VOLUNTARY

Reciprocating & Sternum Saws
Attn: Risk Manager, Materials Manager, OR Director | March 6, 2025

Recall Number: RA2025- 3896153

This notification is to inform you that Stryker Instruments is voluntarily recalling specific
products of the Reciprocating and Sternum Saws.

Electric System 6 Reciprocating

6296-000-000 - 07613154495795 2400524293
2234700613 2234700673
. 2234700623 2234700703
6297-000-000 Electric System 6 Sternum Saw 07613154495801 2234700633 2234700693
2234700643
. . 1318905083 1409306813
7206-000-000 System 7 Reciprocating Saw 07613327064834 1407805473
7207-000-000 System 7 Sternum Saw 07613327064803 1603700113
8206-000-000 System 8 Reciprocating Saw 07613327304473 See Appendix A
8206-000-000U System 8 Reciprocating Saw 07613327471410 See Appendix B
8207-000-000 System 8 Sternum Saw 07613327304398 See Appendix C

2112013353 1913633403 1913015863
1913016083 1719223863 2302421073
2307404173 1727602753 2110512293
8207-000-000U System 8 Sternum Saw 07613327304398 | 1711719893 2125231553 1707304673
1721313353 1833726243 1730422473
1730422423 1806803783 1727602743
1730422453 2125231433 1933950353
9206-000-000 System 9 Reciprocating Saw 07613327142716 See Appendix D

9207-000-000 System 9 Sternum Saw 07613327358339 See Appendix E

Product Description

Reciprocating and Sternum Saws are battery powered heavy duty tools with a trigger and a function switch (for
operations in fast, standard, or safe mode) individually. They are equipped with a mechanism to allow blade changes
during surgery. A reciprocating saw is a general-purpose bone cutting tool that can be used on various bones in a
surgical procedure, while a sternum saw is specifically designed to cut through the sternum.

Product Issue

There is a potential for the Compression Spring (0038-419-000) inside the saw’s drivetrain assembly to disengage
during blade loading and unloading. A disengaged spring disables the blade collar from springing back to its original
home position, potentially leading to blade retention failure when loading a blade.

Potential Risks
There is a potential risk for blade retention failure, with a possibility of injury to tissue or critical structures
which may require medical or surgical intervention.

Actions Needed

1. Review your inventory to locate and quarantine any affected products at your facility. Reach out to
your Sales Representative for assistance in locating your serial number(s).

2. Return the enclosed Business Reply Form (BRF), even if the affected product is no longer in inventory, to
the email xxx@stryker.com.

3. Upon receipt of your BRF, Stryker In-house Service will contact you with the shipping information to
return your device for repair.

4. Your device will be returned to you once repairs have been completed.

5. Maintain awareness of this communication internally until all required actions have been completed.
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Your designated contact person for this action is given below. Should you have any querieﬂrr‘ryker‘

matter please do not hesitate to contact them directly.

Name: Position: email:

In line with the recommendations of the Medical Device Coordination Group Guidance document Ref MDCG
2023-3 and EU MDR 2017/745, we can confirm that this FSCA has been notified appropriately to the National
Competent Authority for your country.

On behalf of Stryker, we thank you sincerely for your help and support in completing this action and regret any
inconvenience caused. We would like to reassure you that Stryker is committed to ensuring that only
conforming devices, meeting our high internal quality standards and your expectations, remain on the market.

Sincerely,
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stryker

Reciprocating & Sternum Saws
RA2025- 3896153, March 6, 2025

Please select from the options below and complete this form. Email the completed form to xxx@stryker.com.
RESPONSE IS REQUIRED. Please indicate on your form if your device(s) have already been sent to Stryker Service.

[l No remaining affected products on-hand.
[ I, the customer, require service to be administered to the below devices:

6296-000-000 Electric System 6 Reciprocating Saw
6297-000-000 Electric System 6 Sternum Saw
7206-000-000 System 7 Reciprocating Saw
7207-000-000 System 7 Sternum Saw
8206-000-000 System 8 Reciprocating Saw
8206-000-000U System 8 Reciprocating Saw
8207-000-000 System 8 Sternum Saw
8207-000-000U System 8 Sternum Saw
9206-000-000 System 9 Reciprocating Saw
9207-000-000 System 9 Sternum Saw

Form completed by:

Facility Name

Facility Address

Printed Name Title
Email Phone
Signature Date

Note: Your signature indicates that you have received and understand the enclosed notification and that you have
performed all actions requested.

If you have further distributed any affected product, please indicate to whom:

Facility Name Contact Person

Full Address

|—_—| I have read and understand the instructions provided and acknowledge receipt of the subjected FSN.

I also agree to further distribute and communicate this important information from this letter to
those whom I have distributed any of subjected devices noted in this letter.

Name (print) Sigbature Date:
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