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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
Follow Up
Manufacturer
MDD Class III
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	reportType: Follow Up
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	mfrInternalNo: CAPA 20-003
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	ncaIncidenceReportNo: Not applicable
	ncaReportNo: Germany - BfArM 05527/20
	statusReporter: Manufacturer
	reporterOtherText: 
	mfrPostcode: 72379
	mfrContactName: Uta Fischinger
	mfrAddress: Lotzenäcker 3
	mfrName: Bentley InnoMed GmbH
	mfrCity: Hechingen
	mfrFax: 0049 7471 984 995 9
	mfrPhone: 0049 7471 984 995 29
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	mfrEmailAddress: complaint@bentley.global
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	nomenclatureCode: 57788
	nomenclatureCodeDefinedInText: Mesh-sleeve coronary artery stent
	nomenclatureSystem: GMDN
	brandName: BeGraft Coronary Stent Graft System
	modelNum: Not applicable
	catalogNum: BG18300, BG21300, BG24300
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	deviceSoftwareVer: Not applicable
	fscaBackground: During the last internal quality control (destructive testing during final release test), it was found that there is a potential for the occurrence of a pinhole during the inflation of the balloon; thus, the complete expansion of the stent graft to the labelled nominal diameter cannot be guaranteed in the concerned products.Immediate investigations showed that the above-mentioned batches and sizes (REF- and Lot numbers) of the BeGraft Coronary Stent Graft System might be affected.However, no complaints, patient injuries or deaths have been reported with regard to the described failure mode at this time.Already implanted products are not concerned by this safety information!
	fscaDescription: Initial Report (22-APR-2020):The Corrective and Preventive Actions Process was initiated (Reference Number: CAPA 20-003).A Health Hazard Evaluation was performed.Based on this results and immediate actions in the form of several tests, it was decided to initiate a voluntary device recall.Follow-Up Report (20-MAY-2020):So far, an isolated root cause could not be identified. A combination of different parameters (e.g. crimp settings and balloon material) seems to be the most probable root cause for the issue. As every balloon size has its own balloon moulds and is manufactured separately and longer balloons are more susceptible than shorter balloons for variations in wall thickness, smaller length devices seem to be not affected by the issue. This assumption is further enforced by the following test results: In total 158 products of the three sizes 3.0x8mm, 3.0x12mm and 3.0x16mm have been tested in final release tests and from the warehouse of Bentley between April 2017 and April 2020. No single failure occurred. In addition, no complaint from the field was communicated to Bentley InnoMed GmbH.Other lots: Devices of every lot are tested in the final release test. Since April 2017 (oldest manufacturing date for devices that are still on the market (3 years shelf-life)) and October 2019 (first occurrence of pinhole in final release test) 148 devices of the articles BG18300, BG21300 and BG24300 have been tested in the final release test. No failure occurred. In addition, no complaint was communicated to Bentley InnoMed GmbH. Therefore, it can be concluded that the devices up to October 2019 fulfil all specification and are not needed to be recalled. The incidence of the failure mode for the lots produced since October 2019 was estimated within the Health Hazard Evaluation (provided on April 30th) with approximately 15 %. If this incidence had been present in products manufactured before October 2019, failures in the final release tests would have occurred and customer complaints would have been submitted to Bentley. However, no complaints, patient injuries or deaths were reported to Bentley with regard to the described failure mode at this time.Other diameters are not affected by this issue: Each individual balloon diameter is made from a different balloon tubing. In addition, the balloon moulds that are used to manufacture the balloons are individual per balloon size. In the final release tests of all other sizes of the BeGraft Coronary product no failure occurred in the years 2017 to 2020 (time period for products that are still on the market and where the products are not expired yet). In total 1231 products of the balloon diameters 2.50mm, 2.75mm, 3.50mm, 4.00mm, 4.50mm and 5.00mm have been tested in the final release test without failure. In addition, repetitive process validations and qualifications showed no issues with regard to pinholes. In the last process validation within VCR 19-004 multiple inflation testing was performed in July 2019 (tested sizes 2.5x24mm, 4.0x24mm, 5.0x24mm). No failure occurred. During a process qualification within the scope of the relocation of Bentley production facilities in November 2017 within VCR 17-002, balloon inflation up to RBP was performed (tested sizes 2.5x8mm, 4.0x24mm, 4.5x16mm, 5.0x24mm). No failure occurred.Therefore, we conclude that balloons manufactured prior to Oct 2019, balloons with smaller length and balloons of other diameters are not susceptible to this issue.
