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Catchy shorthand for Article 5(5)

Article 5(5) provides a conditional 
exemption for devices manufactured and 
used solely within health institutions 
under strict criteria.

Allows member states to restrict 
manufacturer and use of specific types of 
medical devices

Excludes industrial production 

IN-HOUSE IN MDR/IVDR?



LEGAL FRAMEWORK - EU

European legislation (MDR/IVDR)
Devices exempted from MDR/IVDR requirements if:
➢ General Safety and Performance Requirements (Annex I)
➢ Used and manufactured in a health institution in the EU
➢ Follow conditions of Article 5(5): 8 (MDR) or 9 (IVDR)
➢ Not manufactured on an industrial scale

Guidance
MDCG 2023-1 Guidance on the health institution exemption under Article 5(5) of 
Regulation (EU) 2017/745 and Regulation (EU) 2017/746

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20260101
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20250110
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf


LEGAL FRAMEWORK - BE

Belgian legislation
Law 22/12/2020, RD 12/05/2021 (MDR)
Law 15/06/2022, RD 14/09/2022, RD 25/09/2022 (IVDR)

Prohibited: 
➢ Implantable devices
➢ Devices emitting ionizing radiation

Publication of declaration in FAMHP’s web portal -> registration is obliged
Vigilance obligations

FAMHP website, Circulaire 655 (NL/FR)

https://www.ejustice.just.fgov.be/eli/wet/2020/12/22/2021030071/justel
https://www.ejustice.just.fgov.be/eli/besluit/2021/05/12/2021041390/justel
https://www.ejustice.just.fgov.be/cgi_loi/article.pl?language=fr&lg_txt=f&type=&sort=&numac_search=&cn_search=2022061503&caller=eli&&view_numac=2022061503nl
https://www.ejustice.just.fgov.be/cgi_loi/article.pl?language=fr&lg_txt=f&type=&sort=&numac_search=&cn_search=2022091405&caller=eli&&view_numac=2022091405nl
https://www.ejustice.just.fgov.be/cgi_loi/article.pl?language=fr&lg_txt=f&type=&sort=&numac_search=&cn_search=2022092508&caller=eli&&view_numac=2022092508nl
https://www.famhp.be/en/human_use/health_products/medical_devices_and_their_accessories/health_institutions_and_healthcare
https://www.fagg.be/sites/default/files/655_Circulaire_InHouse_NL.pdf
https://www.afmps.be/sites/default/files/655_Circulaire_InHouse_FR.pdf


MANUFACTURING DEVICE

▪ Software for data-modification/research/epidemiological studies ≠ medical device

▪ Re-using such software for individual benefit of patient (e.g. treatment, diagnosis) 
can create a medical device

▪ Modifying the intended purpose of existing medical device 
=> creates new medical device

▪ In “large” software project: medical device status can be on module/part level



HEALTH INSTITUTION 

Definition according to MDR/IVDR

An organisation the primary purpose of which is the care or treatment of patients or 
the promotion of public health.
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Article 5(5)
▪ No transfer to another legal entity
▪ Appropriate QMS system
▪ Patient group specific needs not met by existing devices + justification 
▪ Justification of manufacturing, modification and use
▪ Publicly available declaration
▪ Drawn up “technical documentation”
▪ Review of experience (~Post-Market Clinical Follow-up & Post-market surveillance)

National requirements
▪ Registration on FAMHP web portal
▪ Reporting serious incidents + corrective actions

CONDITIONS OF MDR



Article 5(5)
▪ No transfer to another legal entity
▪ Appropriate QMS system
▪ Patient group specific needs not met by existing devices + justification 

(from 31.12.2030)
▪ Justification of manufacturing, modification and use
▪ Publicly available declaration
▪ Drawn up “technical documentation”  (only for class D)
▪ Review of experience (~Post-Market Performance Follow-up & Post-Market Surveillance)
▪ Laboratory needs to fulfil to EN ISO 15189 or applicable national requirements, including 

concerning accreditation
Equal national requirements

➢ FAMHP Q&A (NL/FR)

CONDITIONS OF IVDR

https://www.afmps.be/sites/default/files/content/POST/MEDDEV/07%20H%C3%B4pitaux%20et%20professionnels%20de%20la%20sant%C3%A9/QA%20on%20in%20house%20devices_EN.pdf
https://www.afmps.be/sites/default/files/content/POST/MEDDEV/07%20H%C3%B4pitaux%20et%20professionnels%20de%20la%20sant%C3%A9/QA%20on%20in%20house%20devices_EN.pdf
https://www.afmps.be/sites/default/files/content/POST/MEDDEV/07%20H%C3%B4pitaux%20et%20professionnels%20de%20la%20sant%C3%A9/QA%20on%20in-house%20devices_NL.pdf
https://www.afmps.be/sites/default/files/content/POST/MEDDEV/07%20H%C3%B4pitaux%20et%20professionnels%20de%20la%20sant%C3%A9/QA%20on%20in-house%20devices_FR.pdf


ANOTHER LEGAL ENTITY

“The devices are not transferred to another legal entity”

