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Introduction 
The Summer is finally here. If you have not already taken your summer vacation, then here is some holiday reading for you. 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  
Regulation remains a key priority for ABHI and is mentioned in every letter that we have sent to new Government Ministers so far. We have 

raised the subjects of international recognition and UKCA in discussions with Government officials from DHSC, MHRA, OLS, HMT and DBT. Our 

focus is on how the Government can deliver certainty and clarity to devices industry in the UK. 

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

ABHI's Quarterly Communications Report: Q2 2024 

Summer Update from ABHI: Key Developments and Future Direction 

Engaging with the New Government on HealthTech 

Call for evidence for Lord Darzi Review of Health and Care 

ABHI Responds to Wes Streeting's DHSC Growth Department Commitment 

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/17836
https://www.abhi.org.uk/membership/members-area/updates/2024/july/summer-update-from-abhi-key-developments-and-future-direction/
https://www.abhi.org.uk/membership/members-area/updates/2024/august/engaging-with-the-new-government-on-healthtech/
https://www.abhi.org.uk/membership/members-area/updates/2024/august/call-for-evidence-for-lord-darzi-review-of-health-and-care/
https://www.abhi.org.uk/resource-hub/file/17850
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The Defra REACH consultation closed on 25th July. Following briefings for members by McDermott Will & Emery and TSG we received some 

very helpful member input for the ABHI response. 

Upcoming regulatory group meetings 

5th September 2024 (IVD Regulatory) 

28th November 2024 (IVD Regulatory)  

4th September 2024 (MD Regulatory) 

3rd December 2024 (MD Regulatory) 

 

The ABHI UK HealthTech Conference 

30th September to 1st October 

With the goal of providing a comprehensive overview of the UK landscape and insights for your business, we are convening industry 

leaders and experts for two days of unparalleled networking and learning opportunities. 

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

Member opportunities 
Professional Associate Member Offers 

If you are an ABHI Professional Associate Member company and would like to extend an offer to our wider membership, get in touch 

with communications@abhi.org.uk  

Currently OMC, Psephos and TOPRA all have offers for ABHI members 

If you have provided any regulatory events (training sessions, webinars etc) or publications that you think would be of interest to ABHI 

members, then please get in touch so it can be included in the next regulatory round-up. 

MHRA 
New 

Top Tips for summer 

MHRA annual report and accounts 2023 to 2024. 

https://consult.defra.gov.uk/reach-policy/atrm-consultation/
https://www.abhi.org.uk/membership/members-area/conference-events-materials/2024/mcdermott-will-emery-uk-reach-expert-briefing-for-abhi-members/
https://www.abhi.org.uk/membership/members-area/conference-events-materials/2024/uk-reach-consultation-briefing/
https://www.abhi.org.uk/membership/members-area/abhi-groups/regulatory/
https://www.eventbrite.co.uk/e/abhi-uk-healthtech-conference-2024-tickets-849455854327?aff=oddtdtcreator
https://www.abhi.org.uk/resource-hub/
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/
mailto:communications@abhi.org.uk
mailto:stephen.lee@abhi.org.uk?subject=Regulatory%20round-up%20-%20future%20edition
https://www.gov.uk/government/news/five-top-tips-for-summer
https://www.gov.uk/government/publications/medicines-and-healthcare-products-regulatory-agency-annual-report-and-accounts-2023-to-2024
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Updates 

Medical devices given exceptional use authorisations during the COVID-19 pandemic 

Notify MHRA about a clinical investigation for a medical device 

New section 'Regulatory advice meetings' added to this page. 

Updates to clarify the fees and payment process, addition of guidance on early terminations and temporary halts in GB and NI and 

clarification that Annex XVI applications cannot be accepted in GB. 

Export medical devices 

Updated 'Certificates of Free Sale for Medical Devices' to reflect changes to the registration and Certificates of Free Sale system. 

Register medical devices to place on the market 

Updated 'Account Management Reference Guide' & 'Device Registration Reference Guide' to reflect changes to the registration system. 

