
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


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
Others
IVD General
Final
	btnImport: 
	btnTestData: 
	btnNewCase: 
	Button1: 
	ncaNames: AT, BE, BG, HR, CZ, DK, EE, FR, DE, GR, HU, IT, IE, LT, NL, NO, PL, PT, RO, SK, SI, ES, SE, CH, TR, GB
	reportType: Follow Up
	dd.mm.yyyy z.B. 12.01.2007: 2024-05-15
	mfrInternalNo: 24005
	ncaCoordinating: HPRA (CRN00F4K1)
	ncaIncidenceReportNo: 
	ncaReportNo: 
	statusReporter: Others
	reporterOtherText: Beckman Coulter Eurocenter S.A.
	mfrPostcode: 92821
	mfrContactName: Omar Garcia
	mfrAddress: 250 S. Kraemer Blvd.
	mfrName: Beckman Coulter
	mfrCity: Brea, California
	mfrFax: + 41 (0) 22 365 34 67
	mfrPhone: +41 (0)22 365 35 76
	ISO 3166-1: US
	mfrEmailAddress: rvigilance@beckman.com
	delete manufacturer information: 
	ARPostCode: N/A
	ARContactPerson: Alexandre Baggenstos
	ARAddress: Lismeehan O’Callaghan’s Mills
	ARName: Beckman Coulter Ireland Inc.
	ARCity: Co. Clare
	ARFax: + 41 (0) 22 365 34 67
	ARPhone: +41 (0)22 365 35 76
	ISO 3166-1: IE
	AREmailAddress: rvigilance@beckman.com
	delete Authorised Representative Information: 
	ncpOrgPostcode: 
	ncpContactPerson: Luca Briscini
	ncpOrgAddress: 
	National Contact Point: 
	ncpOrgCity: 
	ncpOrgFax: 
	ncpOrgPhone: 
	ISO 3166-1: 
	ncpOrgEmail: 
	delete submitter’s information: 
	nomenclatureCode: See Section 8
	nomenclatureCodeDefinedInText: Chemiluminescent substrate reagent IVD
	nomenclatureSystem: GMDN
	brandName: Access Substrate
	modelNum: 81906
	catalogNum: 81906
	delete device information: 
	deviceClass: IVD General
	serialNum: 
	batchNum: See Appendix A
	yyyy-mm-dd e.g. 2007-12-31: 
	nbIdNum: Not Applicable
	yyyy-mm-dd e.g. 2007-12-31: 
	deviceAccessories: Not Applicable
	deviceSoftwareVer: Not Applicable
	fscaBackground: On 14February2024 Beckman Coulter made the decision to conduct a field action on Access Substrate (81906): 234600, 337984, 338040, 338214, 338229, 338289, 338322, 338333, 338451, 338587, and 338538.Beckman Coulter has identified that Access Substrate bottles were released from manufacturing without labels.The issue was discovered on 20December2023 by Beckman Coulter through complaint trending and monitoring review.No MDRs have been filed for this event.
	fscaDescription: Root cause and any actions to be taken by Beckman Coulter to prevent a recurrence of the problem will be provided in the Final Notice.
	fscaAdvice: Verify upon receipt that all Access substrate bottles have a label.• Discard all Access substrate bottles without labels, according to your local regulations.• Contact your Beckman Coulter representative and request a replacement order if your laboratory receives Access substrate bottles that are missing a label.
	fscaProgress: Update: May-14-2024Root cause: Current process is manual inspection only of label presence. There is no in-line label detection system, so the machine did not alarm or stop when bottles passed through the labeler without a label being applied. CA 1: Install low level alarm on Universal SL-1000 labeler to alert when label roll is getting low. CA 2: Install a sensor that detects labels and sends bottles to a reject shoot if label is not detected.
	fscaTimeSchedule: The distribution of the FSN to affected customers was sent the week of February 26, 2024.
	fscaAttachmentFSNEnglish: 0
	fscaAttachmentStatus: Final
	fscaAttachmentFSNOther: 0
	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, Algeria, Andorra, Argentina, Australia, Bosnia and Herzegovina, Brazil, Canada, China, Colombia, Costa Rica, Ecuador, Egypt, El Salvador, Georgia, Ghana, Gibraltar, Hong Kong, India, Indonesia, Israel, Japan, Jordan, Kazakhstan, Korea, Republic of, Kuwait, Lebanon, Macao, Macedonia, Malaysia, Maldives, Mayotte, Mexico, Morocco, Myanmar, Namibia, Nepal, New Zealand, Nigeria, Oman, Peru, Philippines, Puerto Rico, Qatar, Russian Federation, San Marino, Saudi Arabia, Serbia, Singapore, South Africa, Sri Lanka, Thailand, Tunisia, United Arab Emirates, United States of America, Uzbekistan, Viet Nam, Yemen, Zambia
	additionalComments: 
	Signaturesfeld1: 
	btnPrint: 
	EMailSendenSchaltfläche1: 
	btnCheck: 



