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N54 How to make AE report to Authorities ( AE reporting)

Based on N21 and combined those 4 documents

—— N32 Universal Data set for manufacturer AE Reports

— N31 Reporting of Use errors

—=| N33 Timing of AE reports

——| N36 Manufacturers trend report of AE

Appendix A: Universal Data Set for Manufacturer Adverse Event Reports
Appendix B: Timing of Adverse Event Reports

Appendix C: Trend (N36&Y)

Appendix D: Use error

N57 Content of field safety notice

N87 XML Scheme for Electrical reporting
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D Fotowar # R e — Health Effect Health Effect- |
9. Appro;gvl;'te \m‘ Adverse Event Problem (Refer to coding manual) Health Effect- Health Effect - ea ecl - ea ecl -
AgeofDevice | yqapn Effect - Health Effect - Clinical Cod Impact Cod ini ‘ ‘
b j” S i Clinical Code Impact Code | —
Medical Device Component Problem Code P Code \ Medical Devi 1
‘ot o P e ‘ > edical Device Component |
11. Report Sent to FDA? (/f Yes, 12. Location Where Event Occurred i § & ] / Problem Code Code
enter date (dd-mmm-yyyy)) [] Ambulstory ] Nursing Home | Investigation N Juj _[ ‘
[ ves Surgical Facilly % . Findings | J ] . r -
N uipatie o
E R;m . 8 Homs O Diagnostic Faciity estigation - - - | -lryple of - — ot
; Hospital L] Outpatient nvestigation
Yes, enter date (dd-mmm- |
DYZ: enter date (dd-mmm-yyy)) 0 Treatment Facillty 7. If Remedial Action Initiated, Check Type  |8. Usage of Device g
Other: [ Recat [] Notication [C] itat Use of Device i ati [
Ow (Specn) RR B e Investigation ‘ ol ” L |
bbbt bt [ Replace [ Patient Monitoring ] Unknown Findings
O i L Jrpaitnge 3 W action ;u-:'o;)t-: to FOA under - "
, list correctiol
[ oer Femovai reparing number: I gvestllggtlon ‘ < " ] |
onciusions
G. ALL MANUFACTURERS

JFMDA20211102 28
©2021 PMDA. All rights reserved.




IMDRF WEB & #R

IMDRF Terminology

 IMDRF AE WG Webpage (Includes links to the terminology web
browser)

 |[IMDRF AE Terminology (Current Version)

 |[IMDRF AE Terminology (Archived Versions)

IMDRF Terminology Maintenance
e IMDRF Terminology Maintenance Webpage
e Change Request Form

Related Documents
e IMDRF AE Terminology Guideline Main Body (N43 Document)
e IMDRF Terminology Maintenance (N44 Document)
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http://www.imdrf.org/workitems/wi-aet.asp
http://www.imdrf.org/documents/documents.asp
http://www.imdrf.org/imdrf/imdrf-archives.asp
http://www.imdrf.org/workitems/wi-aet-maintenance.asp
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-200318-ae-terminologies-n44.xlsx
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-200318-ae-terminologies-n43.docx
http://www.imdrf.org/docs/imdrf/final/procedural/imdrf-proc-200318-ae-terminologies-n44.docx
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