Account Management Reference Guide Version August 2024 v1 

Device Registration Reference Guide Version August 2024 v1 

MHRA Board meetings in 2024 

Updated dates and papers for Board meetings in public 

MHRA performance data for assessment of clinical trials and established medicines 

Updated to include medical device clinical investigation metrics 

Implementation of medical devices future regime 

Updated with MHRA response to WTO comments on PMS legislation (update now removed to the archive) 

 

Other UK Government updates 
Funding competition UK RS&IN Implementation Phase: Human Health (CERSIs) 

Life sciences sector data: Annual data on the life sciences sector in the UK and other countries. 2024 report published. 

UK Standards for Microbiology Investigations  
New consultation: Infectious syndromes affecting the genitourinary tract and reproductive organs from 31/07/2024 to 28/08/2024 

https://www.gov.uk/government/publications/medical-devices-given-exceptional-use-authorisations-during-the-covid-19-pandemic
https://www.gov.uk/guidance/notify-mhra-about-a-clinical-investigation-for-a-medical-device
https://www.gov.uk/guidance/export-medical-devices-special-rules
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market
https://assets.publishing.service.gov.uk/media/66a8f9070808eaf43b50d9f2/Account_Management_Reference_Guide_August_2024_Final_v1.pdf
https://assets.publishing.service.gov.uk/media/66a8f919fc8e12ac3edb0761/Device_Registration_Reference_Guide_August_2024__Final_v1.pdf
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency/about/our-governance#mhra-board-meetings-in-2024
https://www.gov.uk/government/publications/mhra-performance-data-for-assessment-of-clinical-trials-and-established-medicines
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices
https://webarchive.nationalarchives.gov.uk/ukgwa/20240703153401/https:/www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices
https://apply-for-innovation-funding.service.gov.uk/competition/1985/overview/1e4a4cfc-6848-4794-9d48-7b508c060d51
https://www.gov.uk/government/collections/life-science-sector-data
https://www.rcpath.org/profession/publications/standards-for-microbiology-investigations/uk-smi-consultations.html
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Team AB  
no updates  

Upcoming events from TOPRA & RAPS  
11th September TOPRA Regulatory Careers Live 2024 - UK In-Person 

17th to 19th September RAPS convergence 

24th September TOPRA CRED Successful and Skilful Communication* 

25th September RAPS Sponsored Webcast: Advancing Medical Device Compliance Through Regulatory Management Systems and AI 

1st to 2nd October TOPRA Medical Devices/IVDs Symposium 2024 

*Remember to use the 10% off TOPRA courses for ABHI members 

BSI standards update 

BSI Standards - Update on Projects August 2024 

 

Status 
Closing 
date 

Standard Committee 

Published 
standard 

17/07/2024 PD ISO/TS 6838:2024 Ophthalmic optics — Contact lenses — Tolerances and 
methods for measurement of multifocal contact lens addition power  

CH/172/9 - Contact lenses and 
contact lens care products 

Published 
standard 

24/07/2024 BS EN ISO 21536:2024 Non-active surgical implants. Joint replacement 
implants. Specific requirements for knee-joint replacement implants  

CH/150/4 - Surgical Implants - 
Bone and Joint Replacements 

Published 
standard 

24/07/2024 BS EN ISO 21535:2024 Non-active surgical implants. Joint replacement 
implants. Specific requirements for hip-joint replacement implants  

CH/150/4 - Surgical Implants - 
Bone and Joint Replacements 

Published 
standard 

26/07/2024 PD ISO/TR 11826:2024 Ophthalmic optics. Spectacle lenses. Aspects of three-
dimensional properties and reference markings  

