Devices intended for self-testing or near-patient testing shall be designed and manufactured in such a 
way as to: 

Not applicable, LDTs are in principle not 
made for self-testing or near-patient 
testing a) ensure that the device can be used safely and accurately by the intended user at all stages of the 

procedure if necessary after appropriate training and/or information; and 

b) reduce as far as possible the risk of error by the intended user in the handling of the device and, if 
applicable, the specimen, and also in the interpretation of the results. 

19.3 Devices intended for self-testing and near-patient testing shall, where feasible, include a procedure by 
which the intended user: 

a) can verify that, at the time of use, the device will perform as intended by the manufacturer; and 

b) be warned if the device has failed to provide a valid result. 

 

 

(1) Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, 

amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006  
(2) Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of 

Chemicals (REACH) 
(3) Council Directive 80/181/EEC of 20 December 1979 on the approximation of the laws of the Member States relating to units of measurement and on the repeal of Directive 

71/354/EEC  
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Explanation to Chapter 3, section 20 

 
The question is whether and to what extent components 20.1, 20.2 and 20.3 apply to Lab Developed Tests. Tests are made and used within an institute and the 
"manufacturer" is usually the user.  
 
In general terms, the scope of this section is that: each device must be accompanied by the information necessary to identify the device and its manufacturer, 
and any safety and performance information relevant to the users or other persons, when relevant. This information may be provided on the device itself or on 
the packaging, or it may be stated in the instructions for use. In other words, relevant information must be available to the user. For this you have Standard 
Operating Procedures (SOPs), labels, registrations, instructions for use, etc. This is in line with, for example, EN ISO 15189 items 5.3.2.7 and 5.5.3. 
 

 
 Chapter 3: Requirements regarding information supplied with the device 

 
EN ISO 15189 / Remarks 

20 Label and instructions for use  

20.1 Algemene eisen met betrekking tot de door de fabrikant geleverde informatie  
Each device shall be accompanied by the information needed to identify the device and its 
manufacturer, and by any safety and performance information relevant to the user or any other 
person, as appropriate. Such information may appear on the device itself, on the packaging or in the 
instructions for use, and shall, if the manufacturer has a website, be made available and kept up to 
date on the website, taking into account the following: 

Advice for members for Section 20.1:  
determine for each part whether it 
applies and whether it complies 
See Explanation to Chapter 3 . 
See 5.3 
 
 a) The medium, format, content, legibility, and location of the label and instructions for use shall be 

appropriate to the particular device, its intended purpose and the technical knowledge, experience, 
education or training of the intended user(s). In particular, instructions for use shall be written in 
terms readily understood by the intended user and, where appropriate, supplemented with drawings 
and diagrams. 

b) The information required on the label shall be provided on the device itself. If this is not practicable or 
appropriate, some or all of the information may appear on the packaging for each unit. If individual 
full labelling of each unit is not practicable, the information shall be set out on the packaging of 
multiple devices. 

c) Labels shall be provided in a human-readable format and may be supplemented by machine-readable 
information, such as radio-frequency identification or bar codes. 
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d) Instructions for use shall be provided together with devices. However, in duly justified and 
exceptional cases instructions for use shall not be required or may be abbreviated if the device can be 
used safely and as intended by the manufacturer without any such instructions for use. 

 

e) Where multiple devices, with the exception of devices intended for self-testing or near-patient 
testing, are supplied to a single user and/or location, a single copy of the instructions for use may be 
provided if so agreed by the purchaser who in any case may request further copies to be provided 
free of charge. 

f) When the device is intended for professional use only, instructions for use may be provided to the 
user in non-paper format (e.g. electronic), except when the device is intended for near-patient 
testing. 

g) Residual risks which are required to be communicated to the user and/or other person shall be 
included as limitations, contra-indications, precautions or warnings in the information supplied by the 
manufacturer. 

h) Where appropriate, the information supplied by the manufacturer shall take the form of 
internationally recognised symbols, taking into account the intended users. Any symbol or 
identification colour used shall conform to the harmonised standards or CS. In areas for which no 
harmonised standards or CS exist, the symbols and colours shall be described in the documentation 
supplied with the device. 

i) In the case of devices containing a substance or a mixture which may be considered as being 
dangerous, taking account of the nature and quantity of its constituents and the form under which 
they are present, relevant hazard pictograms and labelling requirements of Regulation (EC) No 
1272/2008 shall apply. Where there is insufficient space to put all the information on the device itself 
or on its label, the relevant hazard pictograms shall be put on the label and the other information 
required by Regulation (EC) No 1272/2008 shall be given in the instructions for use. 

j) The provisions of Regulation (EC) No 1907/2006 on the safety data sheet shall apply, unless all 
relevant information, as appropriate, is already made available in the instructions for use. 

