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WATCHMAN Access Systems 

97423085-FA

Interventional Cardiology 

Important Medical Device Advisory 
WATCHMAN TruSeal™ Access System, WATCHMAN FXD 
Curve™ Access System, WATCHMAN TruSteer™ Access 

System 

29 July 2025 

Dear Healthcare Professional,
Cc: Chairman Medical Board and relevant Head of Department

This letter provides important information related to the risk of air embolism 
during WATCHMAN™ procedures as detailed in Appendix 2. 

This notification is in response to observations of air embolism complaints received 
by Boston Scientific related to WATCHMAN procedures. The global rate of reported 
air embolism under any sedation type during the WATCHMAN procedure is 
0.06%, associated with death in 0.009% of cases. After a comprehensive 
investigation, it was concluded that these complaints are not associated with the design 
or manufacture of the WATCHMAN system. Based on the review of the complaints, 
Boston Scientific has identified a higher likelihood of air embolism events when 
procedures are performed without positive pressure-controlled ventilation. According 
to published literature and clinical data 1-9, in percutaneous procedures requiring 
transseptal access to the left atrium when conscious or deep sedation is used, 
patients have an approximately three-times higher risk (clinical reference 3, U.S. study) 
of negative left atrium pressure and air ingress. This risk is especially prevalent in 
patients with pre-existing low left atrial pressure, hypovolemia, and partial upper 
airway collapse. 

The WATCHMAN Access Systems Instructions for Use (IFUs) and 
WATCHMAN physician training will be updated to emphasize instructions related to 
Access System air management. This update will strengthen the information provided to 
clinicians regarding the potential for air embolism during WATCHMAN procedures 
performed under conscious or deep sedation and provide potential mitigation strategies.  

This advisory affects only the WATCHMAN TruSeal, WATCHMAN FXD Curve, 
and WATCHMAN TruSteer Access Systems, per Appendix 1 (Affected Devices). 
Boston Scientific is not removing any affected devices from the field, and they all remain 
available for use. 

Clinical Impact 
The risk of air embolism is inherent to any percutaneous procedure requiring 
transseptal access to the left atrium, including WATCHMAN procedures. The current 
IFU includes instructions to flush devices and to introduce or remove devices slowly, 
which effectively mitigate the risk of air embolism for procedures performed under 
general anesthesia.  
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According to this investigation, during WATCHMAN procedures performed under 
conscious or deep sedation, the most frequent clinical manifestation of air embolism was 
ST-segment elevation or visible air bubbles during imaging. Most of these events either 
resolved on their own or required temporary medical intervention. During procedures 
performed without positive pressure ventilation, there is a known risk of air 
embolism leading to severe outcomes, including life-threatening or fatal 
consequences. These outcomes have been observed in this investigation and include 
arrhythmia, hemodynamic collapse, stroke (CVA), or other end-organ failure caused by 
ischemia.  

The risk of air embolism is acute in nature and limited to the duration of the implant 
procedure. Patients who have a previously implanted WATCHMAN device do not require 
additional patient management and should continue to follow standard patient care at the 
discretion of their physician.  

Instructions 

1. Review IFU updates related to air embolism as detailed in Appendix 2. These updates
will be added to the WATCHMAN Access Systems IFUs and WATCHMAN Physician
Training.

2. Forward this letter to any other clinicians in your medical facility who perform
WATCHMAN procedures and to any facilities where affected devices have been
transferred, including hospitals or sites within your network.

If you are a distributor, this notice must be forwarded to your customers to ensure
notification of this Medical Device Advisory is carried out to the end-user level.

3. Complete and return the enclosed Acknowledgment Form per the instructions on page
four.

Additional Information 
Any adverse events or quality concerns associated with use of this device should be 
reported to Boston Scientific via email at ICardioQAComplaints@bsci.com or the Food 
and Drug Administration’s MedWatch Adverse Event Reporting program 
[www.fda.gov/MedWatch/report.htm or 1.800.FDA.1088 (332.1088)]. 

Relevant worldwide regulatory authorities are being notified of this communication as 
required. 

Patient safety is Boston Scientific’s highest priority. As such, we are committed to 
transparent communication with physicians and healthcare professionals to ensure you 
have timely, relevant information for managing your patients. If you require additional 
assistance or more information regarding this communication, please contact your local 
Boston Scientific representative. 

