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Stryker’s planned actions: 
 
The company is notifying all customers that have HeartSine Samaritan PAD & Omron HDF-3500 devices 
within the identified range of potentially affected devices to perform the actions outlined below. 
 
Customer actions needed: 
 
1. Inspect your device inventory to identify if you have any of the devices with affected serial numbers 

listed on page 1.  
a. If devices with the specified serial number prefixes are found, please follow the instructions to 

power cycle your device listed in Appendix A. 
b. HeartSine Technologies recommends that the user carries out the check in Appendix A, Step 6- 

Step 8, once every three months. This can be carried out quickly without removing the AED 
from its case. 

2. Complete Appendix B – Business Reply Form and return to xxxx. 
3. Create awareness of this communication internally. 
4. If you have further distributed this product to other organizations, proceed to inform them about the 

present Field Safety Notice. 
5. If your device does not deliver any voice prompts: 

a. Please remove the device from use and segregate it immediately. 
b. On receipt of Appendix B – Business Reply Form, the Stryker Representative below will contact 

you to organize return and replacement of the device to Stryker. 
 
We request that you respond to this notice within 60 calendar days from the date of receipt. 
 
Please respond even 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. 
 
The Stryker Representative 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, 
 
 
 
Attachment:  

• Appendix A – Instructions to Identify and Power Cycle Device 
• Appendix B – Business Reply Form 
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HeartSine Samaritan PAD  
350P/360P/450P/500P, Omron HDF-3500 
RA2024-3540155 FA305 

 
Instructions to Identify Serial Number and Power Cycle Device 

 
1) To find your device serial number, see the labels on the rear of your device as shown below: 

 

Figure 1 – Locating the device Serial Number & Prefix 

The prefix of your device will depend on the year and device model. Please check your prefix against the 
table in this letter to determine if your device is affected.  

2) If your device serial number prefix is present within the table on this letter, please perform the following 
steps to check your device delivers audio prompts.  
 

3) Check the expiration date (YYYY-MM-DD) on the rear of the Pad-Pak (Figure 2). If the expiration date 
has passed, do not use and immediately replace the expired Pad-Pak.  

 
 
 
 
 
 
 
 
 

 

Figure 2 – Pad-Pak Expiry 

 
4) Place the HeartSine Samaritan PAD face up on a �lat surface and slide the Pad-Pak into the HeartSine 

Samaritan PAD until you hear the “double click” to indicate that the tabs on the right and left sides of the 
Pad-Pak are fully engaged.  
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Figure 3 – Inserting a Pad-Pak 

 
5) Verify that the green Status indicator is blinking to indicate the initial self-test routine has been 

performed and the device is ready for use.  
 
6) Press the On/Off button to turn on the HeartSine Samaritan PAD.  

 
 

7) Listen for, but do not follow, the voice prompts to ensure you can hear the prompts and no warning 
messages are played.  
a) If you hear the message “Adult patient,’’ or ‘’Call for medical assistance’’” no further action is needed. 

b) If you do not hear a prompt: 

• Please remove the device from use and segregate it immediately. 
• On receipt of Appendix B – Business Reply Form, the Stryker Representative below will 

contact you to organize return and replacement of the device to Stryker. 
 
 

Name:                                                       Position:                                           Email: 

 
 
8) Press the On/Off button to turn off the HeartSine 4Samaritan PAD. Verify that the status indicator is 

�lashing green. If you have not heard a warning message and the status indicator continues to �lash 
green, the device is ready for use. 

 
9) HeartSine Technologies recommends that the user carries out this check (Step 6- Step 8) once every 

three months. This can be carried out quickly without removing the AED from its case. 
 
10) Although this audio issue will not cause a warning message, if any other warning messages are played, 

or you see a red �lashing status indicator, please refer to User Manual (General Troubleshooting).  
  








