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URGENT VOLUNTARY PRODUCT RECALL NOTIFICATION – R2015033 
VEPTR® Vertical Expandable Prosthetic Titanium Rib Caudal Rib Supports (Rib-to-Rib 

Construct Only) 

Please distribute this information to appropriate personnel at your facility. 

Dear Valued Customers, 

Synthes GmbH has initiated a voluntary recall of the VEPTR® Vertical Expandable
Prosthetic Titanium Rib Caudal Rib Supports, which are used as a part of the VEPTR 
system to mechanically stabilize and distract the thorax in patients with thoracic 
insufficiency syndrome. It is important to note that this recall is only for VEPTR Caudal 
Rib Supports used for rib-to-rib constructs and NOT VEPTR Lumbar Extensions or any 
VEPTR II™ Titanium Rib Components. Please refer to the attached affected product 
listing, and be aware that some products in your possession may be affected. 

REASON FOR THE RECALL 

The last hole on certain VEPTR Caudal Rib Supports, subject to this recall, may be 
partially formed. 

POTENTIAL HAZARD 

Fully lengthening the construct to the partially formed last hole may result in 
mechanical failure of the construct due to extension bar breakage, which could require 
unplanned surgical intervention to exchange components. In addition to the risks 
inherent to re-operation, potential effects on the patient could also include pain, loss of 
deformity correction, and/or soft tissue/visceral injury. 

To date we are not aware of any confirmed complaints of extension bar breakage 
directly related to a partially formed hole on the Caudal Rib Support. However, we have 
identified 8 complaints reported since VEPTR introduction in 2004 of extension bar 
breakage potentially occurring when lengthened to the terminal ends of the Caudal Rib 
Support. 

PRODUCTS AFFECTED 

This field safety notice involves the following product: 

Product Code Product Description Affected lots 
See Appendix 1 VEPTR Caudal Rib Supports See Appendix 1 

ACTIONS REQUIRED FROM YOU 

1. Immediately identify and quarantine all unused products listed above in a manner
that ensures the affected product will not be used.
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2. Review, complete, sign and return the attached Customer Acknowledgement Form 
to your DePuy Synthes sales representative or fax it to 6720 0750 within 5 business 
days of receipt of this notification.  
 

3. To return affected product in your inventory, contact your DePuy Synthes sales 
representative or call our customer service. Attach a photocopy of the Customer 
Acknowledgement Form with the products. Johnson & Johnson Medical Singapore 
will issue credit for returned products, if applicable. 

 
4. Pass this Field Safety Notice to anyone in your facility that needs to be informed. 

 
5. If any of the affected products have been forwarded to another facility, contact that 

facility and arrange for the return.  
 

6. Maintain awareness of this notice until all affected products have been returned to 
Johnson & Johnson Medical Singapore. 
 

7. Keep a copy of this notice. 
 
8. As with any medical device, adverse reactions or quality problems experienced 

with the use of this product should be reported as a complaint to Johnson & 
Johnson Medical Singapore following the usual procedure. 
 

We apologize for the inconvenience this product recall may create and appreciate your 
cooperation with our request. Should you have any queries please do not hesitate to 
contact your DePuy Synthes sales representatives.  
 
Thank you for your cooperation and patience. 

 

Yours sincerely, 

 

Lee Ching Hwee 

Senior Regulatory Affairs Executive 
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Appendix 1 

Impacted Device Listing 
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