Legal entity = one hospital?
Circulaire 655 => can be multiple hospital/hospital sites

TYPE OF HEALTH INSTITUTION LEGAL BASIS

Locoregional clinical hospital network Article 14/1, 1° of the coordinated law 10 July 2008

Hospital grouping Article 8 of Royal Decree 30 January 1989 

Hospital merger Article 2 of Royal Decree 31 May 1989

Hospital association Article 2, 1° of Royal Decree 25 April 1997



1. Justification for in-house software

Written rationale explaining why the software 
meets Article 5(5) conditions:

▪ Absence of an equivalent CE-marked device 
on the market

▪ Software addresses specific needs of a 
specific target patient group

▪ Software will only be used within health 
institution, no transfer to another legal entity

“TECHNICAL DOCUMENTATION”



2. Description of device/software

Written rationale explaining why the software 
meets Article 5(5) conditions:

▪ Clear identification of the software

▪ Medical Intended Use

▪ Target Population and user profile 

▪ Risk classification rationale per Annex VIII

“TECHNICAL DOCUMENTATION”



3. Demonstration compliance with Annex I (GSPR)

1. GSPR Checklist/matrix covering all applicable requirements
Includes references to evidence (e.g. test results, documentation, standards, reports,…)

2. Risk Management (ISO 14971 Principles)
Risk Analysis, risk evaluations, risk controls, residual risks assessments and benefit-risk justification

3. Clinical Evaluation
Justification of clinical safety and performance
Can be based on scientific literature or clinical experience

4. Evidence of appropriate software lifecycle processes 
(IEC 62304 Principles)

5. User Documentation
User instructions

6. “PMS” & Documentation of corrective/preventive actions

“TECHNICAL DOCUMENTATION”



4. Manufacturing process and specifications

1. Software architecture

2. Code/algorithm

3. Design & development

4. Infrastructure

5. Interoperability

6. System Requirements

7. ...

“TECHNICAL DOCUMENTATION”



Best Practises

▪ ISO 14971 (Risk management)

▪ IEC 62304 (Medical Software Life Cycle Processes)

▪ IEC 82304-1 (Safety & Security of (standalone) health software)

▪ IEC 81001-5-1 & MDCG 2019-16 (Cybersecurity medical device software)

▪ MDCG 2020-1 (Guidance on clinical evaluation/performance evaluation)

▪ MDCG 2023-1 (Guidance on in-house)

▪ …

“TECHNICAL DOCUMENTATION”

https://health.ec.europa.eu/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://health.ec.europa.eu/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://health.ec.europa.eu/document/download/b23b362f-8a56-434c-922a-5b3ca4d0a7a1_en?filename=md_cybersecurity_en.pdf
https://health.ec.europa.eu/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://health.ec.europa.eu/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://health.ec.europa.eu/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://health.ec.europa.eu/document/download/19d9e24f-2808-4e00-bfeb-75892047407d_en?filename=md_mdcg_2020_1_guidance_clinic_eva_md_software_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf
https://health.ec.europa.eu/document/download/05b15d55-1bcf-4e17-99c4-15c706325847_en?filename=mdcg_2023-1_en.pdf


▪ The health institution must establish, document, 
implement, maintain, and keep up to date a QMS 
for the manufacture and use of in-house software.

▪ This can be implemented in the QMS of the health 
institution

▪ Document the processes necessary to ensure 
compliance with the requirements of Article 5(5) 
and Annex I of the MDR.

QUALITY MANAGEMENT SYSTEM



The QMS Shall include processes but is not limited to:

▪ Risk management 

▪ Validations, verifications

▪ Version Control

▪ Responsibilities 

▪ Control of externally provided processes, products and services

▪ “Post market” Surveillance/vigilance System

▪ Communication with Competent Authorities

▪ Processes for monitoring, analysis and continuous improvement

QUALITY MANAGEMENT SYSTEM



Best Practises

▪ ISO 13485:2016  

▪ MDCG 2023-1

▪ ISO 14971

▪ IEC 62304, IEC 82304…

QUALITY MANAGEMENT SYSTEM



▪ In-house devices must be registered on the FAMHP portal

▪ This is mandatory for each “Device”

▪ More information can be found on FAMHP website 
(see webinar)

REGISTRATION

https://www.famhp.be/en/the_webportal_of_the_famhp
https://www.famhp.be/en/human_use/health_products/medical_devices_and_their_accessories/health_institutions_and_healthcare


▪ The Health institution draws up a declaration which it shall make publicly available the 
name and address of the manufacturing health institution:
o the details necessary to identify the devices (identification within health institution, 

description, EMDN Code, Classification, Target patient group, intended use)
o that the devices meet the general safety and performance requirements set out in Annex I to 

this Regulation (MDR/IVDR) and, where applicable, information on which requirements are 
not fully met with a reasoned justification therefor

▪ This declaration will be automatically generated after validation by the FAHMP

▪ (no additional separate declaration is required from the health institution)

DECLARATION
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WEBPORTAL FAMHP



WEBPORTAL FAMHP



WEBPORTAL FAMHP



WEBPORTAL | TILES = APPLICATIONS



WEBPORTAL | TILES = APPLICATIONS



DIFFERENT STEPS IN REGISTRATION

1

Register the health institution as company and 
configure the access

2
Complete the information in “My enterprise”

3
Complete the activity in-house in “My activities”

4
Notify the in-house medical devices in “My devices”

5
Complete the form “My controls"

Necessary steps 
for registration

Needs to be 
completed once

One registration per 
type of device !

