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9th February 2023 

 

 

 

 

 

 

 

Attention: Clinical Personnel, Risk Managers, Biomedical Personnel 

This letter contains important information which requires your immediate attention. 

Dear customer, 
 

BD is issuing an advisory Field Safety Notice for BD BodyGuard™ MicroSets. According to our 

distribution records your organisation may have received the impacted product in Appendix 1.  
 

This advisory is limited to the product codes listed in Appendix 1. No other product codes are affected.  
 

Description of the problem 
 

BD has identified internally through a product review that the BD BodyGuard™ MicroSets do not 

currently have the evidence to support compliance with Ethylene Oxide residual level requirements 

(per ISO 10993-7:2008/AMD. 1:2019) for use in special populations, specifically children, infants, 

neonates and pre-mature neonates. 
 

Therefore, these devices are currently being limited for use with adults until the compliance 

evidence is gathered. 
 

Clinical risk 

BD does not have any data to suggest that the lack of compliance evidence has resulted in any clinical 

harm but, in the worst case, if the EO residual levels are too high for these intended special patient 

populations (children, infants, neonates and pre-mature neonates), there may be an elevated risk of 

health consequences. 

 

If the devices have already been safely used no additional follow-up activities are required. 

 

To date there has been no adverse events worldwide related to this issue. 

URGENT: FIELD SAFETY NOTICE – MMS-23-4678 

BD BodyGuard™ MicroSets  

REF: See Appendix 1 Lot Numbers: All lot numbers 

Type of Action: Advisory 

 

 

There is no requirement for customers to return any BD BodyGuard™ MicroSets to BD.  

These products can continue to be used in accordance with the guidance in this safety 

notice. 
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Contact reference person 

 

If you have any questions about this, please contact your local BD representative or the local BD office 

on <<insert telephone details here>> or e-mail <<insert contact email address here>>. 

 

We confirm that the appropriate regulatory agencies have been informed of these actions. 

 

BD is committed to advancing the world of health.  Our primary objectives are patient safety and user 

safety and providing you with quality products.  We apologise for the inconvenience this situation may 

cause you and thank you in advance for helping BD to resolve this matter as quickly and effectively 

as possible. 

 

 

Sincerely, 

 

 

EMEA Quality   
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 ____________________________________________________________________________ 

Customer Response Form - MMS-23-4678 

BD BodyGuard™ MicroSets  

REF: See Appendix 1 Lot Numbers: All lot numbers 

  

Return to << insert email address>> as soon as possible or no later than the 8th March 2023.  

 

By signing below, you confirm this notice has been read, understood and that all recommended 
actions have been implemented as required. 
 
 

 
Account/Organisation Name:   

Department (if applicable): 

 

 

Address: 

 

 

Postcode: 

 

 City: 

 

 

Contact Name: 

 

 

Job Title: 

 

 

Contact Telephone Number: 

 

Contact E-mail Address: 

Name of your supplier for this product (if 

not direct from BD)* 

  

Signature: Date:  

This form must be returned to BD before this action can be considered closed for your account. 

*If you were forwarded this Field Safety Notice via a distributor/3rd party, please return your completed form to that 

organisation for reconciliation purposes. 

 

 

 

  










