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22nd May 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 specific lots of Insyte™ Autoguard™ 

Shielded IV Catheter. According to our distribution records, your organisation may have received the 

impacted product in Table 1. Product was distributed between September 2024 and April 2025. 

 

Manufacturer’s SRN: US-MF-000017719 

Product Code (REF) Lot Number UDI Expiry Date 

382944  4298108  00382903829446  30-SEP-2027  

381811  4208538  00382903818112  31-AUG-2026  

381923  4282308  00382903819232  30-JUL-2027  

Table 1: Impacted product 

 

This product removal is limited to the lot numbers listed in Table 1. No other product codes or lot 

numbers are affected. Appendix 1 shows the location of the product code/lot number. 

 

 

Description of the problem 

 

Based on customer feedback, BD has identified that during insertion of the catheter, the needle is slow 

to retract or fails to retract. The slow or no retraction may require repeated attempts at retraction of 

the needle by pressing the button. There is also the potential for a needle to remain exposed, despite 

shielding attempts. As a result, we are removing specific lots listed in Table 1. 
 

 

URGENT: FIELD SAFETY NOTICE – MDS-25-5274 

BD® Insyte™ Autoguard™ Shielded IV Catheter  

 
REF: See Table 1  Lot Numbers: See Table 1 

Type of Action: Product Removal 
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Clinical risk 
 

The exposed needle may result in a needlestick injury from a contaminated needle. Contaminated 

needlestick injuries can result in transmission of bloodborne pathogens (with possible 

seroconversions), which have the potential for long-term risk to health. If a second peripheral IV 

catheter needs to be placed due to needle retraction failure, this may result in a brief delay in therapy. 

 

If clinician encounters a device from an affected lot, the device should not be used and should be 

disposed of immediately. For devices that have deployed and are currently in use or if an impacted 

device was previously used, no additional follow-up activities are required for patients that have 

completed therapy. 

 

To date, there have been 175 complaints, and no adverse events worldwide related to this issue. 

 

 

Clinical User Actions 

• Cease use and destroy any unused affected devices.  

• For devices that have deployed and are currently in use or if an impacted device was 

previously used, no additional follow-up activities are required for patients that have completed 

therapy.  

 

BD Actions 

BD is continuing to investigate the root cause and will take action to prevent reoccurrence of this issue. 

BD will provide replacement for all affected product.  

 

Customer Actions: 

• Cease use of any unused affected Insyte™ Autoguard™ Shielded IV Catheter. 

• Identify and quarantine all unused affected Insyte™ Autoguard™ Shielded IV Catheter. 

• Make a note of the lot numbers and 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 19th June 2025. 

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

organization 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 then destroy all undistributed affected 

Insyte™ Autoguard™ Shielded IV Catheter. 
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Appendix 1 - Product Code / Lot number Identification. 

Representative image of where to locate product code and lot number information. 
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