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 URGENT FIELD SAFETY NOTICE 

 
 
 Manufacturer SRN: US-MF-000006765 
 
December 29, 2025 
 
 
Dear Valued Customer:  
 
Cardinal Health is issuing a Product Advisory Notice on our Sentinel Seal™, Altitude™, Aqua-Seal™, Thora-
Seal™ Chest Drainage Units & accessories.  
 

Product Code Description UDI 

8888571562 Cardinal Health™ Sentinel Seal™ CDU 50192253003091 (CS) 
10192253003093 (EA) 

8888571513 Cardinal Health™ Sentinel Seal™ CDU, Dual Drain 50192253003084 (CS) 
10192253003086 (EA) 

8888571489 Cardinal Health™ Sentinel Seal™ CDU, with Easy Change 
Connector 

50192253003077 (CS) 
10192253003079 (EA) 

8888571370 Cardinal Health™ Altitude™ CDU, Dry Suction, with Easy Change 
Connector 

50192253003039 (CS) 
10192253003031 (EA) 

8888571299 Cardinal Health™ Aqua-Seal™ CDU, Wet Suction 50192253003015 (CS) 
10192253003017 (EA) 

8888571406 Cardinal Health™ Aqua-Seal™ CDU, Wet Suction, Dual Drain 50192253003060 (CS) 
10192253003062 (EA) 

8888571315 Cardinal Health™ Aqua-Seal™ CDU, Wet Suction, with Easy 
Change Connector 

50192253003022 (CS) 
10192253003024 (EA) 

8884713100 Cardinal Health™ Thora-Seal™ Basic CDU, One Chamber, 2000 
mL 

50192253002643 (CS) 
10192253002645 (EA) 

1814713105 Cardinal Health™ Thora-Seal™ Basic CDU, One Chamber, 2000 
mL (Bottle only) 

50192253002308 (CS) 
10192253002300 (CS) 

1180571570 Cardinal Health™ Thora-Seal™ CDU, Two Chamber System, 2600 
mL 

50192253002292 (CS) 
10192253002294 (EA) 

8884713308 Cardinal Health™ Thora-Seal™ CDU, Three Chamber System, 
2500 mL 

50192253002650 (CS) 
10192253002652 (EA) 

8884713900 Cardinal Health™ Thora-Seal™ Replacement Collection Chamber, 
2500 mL 

50192253002667 (CS) 
10192253002669 (EA) 

 

Purpose of 
this letter: 

The purpose of this letter is to communicate to customers that the IFUs (instructions for use) for 
the above listed Cardinal Health Chest Drainage Units & accessories (CDUs) have been 
updated to clarify the intended target patient population as adults, 18 years and older.  
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Risk to 
Health: 

The company received complaints stating that when the above-identified CDUs are utilized on 
infants, the CDU may not consistently demonstrate tidaling / bubbling, which may be used by 
clinicians to determine if the unit is functional.   
 
The lack of consistent tidaling or bubbling may confound the clinician’s assessment of device 
functionality and may lead to inadequate/inappropriate treatment/therapy, delay to 
treatment/therapy, and prolonged hospitalization. 
 
For clarity, when used in non-adult patient populations the CDUs are capable of providing a seal; 
however, the CDU may not consistently demonstrate tidaling / bubbling due to the size of the 
collection chambers, even when a seal is present. 
 
The CDUs have been under the same design since their release and continue to perform as 
intended. 

 

Actions 
Required 
of the 
Customer: 

1. CONTINUE utilizing the CDUs on adult patients (not pediatric patients or infants). 
2. REVIEW the updated IFU for the product codes listed above.  

https://www.mycardinalmsds.com/  
3. POST a copy of this notification in your storeroom and clinical areas.  
4. NOTIFY any customers to whom you may have distributed/forwarded affected product (or to 

whom you intend to distribute/forward product) about this medical device product advisory 
and share a copy of this notice. 

5. RETURN the enclosed acknowledgment form by following the directions on the form.  
 

 

Available 
Customer 
Assistance: 

If you have any questions regarding this field safety notice, please contact your local sales 
representative, or local sales office.  

 

Additional 
Information: 

Regulatory Notification  
The applicable regulatory agencies are being notified that Cardinal Health is voluntarily taking 
this action.  

 

We apologize for any inconvenience this communication may cause. We know that you place high value in our 
products, and we appreciate your cooperation in this matter. Cardinal Health is committed to maintaining your 
confidence in the safety and quality of the products that we supply. 

 
Respectfully yours, 

 

Hector Rocha 

https://www.mycardinalmsds.com/

