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Introduction 
In this regulatory round-up, you will find updates from UK, EU, US and internationally as well as some upcoming dates for your diary. 

We have included a list of current BSI standards projects, new and updated MHRA notices, some training events from TOPRA and RAPS, plus 

international updates from industry and regulators across the world. There are also a few member opportunities. If you have any updates that 

you want us to consider for a future edition, please get in touch. 

Regulatory Updates are provided in collaboration with MedBoard, the data intelligence platform monitoring regulatory news from 225+ 

Countries in 15+ Regulatory Areas, in real time. Visit www.MedBoard.com to learn more about the cloud platform and its regulatory, 

clinical, and market solutions to stay on top and manage information and data within the MedTech industry.  

  

 

 

 

ABHI  
Key updates from ABHI (please make sure you are registered and logged in to ‘My ABHI’) 

Webinar recording: Regulatory & Export Support for Northern Ireland 
 
Upcoming regulatory group meetings 

IVD Regulatory  

• 27th February 2025 2-4pm  

• 29th May 2025 2-4pm  

• 4th September 2025 2-4pm  

• 27th November 2025 2-4pm  

  

MD Regulatory   

mailto:stephen.lee@abhi.org.uk?subject=Regulatory%20round-up%20-%20future%20edition
https://url.uk.m.mimecastprotect.com/s/8fwfCqZorIlw3rHZfWuPkgaP?domain=medboard.com
https://www.abhi.org.uk/
https://www.abhi.org.uk/resource-hub/file/20322
https://www.abhi.org.uk/membership/members-area/abhi-groups/regulatory/
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• 2025 dates tbc  

Member Offers   
TOPRA Training Courses - 10% discount  

MedBoard: Unified Data Platform –5-20% discount  

RegMetrics – 15% discount  

Psephos Biomedica Regulatory Consulting – free 30 minute consultation  

OMC Medical Regulatory Consulting – free 30 minute consultation  

If you would like to extend an offer to our wider membership, get in touch with communications@abhi.org.uk   

Sign up for our other ABHI newsletters Primed and Monthly Bytes  

You can find past ABHI regulatory resources by clicking ‘regulation’ in the ABHI resource hub.  

MHRA 
New 

Subject Relevance 

Post market surveillance requirements New legislation on requirements for post-market surveillance was signed off on 16th 
December 2024 and comes fully into force on 16th June 2025. We are working on an 
engagement plan that includes working with MHRA on guidance documents and with 
members to make sure everyone is aware of the new requirements. 

MedRegs blog: Festive reflections on Med 
Tech 

Review of activity and updated roadmap 

Guidance: AI Airlock pilot cohort  The five selected sandbox candidates 
MHRA newsletter Dec 24 Updates on AI airlock, regulatory consultation, MedRegs blog. 
Medicines and medical devices: Six tips for staying 
healthy and safe this festive season 

Includes a tip for mental health apps 

https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/10-off-topra-training-courses-for-abhi-members/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/medboard-unified-data-platform/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/regmetrics/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/psephos-biomedica-regulatory-consultation/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/omc-medical-regulatory-consulting/
mailto:communications@abhi.org.uk
https://abhi.us12.list-manage.com/subscribe?u=5ba48c3608f8624b9d9697c0f&id=2ef2845b08&utm_source=ABHI+News&utm_campaign=be2a54870f-EMAIL_CAMPAIGN_2024_03_08_10_58_COPY_01&utm_medium=email&utm_term=0_-21f607cf7f-%5BLIST_EMAIL_ID%5D
https://www.abhi.org.uk/resource-hub/
https://www.legislation.gov.uk/uksi/2024/1368/contents/made
https://medregs.blog.gov.uk/2024/12/11/festive-reflections-on-med-tech/
https://medregs.blog.gov.uk/2024/12/11/festive-reflections-on-med-tech/
https://www.gov.uk/government/publications/ai-airlock-pilot-cohort/ai-airlock-pilot-cohort
https://content.govdelivery.com/accounts/UKMHRA/bulletins/3c804b2
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New MHRA Chair Anthony Harnden outlines 
priorities as he starts role 

Priorities for the first 100 days 

 

 

Updates 

Subject Update Relevance 
Clinical investigations guidance Updates to section 'Northern Ireland'. 

