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Annex A: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Medical Device Problem |SOM (164.89 kb) XLSX (52.73 khb)

Annex B: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Type of Investigation |SOMN (12.73 kb) XLSX(14.1 kb)

Annex C: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Investigation Findings |SON (49.2 kb) XLSX (24.94 kb)

Annex D: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Investigation Conclusion |SON (15.39 kb) XLSX (15.77 kb)

Annex E: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Health Effects - Clinical Signs and Symptoms or
Conditions

JSON (364.01 kb) XLSX (179.15 kb)

Annex F: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Health Effects - Health Impact
JSON (20.41 kb) XLSX (17.27 kb)

Annex G: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Medical Device Component
JSOM (84.56 kb) XLSX (34.61 kb)

Appendix B: IMDRF terminoclogies for categorized Adverse Event Reporting (AER) - Change Log XLSX (92.7 kb)

Release Notes: IMDRF terminologies for categorized Adverse Event Reporting (AER) TXT (1.82 kb)




IMDRF Adverse Event Terminology Maintenance

* The terms in the Annexes of the final version of the guideline document are maintained by the AE Working Group (AE WG) in accordance with the "Maintenance of
IMDRF AE Terminologies” (IMDRF/AE WG/N44)FINAL:2020).

* The terminology is always open for Change Requests. The process is outlined in the figure below. The cutoff date for inclusion in the next release is 1 September.
The Change Requests will then be reviewed by IMDRF, and the updated terminology and outcome of Change Requests will be published in March.

Stakeholders IMDRF IMDRF website
Stakeholder e IMDRF website

IMDRF
AETM WG
(adverse event
terminology
maintenance group)

arganization
(e.g. industry, patient
association, medical
association...)
Change Request
Cutoff date:
1 September

Updated Terminology
and Change Log will be
published in March

Consideration of change &
recommendation to MC

Legend | IMDRF
i Management
[ I TR Committee (MC) ]

[ TMDRF nernal

documant | —
| Publshed charge

docamentation |

* Proposal of addition/modification/deletion of the terms must be submitted to AE WG by either National Competent Authorities or Stakeholder Organizations, usinc
the Change Request form. No proposal from an individual will be accepted.
* Please use the most recent Change Request form below:

Appendices A & B: Change Request Form and Change Log - XLSX (16kb)

* Please send the completed form to: H5A MDC@hsa.gov.sg



Apr 23 & May 28, 2015
15t & 2"d Teleconferences

June 4 and 5, 2015
1%t Face to Face meeting,
Silver Spring, US

Jun 18, Jul 9, Aug 6, Oct 8, &
Dec9, 2015, and Mar 1, 2016
3rd to 8t Teleconferences

April 12-15, 2016
2"d Face to Face meeting,
Tokyo, Japan

May 24, Jun 17, Jul 14, Aug 26
and Nov 4, 2016,
9th - 13th Teleconferences

Dec 13-16, 2016
3" Face to Face meeting,
Tokyo, Japan

Feb 2, Feb 8, Apr 5, 2017
14th - 16t Teleconferences

June 13 -16, 2017
4t Face to Face meeting,
Ispra, Italy

Meetings

Jul 6, Oct 11, 2017
17t 18tTeleconferences

Nov 28-Dec 1 2017
5th Face to Face meeting,
Moscow, Russia

Feb 19, 2018
19th Teleconference

April 16-20, 2018
6™ Face to Face meeting,
Canberra, Australia

Oct 25 & Nov 21, 2019
20th & 215t Teleconferences

Nov 26-30, 2019
7t Face to Face meeting,
Singapore

Feb 22, 2019
221 Teleconference

March 26-29 2019
8t Face to Face meeting,
Brasilia, Brazil

Apr 24, May 22, Jun 18, Oct 23, 2019
2314 . 26t Teleconferences

. November 4-7, 2019
oth Face to Face Meeting, Geneva, Sw
itzerland

. Dec 17, 2019, Apr 7, May 13,
Jun 9, 2020
27th- 30th Teleconferences

. Oct 29 & Nov 10, 2020
315t & 32" Teleconferences
Maintenance

. Feb 16, Apr 27, May 11, May 25,
Jun 8, Jun 22, Jul 6, Jul 20, 2021
33rd — 40th Teleconferences

. Sept 28, Oct 5, 12, 19, 26, 28,
Nov 2, 9, 16, 2021
415t — 49 Teleconferences
Maintenance

o Feb 16, Mar 29, Apr 26, May 17, June
7, June 28, Aug 30 2022
50th — 56th Teleconferences

*NWIE was discussed in red meetings
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IMDEE/AE WG/INXX DRAFT: 202X

IMDHF International Medical
Device Regulators Forum

WORKING DRAFT DOCUMENT

International Medical Device Regulators Forum

Title: Commeon Dataset for Data Exchange between IMDEF Regulators

Authoring Group: IMDRF Adverse Event Terminology Working Group

Date: XX Month 202X




Thank you



