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International Medical Device Regulators Forum (IMDRF)

[ IMDRF Adverse Event Terminology] AR

AR

Adverse Event Reporting

~

= S

DEVICE/COMPONENTS

-~

level?
4
¥
2

Medical
2 Component
device
problem
What was Which
problem components
at device were

involved?

)
-

H
snusngpeennnenans®

:
§ What were

: the probable

i causes

: of the problems?

Cause

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
o - 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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IMDRF AR

HERE

[IMDRF Adverse Event Terminology] fAE#XE

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

Do you want to find a code? (Browse the terms nnw)

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

39

A09 - Output Problem

Problem associated with any deviation from the documented specifications of the device that re

AD901 - Audible Prompt/Feedback Problem

Problem with any deviation from the decumented specifications of the device that relate to a
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.

proeq = EHYTE R MER DL
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IMDRF A

e
®
== [5t] 2
=EI@BEER FDA-3500A
6. Adverse Event Problem (Refer to coding manual)
E Health Effect — Clinical Code Health Effect — Impact Code F \Medical Device Problem Cof A Component Code G
B Type of Investigation Investigation Findings Investigation Conclusions D
ﬂ", H AY .
ErERE#EFR Manufacturer Incident Report (MIR)
3.2 |Medical device problem information
a IMDRF Medical device problem codes (Annex A)
Coding with IMDRF terms is a mandatory requirement. 3.3 [Patient information
Choice 1 Choice 2 Choice 3 a  |IMDRF 'Health Effect’ terms and codes (Annex E, F)
(most relevant) Coding with IMDRF terms is a mandatory requirement.
A IMDRF 'Medical device Code Code Code : : : : , :
Choice 1 Choice 2 Chaoice 3 Choice 4 | Choice5 Choice 6
problem codes’ |
{most relevant)
IMDRF 'Clinical signs, Code Code Code Code Code Code
symptoms, and conditions "
E codes' (Annex E} { l I |
IMDRF "Health impact’ Code Code Code Code Code Code
F codes (Annex F) | ' \ ] |
v
40 pooed TEEYT R RAEEHRPIN
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ErERi@ K3 Manufacturer Incident Report (MIR)

IMDRF "Cause Investigation' terms and codes (Annex B, C, D)

e Coding with IMDRF

requirement.

Choice 1
terms is a mandatory | (most relevant)

Choice 2 | Choice 3

Choice 4 | Choice 5

Choice 6 | Choice 7 | Choice 8

IMDRF Cause Code
E3 investigation: Type

Code

Code Code

Code

Code

Code Code

of investigation |

(Annex B)

IMDRF Cause Code
investigation:

Code

Code Code

Code

Code

C Investigation
findings |

(Annex C)

IMDRF Cause Code
D investigation:

Code

Code Code

Code

Code

Investigation ’
conclusion (Annex D)

f IMDRF Component codes (Annex G)
Coding with IMDRF terms is a mandatory requirement,

Choice 1
(most relevant)

Choice 2

Choice 3

Choice 4

Choice 5

IMDRF 'Component’' codes

(Annex G)

Code

Code

Code

Code

Code

|
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Considerations for the selection of IMDRF Adverse Event Terminology — A Guide for Industry Partners and Healthcare Providers
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