
 

McKesson Medical-Surgical Inc. 
 
www.mckesson.com 
RC-2026-166 

URGENT MEDICAL DEVICE RECALL  

 
 

July 30, 2026 
 
 
Dear Valued McKesson Customer:  
 
Convatec has notified McKesson Medical-Surgical Inc. (MMS) of an Urgent Medical Device Recall Notice regarding 
specific lot(s) of their Esteem Body™ Soft-Tap Convex Urostomy Pouch. This notice has been issued due to the 
product not performing as intended which is resulting in leaks for a limited subset of products. Affected product first 
shipped October 9, 2025. 
 
This Urgent Medical Device Recall is being done with the knowledge of the U.S. Food and Drug Administration. 
McKesson Medical-Surgical Inc. has taken appropriate action per this notice. 
 
For questions regarding this notification, please contact Convatec at (800) 422-8811. 
 
A review of our records indicates that your company may have purchased items included in this notification. Carefully 
review the information in this letter and follow the instructions provided below. 
 

Refer to the table below for a list of affected item(s) and lot number(s) distributed by McKesson Medical-Surgical 
 

MMS # MFG Catalog # Description Affected Lot(s)  Exp. Date 

***SEE TABLE ATTACHED*** 

 
McKesson Customer Instructions: 

 
1.) Immediately discontinue use of any product matching the affected item(s) and lot number(s) listed above.  

If you have no product matching the affected item(s) and lot number(s), no further action is needed 
 

2.) A copy of the Urgent Medical Device Recall from Convatec has been included for reference. 
 
3.) If you have product affected by this notice, fill out the McKesson Reply Form and return it to our Corporate 

Customer Service Center via email at MMSRecalls@McKesson.com or fax at (866) 871-0270. To ensure 
timely credit to your account and support the completion of this notice, please respond within 30 days. Please 
note: Credit will only be issued for the affected Lot(s) of the product(s) listed above and entered on the reply 
form. Please place a new order for replacement product if there is an immediate need. 
 

4.) Please dispose of any affected product in your possession in accordance with your institution’s policies and 
procedures. 
 

5.) If you have further distributed any of the item(s) referenced in this notification, provide your accounts with a 
copy of this notification. 

 
We sincerely apologize for any inconvenience this notice may have caused you and your staff.   If you have any 
questions about information provided in this communication, please contact our McKesson Medical-Surgical Recall 
Message Center at MMSRecalls@McKesson.com or call (800) 688-8840. 
 
 
 
Thank you for your prompt attention, 
 

McKesson Medical-Surgical Inc. 

mailto:MMSRecalls@McKesson.com
mailto:MMSRecalls@McKesson.com
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MMS # 
MFG 

Catalog # 
Description Affected Lot(s)  

1243497 423716 
POUCH, UROST DURAHESIVE 

PRECUTBARR TRNSPRNT 20MM 10" 
(10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243493 423712 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-45MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243494 423713 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-35MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 
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MMS # 
MFG 

Catalog # 
Description Affected Lot(s)  

1243494 423713 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-35MM 10" (10/BX) 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243504 423727 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-25MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243501 423723 
POUCH, UROST DURAHESIVE CUT-
FIT BARR OPAQ 10-25MM 10" (10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243503 423726 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-35MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 
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MMS # 
MFG 

Catalog # 
Description Affected Lot(s)  

1243503 423726 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-35MM 10" (10/BX) 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243492 423705 
POUCH, UROST DURAHESIVE CUT-
FIT BARR OPAQ 10-25MM 10" (10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243496 423715 
POUCH, UROST DURAHESIVE 

PRECUTBARR TRNSPRNT 15MM 10" 
(10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243499 423718 
POUCH, UROST DURAHESIVE 

PRECUTBARR TRNSPRNT 30MM 10" 
(10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

 



 

McKesson Medical-Surgical Inc. 
 
www.mckesson.com 
RC-2026-166 

 

MMS # 
MFG 

Catalog # 
Description Affected Lot(s)  

1243499 423718 
POUCH, UROST DURAHESIVE 

PRECUTBARR TRNSPRNT 30MM 10" 
(10/BX 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243491 423704 
POUCH, UROST DURAHESIVE CUT-
FIT BARR OPAQ 10-35MM 10" (10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243498 423717 
POUCH, UROST DURAHESIVE 

