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URGENT: FIELD SAFETY NOTICE 
21 Gauge Winged Infusion Sets (B. Braun Medical 21 G X4.4CM Winged INF) from Specific Lots of  

CPX™ 4 Tissue Expanders 
– Voluntary Field Safety Corrective Action (Product Recall/Removal) – 

 
February XX, 2026 
 
Dear Distributor, 
 
Records indicate that you have ordered or received product subject to this voluntary product recall 
(removal) as indicated in Attachment 1. 

PLEASE DISTRIBUTE THIS INFORMATION TO ALL STAFF WITHIN YOUR FACILITY  
  
Purpose of This Letter 
B. Braun Medical Inc. (BBMI) is the manufacturer of the 21 Gauge Winged Infusion Set, an accessory 
included with MENTOR™ CPX™ 4 Tissue Expanders. BBMI informed Mentor of the recall (removal) of 
specific lots of the 21 Gauge Winged Infusion Set that our records indicate you received: 

• A Winged Infusion Set included with CPX 4 Tissue Expanders (Reference Attachment 2).  

Reason for the Voluntary Removal 
BBMI has initiated a recall (removal) of specific lots of the 21 Gauge Winged Infusion Set due to the 
potential for the needle tip to be dull/blunt, difficult to advance, and/or break. Refer to the Action Required 
section of this communication for further instructions. 

Risk to Health  
BBMI’s Risk to Health assessment states: 

“To date there have been no reports of serious injury or death associated with this issue. There have 
been forty-one (41) cases of pain during insertion. If the product is used with a dull needle tip, it may not 
allow the septum of the tissue expander to be punctured which inhibits the procedure from moving 
forward. Tissue damage or damage to the septum may occur causing severe injury and/or pain and may 
lead to a delay in the procedure. If the product is used and the needle breaks, tissue damage or damage 
to the septum may occur causing injury and/or pain and may lead to delay or require intervention.” 

ACTION REQUIRED 

1. Examine your inventory immediately to determine if you have product subject to this recall on hand 
and quarantine such product(s). If you have product subject to this recall, please maintain a copy of 
this notice with the quarantined product and keep a copy for your records. 

2. Communicate the issue to relevant recall personnel or materials management personnel, or anyone 
else in your facility who needs to be informed. If any product subject to this recall has been forwarded 
to another facility, contact that facility to arrange return. Please consider including a copy of this recall 
letter when communicating.   

3. Complete the Business Reply Form (BRF) (Attachment 3) confirming receipt of this notice and fax or 
email to [Enter Affiliate Information] within three (3) business days. Please return the BRF even if 
you do not have product subject to this recall. 
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4. Distributor are required to immediately return all impacted inventory (Attachment 1). Distributor must 
return product subject to this recall no later than May 31, 2026 to [Enter Affiliate Information]. A credit 
will be issued for the returned product that is received by May 31, 2026.  

5. Distributors are required to notify impacted customers using Attachment 4 (Direct Customer Letter). 
6. Keep this notice visibly posted for awareness until all product subject to this recall has been returned 

to [Enter Affiliate Information]. 
If you require any assistance with returning product, please contact [Enter Affiliate Information] at [Enter 
Affiliate Information]. 

 
Other Information 
At Mentor, our first priority is to our customers and their patients, and that includes the safe and effective 
use of our products. We recognize the recall of this product may be disruptive to your facility and we 
appreciate your assistance in this matter. 
If you have additional questions regarding this communication or require any assistance with returning 
product, please contact [Enter Affiliate Information]. 
As with any medical device, adverse reactions or quality problems experienced with the use of this 
product should be reported to your Sales Representative, directly to Mentor, or your National Health 
Authority.  If you have any further questions related to this notice or if you need any additional 
communications, please contact your local Sales Representative. 
The FSCA has been communicated to the relevant health authorities in the European Union, Switzerland, 
and the United Kingdom. 

ATTACHMENTS: 
Attachment 1: Impacted Product Codes and Lots 
Attachment 2: Product Identification Tool 
Attachment 3: Business Reply Form (BRF) 
Attachment 4: Direct Customer Letter 
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Attachment 1: Impacted Product Codes and Lots 

EFFECTIVE IMMEDIATELY – DO NOT USE OR DISTRIBUTE THE FOLLOWING PRODUCT LOTS 
UNTILTHE 21 GAUGE INFUSION SET HAS BEEN REMOVED. REFER TO ACTION REQUIRED FOR 
FURTHER INSTRUCTIONS. 

