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Recent Meetings 
• Apr 5th, 2017 
 16th Teleconference 
• June 13th – 16th, 2017  
 4th  Face to Face meeting in Ispra, Italy 
• July 6th, 2017 
 17th Teleconference 
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Coming Meetings 
• Oct 11th, 2017 
  18th Teleconference 
• Nov 28th  – Dec 1st, 2017 
 5th Face to Face meeting in Moscow, Russia 
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Patient 
Problem 

(Annex E) 

Medical Device 
Problem 

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

Component 
(Annex F) 

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 



Title: IMDRF terminologies for categorized Adverse Event Reporting (AER): 
terms, terminology structure and codes 
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Main Body 

Annex E  
Annex B - D  

Annex A 

Annex F  

Main Body: published on April 10th in 2017 
revised with the addition of Annexes  
B, C and D, and presented to MC as proposed  
final document (Edition 2) 

 

Annex A (Medical Device Problem): 
        published with mapping on April 10th in 2017 
 

Annex B – D (Cause Investigation): 
        presented to MC as proposed final document 
 

Annex E (Patient Problem): under discussion 
 

Annex F (Component): to be discussed after Annex E takes shape 



Annex B-D: Cause Investigation Terms and Codes 

• Based on FDA terms and ISO terms 
• Consist of IMDRF codes, terms and definitions 
• 3 annexes 

Annex B: Type of Investigation (1 level) 
(e.g., Testing of Actual/Suspected Device, Testing of Device from 
Same Lot/Batch, Trend Analysis) 

Annex C: Investigation Findings (3 levels) 
(e.g., Biological Problem Identified, Cytotoxicity Problem Identified, 
Microbial Contamination) 

Annex D: Investigation Conclusion (2 levels) 
(e.g., Cause Traced to Device Design, Cause Traced to 
Manufacturing, Quality Control Deficiency) 
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Annex B: Type of Investigation 
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Annex C: Investigation Findings 
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Annex D: Investigation Conclusion 
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Annex E : Patient Problem 

• Based on FDA terms and refers to MedDRA 
 

• Consists of IMDRF codes, terms and definitions 
 

• JRC contributed the results of their own research on “the 
patient problem nomenclatures” at F2F in Ispra, and now 
organizing the structure of Annex E with mapping to 
MedDRA terms 

 

• Communicating with MedDRA, SNOMED and ICD closely 



2017 Work Plan (as of July 2017) 
2017 2018 

Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar 

Public Consultation 

MC f2f MC f2f MC TC MC f2f MC TC 

Cause  
Investigation 

Patient Problem 

Components 

WG f2f WG f2f 

Maintenance phase 

Medical Device Problem 
MC approval 
FD Publish 

MC review 

Public Consultation 

Jul Aug Sep 

MC review 

MC approval 
FD Publish 

Moscow 

Deadline 



Thank you! 
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