Not mandatory 
but 
recommended



STEP 3 – REGISTERING IN-HOUSE ACTIVITY

1

Register the health institution as company and 
configure the access

2
Complete the information in “My enterprise”

3
Complete the activity in-house in “My activities”

4
Notify the in-house medical devices in “My devices”

5
Complete the form “My controls"

Necessary steps 
for registration

Needs to be 
completed once

One registration per 
type of device !

Not mandatory 
but 
recommended



STEP 3 – REGISTER IN-HOUSE ACTIVITY



STEP 3 – REGISTER IN-HOUSE ACTIVITY



STEP 3 – REGISTER IN-HOUSE ACTIVITY



STEP 3 – REGISTER IN-HOUSE ACTIVITY



STEP 4 – REGISTERING IN-HOUSE DEVICE

1

Register the health institution as company and 
configure the access

2
Complete the information in “My enterprise”

3
Complete the activity in-house in “My activities”

4
Notify the in-house medical devices in “My devices”

5
Complete the form “My controls"

Necessary steps 
for registration

Needs to be 
completed once

One registration per 
type of device !

Not mandatory 
but 
recommended



STEP 4 – REGISTER IN-HOUSE DEVICE



STEP 4 – REGISTER IN-HOUSE DEVICE



STEP 4 – REGISTER IN-HOUSE DEVICE



One registration per type of device
▪ Same risk class
▪ Identical description and intended use
▪ Identical EMDN code

Identification (model, serial number,…): needs to be unique, unambiguous identification 
inside the health institution and the accompanying documentation.

Description and intended use:
▪ Nature of device (e.g. reagents, software, etc.) 
▪ Intended use (e.g. aide in detection of cancer, etc.)
▪ Target patient group (children, elderly women with breast cancer, etc.)

STEP 4 – IMPORTANT TERMS



Risk class
▪ Used classification rules according Annex VIII  (e.g. rule 11 MDR)
▪ Multiple rules applicable? Risk according to rule with highest risk

Justification of risk class
▪ Number of classification rule + subrule
▪ Short justification why rule (and subrule) applies

EMDN code
▪ European medical device nomenclature
▪ Free, online available site of EC (English) and Eudamed (English + translations)
▪ Training available on EMDN (history, structure, how to select, etc.) on EC website
▪ Select most appropriate EMDN code 

STEP 4 – IMPORTANT TERMS

https://health.ec.europa.eu/medical-devices-topics-interest/european-medical-devices-nomenclature-emdn_en
https://health.ec.europa.eu/medical-devices-topics-interest/european-medical-devices-nomenclature-emdn_en
https://webgate.ec.europa.eu/dyna2/emdn/
https://ec.europa.eu/tools/eudamed/#/screen/nomenclatures
https://health.ec.europa.eu/medical-devices-topics-interest/european-medical-devices-nomenclature-emdn_en#trainings


STEP 4 – REGISTER IN-HOUSE DEVICE



STEP 4 - AFTER VERIFICATION BY FAMHP



AFTER VERIFICATION BY FAMHP



STEP 4 – REGISTERING IN-HOUSE DEVICE

1

Register the health institution as company and 
configure the access

2
Complete the information in “My enterprise”

3
Complete the activity in-house in “My activities”

4
Notify the in-house medical devices in “My devices”

5
Complete the form “My controls"

Necessary steps 
for registration

Needs to be 
completed once

One registration per 
type of device !

Not mandatory 
but 
recommended
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STARTING POINT - QUALIFICATION



SUMMARY CE-MARKED VS IN-HOUSE

ASPECT CE-MARKED DEVICE IN-HOUSE DEVICE

Market access Placed on market, broad distribution Internal use only, no market access

MDR/IVDR 
compliance

Full MDR/IVDR requirements Article 5(5) conditions, Annex I 

Technical 
documentation

Mandatory Not mandatory 
A lot of similar documents

Conformity 
assessment 

Nearly always notified body Self-assessment 

Scalable Yes No, except within same network



QUESTIONS?



Federal Agency for Medicines and Health Products - FAMHP

Avenue Galilée/Galileelaan 5/03

1210 BRUSSELS

tel. + 32 2 528 40 00

welcome@fagg-afmps.be

www.famhp.be

DG POST authorisation – Health Products

Info.meddev@fagg-afmps.be

Follow the FAMHP on

CONTACT

mailto:welcome@fagg-afmps.be
mailto:welcome@fagg-afmps.be
mailto:welcome@fagg-afmps.be
http://www.famhp.be/
https://www.facebook.com/FAGG.be/
https://www.linkedin.com/company/fagg---federaal-agentschap-voor-geneesmiddelen-en-gezondheidsproducten/
https://www.youtube.com/@federalagencyformedicines
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