Includes attachments for 'flow chart' and 
'accompanying guidance' and revised 
wording underneath SAE reporting. 

If you run clinical investigations in Northern 
Ireland, this update will help you decide if you 
need to apply to MHRA 

Roadmap towards the future regulatory framework 
for medical devices V2  

New regulatory roadmap that updates v1 Includes planned 2025 activities on post 
market and premarket regs, policy 
development and software regulations 

Guidance: Make a payment to MHRA  Amended to update Ledger Split and 
Extension numbers 

Be aware 

Guidance: In-house manufacture of medical 
devices in Great Britain 

Amended to add note that guidance is 
currently under review 

Be aware 

AI Airlock: the regulatory sandbox for AIaMD 
 

Press Release added 'MHRA trials five 
innovative AI technologies as part of pilot 
scheme to change regulatory approach'. 

Be aware 

 

Other UK Government updates 
UKHSA: Diagnostic Accelerator launched to speed up pandemic preparedness 

Open consultation Copyright and Artificial Intelligence closes on 25 February 2025 

UK Standards for Microbiology Investigations  open consultation on testing for Clostridioides difficile 

Team AB  
LinkedIn post: annual meeting 

https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device
https://assets.publishing.service.gov.uk/media/6759a8827e419d6e07ce2b21/Med_Tech_Regulatory_Roadmap_V2_December_2024.pdf
https://assets.publishing.service.gov.uk/media/6759a8827e419d6e07ce2b21/Med_Tech_Regulatory_Roadmap_V2_December_2024.pdf
https://webarchive.nationalarchives.gov.uk/ukgwa/20240109124915/https:/www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices
https://www.gov.uk/guidance/make-a-payment-to-mhra#full-publication-update-history
https://www.gov.uk/government/publications/in-house-manufacture-of-medical-devices
https://www.gov.uk/government/publications/in-house-manufacture-of-medical-devices
https://www.gov.uk/government/collections/ai-airlock-the-regulatory-sandbox-for-aiamd
https://www.gov.uk/government/news/diagnostic-accelerator-launched-to-speed-up-pandemic-preparedness
https://www.gov.uk/government/consultations/copyright-and-artificial-intelligence
https://www.rcpath.org/profession/publications/standards-for-microbiology-investigations/uk-smi-consultations.html
https://www.linkedin.com/posts/teamab_almost-a-year-ago-team-ab-was-formed-team-ab-activity-7271873790626729984-ZG1x?utm_source=share&utm_medium=member_desktop
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LinkedIn post: post market surveillance 

BSI standards update 
ABHI have been working with BSI standards to ensure that membership of the individual UK-based standards committees is appropriate.    

In the past, ABHI have ‘sponsored’ membership of BSI working groups, depending on the expertise of interested individuals from within appropriate 
ABHI Working Groups, although this practice has relaxed in recent years.  Whilst membership of standards working groups is voluntary, the personal 
rewards with regards to personal development and networking are significant.  Indeed, National standards involvement can lead to international 
and/or global exposure, as BSI recommend standards experts at the European and Global level.  

If any member of ABHI would like to be considered for standards work, please contact Phil, Steve and Lindsey Ferrari at BSI.  

  

https://www.linkedin.com/posts/teamab_the-medical-devices-post-market-surveillance-activity-7276375996633677824-UtO5?utm_source=share&utm_medium=member_desktop
mailto:Lindsey.Ferrari@bsigroup.com;%20stephen.lee@abhi.org.uk;%20phil.brown@abhi.org.uk?subject=ABHI%20standards%20work
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Upcoming events from TOPRA & RAPS  
TOPRA events *Remember to use the 10% off TOPRA courses for ABHI members 

CRED Successful and Skilful Communication London 21 January 2025  
Sponsored Webinar-Augmenting Regulatory Intelligence with AI 28 Feb online 
CRED Regulatory Document Writing and Management 18-19 March in person and online 
Regulatory Careers Live 2025 – 28th March Dublin 
Essentials of European Medical Device Regulatory Affairs London/online 21 May 2025  
US Regulation of Medical Devices London 3-5 June 2025  
Regulatory Careers Live 2025 – 13 June Brussels 
Regulatory Careers Live 2025 – 9 September, London 
Medical Devices/IVDs Symposium 2025 Berlin 30 September - 1 October 2025  