PRECUTBARR TRNSPRNT 25MM 10" 
(10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243502 423725 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-45MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

 



 

McKesson Medical-Surgical Inc. 
 
www.mckesson.com 
RC-2026-166 

 

MMS # 
MFG 

Catalog # 
Description Affected Lot(s)  

1243502 423725 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-45MM 10" (10/BX) 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243500 423722 
POUCH, UROST DURAHESIVE CUT-
FIT BARR OPAQ 10-35MM 10" (10/BX 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   

1243495 423714 
POUCH, UROST CUT-FIT BARR 
TRNSPRNT 10-25MM 10" (10/BX) 

5H04775 5K01320 5L01042 

5J00257 5K01321 5L01162 

5J00475 5K01500 5L01935 

5J00903 5K01541 5L02306 

5J01426 5K02079 5L02524 

5J01512 5K02080 5L04677 

5J02234 5K02095 5L04679 

5J02340 5K02104 6A00067 

5J02361 5K03003 6A00218 

5J02362 5K03008 6A00219 

5J02732 5K06686 6A01521 

5K00013 5L00231 6A01717 

5K00338 5L00444 6A01964 

5K00713 5L01041   
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McKesson Medical-Surgical Inc.       July 30, 2026 
Medical Device Recall Reply Form: RC-2026-166 
Convatec - Esteem Body Soft-Tap Convex Urostomy Pouch 

 
Complete this reply form and return all pages immediately via email to MMSRecalls@McKesson.com or fax at 
(866) 871-0270 should you have affected product. 
 
To ensure timely credit to your account and support the completion of this notice, please respond within 30 days. 

Date: _____________ Ship to Acct Number: ___________________________ 

Your Name: ____________________________________ Email Address: ________________________________ 

Phone Number: _________________________________ Fax Number: __________________________________ 

Account Name: _________________________________________________________________________________ 

Address: ______________________________________________________________________________________ 

City, State Zip: _________________________________________________________________________________ 
 

  I acknowledge that I DO HAVE product affected by this notification and have disposed of this product in accordance 
with my institution’s policies and procedures. 

 

Qty 
Unit of 

Measure 
Affected Lot 

#(s) 
MMS # 

MFG 
Catalog # 

Description 

      1243497 423716 
POUCH, UROST DURAHESIVE PRECUTBARR TRNSPRNT 

20MM 10" (10/BX 

      1243493 423712 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-45MM 10" 

(10/BX) 

      1243494 423713 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-35MM 10" 

(10/BX) 

      1243504 423727 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-25MM 10" 

(10/BX) 

      1243501 423723 
POUCH, UROST DURAHESIVE CUT-FIT BARR OPAQ 10-

25MM 10" (10/BX 

      1243503 423726 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-35MM 10" 

(10/BX) 

      1243492 423705 
POUCH, UROST DURAHESIVE CUT-FIT BARR OPAQ 10-

25MM 10" (10/BX 

      1243496 423715 
POUCH, UROST DURAHESIVE PRECUTBARR TRNSPRNT 

15MM 10" (10/BX 

      1243499 423718 
POUCH, UROST DURAHESIVE PRECUTBARR TRNSPRNT 

30MM 10" (10/BX 

      1243491 423704 
POUCH, UROST DURAHESIVE CUT-FIT BARR OPAQ 10-

35MM 10" (10/BX 

      1243498 423717 
POUCH, UROST DURAHESIVE PRECUTBARR TRNSPRNT 

25MM 10" (10/BX 

      1243502 423725 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-45MM 10" 

(10/BX) 

      1243500 423722 
POUCH, UROST DURAHESIVE CUT-FIT BARR OPAQ 10-

35MM 10" (10/BX 

      1243495 423714 
POUCH, UROST CUT-FIT BARR TRNSPRNT 10-25MM 10" 

(10/BX) 

*Discard Affected lot numbers only 
   

mailto:MMSRecalls@McKesson.com


 

 

* The affected lot number(s) are listed on the McKesson customer letter. Please dispose of affected 
product in accordance with your institution’s policies and procedures. 

 

Credit will only be issued for product(s) listed above with affected lots. 
 
 

If you have any questions about information provided in this communication, please contact the McKesson 
Recall Message Center at MMSRecalls@McKesson.com or call (800) 688-8840. 
 