20.2 Information on the label 
The label shall bear all of the following particulars: 

Advice for members for Section 20.2: If 
applicable, include this necessary 
information on any packaging, in 
procedures / registrations, etc. 
See Explanation to Chapter 3. 

a) the name or trade name of the device; 
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b) the details strictly necessary for a user to identify the device and, where it is not obvious for the user, 
the intended purpose of the device; 

The strictly necessary data to identify 
tool, see 5.3.2.7 

c) the name, registered trade name or registered trade mark of the manufacturer and the address of its 
registered place of business; 

Not applicable, LDTs are developed in-
house 

d) if the manufacturer has its registered place of business outside the Union, the name of its authorised 
representative and the address of the registered place of business of the authorised representative; 

Not applicable, LDTs are developed in-
house 

e) an indication that the device is an in vitro diagnostic medical device, or if the device is a ‘device for 
performance study’, an indication of that fact; 

Not applicable, LDTs are developed in-
house 

f) the lot number or the serial number of the device preceded by the words LOT NUMBER or SERIAL 
NUMBER or an equivalent symbol, as appropriate; 

If applicable; 5.3.2.7 

g) the UDI carrier as referred to in Article 24 and Part C of Annex VI; Not applicable, necessary if CE marking 
is present 

h) an unambiguous indication of the time limit for using the device safely, without degradation of 
performance, expressed at least in terms of year and month and, where relevant, the day, in that 
order; 

Consistent with 5.3.2.7 en 5.5.3 

i) where there is no indication of the date until when it may be used safely, the date of manufacture. 
This date of manufacture may be included as part of the lot number or serial number, provided the 
date is clearly identifiable; 

Consistent with 5.3.2.7 

j) where relevant, an indication of the net quantity of contents, expressed in terms of weight or volume, 
numerical count, or any combination of thereof, or other terms which accurately reflect the contents 
of the package; 

If applicable 

k) an indication of any special storage and/or handling condition that applies; If applicable; 5.3.2.7 

l) where appropriate, an indication of the sterile state of the device and the sterilisation method, or a 
statement indicating any special microbial state or state of cleanliness; 

If applicable 

m) warnings or precautions to be taken that need to be brought to the immediate attention of the user 
of the device or to any other person. This information may be kept to a minimum in which case more 
detailed information shall appear in the instructions for use, taking into account the intended users; 

5.3.2.7; 5.5.3 

n) if the instructions for use are not provided in paper form in accordance with point (f) of Section 20.1, 
a reference to their accessibility (or availability), and where applicable the website address where 
they can be consulted; 

Not applicable; user manual is included 
in SOPS 
 

o) where applicable, any particular operating instructions; 
 

5.3.2.7; 5.5.3 
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p) if the device is intended for single use, an indication of that fact. A manufacturer's indication of single 
use shall be consistent across the Union; 

Not applicable, LDT's are not made for 
self-testing or near-patient testing 

q) if the device is intended for self-testing or near-patient testing, an indication of that fact; Not applicable, LDT's are not made for 
self-testing or near-patient testing 

r) where rapid assays are not intended for self-testing or near-patient testing, the explicit exclusion 
hereof; 

Not applicable, LDT's are not made for 
self-testing or near-patient testing 

s) where device kits include individual reagents and articles that are made available as separate devices, 
each of those devices shall comply with the labelling requirements contained in this Section and with 
the requirements of this Regulation; 

If applicable; 5.3.2.7 

t) the devices and separate components shall be identified, where applicable in terms of batches, to 
allow all appropriate action to detect any potential risk posed by the devices and detachable 
components. As far as practicable and appropriate, the information shall be set out on the device 
itself and/or, where appropriate, on the sales packaging; 

If applicable; 5.3.2.7 

u the label for devices for self-testing shall bear the following particulars: 
i) the type of specimen(s) required to perform the test (e.g. blood, urine or saliva); 
ii) the need for additional materials for the test to function properly; 
iii) contact details for further advice and assistance. 
The name of devices for self-testing shall not reflect an intended purpose other than that specified by 
the manufacturer. 

