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16th April 2025 

Attention: Clinical Personnel, Risk Managers, Biomedical Personnel, 

Purchasing Managers 

This letter contains important information which requires your immediate attention. 

 

 
Dear Customer, 
 

BD is conducting a Field Safety Corrective Action to remove all lots of Bard® Minnesota Four Lumen 

Esophagogastric Tamponade Tube. According to our distribution records your organisation may have 

received the impacted product in Table 1. Product was distributed between March 2023 and July 2024. 

 

Product Name 
Product 

Code (REF) 
Lot Number UDI-DI 

Bard® Minnesota Four Lumen 
Esophagogastric Tamponade Tube 

0092220 
See Appendix 1 

(01)00801741076824 

Table 1: Impacted product 

This notice is limited to the product code listed in Table 1. No other product codes are affected.  

 

Description of the problem 

 

Based on customer feedback, BD (C. R. Bard, Inc.) has identified that users are potentially unable to, or 

are finding it difficult, to remove the plastic plugs in order to inflate the gastric and/or esophageal balloons. 

In some cases, the devices may become damaged during removal of the plastic plugs. 

 

Clinical risk 
 

Potential health consequences may include delay in diagnosis, delay in treatment, and need for a 

replacement device. Delays in diagnosis and treatment may result in the onset or prolongation of 

hypotension and its potential short and long-term complications. This issue may also result in additional 

and unexpected diagnostic and/or medical/surgical intervention which was not previously planned as 

physicians attempt to manage the bleeding. User dissatisfaction with the product is also possible. 

 

To date, BD has identified 15 complaints worldwide that are associated with this issue based on internal 

review of complaints and reported symptoms. Adverse events have been filed as appropriate following 

procedure. 
 

URGENT: FIELD SAFETY NOTICE – UCC-25-5238  

Bard® Minnesota Four Lumen Esophagogastric Tamponade Tube 

REF: 0092220    Lot Numbers: See Appendix 1 

Type of Action: Product Removal 
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Clinical User Actions 

1. Cease use of any unused, affected devices. 

2. If the device is currently in use and functioning appropriately, the device does not need to be 

replaced. 

 

BD Actions 

1. BD will no longer distribute these devices.  

2. BD is investigating the cause of the issue and will determine and implement corrective actions 

based on the investigation results. 

 

 

Customer Actions 

• Cease use of any unused affected lot numbers.  

• Identify and quarantine all unused affected lot numbers. 

• Make a note of the lot numbers and immediately destroy all unused affected units.  

• Complete and return the Customer Response Form even if you no longer have any inventory 

remaining in your facility by 12th May 2025.  

• Circulate this notice to all those who need to be aware within your organization or to any 

organisation where the potentially affected products have been transferred. 

• If you experience any issues, please report as a complaint as per your normal process.  
 

 

Distributor Actions: 

• Cease distribution. 

• Identify, quarantine, making a note of the lot numbers and immediately destroy all undistributed 

affected units. 

• Identify the facilities where you have distributed affected product and notify them immediately 

of this notice.   

o Have your customers complete and return the Customer Response form to your 

organisation for reconciliation purposes by 12th May 2025. 

• Complete and return the Customer Response Form following completion of your reconciliation 

activities. 

• If you experience any issues, please report as a complaint as per your normal process. 
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Appendix 1 – Impacted Product codes / Lot numbers 

 

 

 

Product Code 

(REF) 

Lot Number Expiration Date 

 

 
 
 
 
 
 
 
 

 
 
 
 
 

0092220 

MCGS4483 30/04/2025 

MCGT1459 30/04/2025 

MCGT3521 31/05/2025 

MCGU0227 31/05/2025 

MCGU0294 31/05/2025 

MCGX2067 30/09/2025 

MCGX3090 30/09/2025 

MCGX3092 30/09/2025 

MCGX3211 30/09/2025 

MCGX4301 30/09/2025 

MCGY1360 30/09/2025 

MCGY3131 31/10/2025 

MCGY3136 31/10/2025 

MCGY3157 31/10/2025 

MCHN4589 31/12/2025 

MCHP1223 31/12/2025 

MCHP1224 31/12/2025 

MCHQ0065 31/01/2026 

MCHQ2086 28/02/2026 

MCHZ0073 31/10/2026 

MCHZ0546 31/10/2026 

MCHZ0569 31/10/2026 

MCHZ0570 31/10/2026 

MCHZ1212 31/10/2026 

MCHZ1213 31/10/2026 

MCHZ1214 31/10/2026 

MCHZ1241 31/10/2026 


