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The primary health risk associated with breakage of the Anti-Reflux Valve (ARV) 
within a Salem sump tube is device revision or replacement—major severity —to 
maintain proper suction functionality. The clinical impact of ARV breakage depends 
on its location within the tubing: 
 
ARV breakage in the sump side (blue port): 
Suction functionality is preserved, significantly reducing the risk of harm to the 
patient. The device can continue to operate effectively without immediate 
Intervention. 
 
ARV breakage in the main port (clear port): 
Tube replacement is required to restore suction. However, the ARV is only placed 
in this port when the patient is clinically appropriate to be capped—such as during 
transitions off suction or for transport—thereby minimizing exposure to high-risk 
Patients. 
 
The Salem Sumps and ARVs are used in hospital settings, where replacement tubes 
and clinical resources are readily available, further mitigating the risk. 
 
Medical Safety summary: 
 
While the Anti-Reflux Valve (ARV) plays a significant role in the safety and 
functionality of the Salem sump tube, the tube can still operate without it. In fact, 
it can function without the blue sump side, which reduces the overall risk to the 
patient. The primary concern arises when the ARV breaks off in the clear main 
Port. 
 
The ARV is typically placed in the clear port to cap the tube during transitions off 
suction or when the patient is stable enough for transport without active suction. 
Therefore, patients with the ARV in the clear port are generally lower-risk and 
clinically stable, further minimizing the potential for harm. 
 
The overall risk to patients is minimal. 
 
 
How to recognize that the device has failed:   
 
Device failure due to ARV breakage is recognizable by the user through visual inspection and 
loss of suction. 

 
Actions 
Required 
of the 
Customer: 

1. REVIEW your inventory for the affected product codes. All lots of inventory are impacted.  
2. COMMUNICATE the risks and appropriate usage of the ARV with all personnel.   
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 Field Safety Corrective Action and 
share a copy of this notice. 

5. RETURN the enclosed acknowledgment form by following the directions on the Form, 
whether you have affected product or not. 

 
Available 
Customer 
Assistance: 

CONTACT the appropriate Customer Service group or local sales office with questions related 
to this notification.  
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8888266130E PVC SALEM SUMP WITH ENFIT & ARV 16FR 48IN 
10192253012835 