RAPS events  
Webcast: 2024 NMPA (CFDA) Key Updates and Look Ahead on 2025 online 23rd January  
2025 Combination Products Summit presented by DIA and RAPS, 27 - 29 January 2025, Brussels 
Workshop: Software as a Medical Device (SAMD)Online 10th February  
RAPS Webcast: Get Certified in Regulatory Affairs: Get Your RAC  12 Feb online 
RAPS Webcast: Get Your Regulatory Compliance Certification (RCC) 13 Feb online 
Sponsored Webcast: Planning Your Enterprise’s UDI Strategy for EUDAMED and Beyond18 Feb online 
RAPS Workshop: Digital Health: Fundamentals of FDA Regulation 26 Feb online 
RAPS Workshop: Survivor: The FDA 510(k) Program Edition 4 March online 
RAPS Webcast: Get Your FRA Now 15 April online 
Workshop: Cybersecurity Unauthorized Online 25th March  
RAPS Workshop: Conflict Resolution and Negotiation: Effective Tools and Techniques 24 April online 
RAPS Workshop: Strategies in Meetings: Achieving Your Objectives 8 May online 
RAPS Euro Convergence 2025 Brussels 13-16 May  
RAPS Workshop: Dangerous Documents: Avoiding Land Mines in your Records and Emails 22 May online 
RAPS Workshop: The Role of the PRRC Under the MDR and IVDR 29 May online 

https://www.topra.org/TOPRA_Member/Professional_Development/All_courses_and_events/TOPRA/TOPRA_Member/Events/Events_List.aspx?hkey=b32fc1ed-34de-4344-8943-71aa75d6b17c
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/10-off-topra-training-courses-for-abhi-members/
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=SSCS25&Category=CRED
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=SPWBVIV25&Category=SPON
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=DW25F&Category=CRED
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=RCLIE25&Category=REG
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=MDBAS0625&Category=BASIC
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=MSCM2125&Category=MSCMD
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=RCL25BRU&Category=REG
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=RCL25LON&Category=REG
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=MDSYMP2025&Category=SYM
https://www.raps.org/events
https://www.raps.org/events/raps-webcast-2024-nmpa-cfda-key-updates-and-look-ahead-on-2025
https://www.raps.org/events/2025-combination-products-summit-presented-by-dia-and-raps
https://www.raps.org/events/raps-workshop-software-as-a-medical-device-samd-february-2025
https://www.raps.org/events/raps-webcast-get-certified-in-regulatory-affairs-get-your-rac-now--feb-2025
https://www.raps.org/events/raps-webcast-get-your-regulatory-compliance-certification-rcc-now-two-new-industry-certifications-from-raps-feb-2025
https://www.raps.org/events/sponsored-webcast-planning-your-enterprises-udi-strategy-for-eudamed-and-beyond
https://www.raps.org/events/digital-health-fundamentals-of-fda-regulation-february-2025
https://www.raps.org/events/raps-workshop-survivor-the-fda-510k-program-edition-march-2025
https://www.raps.org/events/raps-webcast-get-your-fra-now-two-new-industry-credentials-from-raps
https://www.raps.org/events/raps-workshop-cybersecurity-unauthorized-march-2025
https://www.raps.org/events/conflict-resolution-and-negotiation-effective-tools-and-techniques-04-2025
https://www.raps.org/events/raps-workshop-strategies-in-meetings-achieving-your-objectives
https://www.raps.org/europe-2025/home
https://www.raps.org/events/raps-workshop-dangerous-documents-avoiding-land-mines-in-your-records-and-emails
https://www.raps.org/events/raps-workshop-the-role-of-the-prrc-under-the-mdr-and-ivdr-may-2025
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EU news - MedTech Europe 
MedTech Europe‘s post-EPSCO statement on the necessary reforms of MDR/IVDR 
MedTech Europe Priorities for the Polish Presidency of the Council of the European Union 
Position paper: Smooth transition to the mandatory use of EUDAMED 