Not applicable, LDT's are not made for 
self-testing or near-patient testing, see 
Section 9.4 

20.3 Information on the packaging which maintains the sterile condition of a device (‘sterile 
packaging’): 
The following particulars shall appear on the sterile packaging: 

Advice for members for Section 20.3: If 
applicable, include this necessary 
information on any packaging, in 
procedures / registrations, etc. 
See Explanation to Chapter 3  
See 5.3 

a) an indication permitting the sterile packaging to be recognised as such, 

b) a declaration that the device is in a sterile condition, 

c) the method of sterilisation, 

d) the name and address of the manufacturer, 

e) een beschrijving van het hulpmiddel; 

f) a description of the device, 

g) an unambiguous indication of the time limit for using the device safely, expressed at least in terms of 
year and month and, where relevant, the day, in that order, 
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h) an instruction to check the instructions for use for what to do if the sterile packaging is damaged or 
unintentionally opened before use. 

 

20.4 Information in the instructions for use  

20.4.1 The instructions for use shall contain all of the following particulars:  

a) the name or trade name of the device; 5.5.3 

b) the details strictly necessary for the user to uniquely identify the device; 5.5.3 

c) the device's intended purpose: 
i) what is detected and/or measured; 
ii) its function (e.g. screening, monitoring, diagnosis or aid to diagnosis, prognosis, prediction, 
companion diagnostic); 
iii) the specific information that is intended to be provided in the context of: 

- a physiological or pathological state; 
- congenital physical or mental impairments; 
- the predisposition to a medical condition or a disease; 
- the determination of the safety and compatibility with potential recipients; 
- the prediction of treatment response or reactions; 
- the definition or monitoring of therapeutic measures; 

iv) whether it is automated or not; 
v) whether it is qualitative, semi-quantitative or quantitative; 
vi) the type of specimen(s) required; 
vii) where applicable, the testing population; and 

5.5.3 

 viii) for companion diagnostics, the International Non-proprietary Name (INN) of the associated 
medicinal product for which it is a companion test. 

If applicable, this should be worked out 
 

d) an indication that the device is an in vitro diagnostic medical device, or, if the device is a ‘device for 
performance study’, an indication of that fact; 
 

This will be implicitly complied to a 
work instruction / SOP / instructions for 
use. See 5.5.3 

e) the intended user, as appropriate (e.g. self-testing, near patient and laboratory professional use, 
healthcare professionals); 

5.5.3 

f) the test principle; 5.5.3 

g) a description of the calibrators and controls and any limitation upon their use (e.g. suitable for a 
dedicated instrument only); 

5.5.3 
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h) a description of the reagents and any limitation upon their use (e.g. suitable for a dedicated 
instrument only) and the composition of the reagent product by nature and amount or concentration 
of the active ingredient(s) of the reagent(s) or kit as well as a statement, where appropriate, that the 
device contains other ingredients which might influence the measurement; 

5.5.3 

i) a list of materials provided and a list of special materials required but not provided; 5.5.3 

j) for devices intended for use in combination with or installed with or connected to other devices 
and/or general purpose equipment: 

- information to identify such devices or equipment, in order to obtain a validated and safe 
combination, including key performance characteristics, and/or 
- information on any known restrictions to combinations of devices and equipment. 

5.5.3 

k) an indication of any special storage (e.g. temperature, light, humidity, etc.) and/or handling 
conditions which apply; 

5.2.6; 5.5.3 

l) in-use stability which may include the storage conditions, and shelf life following the first opening of 
the primary container, together with the storage conditions and stability of working solutions, where 
this is relevant; 

5.3.2.7; 5.5.3 

m) if the device is supplied as sterile, an indication of its sterile state, the sterilisation method and 
instructions in the event of the sterile packaging being damaged before use; 