Sincerely, 

Kara Carter 
Vice President, Quality Assurance 
Boston Scientific  

mailto:ICardioQAComplaints@bsci.com
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 Important Medical Device Advisory - Instructions 

The Acknowledgment Form enclosed with this notification must be completed and returned 
to Boston Scientific.  

No impacted devices are being removed and you are not required to return impacted 
devices to Boston Scientific. 

1. Immediately post this information in a visible location near the device(s) to ensure 
information is easily accessible to all users.

2. Complete and return the Acknowledgment Form to the Boston Scientific.

mailto:BSCFieldActionCenter@bsci.com
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Appendix 1 
Affected Device Table 

Material Material Description GTIN Batch 

M635TS70010 
WATCHMAN TruSeal Access System 
SGL, OUS 

08714729965732 

All non-
expired 
batches 

M635TS70020 
WATCHMAN TruSeal Access System 
DBL, OUS 

08714729965749 

M635TS70040 
WATCHMAN TruSeal Access System 
ANT, OUS 

08714729965756 

M635TS80010 
WATCHMAN FXD Curve Access Sys 
Sgl, OUS 

00191506013820 

M635TS80020 
WATCHMAN FXD Curve Access Sys 
Dbl, OUS 

00191506013837 

M635TU70010 
WATCHMAN TruSeal Access System 
SGL, US  

08714729965701 

M635TU70020 
WATCHMAN TruSeal Access System 
DBL, US 

08714729965718 

M635TU70040 
WATCHMAN TruSeal Access System 
ANT, US 

08714729965725 

M635TU80010 
WATCHMAN FXD Curve Access 
System Sgl, US 

00191506013806 

M635TU80020 
WATCHMAN FXD Curve Access 
System Dbl, US 

00191506013813 

M635TU90050 
WATCHMAN TruSteer Access System, 
US 

00191506022310 
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Appendix 2 
Pending IFU and Physician Training Updates 

The following warning and precaution statements are planned to be added in the 
IFUs: 

Warning: 

Patients under deep or conscious sedation are at increased risk for negative left 
atrial pressures, especially in the presence of hypovolemia or partial upper airway 
obstruction. Patients under controlled positive pressure ventilation such as general 
anesthesia have a reduced risk of negative atrial pressures. Negative left atrial 
pressures may increase the risk of air ingress through the hemostasis valve, 
particularly when the valve is open while introducing, removing or exchanging 
devices, which may result in air embolism. The most appropriate anesthesia 
method should be based on individual patient characteristics. Additional caution 
should be used with patients under deep or conscious sedation, such as: 

• Ensure the patient is not hypovolemic,
• Make device exchanges with the access system valve below the level of the heart

or under fluid, and withdraw devices slowly until near the valve, then make
exchanges during expiration.

Precaution: Patients should not be hypovolemic, particularly if not under positive 
pressure ventilation, to reduce the likelihood of negative left atrial pressures and 
air embolism. 

Precaution: Hold the WATCHMAN access sheath valve below heart level and/or 
under fluid during insertion to reduce the likelihood of air ingress. Vacuum can be 
minimized by withdrawing devices slowly until near the valve, then making 
exchanges during expiration. 
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     CUSTOMER ACKNOWLEDGEMENT FORM 

                       PRODUCT NAME: WATCHMAN TruSeal Access System WATCHMAN FXD Curve 
Access System WATCHMAN TruSteer Access System 

Instructions:  This form must be completed and returned in all cases even if you do not have any affected product. 

Immediately complete form and Scan/e-mail to:                OR         Fax to #:        

 

Account #:        Customer Name:  
 

Contact Name:        

Address:                     

City:                                                      State:               Province:                                 Postal Code:                                 

Country:        

 

 

 

PLEASE COMPLETE, SIGN AND RETURN THIS FORM AS A 

CONFIRMATION THAT YOU RECEIVED THIS NOTICE FROM 

BOSTON SCIENTIFIC (even if you do not have any of the referenced 

product on the enclosed product listing in your current inventory). 

 

My signature below acknowledges receipt of the Boston Scientific Notice 

regarding  97423085-FA Watchman Air Embolism Advisory Field Action 

 
Section to be filled out by Customer: 

 
1.  Please Indicate: 

Are you a Distributor?            
                                         Yes, and we have notified all customers that have been shipped/sold affected product   

                                 No 

          

 
2.  Sign and Date to acknowledge this Field Action Notification (must be completed): 

 

Print Name:________________________________Signature:________________________________________Date:__________ 

 

 

  


