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International Medical Device Regulators Forum (IMDRF)

[ IMDRF Adverse Event Terminology] AR

AR

Adverse Event Reporting

~

= S

DEVICE/COMPONENTS

-~

Medical
device

problem A

What was
problem
at device
level?

H

Cause

mrummprena

Component

Which

components

were
involved?
4

=
-
=

i What were

: the probable
i causes
: of the problems?

investigation

\

B/C/D

EHEE

IMDRF/AE WG/N43 FINAL

@ EEAR R
PATIENT/USER ] No Name of terminology Annex
1 Medical device problem A
2 Cause investigation B
E/F - Type of Investigation
Cause investigation C
Rl - Investigation Findings
Sefece Cause investigation D
- Investigation Conclusion
3 Health Effects E
- Clinical Signs, Symptoms and Conditions
What was the Health Effects F
versaavent - Health Impact
gf::: [ﬂf:r:;:;:: 4 Com ponent G
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International Medical Device Regulators Forum (IMDRF)

[IMDRF Adverse Event Terminology] #BE®RE

https://www.imdrf.org/working-groups/adverse-event-terminology

Do you want to find a code? (Bmwse the terms now)

Annex A

Medical Device Problem

Annex D

Cause Investigation -
Investigation Conclusion

Annex G

Medical Device Component

IMDRF/AE WG/N43 FINAL

Annex B

Cause Investigation - Type of
Investigation

Annex E

Health Effects - Clinical Signs
and Symptoms or Conditions

Annexes Combined

Search all AET annexes.

Annex C

Cause Investigation -
Investigation Findings

Annex F
Health Effects - Health Impact

42

AQ9 - Qutput Problem

Problem associated with any deviation from the documented specifications of the device th

A0201 - Audible Prompt/Feedback Problem

Problem with any deviation from the documented specifications of the device that relate
alarms which are covered under "Protective Measures Problem”.

Status description: Editorial change to the term on 18 March 2020.

AD90101 - Inappropriate Audible Prompt/Feedback

Problem with audible messages which do not guide a device user to the correct action.

A090102 - Inaudible or Unclear Audible Prompt/Feedback

Problem associated with audible prompts which cannot be heard clearly.

b S EE TR R BRI
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