If applicable, this should be worked out. 
5.3.1.2 

n) information that allows the user to be informed of any warnings, precautions, measures to be taken 
and limitations of use regarding the device. That information shall cover, where appropriate: 
i) warnings, precautions and/or measures to be taken in the event of malfunction of the device or its 
degradation as suggested by changes in its appearance that may affect performance, 
ii) warnings, precautions and/or measures to be taken as regards the exposure to reasonably 
foreseeable external influences or environmental conditions, such as magnetic fields, external 
electrical and electromagnetic effects, electrostatic discharge, radiation associated with diagnostic or 
therapeutic procedures, pressure, humidity, or temperature, 
iii) warnings, precautions and/or measures to be taken as regards the risks of interference posed by 
the reasonably foreseeable presence of the device during specific diagnostic investigations, 
evaluations, therapeutic treatment or other procedures such as electromagnetic interference emitted 
by the device affecting other equipment, 
iv) precautions related to materials incorporated into the device that contain or consist of CMR 
substances, or endocrine disrupting substances or that could result in sensitisation or an allergic 
reaction by the patient or user,  

5.2.6; 5.5.3 
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 v) if the device is intended for single use, an indication of that fact. A manufacturer's indication of 
single use shall be consistent across the Union, 
vi) if the device is reusable, information on the appropriate processes to allow reuse, including 
cleaning, disinfection, decontamination, packaging and, where appropriate, the validated method of 
re-sterilisation. Information shall be provided to identify when the device should no longer be reused, 
such as signs of material degradation or the maximum number of allowable reuses; 

5.2.6; 5.5.3 

o) any warnings and/or precautions related to potentially infectious material that is included in the 
device; 

5.5.3 

p) where relevant, requirements for special facilities, such as a clean room environment, or special 
training, such as on radiation safety, or particular qualifications of the intended user; 

5.5.3 

q) conditions for collection, handling, and preparation of the specimen; 5.4.4.1; 5.5.3 

r) details of any preparatory treatment or handling of the device before it is ready for use, such as 
sterilisation, final assembly, calibration, etc., for the device to be used as intended by the 
manufacturer; 

5.5.3 

s) the information needed to verify whether the device is properly installed and is ready to perform 
safely and as intended by the manufacturer, together with, where relevant: 
i) details of the nature, and frequency, of preventive and regular maintenance, including cleaning and 
disinfection; 
ii) identification of any consumable components and how to replace them; 
iii) information on any necessary calibration to ensure that the device operates properly and safely 
during its intended lifetime; 
iv) methods for mitigating the risks encountered by persons involved in installing, calibrating or 
servicing devices. 

5.3.1.3 up to 5.3.1.7; 5.5.3 

t) where applicable, recommendations for quality control procedures; 5.5.3.k 

u) the metrological traceability of values assigned to calibrators and control materials, including 
identification of applied reference materials and/or reference measurement procedures of higher 
order and information regarding maximum (self-allowed) batch to batch variation provided with 
relevant figures and units of measure; 

5.3.1.4; 5.5.3 

v) assay procedure including calculations and interpretation of results and where relevant if any 
confirmatory testing shall be considered; where applicable, the instructions for use shall be 
accompanied by information regarding batch to batch variation provided with relevant figures and 
units of measure; 

5.5.3.m up to p 
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w) analytical performance characteristics, such as analytical sensitivity, analytical specificity, trueness 
(bias), precision (repeatability and reproducibility), accuracy (resulting from trueness and precision), 
limits of detection and measurement range, (information needed for the control of known relevant 
interferences, cross-reactions and limitations of the method), measuring range, linearity and 
information about the use of available reference measurement procedures and materials by the user; 

5.5.1.2; 5.5.1.3; 5.5.3.c 

x) clinical performance characteristics as defined in Section 9.1 of this Annex; 5.5.1.2; 5.5.1.3; 5.5.3 

y) the mathematical approach upon which the calculation of the analytical result is made; 5.5.3.m 

z) where relevant, clinical performance characteristics, such as threshold value, diagnostic sensitivity 
and diagnostic specificity, positive and negative predictive value; 

5.5.3.m up to p 

aa) where relevant, reference intervals in normal and affected populations; 5.5.2; 5.5.3 m up to p 

ab) information on interfering substances or limitations (e.g. visual evidence of hyperlipidaemia or 
haemolysis, age of specimen) that may affect the performance of the device; 

5.5.3 

ac) warnings or precautions to be taken in order to facilitate the safe disposal of the device, its 
accessories, and the consumables used with it, if any. This information shall cover, where appropriate: 
i) infection or microbial hazards, such as consumables contaminated with potentially infectious 
substances of human origin; 
ii) environmental hazards such as batteries or materials that emit potentially hazardous levels of 
radiation); 
iii) physical hazards such as explosion. 

