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Dear Cortellis Regulatory Intelligence User,
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*Eex ) b Z Please find our Weekly Update - Medical Devices and IVDs, 2025 Volume 29 of 14-Jul-2025 - 20-Jul-2025.

The Cortellis Regulatory Intelligence Weekly Update provides you with a summary of the Global Regulatory Landscape by highlighting latest updates (including new and updated official and exclusive expert
documents for each country or territory) in a weekly basis.

Wee kly U pd ates Cortellis Regulatory Intelligence Weekly Update: Medical Devices and IVDs

Your inside source of product & regulatory updates
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CONFERENCE REPORT: Drug Information Association (DIA) - 2025 Annual Global Meeting, Washington DC, USA | 15-19 June 2025

The Drug Information Association (DIA) hosted its Global Annual Meeting in Washington DC, bringing more than 4,000 attendees from government, industry, academia, and healthcare to discuss the future of
drug development and regulatory science across multiple sessions. This report summarizes presentations and panel discussions centered on global collaborations to address chronic diseases, potential
impacts of the new US administration, real-world data (RWD) and real-world evidence (RWE) in clinical trials, the use of artificial intelligence (Al) in drug development, and key priorities for the US Food and
Drug Administration (FDA).

By Jennifer Nguyen, Senior STEM Content Analyst, Cortellis Regulatory Intelligence

CONFERENCE REPORT: 2025 DIA China Annual Meeting, Shanghai, China, 22-25 May 2025
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1 Country/Region |Document Types |Topics Title Abstract IDRAC Number Last Updated Date g::z;:;z;Update Previous Versic
2 |USA 510(k) Product 1t 510(k) Premarket Notification K4On June 18, 2025, FDA cleared [411138 18-7-2025 N/A N/A
3 USA 510(k) Product / it 510(k) Premarket Notification K4On June 13, 2025, FDA cleared 411134 18-7-2025 N/A N/A
4 |USA 510(k) eHealth; Product 4 1t |510(k) Premarket Notification K3On June 30, 2025, FDA cleared 411131 18-7-2025 N/A N/A
5 USA 510(k) eHealth; Product A 1t |510(k) Premarket Notification K10On June 17, 2025, FDA cleared 411123 18-7-2025 N/A N/A
6 USA 510(k) Product A it 510(k) Premarket Notification KOn June 03, 2025, FDA cleared[411115 18-7-2025 N/A N/A
7 |USA 510(k) eHealth; Product 1t |510(k) Premarket Notification K30n June 27, 2025, FDA cleared[411113 18-7-2025 N/A N/A
8 USA 510(k) Product 1t 510(k) Premarket Notification K3On June 11, 2025, FDA cleared 411111 18-7-2025 N/A N/A
9 USA 510(k) Product / it 510(k) Premarket Notification K4On June 05, 2025, FDA cleared 411108 18-7-2025 N/A N/A
10 [usA 510(k) Product / it 510(k) Premarket Notification K4On June 27, 2025, FDA cleared (411105 18-7-2025 N/A N/A
11 |USA 510(k) Product A 1t 510(k) Premarket Notification K4On June 03, 2025, FDA cleared 411098 18-7-2025 N/A N/A
12 [usa 510(k) Product A it 510(k) Premarket Notification K10On June 06, 2025, FDA cleared [411085 18-7-2025 N/A N/A
13 [UsA 510(k) Product it 510(k) Premarket Notification K40On June 27, 2025, FDA cleared [411092 18-7-2025 N/A N/A
14 [UsSA 510(k) Product 1t 510(k) Premarket Notification K3On June 11, 2025, FDA cleared [411091 18-7-2025 N/A N/A
15 [USA 510(k) Product / 1t 510(k) Premarket Notification K4On June 20, 2025, FDA cleared 411089 18-7-2025 N/A N/A
16 [USA 510(k) Product / it 510(k) Premarket Notification K4On June 27, 2025, FDA cleared 411081 17-7-2025 N/A N/A
) Product Assessment 510(k) Premarket Notification K20n June 20, 2025, FDA cleared 411078 17-7-2025 N/A N/A
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¥ Update listing all important product/content updates for the previous week will be sent directly to your email inbox every

My Email Subscriptions

egister to stay on top of latest global Medical Devices and IVDs regulatory activities!

an subscribe or unsubscribe at any time by toggling your subscription preferences to ON or OFF.

