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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 I
Final
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	ncaNames: Denmark, Italy, Norway, Spain, Sweden, Great Britain
	reportType: Initial
	dd.mm.yyyy z.B. 12.01.2007: 2024-06-05
	mfrInternalNo: RA2024-3632267
	ncaCoordinating: HPRA
	ncaIncidenceReportNo: 
	ncaReportNo: 
	statusReporter: Authorised Representative
	reporterOtherText: 
	mfrPostcode: 07430
	mfrContactName: Loriann Russo
	mfrAddress: 325 Corporate Drive
	mfrName: Stryker Joint Replacement
	mfrCity: Mahwah
	mfrFax: 
	mfrPhone: 845-502-1712
	ISO 3166-1: US
	mfrEmailAddress: loriann.russo@stryker.com
	delete manufacturer information: 
	ARPostCode: HX08
	ARContactPerson: Duygu Sahin
	ARAddress: Anngrove, IDA Business & Technology Park Carrigtwohill, Co.
	ARName: Stryker European Operations Ltd
	ARCity: Cork
	ARFax: 
	ARPhone: +353216017108
	ISO 3166-1: IE
	AREmailAddress: ear.ie@stryker.com
	delete Authorised Representative Information: 
	ncpOrgPostcode: 
	ncpContactPerson: Liliana Tatoiu
	ncpOrgAddress: 
	National Contact Point: 
	ncpOrgCity: 
	ncpOrgFax: 
	ncpOrgPhone: 
	ISO 3166-1: 
	ncpOrgEmail: 
	delete submitter’s information: 
	nomenclatureCode: 12143 / V0402
	nomenclatureCodeDefinedInText: HRIS INSTRUMENT CASE/GRAY REV INSTR ACCESSORY CASE
	nomenclatureSystem: GMDN
	brandName: HRIS SYSTEM
	modelNum: 
	catalogNum: 6210-9-900; 6210-9-910
	delete device information: 
	deviceClass: MDD Class I
	serialNum: N/A
	batchNum: All lots
	yyyy-mm-dd e.g. 2007-12-31: 
	nbIdNum: 2797
	yyyy-mm-dd e.g. 2007-12-31: 
	deviceAccessories: N/A
	deviceSoftwareVer: N/A
	fscaBackground: Gray Revision Instruments (see Table 2 on p. 4 in the Field Safety Notice) are single-use, sterile-packaged manual surgical instruments intended for one-time use during hip or knee arthroplasty, or trauma surgeries. The HRIS Storage & Sterilization Case and Tray part number 6210-9-900 and the Gray Revision Instrument System Accessory Tray/Case part number 6210-9-910 (listed in Table 1 in the Field Safety Notice) have dedicated locations that include instrument silhouettes and part number markings that are silkscreen printed on the trays for the above instruments (see Figures 1-3 on p. 5 in the Field Safety Notice).  This may lead to the re-use and re-sterilization of these single-use sterile-packaged instruments.
	fscaDescription: It was discovered that the design of the HRIS Storage & Sterilization Case and Tray P/N 6210-9-900 and the Gray Revision Instrument System Accessory Tray/Case P/N 6210-9-910 may lead to misuse of the Gray Revision Instruments. Specifically, it may lead to re-use and re-sterilization of the single-use, sterile-packaged instruments.A single-use instrument which has been used in at least one surgery may not be disposed after use and may be reprocessed and kitted in an instrument tray.  Users may receive the used instrument in an instrument case and tray, and it may be sterilized prior to surgery. The used, sterilized instrument could then be chosen to remove implant, bone, or bone cement, within a revision surgery and may therefore be assembled to the appropriate handle and used (may include impaction) by the surgeon within the surgical wound or used for cutting. The used instrument may have damage, wear or may be deformed from the previous procedure, therefore the following scenarios are identified:• Scenario 1, potential hazard of Material Fragments: Instrument functions as intended through impaction or cutting load, but material fragments are generated from repeated load; some of these material fragments may land within the surgical wound. • Scenario 2, potential hazard of Fractured Device: Instrument fractures due to impaction or cutting load. • Scenario 3, potential hazard of Incorrect or Inappropriate Output or Functionality: Instrument edge has become dull after repeated loading or cutting.• Scenario 4, potential hazard of Incorrect or Inappropriate Output or Functionality: Instrument geometry deforms and loses its intended shape after repeated loading or cutting.Each scenario may result in extended surgery if any material fragments need to be removed from the surgical wound. Due to the nature of revision surgeries, it is fully expected that material fragments (from the bone, bone cement, and/or implants being removed) would already be generated, and as such, pressurized wound irrigation is a routine step within revision surgeries. The potential delay associated with removing these material fragments, as is typical and fully expected during revision surgeries, is less than or equal to 15 minutes.Due to the expected use of these instruments, it is highly possible for these devices to become worn or damaged during use. The potential delay associated with retrieval of an alternate instrument which is immediately available in the operating room, as is typical and fully expected during revision surgeries, is less than or equal to 15 minutes.There would be no complications/harms associated with a potential short delay in surgery.Potential harms: There are no identified harms associated with this issue that would lead to any known adverse health consequences.Risk Mitigations - Risk may be mitigated in the following scenarios:• System Surgical Protocol (Literature Number: GRAY-SP-1, Rev. 0.1), package and product labels, and the associated IFU (QIN4416) all correctly identify the Gray Revision Instruments as single-use, sterile-packaged instruments intended for single-use only.• Stryker branches associated with this issue have inspection and reprocessing procedures in place that are used to inspect the instruments and to determine when an instrument has reached the end of its serviceable life.• The bracketry design and instrument silhouette markings of the HRIS Storage & Sterilization Case and Tray and the Gray Revision Instrument System Accessory Tray/Case may lead the user to replace the instrument and limit re-use of the instruments by facilitating identification of damaged or deformed instruments.• Pressurized wound irrigation will remove any fragments generated during normal use of the instruments in revision surgeries. • The options provided by the Gray Revision Instrument system ensure that a replacement device is readily available.• The material used to manufacture the single-use instruments is commonly used for other Stryker reusable instruments, is recommended for cutting and impaction, and has been assessed and deemed appropriate for reprocessing.
	fscaAdvice: 1. Inform users of this Field Safety Notice and forward this notice to all individuals who need to be made aware.2. Maintain awareness of the FSN internally until all required actions have been completed within their facility. 3. Immediately check all stock areas and/or operating room storage at your facility to determine if any Gray Revision Instruments from the affected product list in Table 2 (in the Field Safety Notice) have been removed from sterile packaging (Gray Revision Instruments are single-use, sterile-packaged manual surgical instruments). 4. If any Gray Revision Instruments have been removed from sterile packaging, discard/dispose of those instruments.5. Do not use the HRIS Storage & Sterilization Case and Tray or the Gray Revision Instrument System Accessory Tray/Case to re-process (re-sterilize, clean, or re-use) the Gray Revision Instruments, which are single-use, sterile-packaged manual surgical instruments.  6. Customers may continue to use the HRIS Storage & Sterilization Case and Tray or the Gray Revision Instrument System Accessory Tray/Case for all other instruments as intended.7. Inform Stryker if any of the subject devices have been distributed to other organizations. 8. Inform Stryker of any serious incidents concerning the use of the subject devices.a. Comply with any local laws or regulations concerning the notification of serious incidents to their National Competent Authority.9. Complete the customer response form.10. Return the completed form to their nominated Stryker representative (indicated in the FSN) for this PFA.
	fscaProgress: 
	fscaTimeSchedule: This action is planned to be completed by 31-Jan-2025.
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