5.5.3 

ad) the name, registered trade name or registered trade mark of the manufacturer and the address of its 
registered place of business at which he can be contacted and its location be established, together 
with a telephone number and/or fax number and/or website address to obtain technical assistance; 

Not applicable., LDTs are developed in-
house and may not be transferred 
 

ae) date of issue of the instructions for use or, if they have been revised, date of issue and identifier of 
the latest revision of the instructions for use, with a clear indication of the introduced modifications; 

4.3; 5.5.3 

af) a notice to the user that any serious incident that has occurred in relation to the device shall be 
reported to the manufacturer and the competent authority of the Member State in which the user 
and/or the patient is established; 
 

4.9 
Reports and incidents are made, this is 
also a requirement within EN ISO 
15189. In addition, this will be posted 
within a hospital via incident reports, 
incident committees, etc. In the event 
of a calamity a report will be sent to the 
inspection. 
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ag) where device kits include individual reagents and articles that may be made available as separate 
devices, each of these devices shall comply with the instructions for use requirements contained in 
this Section and with the requirements of this Regulation; 

If applicable, this should be worked out 
 

ah) for devices that incorporate electronic programmable systems, including software, or software that 
are devices in themselves, minimum requirements concerning hardware, IT networks characteristics 
and IT security measures, including protection against unauthorised access, necessary to run the 
software as intended. 

5.10.3 

20.4.2 In addition, the instructions for use for devices intended for self-testing shall comply with all of the 
following principles: 

Not applicable, LDT's are not made for 
self-testing or near-patient testing 
 a) details of the test procedure shall be given, including any reagent preparation, specimen collection 

and/or preparation and information on how to run the test and interpret the results; 
 

b) specific particulars may be omitted provided that the other information supplied by the manufacturer 
is sufficient to enable the user to use the device and to understand the result(s) produced by the 
device; 

 

c) the device's intended purpose shall provide sufficient information to enable the user to understand 
the medical context and to allow the intended user to make a correct interpretation of the results; 

d) the results shall be expressed and presented in a way that is readily understood by the intended user; 

e) information shall be provided with advice to the user on action to be taken (in case of positive, 
negative or indeterminate result), on the test limitations and on the possibility of false positive or 
false negative result. Information shall also be provided as to any factors that can affect the test result 
such as age, gender, menstruation, infection, exercise, fasting, diet or medication; 

f) the information provided shall include a statement clearly directing that the user should not take any 
decision of medical relevance without first consulting the appropriate healthcare professional, 
information on disease effects and prevalence, and, where available, information specific to the 
Member State(s) where the device is placed on the market on where a user can obtain further advice 
such as national helplines, websites; 

g) for devices intended for self-testing used for the monitoring of a previously diagnosed existing disease 
or condition, the information shall specify that the patient should only adapt the treatment if he has 
received the appropriate training to do so. 
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5.2 Appendix B Declaration lab-developed tests  
 

Part A Information about the manufacturing health institution 

Institute / Laboratory 

Name:   

Department:   

Address:   

Contact person 

Name:   

Job Title:   

Telephone number:   

E-mail:   

Declaration   

Above mentioned institution states for all tests listed in part B:  
i) This test is manufactured or modified by this health institution under EN ISO15189 

accreditation. 

ii) This test is compliant with relevant general safety and performance rules as depicted in Annex I 
of IVDR 2017/746. 

iii) Deviations from Annex I of IVDR 2017/746 are substantiated and documented in the quality 
management system.  

iv) Argumentation for use of lab-developed tests is documented in the quality management 
system.  

Signed on behalf of the organization 

Name:   

Date:   

Signature:   

 

Part B Description Lab-developed tests* Identification 

1   

2   

* If desired, the table can indicate which type of LDT is involved (eg developed in-house, research use 

only test or IVD test with modifications). 


	ctDNA E Dequeker presentation
	ELBS_Uwe Oelmueller_final_mod_UO280922
	C Ruivenkamp_Dutch TF IVDR 27 sept 2022 
	Guidance_use_LDT_IVDR_taskforce_vs2.0 fin