PRODUCT DESCRIPTION PRODUCT CODE PRODUCT LOTS UDI 
CPX™ 4 Tissue Expander, Low Height, 250CC 3548121 2153649   00081317009061 
CPX™ 4 Tissue Expander, Low Height, 350CC 3548122 2162733 2162614 00081317009078 
CPX™ 4 Tissue Expander, Low Height, 450CC 3548123 2160712   00081317009085 
CPX™ 4 Tissue Expander, Low Height, 550CC 3548124 2159312   00081317009092 
CPX™ 4 Tissue Expander, Low Height, 750CC 3548126 2164676   00081317009115 
CPX™ 4 Tissue Expander, Medium Height, 275CC 3548221 2160708 2152570 00081317009122 

  2165160 2154201   
CPX™ 4 Tissue Expander, Medium Height, 350CC 3548222 2160707 2151903 00081317009139 

  2157852 2162509   
  2164933 2159419   

CPX™ 4 Tissue Expander, Medium Height, 450CC 3548223 2159210 2159476 00081317009146 
  2164943 2162722   
  2162116     

CPX™ 4 Tissue Expander, Medium Height, 550CC 3548224 2151771 2164875 00081317009153 
  2162506 2159214   
  2160711     

CPX™ 4 Tissue Expander, Tall Height, 450CC 3548323 2159422 2164947 00081317009207 
CPX™ 4 Tissue Expander, Tall Height, 650CC 3548325 2164949   00081317009221 
CPX™ 4 Tissue Expander, Tall Height, 850CC 3548327 2162354   00081317009245 
CPX™ 4 with Suture Tabs Tissue Expander, Low 
Height, 350CC 

3549122 2162191   00081317009269 

CPX™ 4 with Suture Tabs Tissue Expander, Low 
Height, 450CC 

3549123 2164677   00081317009276 

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 350CC 

3549222 2157853 2159372 00081317009320 
  2164948 2149039   

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 450CC 

3549223 2158742 2159371 00081317009337 
  2151503 2151793   

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 550CC 

3549224 2151564 2164873 00081317009344 
  2162037     

CPX™ 4 with Suture Tabs Tissue Expander, Tall 
Height, 250CC 

3549321 2164678   00081317009375 
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Attachment 2: Product Identification Tool 

Please refer to the pictures below for representative samples on how to identify the location of the subject 
product code and lots for impacted products by using the packaging labels, and for an example of where 
to locate the 21 Gauge Winged Infusion Set in CPX 4 Tissue Expander Kits. 

Tissue Expander Sales Unit Box 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Lot Number 

Product Code 
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Attachment 3: Business Reply Form (BRF) 

Business Reply Form (BRF) 
Your timely response to this recall notification is requested.  Please complete this form and fax or email it 
to [Enter Affiliate Information] or e-mail the form to [Enter Affiliate Information] within 3 business days, 
even if you do not have product subject to this recall to return. 
 
If you have product subject to this recall to return, please make a photocopy of your completed Business 
Reply Form and enclose with your return. Thank you for your cooperation. 

 
[Account Name] 

[Account Address] 

Product Inventory – please check one   □ We have NO inventory of product subject to this recall (removal).    □ We have product subject to this recall (removal) and are returning the following products:   □  Our customer have returned product subject to this recall (removal) and we certify that following 
           products were destroyed onsite:    
 
 
 
 
 

Print Name of Person Completing Business Reply Form:  Telephone Number:  
 
 

Account Number (number used to order J&J product): Date: 

Email Address: 

Reference PO for credit, if needed. 
 
 
 
 
Signed*: 
 
*Your signature provides confirmation that you have received and understood this notification 
Your comments are welcome. 
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21 Gauge Winged Infusion Sets from Specific Lots of CPX 4 Tissue Expanders 
 

PRODUCT CODE  PRODUCT LOT 
QUANTITY 

RETURNING OR 
DESTROYED 

(EACHES) 
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Attachment 4: Direct Customer Letter 

URGENT: FIELD SAFETY NOTICE 
21 Gauge Winged Infusion Sets (B. Braun Medical 21 G X4.4CM Winged INF) from Specific Lots of  

CPX™ 4 Tissue Expanders  
– Voluntary Field Safety Corrective Action (Product Recall/Removal) – 

 
February XX, 2026 
 
Dear Operating Room Supervisors, Materials Management Personnel, and Chief of Surgery 
 
Records indicate that you have ordered or received product subject to this voluntary product recall 
(removal) as indicated in Attachment 1. 

PLEASE DISTRIBUTE THIS INFORMATION TO ALL STAFF WITHIN YOUR FACILITY WHO USE THE  
CPX™ 4 TISSUE EXPANDERS 

  
Purpose of This Letter 
B. Braun Medical Inc. (BBMI) is the manufacturer of the 21 Gauge Winged Infusion Set, an accessory 
included with MENTOR™ CPX™ 4 Tissue Expanders. BBMI informed Mentor of the recall (removal) of 
specific lots of the 21 Gauge Winged Infusion Set that our records indicate you received: 

• A Winged Infusion Set included with CPX 4 Tissue Expanders (Reference Attachment 2). Note: 
All other components of the Tissue Expanders remain safe for use, are not subject to this 
removal and do not need to be returned. 