CH/172/3 Spectacles 

https://www.linkedin.com/company/teamab/posts/?feedView=all
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=RCL24UK&Category=REG
https://www.raps.org/convergence-2024/home
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=SSCS24&Category=CRED
https://www.raps.org/events/sponsored-webcast-advancing-medical-device-compliance-through-regulatory-management-systems-and-ai
https://www.topra.org/TOPRA/TOPRA_Member/Events/Event_Display.aspx?EventKey=MDSYM2024&Category=SYM
https://www.abhi.org.uk/membership/members-area/professional-associate-member-offers/10-off-topra-training-courses-for-abhi-members/
https://standardsdevelopment.bsigroup.com/projects/2021-01107#/section
https://standardsdevelopment.bsigroup.com/projects/2021-01107#/section
https://standardsdevelopment.bsigroup.com/projects/2019-00308#/section
https://standardsdevelopment.bsigroup.com/projects/2019-00308#/section
https://standardsdevelopment.bsigroup.com/projects/2019-00307#/section
https://standardsdevelopment.bsigroup.com/projects/2019-00307#/section
https://standardsdevelopment.bsigroup.com/projects/2021-02867#/section
https://standardsdevelopment.bsigroup.com/projects/2021-02867#/section
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Published 
standard 

29/07/2024 BS ISO 17256:2024 Anaesthetic and respiratory equipment. Respiratory 
therapy tubing and connectors  

CH/121/5 - Airways and related 
equipment 

Published 
standard 

31/07/2024 BS EN ISO 5362:2024 Anaesthetic and respiratory equipment. Anaesthetic 
reservoir bags  

CH/121/5 - Airways and related 
equipment 

Published 
standard 

31/07/2024 BS EN ISO 23500-2:2024 Preparation and quality management of fluids for 
haemodialysis and related therapies. Water treatment equipment for 
haemodialysis applications and related therapies  

CH/150/2 - Cardiovascular 
implants 

Draft for public 
comment 

10/08/2024 BS EN ISO 10993-7 Biological evaluation of medical devices. Part 7: Ethylene 
oxide sterilization residuals  

CH/194 - Biological evaluation of 
medical devices 

Draft for public 
comment 

11/08/2024 BS EN ISO 13504 Dentistry. General requirements for instruments and related 
accessories used in dental implant placement and treatment  

CH/106 Dentistry 

Draft for public 
comment 

12/08/2024 BS EN ISO 4823 Dentistry. Elastomeric impression and bite registration 
materials  

CH/106/2 - Prosthodontic 
materials 

Draft for public 
comment 

12/08/2024 BS EN ISO 10993-12:2021/Amd 1 Biological evaluation of medical devices — 
Part 12: Sample preparation and reference materials - Amendment 1: 
Biological evaluation of medical devices — Part 12: Sample preparation and 
reference materials — Amendment 1  

CH/194 - Biological evaluation of 
medical devices 

Draft for public 
comment 

13/08/2024 BS EN ISO 14155 Clinical investigation of medical devices for human subjects. 
Good clinical practice  

CH/194 - Biological evaluation of 
medical devices 

Draft for public 
comment 

17/08/2024 BS EN ISO 10993-1 Biological evaluation of medical devices — Part 1: 
Evaluation and testing within a risk management process  

CH/194 - Biological evaluation of 
medical devices 

Draft for public 
comment 

20/08/2024 BS EN 16128 Ophthalmic optics. Reference method for the testing of spectacle 
frames and sunglasses for nickel release  

CH/172/3 Spectacles 

Draft for public 
comment 

20/08/2024 BS EN ISO 18374 Dentistry. Artificial intelligence (AI) and augmented 
intelligence (AuI) based 2D radiograph analysis. Data generation, data 
annotation and data processing  

CH/106 Dentistry 

Draft for public 
comment 

31/08/2024 BS ISO 23317 Implants for surgery. Materials. Simulated body fluid (SBF) 
preparation procedure and test method to detect apatite formation in SBF for 
initial screening of bone-contacting implant materials  

CH/150/1 - Materials for surgical 
implants 

Draft for public 
comment 

02/09/2024 BS EN ISO 11980 Ophthalmic optics. Contact lenses and contact lens care 
products. Guidance for clinical investigations  

