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[EHREEN] FREBGHER
- IMDRF Adverse Event Terminology

ESZ s O LN
ﬁgﬁg*j !Ad\.rerse EuentREpcrting! ﬁé%ﬂk,ﬂ ~

No Name of terminology Annex : DEVICE/COMPONENTS PATIENT/USER
1 Medical device problem A f
2 Cause investigation B e componerr I8
Type of Investigation problem
Cause investigation C Whatwes  Which
Investigation Findings problem . components
Cause investigation D el e
Investigation Conclusion S—
3 Health Effects E st
Clinical Signs, Symptoms e problems?
and Conditions .
Health Effects F Cause T e
Health Impact investigation B/ C/D on the patient,user
4 Component G L\ ) e enerpenent |
EHREE
IMDRF/AE WG/N43 FINAL 34 2 HEEARENHERESE pine SHEVFRRMERD L
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[IMDRF Adverse Event Terminology]
AEMER

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

e Annex A: Medical Device Probld ... ...
e Annex B: Cause Investigation -

. , - AD1 - Patient Device Interaction Problem
- :"J'nﬂ Nnex ':: CHUSE Iﬂ‘-.-festlg ation - Problem related to the interaction between the patient and the device.
* An nex D: EHUSE IﬂVE‘SUgﬂtlﬂn = + A0101 - Patient-Device Incompatibility
e Annex E: HE"alth EﬁE"{:tS " .[':l inica Problem associated with the interaction between the patient's physiology or anato
o Annex F: Health Effects - Health

+ A0102 - Osseointegration Problem

L An Nex G: MEdi[aI DEU’i[E [:[}m F_] Problem associated with interconnection between the bone tissue and the implant

A0103 - Loosening of Implant Not Related to Bone-Ingrowth
Problem associated with the loss of direct anchorage of an implanted device over t
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A0206

A050705
A1206
G04035
G01002
BO1
Cl1601
D0302

36

Peritonitis
Delay to Treatment/ Therapy

Device Misassembled During
Manufacturing /Shipping

Failure to Seal
Misconnection

Controller
Cautery Tip

Testing of Actual/Suspected Device
Assembly Problem Identified

Quality Control Deficiency
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