Reason for the Voluntary Removal 
BBMI has initiated a recall (removal) of specific lots of the 21 Gauge Winged Infusion Set due to the 
potential for the needle tip to be dull/blunt, difficult to advance, and/or break. The 21 Gauge Winged 
Infusion Set is the only impacted component in the CPX Tissue Expander. All other components of the 
Tissue Expanders remain safe for use, are not subject to this removal and do not need to be 
returned. Refer to the Action Required section of this communication for further instructions. 

Note: Per the Tissue Expanders instruction for use (IFU), a 21 gauge standard needle may be used in 
place of the BBMI Winged Infusion Set.  

Risk to Health  
BBMI’s Risk to Health assessment states: 

“To date there have been no reports of serious injury or death associated with this issue. There have 
been forty-one (41) cases of pain during insertion. If the product is used with a dull needle tip, it may not 
allow the septum of the tissue expander to be punctured which inhibits the procedure from moving 
forward. Tissue damage or damage to the septum may occur causing severe injury and/or pain and may 
lead to a delay in the procedure. If the product is used and the needle breaks, tissue damage or damage 
to the septum may occur causing injury and/or pain and may lead to delay or require intervention.” 
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ACTION REQUIRED 

1. Examine your inventory immediately to determine if you have product subject to this recall on hand 
and quarantine such product(s). If you have product subject to this recall, please maintain a copy of 
this notice with the quarantined product and keep a copy for your records. 

• Note: if you have Tissue Expanders on consignment, no action is necessary for that inventory. 
A sales representative will manage this inventory. 

2. Communicate the issue to relevant recall personnel, operating room or materials management 
personnel, or anyone else in your facility who needs to be informed. If any product subject to this 
recall has been forwarded to another facility, contact that facility to arrange return. Please consider 
including a copy of this recall letter when communicating.   

3. Complete the Business Reply Form (BRF) (Attachment 3) confirming receipt of this notice and fax or 
email to [Enter Affiliate Information] within three (3) business days. Please return the BRF even if 
you do not have product subject to this recall. 

4. Customers are required to immediately return or destroy all unused 21 Gauge Winged Infusion Set 
subject to this recall that are in inventory. Customers must return product subject to this recall no later 
than May 31, 2026 to [Enter Affiliate Information]. The Winged Infusion Set from the Tissue Expander 
is not eligible for credit because the 21 Gauge Winged Infusion Set is included in the package at 
no charge. 

Note: Product can be destroyed or disposed following local procedures and regulations. 
5. To return product subject to this recall: 

• Remove only the 21 Gauge Winged Infusion Set from any CPX 4 Tissue Expander 
package as listed in Attachment 1, Refer to Attachment 2 for an example of where to find 
the 21 Gauge Winged Infusion Set in CPX 4 Tissue Expander Kits. This removal applies 
only to the 21 Gauge Winged Infusion Set, and the other components in the CPX 4 
Tissue Expanders are safe to use and should NOT be returned. 

6. Keep this notice visibly posted for awareness until all product subject to this recall has been returned 
to [Enter Affiliate Information]. 

If you require any assistance with returning product, please contact [Enter Affiliate Information] at [Enter 
Affiliate Information]. 
 

 

 

 

 

 



 
 Mentor Worldwide LLC 

 31 Technology Drive 
 Irvine, CA 92618 USA                                    

URGENT: FIELD SAFETY NOTICE 
21 Gauge Winged Infusion Sets (B. Braun Medical 21 G X4.4CM Winged INF) from Specific Lots of  

CPX™ 4 Tissue Expanders 
– Voluntary Field Safety Corrective Action (Product Recall/Removal) – 

 

FSCA# FA-0000131 
Voluntary Field Safety Corrective Action (Product Recall/Removal) of 21 Gauge Winged Infusion Sets from Specific Lots of CPX™ 4 
Tissue Expanders and Specific Lots of 21 Gauge Winged Infusion Set (B. Braun Medical 21 G X4.4CM Winged INF)  
   
  Page 9 of 13 
     

Other Information 
At Mentor, our first priority is to our customers and their patients, and that includes the safe and effective 
use of our products. We recognize the recall of this product may be disruptive to your facility and we 
appreciate your assistance in this matter. 
If you have additional questions regarding this communication or require any assistance with returning 
product, please contact [Enter Affiliate Information]. 
As with any medical device, adverse reactions or quality problems experienced with the use of this 
product should be reported to your Sales Representative, directly to Mentor, or your National Health 
Authority.  If you have any further questions related to this notice or if you need any additional 
communications, please contact your local Sales Representative. 
The FSCA has been communicated to the relevant health authorities in the European Union, Switzerland, 
and the United Kingdom. 
 