CH/172/9 - Contact lenses and 
contact lens care products 

https://standardsdevelopment.bsigroup.com/projects/2022-02764#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02764#/section
https://standardsdevelopment.bsigroup.com/projects/2021-03227#/section
https://standardsdevelopment.bsigroup.com/projects/2021-03227#/section
https://standardsdevelopment.bsigroup.com/projects/2021-03507#/section
https://standardsdevelopment.bsigroup.com/projects/2021-03507#/section
https://standardsdevelopment.bsigroup.com/projects/2021-03507#/section
https://standardsdevelopment.bsigroup.com/projects/2022-00656#/section
https://standardsdevelopment.bsigroup.com/projects/2022-00656#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02207#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02207#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02208#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02208#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02645#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02645#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02645#/section
https://standardsdevelopment.bsigroup.com/projects/2023-02645#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02941#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02941#/section
https://standardsdevelopment.bsigroup.com/projects/2022-00155#/section
https://standardsdevelopment.bsigroup.com/projects/2022-00155#/section
https://standardsdevelopment.bsigroup.com/projects/2024-01015#/section
https://standardsdevelopment.bsigroup.com/projects/2024-01015#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02274#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02274#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02274#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02669#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02669#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02669#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02462#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02462#/section
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Draft for public 
comment 

09/09/2024 BS EN ISO 19490 Dentistry. Sinus membrane elevator  CH/106 Dentistry 

Draft for public 
comment 

17/09/2024 BS ISO 18192-3 Implants for surgery. Wear of total intervertebral spinal disc 
prostheses. Part 3: Impingement-wear testing and corresponding 
environmental conditions for test of lumbar and cervical prostheses  

CH/150/5 - Surgical Implants - 
Osteosynthesis and spinal 
devices 

Draft for public 
comment 

18/09/2024 BS EN ISO 15087 Dentistry. Dental elevators  CH/106 Dentistry 

Draft for public 
comment 

24/09/2024 BS EN ISO 4074 Natural rubber latex male condoms. Requirements and test 
methods  

CH/157 - Non-systemic 
contraceptives and barrier 
prophylactics 

NOTE: no new proposals for the period  

  

https://standardsdevelopment.bsigroup.com/projects/2022-02431#/section
https://standardsdevelopment.bsigroup.com/projects/2024-01552#/section
https://standardsdevelopment.bsigroup.com/projects/2024-01552#/section
https://standardsdevelopment.bsigroup.com/projects/2024-01552#/section
https://standardsdevelopment.bsigroup.com/projects/2022-02260#/section
https://standardsdevelopment.bsigroup.com/projects/2023-00690#/section
https://standardsdevelopment.bsigroup.com/projects/2023-00690#/section
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EU news - MedTech Europe 
European Commission survey for healthcare professionals: Electronic Instructions for Use for medical devices 

MedTech Europe urges the European Commission to prioritise the competitiveness of the medical technology industry for the benefit of 

patients in Europe 

Manufacturer’s Declaration in relation to Regulation (EU) 2024/1860 

EU news – EMA 
New pilot programme to support orphan medical devices 

EU news – CAMD 
Consensus statement from the EU Competent Authorities to the EU Commission 

EU news – European Commission 

List of hyperlinks to publicly available notified bodies’ standard fees  

Template for notified body confirmation letter in the framework of Reg EU 2024/1860 

Dashboard monitoring availability of devices in the EU 

Survey on Electronic Instructions For Use (eIFUs) for medical devices  

https://www.medtecheurope.org/news-and-events/news/european-commission-survey-for-healthcare-professionals-electronic-instructions-for-use-for-medical-devices/
https://www.medtecheurope.org/news-and-events/news/medtech-europe-urges-the-european-commission-to-prioritise-the-competitiveness-of-the-medical-technology-industry-for-the-benefit-of-europes-patients/
https://www.medtecheurope.org/news-and-events/news/medtech-europe-urges-the-european-commission-to-prioritise-the-competitiveness-of-the-medical-technology-industry-for-the-benefit-of-europes-patients/
https://www.medtecheurope.org/resource-library/manufacturers-declaration-in-relation-to-regulation-eu-2024-1860/
https://www.ema.europa.eu/en/news/new-pilot-programme-support-orphan-medical-devices
https://www.camd-europe.eu/regulatory/publication-of-a-consensus-statement/
https://health.ec.europa.eu/document/download/ff5716d5-fe77-4f45-b883-fcf3da4acd15_en?filename=md_nbs_fees_en.pdf
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en
https://app.powerbi.com/view?r=eyJrIjoiN2YwMTEwM2UtYjQwMS00MjBiLWEyZjAtYjJlMGZjM2NhZDdiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9
https://ec.europa.eu/eusurvey/runner/Survey_eIFUs_medicaldevices_2024


