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Report Form
Field Safety Corrective Action
Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7)
Version 2.7en
2012-12-03
1 Administrative information
Type of report
2 Information on submitter of the report
Status of submitter
3 Manufacturer information
4 Authorised Representative Information
5 National contact point information
6 Medical device information
Class
7 Description of the FSCA
Attached please find
FSN Status
within the EEA and Switzerland
Candidate Countries 
The medical device has been distributed to the following countries:
8 Comments
Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorised representative or the National Competent Authority that the content of this report is complete or accurate, that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or contributed to the alleged death or deterioration in the state of the health of any person.
 
I affirm that the information given above is correct 
to the best of my knowledge
8.0.1291.1.339988.325717
2010-01-01
FSCA Report Form
walter.schnell@online.de
Walter Schnell
2010-03-05
Initial
Authorised Representative
MDD Class IIb
Final
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	fscaBackground: As of November 18, 2019, a total of 15 complaints were received for embolization coil devices where the coil was missing. Of these 15 complaints, 6 were from the United States, 4 were from Japan, 3 were from Spain and 2 were from Belgium. There were no reported injuries with any of these complaints.
	fscaDescription: After investigation it was discovered that implantable coils were removed from some of the device while being packaged in the device's final package at the final manufacturing station. Available data indicate that this issue affects lots of products manufactured between March 1 through May 21 of 2019 where a single operator was involved. However, due to the nonprocess related randomness of this issue, the total number of implants missing a coil is not specifically known. As a result, the lots manufactured in this time period by the specific operator are identified to be in scope. A total of 15 missing implantable coils complaints have been received from 8,259 potentially affected products worlwide. A total of 1685 units distributed in Europe are potentially affected.The IFU instructs the user to inspect the implant for irregularities and damage prior to use. If the user fails to inspect the implant  as directed by the IFU, the absence of the implantable coil may not be detected prior to use of the device.As a risk mitigation, delivery pushers are specifically designed with significant radiopacity including proximal markers and detachment zones that alert the user to the distal end of the pusher and the proximal section of the pusher. The device is designed to be deployed under fluoroscopy.  Under fluoroscopy, the presence or absence of the implantable coil is easily detected.Finally in the event that the user would have not checked the device prior to use, not detected the missing implantable coil under fluoroscopy and advanced the pusher into aneurysm, it may be possible for a smaller aneurysm to be perforated by the end of the pusher or for a vessel to be damaged, while the likelihood of this occurring as a result of this series of events is low.
	fscaAdvice: AZUR embolization coils are exclusively distributed by Terumo Europe, the distributor shall :- send the Advisory Fied Safety Notice to all customers who received the potentially affected devices- customers have to read Advisory Fied Safety Notice and disseminated it to the appropriate personnel- An Acknowlegement form signed will have to be send back to Microvention Europe when all end users will be informed
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