


 

 

 

Stryker’s planned actions: 

The company is notifying all customers that have received potentially affected HeartSine devices that may 
have been shipped with test configurations. 

Customer actions needed: 
1. Review the Field Safety Notice. Please forward this information to all appropriate personnel within your 

organization. Maintain awareness of this communication internally until all required actions have been 
completed within your facility.  

2. Check your internal inventory to locate the product listed on the attached Business Reply Form and confirm if 
you identify it. 

3. Use the Business Reply Form to reconcile any affected product. Complete the Business Reply Form even if 
there is no affected product identified. Completing this form will allow us to update our records and 
will also negate the need for us to send any further unnecessary communications on this matter. 

4. Return the completed form to your nominated Stryker Representative (indicated below) for this PFA.  

a. On receipt of the form, a Stryker Representative will contact you to organize removal and return of 
the product to Stryker.  

b. Stryker Representative will organize a replacement for your device. 
5. If you have further distributed this product to other organizations, please provide contact details 

on the Business Reply Form and please proceed to inform about the present Field Safety Notice. 

6. Please keep Stryker informed of any serious incidents associated with this product by using Stryker’s online 
reporting site: https://www.stryker.com/productexperience.  

 
We request that you respond to this notice within 7 calendar days from the date of receipt. 
 
Please respond event if you do not have a record of receiving affected inventory. This will enable us to update our 
records and negate the need to send unnecessary reminder letters. 
Your timely response will enable us to update our records and negate the need to send reminder notices. 
 
Your designated contact person for this action is given below. Should you have any queries concerning 
this matter please do not hesitate to contact them directly. 
 
Name:                                                       Position:                                           Email: 
 
In line with the recommendations of the Meddev Vigilance Guidance document Ref 2.12-1 and EU 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 that may be 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, 

 

 
 

Attachments: 
• HeartSine Affected Device List and Business Reply Form  





 

 

 

I have read and understand the instructions provided and acknowledge receipt of the subject Field 
Safety Notice. I also agree to further distribute and communicate this important information from this 
letter to those to whom I distributed any of the subject devices noted in this letter. 

 
Name (print):   Signature:  Date:   

 
PLEASE COMPLETE THIS FORM WITHIN 7 CALENDAR DAYS AND RETURN IT BY USING THE EMAIL 

______ OR FAX _______ 
 