ATTACHMENTS: 
Attachment 1: Impacted Product Codes and Lots 
Attachment 2: Product Identification Tool 
Attachment 3: Business Reply Form (BRF) 
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Attachment 1: Impacted Product Codes and Lots 

EFFECTIVE IMMEDIATELY – DO NOT USE OR DISTRIBUTE THE FOLLOWING PRODUCT LOTS 
UNTILTHE 21 GAUGE INFUSION SET HAS BEEN REMOVED. REFER TO ACTION REQUIRED FOR 
FURTHER INSTRUCTIONS. 

PRODUCT DESCRIPTION PRODUCT CODE PRODUCT LOTS UDI 
CPX™ 4 Tissue Expander, Low Height, 250CC 3548121 2153649   00081317009061 
CPX™ 4 Tissue Expander, Low Height, 350CC 3548122 2162733 2162614 00081317009078 
CPX™ 4 Tissue Expander, Low Height, 450CC 3548123 2160712   00081317009085 
CPX™ 4 Tissue Expander, Low Height, 550CC 3548124 2159312   00081317009092 
CPX™ 4 Tissue Expander, Low Height, 750CC 3548126 2164676   00081317009115 
CPX™ 4 Tissue Expander, Medium Height, 275CC 3548221 2160708 2152570 00081317009122 

  2165160 2154201   
CPX™ 4 Tissue Expander, Medium Height, 350CC 3548222 2160707 2151903 00081317009139 

  2157852 2162509   
  2164933 2159419   

CPX™ 4 Tissue Expander, Medium Height, 450CC 3548223 2159210 2159476 00081317009146 
  2164943 2162722   
  2162116     

CPX™ 4 Tissue Expander, Medium Height, 550CC 3548224 2151771 2164875 00081317009153 
  2162506 2159214   
  2160711     

CPX™ 4 Tissue Expander, Tall Height, 450CC 3548323 2159422 2164947 00081317009207 
CPX™ 4 Tissue Expander, Tall Height, 650CC 3548325 2164949   00081317009221 
CPX™ 4 Tissue Expander, Tall Height, 850CC 3548327 2162354   00081317009245 
CPX™ 4 with Suture Tabs Tissue Expander, Low 
Height, 350CC 

3549122 2162191   00081317009269 

CPX™ 4 with Suture Tabs Tissue Expander, Low 
Height, 450CC 

3549123 2164677   00081317009276 

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 350CC 

3549222 2157853 2159372 00081317009320 
  2164948 2149039   

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 450CC 

3549223 2158742 2159371 00081317009337 
  2151503 2151793   

CPX™ 4 with Suture Tabs Tissue Expander, 
Medium Height, 550CC 

3549224 2151564 2164873 00081317009344 
  2162037     

CPX™ 4 with Suture Tabs Tissue Expander, Tall 
Height, 250CC 

3549321 2164678   00081317009375 
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Attachment 2: Product Identification Tool 

Please refer to the pictures below for representative samples on how to identify the location of the subject 
product code and lots for impacted products by using the packaging labels, and for an example of where 
to locate the 21 Gauge Winged Infusion Set in CPX 4 Tissue Expander Kits. 

Tissue Expander Sales Unit Box 

 

 
Tissue Expander Sales Unit Box (Open) 

 

Lot Number 

Product Code 

Remove 21 Gauge 
Winged Infusion Set 

ONLY 
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Attachment 3: Business Reply Form (BRF) 

Business Reply Form (BRF) 
Your timely response to this recall notification is requested.  Please complete this form and fax or email it 
to [Enter Affiliate Information] or e-mail the form to [Enter Affiliate Information] within 3 business days, 
even if you do not have product subject to this recall to return. 
 
If you have product subject to this recall to return, please make a photocopy of your completed Business 
Reply Form and enclose with your return. Thank you for your cooperation. 

 
[Account Name] 

[Account Address] 

 
Product Inventory – please check one   □ We have NO inventory of product subject to this recall (removal).    □ We have product subject to this recall (removal) and are returning the following products:   □  We have product subject to this recall (removal) and we certify that following products were destroyed 

            onsite:     
  

Please complete the tables on the next page. 
 

Print Name of Person Completing Business Reply Form:  Telephone Number:  
 
 

Account Number (number used to order J&J product): Date: 

Email Address: 

Reference PO for credit, if needed. 
 
 
 
 
Signed*: 
 
*Your signature provides confirmation that you have received and understood this notification 
Your comments are welcome. 
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21 Gauge Winged Infusion Sets from Specific Lots of CPX 4 Tissue Expanders 
 

PRODUCT CODE  PRODUCT LOT 
QUANTITY 

RETURNING OR 
DESTROYED(EACHES) 

       

       

       

       

       

       

 

 