CE Marked  

8888266148E PVC SALEM SUMP WITH ENFIT & ARV 18FR 48IN 
10192253012859 

CE Marked  

264929 Salem Sump™ Stomach Tube, Dual Lumen, 12 Fr/Ch (4.0 mm) 
10884521067196 

CE Marked  

264945 Salem Sump™ Stomach Tube, Dual Lumen, 14 Fr/Ch (4.7 mm) 
10884521067202 

CE Marked  

264960 Salem Sump™ Stomach Tube, Dual Lumen, 16 Fr/Ch (5.3 mm) 
10884521067219 

CE Marked  

264986 Salem Sump™ Stomach Tube, Dual Lumen, 18 Fr/Ch (6.0 mm) 
10884521067226 

CE Marked  

8888268060 Salem Sump™ Dual Lumen Stomach Tube 6 Fr/Ch (2.0 mm), 24" (61 cm) 
10192253012972 

Not CE marked 

8888268086 Salem Sump™ Dual Lumen Stomach Tube, 8 Fr/Ch (2.7 mm), 24" (61 cm) 
10192253012996 Not CE marked 

8888264911 Salem Sump™ Dual Lumen Stomach Tube, 10 Fr/Ch (3.3 mm), 36" 
(91 cm) 

10192253012453 
Not CE marked 

8888264804 Salem Sump PVC Gastroduodenal Tube, 10Fr/Ch (3.3 mm) x 85 cm 
10192253012408 

CE Marked  

8888264820 Salem Sump PVC Gastroduodenal Tube, 12 Fr/Ch (4.0 mm) x 108 cm 
10192253012415 

CE Marked  

8888264846 Salem Sump PVC Gastroduodenal Tube, 14 Fr/Ch (4.7mm), 108 cm 
10192253012422 

CE Marked  

8888264861 Salem Sump PVC Gastroduodenal Tube, 16 Fr/Ch (5.3mm), 108 cm 
10192253012439 

CE Marked  

8888264887 Salem Sump PVC Gastroduodenal Tube, 18 Fr/Ch (6.0mm), 108 cm 
10192253012446 

CE Marked  

1180264895 Salem Sump PVC Gastroduodenal Tube, 20 Fr/Ch (3.3mm), 108 cm 
10192253007015 CE Marked  

8888265108 Salem Sump Silicone Dual Lumen Stomach Tube, Radiopaque Line,  
10 Fr/Ch (3.3 mm), 36” (91 cm) 

10884521000766 
CE Marked  

8888265116 Salem Sump Silicone Dual Lumen Stomach Tube, Radiopaque Line,  
12 Fr/Ch (4.0 mm), 48” (122 cm) 

10884521020078 
CE Marked  

8888265124 Salem Sump Silicone Dual Lumen Stomach Tube, Radiopaque Line,  
14 Fr/Ch (4.7 mm), 48” (122 cm) 

10884521020085 
CE Marked  

8888265132 Salem Sump Silicone Dual Lumen Stomach Tube, Radiopaque Line,  
16 Fr/Ch (5.3 mm), 48” (122 cm) 

10884521020092 
CE Marked  

8888265140 Salem Sump Silicone Dual Lumen Stomach Tube, Radiopaque Line,  
18 Fr/Ch (6.0 mm), 48” (122 cm) 

10884521020108 
CE Marked  

8888264911E ENFit™ SALEM SUMP™ PVC TUBE 10FR 36IN 
10884521779419 

CE Marked  

8888264929E ENFit™ SALEM SUMP™ PVC TUBE 12FR 48IN 
10884521779426 

CE Marked  

8888264945E ENFit™ SALEM SUMP™ PVC TUBE 14FR 48IN 
10884521779433 CE Marked  

8888264986E ENFit™ SALEM SUMP™ PVC TUBE 18FR 48IN 
10884521779457 CE Marked  

8888268060E ENFit™ SALEM SUMP™ PVC TUBE 6FR 24IN 
10884521779464 CE Marked  

8888264960E ENFit™ Salem Sump™ PVC Tube 16Fr 48IN 
10884521779440 

CE Marked  

8888268086E ENFit™ Salem Sump™ PVC Tube 8Fr 24IN 
10884521779471 

CE Marked  

1180264523 Salem Sump™ Polyurethane Gastroduodenal Tube, 14 Fr/Ch 
 (4.7 mm) x 114 cm 

10192253007060 
CE Marked  

1180264531 Salem Sump™ Polyurethane Gastroduodenal Tube, 16 Fr/Ch 
 (5.3 mm) x 114 cm 

10192253006988 
CE Marked  
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1180264549 Salem Sump™ Polyurethane Gastroduodenal Tube, 18 Fr/Ch  
(6.0 mm) x 114 cm 

10192253006995 
CE Marked  

1180264556 Salem Sump™ Polyurethane Gastroduodenal Tube, 20 Fr/Ch 
 (6.7 mm) x 114 cm 

10192253007008 
CE Marked  

1180264408 Salem Sump™ PVC Gastroduodenal Tube, 10 Fr/Ch (3.3 mm) x 90 cm 
10192253006940 CE Marked  

1180264416 Salem Sump™ PVC Gastroduodenal Tube, 12 Fr/Ch (4.0 mm) x 114 cm 
10192253006957 CE Marked  

1180264424 Salem Sump™ PVC Gastroduodenal Tube, 14 Fr/Ch (4.7 mm) x 114 cm 
10192253006964 

CE Marked  

1180264432 Salem Sump™ PVC Gastroduodenal Tube, 16 Fr/Ch (5.3 mm) x 114 cm 
10192253006971 

CE Marked  

1180264440 Salem Sump™ PVC Gastroduodenal Tube, 18 Fr/Ch (6.0 mm) x 114 cm 
10192253007053 

CE Marked  

1180264457 Salem Sump™ PVC Gastroduodenal Tube, 20 Fr/Ch (6.7 mm) x 114 cm 
10192253006568 

CE Marked  

 
 