EU news – European Commission  
Study Supporting the Monitoring of the Availability of Medical Devices on the Eu Market: 2nd Survey for Md and Ivd Manufacturers, Authorised Representatives, 
Importers and Distributors  

Factsheet for Healthcare Professionals and Health Institutions  

Factsheet for Authorities in Non-eu/eea States on Medical Devices and in Vitro Diagnostic Medical Devices  

Factsheet for Procurement Ecosystem of Medical Devices and in Vitro Diagnostic Medical Devices  

COMBINE Programme Strategy 

Call for Evidence: EU Rules on Medical Devices and in Vitro Diagnostics – Targeted Evaluation 

Q&A on practical aspects related to the implementation of the obligations to inform about interruption or discontinuation of supply of certain devices laid down in 
Article 10a MDR and IVDR as introduced by Regulation (EU) 2024/1860 of 13 June 2024 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards a gradual 
roll-out of Eudamed, the obligation to inform in case of interruption or discontinuation of supply, and transitional provisions for certain in vitro diagnostic medical 
devices Rev.1  

National Rules on Reprocessing of Single-use Devices  

Report From the Commission to the European Parliament and the Council on the operation of Article 17 of Regulation (EU) 2017/745 of the European Parliament and 
of the Council on single-use devices and their reprocessing  

Study on implementation of Article 17 to the MDR - Dashboard 
Commission designates three more EU reference laboratories for public health  

https://www.medtecheurope.org/news-and-events/news/medtech-europes-post-epsco-statement-on-the-necessary-reforms-of-mdr-ivdr/
https://www.medtecheurope.org/news-and-events/news/medtech-europe-priorities-for-the-polish-presidency-of-the-council-of-the-european-union/
https://www.medtecheurope.org/resource-library/smooth-transition-to-the-mandatory-use-of-eudamed/
https://ppri.goeg.at/system/files/inline-files/MDAvailabilityStudy_Final%202ndEOSurvey_18.12.2024_cleared.pdf
https://ppri.goeg.at/system/files/inline-files/MDAvailabilityStudy_Final%202ndEOSurvey_18.12.2024_cleared.pdf
https://health.ec.europa.eu/document/download/152877a3-db51-4cf0-aa5a-e0bf94655b93_en?filename=md_healthcareprofessionals_factsheet_en.pdf
https://health.ec.europa.eu/document/download/0f868301-8580-48e8-afa1-79aae839188e_en?filename=thirdcountries_factsheet_en_0.pdf
https://health.ec.europa.eu/document/download/6c636d24-e6cd-49c9-ac8e-6e215a9cce25_en?filename=procurementecosystem_factsheet_en.pdf
https://health.ec.europa.eu/document/download/c10c325f-ae88-4956-a7eb-f45acc0a9811_en?filename=md_combine_strategy_en.pdf
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/14155-EU-rules-on-medical-devices-and-in-vitro-diagnostics-targeted-evaluation_en
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/medical-devices-topics-interest/reprocessing-devices/national-rules-reprocessing-single-use-devices_en
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024DC0560
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024DC0560
https://app.powerbi.com/view?r=eyJrIjoiODQxYjQ4ZDItZTUwYi00ZjkxLTk4YzctYWQ0MzZmMWRkNzhjIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9
https://ec.europa.eu/newsroom/sante/newsletter-archives/58144
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EU news – European Commission (MDCG) 
MDCG 2022-3 Rev. 1 Verification of Manufactured Class D IVDs by Notified Bodies  

MDCG 2019-13 Rev.1 Guidance on Sampling of Devices for the Assessment of the Technical Documentation 

MDCG 2024-16: Manufacturer Information Form on Interruption or Discontinuation of Supply of Certain Medical Devices and IVDs  

MDCG 2024-15: Guidance on Publication of Clinical Investigation Reports in Absence of EUDAMED  

EU news – European Commission (EMA) 
EMA/144066/2021: Questions & Answers on the consultation procedure to the European Medicines Agency by notified bodies on an ancillary medicinal 
substance or an ancillary human blood derivative incorporated in a medical device Rev.3  

EMA/CHMP/578661/2010: European Medicines Agency recommendation on the procedural aspects and dossier requirements for the consultation of the European 
Medicines Agency by notified body on an ancillary medicinal substance or an ancillary human blood derivative incorporated in a medical device or active 
implantable medical device Rev.2  

