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IMDRF AE Terminology Working Group
oMission: 
Development of a harmonized terminology for reporting adverse events related 

to medical devices including in-vitro diagnostics (IVDs).
oPurpose: 
To improve the efficiency of the adverse events management systems for faster 

response by both industry and regulatory agencies, with the use of a single, 
appropriate adverse event terminology and coding system.

oBenefits:
 Improves accuracy of capturing and reporting of MD-related adverse events;
Reduces ambiguity and increases effectiveness of the evaluation process;
Readily usable (in contrast to narrative text) for more sophisticated signal 

detection and trending analysis by querying functions and data visualization 
enabling faster response by both regulatory agencies and industries.
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IMDRF Adverse Event Terminology

oAnnex A: Medical Device Problem
oAnnex B: Cause Investigation -

Type of Investigation
oAnnex C: Cause Investigation -

Investigation Findings
oAnnex D: Cause Investigation –

Investigation Conclusion
oAnnex E: Health Effects -

Clinical Signs and Symptoms or 
Conditions (aligned to MedDRA)

oAnnex F: Health Effects -
Health Impact

oAnnex G: Medical Device Component

Health 
Effects 

(Annex E, 
F)

Medical Device 
Problem

(Annex A)
What was the problem 
at device level?

Component
(Annex G)

Which components 
were involved?

Cause 
Investigation
(Annex B-D)

What were the 
probable causes of 
the problem?

DEVICE/COMPONENTS PATIENT

What adverse 
events happened 
at patient level?

Adverse Event Reporting

Reference : IMDRF N43 document
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Annex Name of terminology Description

A Medical device problem Describing problems (malfunction, deterioration of function, failure) of 
medical devices that have occurred in pre- or post-market contexts (e.g. 
clinical studies, clinical evaluation or post-market surveillance)

B Cause investigation
Type of Investigation

Includes what was investigated and what kind of investigation was conducted

C Cause investigation
Investigation Findings

Findings that are keys to identifying the root cause

D Cause investigation
Investigation Conclusion

Conclusions derived from the investigation and specifies the root cause of the 
specific adverse event

E Health Effects
Clinical Signs, Symptoms and 
Conditions

Describing the clinical signs, symptoms and conditions of the affected person 
appearing as a result of the medical device adverse event/incident.

F Health Effects
Health Impact

Describing the consequences of the medical device adverse event/incident on 
the person affected.

G Component Describing the parts and components which were involved in, or affected by, 
the medical device adverse event/incident. 

IMDRF AE Terminology Working Group
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IMDRF AE Terminology
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IMDRF AE Terminology 
- Available in excel and json formats
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IMDRF AE Terminology
- Web Browser
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Maintenance of IMDRF AE Terminology

oThe terms in the Annexes are maintained by the AE Working Group.
oThe IMDRF AE terminology is always open for Change Requests.
oThe 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.

oProposal of addition/modification/deletion of the terms must be submitted to AE WG 
by either National Competent Authorities or Stakeholder Organizations, using the 
Change Request form. 
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Maintenance of IMDRF AE Terminology
Things to Note

• For change request submissions, it is important to include the rationale and provide a 
specific example of an incident that would require the requested term. This will enable 
AEWG to better understand the need for a new term or to modify an existing term.

• Annex E: Health Effects - Clinical Signs and Symptoms or Conditions, should not be used 
for clinical conditions that are existing clinical conditions/illnesses. It is meant to describe 
clinical signs and symptoms or conditions that are a consequence of device use/failure.
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Thank you
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