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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
Manufacturer
MDD Class III
Final
	btnImport: 
	btnTestData: 
	btnNewCase: 
	Button1: 
	ncaNames: DE
	reportType: Initial
	dd.mm.yyyy z.B. 12.01.2007: 2019-10-15
	mfrInternalNo: FSCA #06/2019
	ncaCoordinating: 
	ncaIncidenceReportNo: 
	ncaReportNo: 
	statusReporter: Manufacturer
	reporterOtherText: 
	mfrPostcode: 33038
	mfrContactName: Federica Malvaso-Lea Caramma
	mfrAddress: Via Nazionale 52
	mfrName: Lima Corporate SPA
	mfrCity: Villanova di San Daniele del Friuli
	mfrFax: 
	mfrPhone: +39 0432 945500
	ISO 3166-1: IT
	mfrEmailAddress: medicalcomplaints@limacorporate.com
	delete manufacturer information: 
	ARPostCode: 
	ARContactPerson: 
	ARAddress: 
	ARName: 
	ARCity: 
	ARFax: 
	ARPhone: 
	ISO 3166-1: DE
	AREmailAddress: 
	delete Authorised Representative Information: 
	ncpOrgPostcode: 
	ncpContactPerson: Federica Malvaso-Lea Caramma
	ncpOrgAddress: 
	National Contact Point: 
	ncpOrgCity: 
	ncpOrgFax: 
	ncpOrgPhone: 
	ISO 3166-1: 
	ncpOrgEmail: 
	delete submitter’s information: 
	nomenclatureCode: 
	nomenclatureCodeDefinedInText: 
	nomenclatureSystem: GMDN
	brandName: Monolithic cemented and cementless stems
	modelNum: Please see FSN attached
	catalogNum: 
	delete device information: 
	deviceClass: MDD Class III
	serialNum: 
	batchNum: all the lots manufactured after 03/08/2019
	yyyy-mm-dd e.g. 2007-12-31: 
	nbIdNum: TUV 0123
	yyyy-mm-dd e.g. 2007-12-31: 
	deviceAccessories: 
	deviceSoftwareVer: 
	fscaBackground: When applying the current mechanical standards retrospectively to our monolithic cementless and cemented stems, we had to conclude the following:• Starting from 3rd August 2019, weight limitations - previously not existing - need to be introduced for some sizes of FRIENDLY, H-MAX C, LOGICA MIRROR and SL monolithic stemsThe Instruction for Use (IFU) valid for these femoral stems have been adapted accordingly. Please see the attached FSN for further details.
	fscaDescription: LimaCorporate decided to communicate the change in the IFU to all the EC markets involved.LimaCorporate also decided to inform all the Competent Authorities involved and the Notified Body.Stating that:• All the monolithic femoral stems have a very long history of presence on the market (> 10 years for all devices under assessment, with the only exception of H-MAX C femoral stems, which have a shorter history (> 7 years);• Low number of medical complaints were reported to LimaCorporate despite the long in vivo experience (history of presence on the market >25 years in some cases);• No changes have been made in the prosthesis design nor in the manufacturing processthe devices under assessment can be considered mechanically safe. No need of removal action for stems already on the market.
	fscaAdvice: It will be requested to all the affected customers involved to read and understand the Field Safety Notice sending a signed Response form back to LimaCorporate.
	fscaProgress: 
	fscaTimeSchedule: LimaCorporate expects to close the action within 30 days.
	fscaAttachmentFSNEnglish: 0
	fscaAttachmentStatus: Final
	fscaAttachmentFSNOther: 0
	fscaAttachmentFSNNational: 1
	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: Australia, Brasil, Japan, Egypt, New Zealand, Jordan, Iran, Iraq, Sud Korea, Romania,Russia, Sud Africa, Ukraine
	additionalComments: 
	Signaturesfeld1: 
	btnPrint: 
	EMailSendenSchaltfläche1: 
	btnCheck: 