EMA/198592/2022: Guidance on the procedural aspects for the consultation to the European Medicines Agency by a notified body on companion diagnostics Rev.1  

EU news – European Council 
Joint paper of Croatia, Finland, France, Germany, Ireland, Luxembourg, Romania, Malta and Slovenia on necessary reforms in MDR and IVDR: priorities / main 
points  
 

EU news - Team NB  
MDR Certification Process (including Pre-application, Application, and Post-application Phases) – Consensus Document  

Team-NB 2024, in a few facts and figures  

Press Release: Important update on the Implementation of Class D oversight by EURLs: endorsement of Multi Services Agreement 
template 

Team-NB High level position on the regulatory framework for the medical devices sector  

  

https://health.ec.europa.eu/document/download/ebbc4f6a-4945-4d5d-9c22-9bc1aafc5532_en?filename=mdcg_2022-3_en.pdf
https://health.ec.europa.eu/document/download/36268741-3591-4130-ad21-b09487ff2074_en?filename=md_mdcg_2019_13_sampling_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/919061d9-5dfa-4d0b-ab9b-3543eed98f76_en?filename=md_mdc-2024-16_en.pdf
https://health.ec.europa.eu/document/download/0e076d19-62dc-4ff9-83f2-be6072a45993_en?filename=mdcg_2024-15_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-consultation-procedure-european-medicines-agency-notified-bodies-ancillary-medicinal-substance-or-ancillary-human-blood-derivative-incorporated-medical-device_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-consultation-procedure-european-medicines-agency-notified-bodies-ancillary-medicinal-substance-or-ancillary-human-blood-derivative-incorporated-medical-device_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-recommendation-procedural-aspects-dossier-requirements-consultation-ema-notified-body-ancillary-medicinal-substance-or-ancillary-human-blood-derivative-incorporated-medical-device-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-recommendation-procedural-aspects-dossier-requirements-consultation-ema-notified-body-ancillary-medicinal-substance-or-ancillary-human-blood-derivative-incorporated-medical-device-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-recommendation-procedural-aspects-dossier-requirements-consultation-ema-notified-body-ancillary-medicinal-substance-or-ancillary-human-blood-derivative-incorporated-medical-device-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-procedural-aspects-consultation-european-medicines-agency-notified-body-companion-diagnostics-revision-1_en.pdf
https://data.consilium.europa.eu/doc/document/ST-15380-2024-INIT/en/pdf
https://data.consilium.europa.eu/doc/document/ST-15380-2024-INIT/en/pdf
https://www.team-nb.org/wp-content/uploads/2024/12/Team-NB-PositionPaper-MDR-Certification-Process-Consensus-Document-20241218.pdf
https://www.team-nb.org/wp-content/uploads/2024/12/Team-NB-byFewFacts-and-Numbers-Strategy-20241213.pdf
https://www.team-nb.org/wp-content/uploads/2024/12/Press-Release-EURLs-TransitionToOperations-20241212.pdf
https://www.team-nb.org/wp-content/uploads/2024/12/Press-Release-EURLs-TransitionToOperations-20241212.pdf
https://www.team-nb.org/wp-content/uploads/2024/12/Team-NB-HighLevel-Strategy-PositionPaper-20241130.pdf
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US news – AdvaMed 
Medical Device Submissions Workshops – 510(k) and De Novo February 3-4 online 
Medical Device Submissions Workshops – Investigational Device Exemption (IDE) February 5 online 
Medical Device Submissions Workshops – Premarket Approval (PMA) February 6-7 online 

US news – FDA 
CDRH Unveils Home as a Health Care Hub’s Idea Lab to Help Reimagine How New and Existing Medical Technologies Can Be Incorporated Into the Home  

Frequently Asked Questions for the Home as a Health Care Hub  

Protocol Deviations for Clinical Investigations of Drugs, Biological Products, and Devices  

Biocompatibility and Toxicology Program: Research on Medical Devices, Biocompatibility, and Toxicology  

Clinical Decision Support Software Frequently Asked Questions (FAQs)  

How Total Product Life Cycle Advisory Program (TAP) Facilitates Engagement with Non-FDA Parties 