ABHI Regulatory Round-up - Summer 2024 

       August 2024 

Commission Implementing Decision (EU) 2024/2120 of 30 July 2024 renewing the designation of issuing entities designated to operate a 
system for the assignment of Unique Device Identifiers (UDIs) in the field of medical devices  

Template for notified body confirmation letter of the status of a formal application, written agreement, and appropriate surveillance in the 
framework of Reg EU 2024/1860  

MDCG and MDCG subgroups meetings planning (Version: 23/07/2024)  

Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial 
intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 
2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence Act)  

Eudamed Updated Timeline - Current planning for gradual roll out and modules’ functionality view  

Regulation (EU) 2024/1860 Of the European Parliament and of the Council 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  

Q&A on practical aspects related to the implementation of the extended transitional period provided for in the IVDR, as amended 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  

Extension of the MDR Transitional Period and Removal of the 'Sell Off' Periods: Q&A on practical aspects related to the implementation of 
Regulation (EU) 2023/607 - Rev. 2  

NBCG-MED 2024-1: Application of hybrid audits to quality management system assessments under MDR/IVDR – operational elements  

MDCG 2020-16 rev.3 Guidance on Classification Rules for in vitro Diagnostic Medical Devices under Regulation (EU) 2017/746  

MDCG 2021-5 Rev. 1: Guidance on standardisation for medical devices  

EU news - Team NB  
Survey on Electronic Instructions For Use for medical devices 
UDI issuing entities 
Seventh session : MDR Technical Documentation Training for Manufacturers 
Team-NB Position Paper Transfer Agreement for Surveillance of Legacy Devices V2 

  

https://eur-lex.europa.eu/eli/dec_impl/2024/2120/oj
https://eur-lex.europa.eu/eli/dec_impl/2024/2120/oj
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en
https://health.ec.europa.eu/document/download/5f642750-694f-47e6-8f11-30f6a0c00289_en?filename=md_events_2024_en_0.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401689
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401689
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401689
https://health.ec.europa.eu/document/download/04ce2012-97df-4dd0-8a39-d4f6993b9e16_en?filename=md_eudamed_roadmap_en.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401860
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401860
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401860
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/592008f6-3456-4afb-a13a-733a87da1b00_en?filename=mdr_proposal_extension-q-n-a_1.pdf
https://health.ec.europa.eu/document/download/592008f6-3456-4afb-a13a-733a87da1b00_en?filename=mdr_proposal_extension-q-n-a_1.pdf
https://health.ec.europa.eu/document/download/add080e7-d7df-4b1d-8c37-f86efc3e9142_en?filename=md_nbcg-med-doc_2024-1_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/59ac4cb0-f187-4ca2-814d-82c42cde5408_en?filename=md_mdcg_2021_5_en.pdf
https://www.team-nb.org/survey-on-electronic-instructions-for-use-for-medical-devices/
https://www.team-nb.org/udi-issuing-entities/
https://www.team-nb.org/seventh-session-mdr-technical-documentation-training-for-manufacturers/
https://www.team-nb.org/wp-content/uploads/2024/07/Team-NB-PositionPaper-TransferAgreement-v02-20240702-with-instructions.pdf
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US news – AdvaMed 
Guardant Health’s Shield™ Blood Test Approved by FDA 

Opportunities, Challenges of AI Facing Medtech Innovators 
AdvaMed Statement on Dr. Jeff Shuren’s Retirement 
AdvaMed Signs New MOU with British Medtech Association 