	fscaAdvice: User:• Please no longer use the products concerned by this FSCA and quarantine them immediately.• Please check your stock with regard to the products covered by this FSCA.• If there are products affected by the recall to be returned to Bentley, we will provide you with a return number and furthermore, with a credit note or exchange products (Ø3.5mm) upon receipt of the affected products.• Please complete the attached Customer Reply Form completely and send it as soon as possible and no later than the 1st of May 2020 to the address given.Distributor:• Please stop the distribution of products concerned by this FSCA and quarantine them immediately.• Please identify the customers affected by this FSCA immediately.• Please forward this Field Safety Notice as well as the attached Customer Reply Form to the customers that have received products concerned by this FSCA.• Please check your stock with regard to the products covered by this FSCA.• If there are products affected by the recall to be returned to Bentley, we will provide you with a return number and furthermore, with a credit note or exchange products (Ø3.5mm) upon receipt of the affected products.• Please complete the attached Customer Reply Form completely and send it as soon as possible and no later than the 1st of May 2020 to the address given.
	fscaProgress: Countries affected by the recall including the number of concerned products:2 Albania (completed)4 Argentina2 Australia3 Austria (completed)1 Belgium (completed)1 Czech Republic (completed)3 Chile (completed)14 Egypt19 Germany8 France2 Greece (completed)5 Great Britain6 Hong Kong (completed)6 Ireland (5 Republic of Ireland, 1 Northern Ireland) (completed)52 Italy2 Lebanon (completed)4 Lithuania (completed)4 Malaysia6 Mexico4 Netherlands12 Poland1 Portugal (completed)2 Romania1 Sweden (completed)5 Switzerland (completed)1 Spain (completed)1 South Africa1 Uruguay (completed)6 Vietnam (completed)178 products to be recalled.Status (20-MAY-2020): Bentley is in contact with all concerned customers / distributors and received from all of them the acknowledgement of receipt of the Field Safety Notice.90% sent the completed Reply Forms to Bentley including the information on how many products are implanted or need to be recalled.43% of the recall is fully completed (products under the control of Bentley)-->  We are aware that some countries affected by the recall are not able to return the products to us immediately, due to the current ongoing COVID-19 pandemic. However, we are in contact with all affected distributors / customers and try to find organize the return of the concerned products as soon as possible.
	fscaTimeSchedule: 22-APR-2020: Send the FSN to all NCAs, customers and distributors concerned worldwide01-MAY-2020: Deadline for reply (s. FSN)-->  We are aware that some countries affected by the recall are not able to return the products to us immediately, due to the current ongoing COVID-19 pandemic. However, we are in contact with all affected distributors / customers and try to find organize the return of the concerned products as soon as possible.Because of the global covid-19 pandemic it is much 31-MAY-2020: According to the internal CAPA process a date for the completion of the root cause investigation must be defined during the initiation of the CAPA. In this case the completion date for the root cause analysis within CAPA 20-003 was set to May 31st 2020.
	fscaAttachmentFSNEnglish: 1
	fscaAttachmentStatus: Final
	fscaAttachmentFSNOther: 1
	fscaAttachmentFSNNational: 0
	fscaAttachmentFSNOtherText: 
	Austria: 
	Belgium: 
	Bulgaria: 
	Switzerland: 
	Cyprus: 
	Czech Republic: 
	Germany: 
	Danmark: 
	Estonia: 
	Spain: 
	Finland: 
	France: 
	Great Britain: 
	Greece: 
	Hungary: 
	Ireland: 
	Iceland: 
	Italy: 
	Liechtenstein: 
	Lithuania: 
	Luxembourg: 
	Latvia: 
	Malta: 
	Netherlands: 
	Norway: 
	Poland: 
	Portugal: 
	Romania: 
	Sweden: 
	Slovenia: 
	Slovakia: 
	Croatia: 
	Turkey: 
	distribution_all: 
	distributionOutsideEU: Albania, Argentina, Australia, Chile, Egypt, Hong Kong, Lebanon, Malaysia, Mexico, South Africa, Uruguay, Vietnam
	additionalComments: 
	Signaturesfeld1: 
	btnPrint: 
	EMailSendenSchaltfläche1: 
	btnCheck: 