Prepare for GUDID  

Global Unique Device Identification Database (GUDID): Guidance for Industry and Food and Drug Administration Staff  

GUDID Data Trends: November 2024  

Report on Risks and Benefits to Health of Non-Device Software Functions 

Marketing Submission Recommendations for a Predetermined Change Control Plan for Artificial Intelligence-Enabled Device Software Functions: Guidance 
for Industry and Food and Drug Administration Staff  

  

https://www.advamed.org/events/medical-device-submissions-workshops-510k-and-de-novo/
https://www.advamed.org/events/medical-device-submissions-workshops-investigational-device-exemption-ide/
https://www.advamed.org/events/medical-device-submissions-workshops-premarket-approval-pma/
https://www.fda.gov/medical-devices/medical-devices-news-and-events/cdrh-unveils-home-health-care-hubs-idea-lab-help-reimagine-how-new-and-existing-medical-technologies
https://www.fda.gov/medical-devices/home-health-care-hub/frequently-asked-questions-home-health-care-hub
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/protocol-deviations-clinical-investigations-drugs-biological-products-and-devices
https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/biocompatibility-and-toxicology-program-research-medical-devices-biocompatibility-and-toxicology
https://www.fda.gov/medical-devices/software-medical-device-samd/clinical-decision-support-software-frequently-asked-questions-faqs
https://www.fda.gov/medical-devices/total-product-life-cycle-advisory-program-tap/how-tap-facilitates-engagement-non-fda-parties
https://www.fda.gov/medical-devices/global-unique-device-identification-database-gudid/prepare-gudid
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/global-unique-device-identification-database-gudid
https://www.fda.gov/media/183960/download?attachment
https://www.fda.gov/media/184083/download?attachment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial-intelligence
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial-intelligence
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International news – IMDRF 
27th IMDRF Management Committee Meeting will be held in Tokyo, Japan from March 10-14, 2025 (registration now open) 

International news – GHWP 
GHWP/WG7/F001:2024: White Paper QMS Requirements in GHWP member county or region against ISO 13485:2016  

GHWP/WG3/F001:2024: White Paper Software as a Medical Device (SaMD) PreMarket Submission Requirement  

International news – GMDN 
The 2024 GMDN Annual Stakeholder Survey 
GMDN FOCUS - December 2024 

International news – national regulators 
Portugal (Infarmed) Communication of Unavailability of Medical Devices - Implementation of Regulation (EU) 2024/1860 of 13 June 2024  

Netherlands (IGJ) Amendment of the Medical Devices Act in connection with the obligation to inform in the event of interruption or cessation of supply  

Australia (TGA) Complying with the Unique Device Identification regulations for medical devices 

Germany (BfArM) Guidance for the application procedure (clinical investigations/performance studies) 
Singapore (HSA) GN-37-R1: Guidance on Change Management Program (CMP) for SaMD, including machine-learning enabled SaMD 

 

https://www.imdrf.org/news-events/27th-imdrf-management-committee-meeting-march-10-14-2025
https://www.ahwp.info/sites/default/files/%28FINAL~1.PDF
https://www.ahwp.info/sites/default/files/%28Final%29%20WG3%20Software%20as%20a%20Medical%20Device%20%28SaMD%29.pdf
https://www.gmdnagency.org/the-2024-gmdn-annual-stakeholder-survey-is-open/
https://www.gmdnagency.org/gmdn-focus-december-2024/
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/10719145
https://www.internetconsultatie.nl/meldplichtleveringsonderbrekingenmh/document/13492
https://consultations.tga.gov.au/medical-devices-and-product-quality-division/review-of-draft-guidance-complying-with-the-unique/supporting_documents/DRAFT%20Complying%20with%20the%20Unique%20Device%20Identification%20regulations%20for%20medical%20devices%20%20V0.7%20%20December%202024.pdf
https://www.bfarm.de/EN/Medical-devices/Tasks/Clinical-investigations-and-performance-studies/Clinical-investigations/Guidance-application-kp/_artikel.html?nn=968830
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/guidance-documents-for-medical-devices/gn-37-r1-guidance-on-change-management-program-(cmp)-for-samd-including-machine-learning-enabled-samd.pdf?sfvrsn=143fb54a_1

