


who have used BIOSTOP G on patients should continue to follow those patients pursuant to their standard of care 
for those procedures.  

To date, we have seen no evidence of a signal in any postmarket surveillance data reviews, including complaints 
related specifically to endotoxins.

Alternative Restrictors
The following DePuy Synthes polyethylene (PE) cement restrictors are recommended alternatives. NOTE: Please 
check with your local Sales Manager for alternative product availability in your Market.

Image of PE 
Restrictor PE Restrictor Size PE Restrictor Product Code

Size 1 - 8.25mm 546010000

Size 2 - 10.75mm 546012000

Size 3 - 13.25mm 546014000

Size 4 - 15.75mm 546016000

Size 5 - 18.25mm 546018000
Size 6 -20.75mm 546020000
Size 7 - 23.75mm 546022000

Image of PE 
Restrictor PE Restrictor Size PE Restrictor Product Code

Small fits canal 10.5mm to 16.0mm 546110000

Large fits canal 16.5mm to 22.5mm 546112000

Image of Harding PE 
Restrictor Hardinge PE Restrictor Size Hardinge PE Restrictor 

Product Code

Universal 963204000

Please Take the Following Steps:
1. Examine your inventory immediately to determine if you have the subject products and

quarantine them immediately. DO NOT USE THE SUBJECT PRODUCTS.
2. Contact your DePuy Synthes Sales Consultant or contact the customer support services at (enter 

country contact) to coordinate the return/credits of the subject products. 
3. Review, complete, sign, and return the attached Business Response Form (page 5 of this letter) toat 





Attachment A:  Instructions for Identifying Subject Product

Figure 1: Example Label for Model No.  5463-08-000