® on

By signing up, | consent to receiving emails on Weekly Updates: Medical Devices and IVDs.

Weekly Updates: Drugs and Biologics
Weekly Updates: Medical Devices and IVDs

Weekly Updates: Drugs and Biologics & Medical Click My Preferences to customize your Weekly Update with your preferred Countries/Regions, Topics, Document Types and more.

Devices and IVDs
My Preferences

FDA AdComm Alerts: Drugs and Biologics

7w IT— hERE UL WEHIZES
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Topic USA (58892) European Union (10455) International (2581) Canada (2039) Japan (1887)
Document Type South Korea (1835) China (1415) United Kingdom (949) France (841) Taiwan (704) TOpiC

Product Assessment (52739) Authorities and Organizations (10821)

Australia (677) Brazil (551) Thailand (516) India (453) Switzerland (451)
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Translation Status®
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Document Category

Supplemental Approval - NDA (1476) Inspection Report (1435) Meeting (1230)
Translation Status®

Public Comment (1160) Supplemental Approval - BLA (950) Communication (808)
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Weekly Updates

Drugs and Biologics Medical Devices and IVDs Drugs and Biologics & Medical Devices and IVDs

Volume Date J My Preferences 7Y I — MNABDOWERETY 57—~ Actions
—EBDF7—J)LHHONEIEET T,
Volume 29 21-Jul-2025 Topic: Product Assessment ® 3
Document Type: 510(k) -
Topic: Product Assessment ®

Volume 28 14-Jul-2025
Document Type: 510(k)
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Country/Region Topic Document Type Document Category Date Translation Status All other filters

Q [ selectall Clear all Sortby = Frequency W

e My Regions  #"

Country/Region

USA (18547) Thailand (244) Philippines (171) European Union (64) Taiwan (44) Canada (30) China (28) Egypt (11) Japan (11)

International (10) Israel (8) Singapore (8) Chile (7) Brazil (5) India (4) South Korea (4) Jordan (3) Mexico (3) United Arab Emirates (3)
Argentina (2) Denmark (2) Iraq (2) Ireland (2) Saudi Arabia (2) Switzerland (2) Vietnam (2) Algeria (1) Austria (1) Colombia (1) Italy (1)
Cancel Apply
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FDA and Inspection
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7H I.f'%'\l Inspection on Clinical Trials of New Drugs, 12-Dec-2017
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. ™ Compared to the previous version (IDRAC 329945), this document:
Cortelis 12 Clarivate
- add the application methods for electronic and paper submission
11-Mar-2025 - revise item 1 of the application documents that should be attached
when applying for authorization transfer of pharmaceutical importer
REGULATORY SEARCH ALERT for an approval document for QWIS compliance of manufacturers of
Your DAILY alert contains information that was updated on 10-Mar-2025 Imp{)_rted medical de‘”cfm (Numbe_r 8}_ . .
- revise the terms used in the application form without major changes
Name: GMP 27-Jan-2025 03:00:57 in the content
Owner:

Contact:

1 new 0 updated 1 total.
This document supersedes the Guideline: Checklist for Applications

_— ) of Medical Device Manufacturing License and Log-in Letters for
NEW - SINCE LAST ALERT View in Cortellis . . .
1 Report was new to your results set in this time period. - Medical Device GMP/QSD Accreditation, 01-May-2021 (IDRAC
329945).
Taiwan - Guideline: Application for Changes to the Registration of Medical Device Reason for Update New on 11-Mar-2025:

Manufacturing License and Approval Documents, 10-Mar-2025

This document provides the revised version of Guideline: Checklist for IDRAC Number 403487 Document Date 10-Mar-2025
Applications of Medical Device Manufacturing License and Log-in

Letters for Medical Device GMP/QSD Accreditation, 01-May-2021

(IDRAC 329945), which includes the following parts: 2 CHIIE Reference Document
Category
Document Type Guideline

1. Application methods. There are two application methods. . - .
Applicants are encouraged to choose one and prioritize using the Regulatory Version | Revision Languages Chinese
Medical Device Quality Management Application Platform to submit
their application, as it can help improve the efficiency of case review.

UPDATED - SINCE LAST ALERT
2. Application fees No reports were updated in this time period for the update types you are subscribed to

3. Dossier requirements © 2025 Clarivate

4. Annex: Application Farm.
Abstract
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