US news – FDA 
MDSAP AU P0002: Audit Approach - Version: 009 

Discussion Paper: Health Equity For Medical Devices  

Reprocessed Single-Use Devices: Frequently Asked Questions  

Extension of Remote and Hybrid Auditing Pilot - MDSAP AU P0036 

Medical Device User Fee Rates for Fiscal Year 2025  

Blog: A Lifecycle Management Approach toward Delivering Safe, Effective AI-enabled Health Care  

Standards Newsletter from the Division of Standards and Conformity Assessment  

Addressing Misinformation About Medical Devices and Prescription Drugs: Questions and Answers: Draft Guidance for Industry and Food and 
Drug Administration Staff  

  

https://www.advamed.org/industry-updates/news/guardant-healths-shield-blood-test-approved-by-fda-as-a-primary-screening-option-clearing-path-for-medicare-reimbursement-and-a-new-era-of-colorectal-cancer-screening/
https://www.advamed.org/industry-updates/news/medtech-pov-from-ai-to-z-fdas-troy-tazbaz-on-the-opportunities-challenges-of-ai-facing-medtech-innovators/
https://www.advamed.org/industry-updates/news/advamed-statement-on-dr-jeff-shurens-retirement/
https://www.advamed.org/industry-updates/news/advamed-signs-new-mou-with-british-medtech-association/
https://www.fda.gov/media/166672/download?attachment
https://www.fda.gov/media/180608/download?attachment
https://www.fda.gov/medical-devices/reprocessing-single-use-medical-devices-information-health-care-facilities/reprocessed-single-use-devices-frequently-asked-questions
https://www.fda.gov/medical-devices/medical-device-single-audit-program-mdsap/extension-remote-and-hybrid-auditing-pilot-mdsap-au-p0036
https://www.govinfo.gov/content/pkg/FR-2024-07-31/pdf/2024-16883.pdf
https://www.fda.gov/medical-devices/digital-health-center-excellence/blog-lifecycle-management-approach-toward-delivering-safe-effective-ai-enabled-health-care
https://content.govdelivery.com/accounts/USFDA/bulletins/3a8ff88
https://www.fda.gov/media/179827/download
https://www.fda.gov/media/179827/download
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International news – IMDRF 
IMDRF 26th Session  |  September 16-20, 2024  |  Seattle, Washington 

Consultation open Good machine learning practice for medical device development - Guiding Principles Closing date Friday, 30 August 

2024 

International news – GHWP 
28th GHWP ANNUAL MEETING. 9th to 12th December 2024 KL Malaysia 
Proposed Document 'Adverse Event Reporting Guidance 

Proposed Document 'Guidelines for Adverse Event Reporting of Percutaneous Coronary Intervention (PCI) devices 

International news – national regulators 
Australia (TGA) Guidance: Varying entries in the ARTG: medical devices and IVDs - Version 5.0, July 2024  

Canada (HC) Notice on Health Canada's proposed changes to the guidance on recognized standards for medical devices  

Switzerland 
(Swissmedic) Go-live for the swissdamed Actors module  

WHO MeDevIS platform announced to boost access to medical technologies and devices  

Germany (Bundestag) Medical Research Act - Bundestag passed the "Medical Research Act" in 2nd/3rd reading.  

 

Sign up for our other ABHI newsletters Primed and Monthly Bytes 

https://events.espinc-usa.com/imdrf092024
https://www.imdrf.org/consultations/good-machine-learning-practice-medical-device-development-guiding-principles
https://www.imdrf.org/consultations/good-machine-learning-practice-medical-device-development-guiding-principles
https://ghwpmalaysia28th.mda.gov.my/
http://www.ahwp.info/index.php/node/968
http://www.ahwp.info/index.php/node/969
https://www.tga.gov.au/sites/default/files/2022-10/varying-entries-in-the-artg.pdf
https://www.canada.ca/en/health-canada/programs/consultation-updates-draft-guidance-list-recognized-standards-medical-devices/notice.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/overview-medical-devices/archive/swissdamed/release-notes.html
https://www.who.int/news/item/08-07-2024-medevis-platform-announced-to-boost-access-to-medical-technologies-and-devices
https://www.bundesgesundheitsministerium.de/presse/pressemitteilungen/medizinforschungsgesetz-bundestagsbeschluss.html
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