 
 
 
 
 
 
 
 
 
 
 

mailto:MMSRecalls@McKesson.com
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Convatec Reference: TW-2830151 
Issue Date: July 2026 
Notice Type: New / USA 

 

 
Urgent: Medical Device Recall   

Esteem Body™ Soft-Tap Convex Urostomy Pouch 
 
 

Dear Customer,  

Convatec is voluntarily initiating a Medical Device Recall for selected batches of Esteem Body™ Soft-Tap 
Convex Urostomy Pouches due to the product not performing as intended which is resulting in leaks for a 
limited subset of products.  
 

1. Description of the issue 

Through routine complaint handling and post-market surveillance (PMS) activities, Convatec identified 
an increasing trend in complaints, and as a result, an internal investigation was initiated. 
 
This investigation determined the following: 

• A variability in the Soft-Tap interference fit (i.e., the sealing interface between the plug and the 
tap/stem) in a limited subset of Esteem Body™ Soft-Tap Convex Urostomy Pouches. 

• This variability may result in the product not performing as intended, specifically leading to leakage 
from the Soft-Tap cap during use. 

• Reported instances have primarily occurred following connection to a night drainage system, where 
the integrity of the plug-to-tap seal may be compromised. 
 

The issue is isolated to specific Esteem Body™ Soft-Tap Convex Urostomy Pouches only.  
 
No other Esteem Body™ products, including urostomy batches not listed and, Drainable or Closed-End 
pouch variants, are impacted. 
 

 

2. Affected product details 

Details of the affected product codes and corresponding lot numbers are provided in Appendix 2. 

 
   

 

 

 

Figure 1. Example affected product 

 

 

 

  

Figure 2. Example of Soft Tap seal area 

How to identify 

After disconnecting the soft tap from a night drainage system or leg bag, 

inspect the tap to ensure it continues to function correctly.  

1. Check whether the tap remains securely sealed.  

2. If no leakage is observed after disconnection, the seal can be  

considered effective and the pouch may continue to be used as 

intended. 

3. Convatec does not advise avoiding disconnection to prevent leaks.  

Important: This information is intended for patients who currently have 

an affected pouch in use while replacement product is obtained. 

Healthcare providers and distributors should continue to follow the recall 

actions described in this notice and should not distribute affected 

product. 

 

Our records indicate that you may have received the affected 

units distributed between October 9, 2025, to May 11, 2026. 
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3. Patient safety 

The issue may result in leakage from the Soft Tap cap during use, which may lead to skin irritation, 
interruption of therapy, product replacement requirements, inconvenience, property damage, and other 
consequences associated with unintended leakage. Convatec is conducting this recall to remove affected 
product from the market and prevent further occurrence of the issue. 
 
To date, Convatec has received 90 complaints associated with leakage of the affected product. Based on 
information currently available, no serious injuries have been reported in connection with these complaints. 

 

4. Required actions 

4.1 Distributors, Wholesalers, Clinical Facilities, & Hospitals 

Please take the following actions immediately: 

• Examine your inventory and identify all affected product lots using the lot numbers provided in the 

enclosed Product Identification Table (Appendix 2). 

• Immediately quarantine and discontinue distribution, sale, transfer, and use of all affected 

product to prevent further distribution or use. 

• Inform all appropriate personnel within your organization, including those responsible for inventory 

management, purchasing, distribution, and product use, of this recall action. 

• If you have further distributed, transferred, or supplied any affected product, you must 

immediately notify all consignees and customers who may have received the affected product. 

Provide them with a copy of this recall notification and instruct them to take the actions described in 

this notice. 

o Important: If not Convatec please contact the supplier from whom the product was 

purchased to report any affected inventory and obtain instructions regarding product 

disposition. 

• Acknowledgement: Please confirm receipt of this notice and your compliance with the required 

actions by completing and returning the enclosed acknowledgement form (appendix 1) to 

us.customerservice@CONVATEC.COM no later than by August 07, 2026.  

• If affected product is identified within your inventory, Convatec will provide a Certificate of 

Destruction (COD) for completion. 

• Following destruction, please complete and return the signed Certificate of Destruction (COD) to 

Convatec as evidence to support compliance with this action.  

 

 
 

4.2 End-Users / Patients 

Please take the following actions immediately: 

• Review your supplies: Examine your personal supplies and determine whether you have any 

affected product identified in the Product Identification Table (Appendix 2). 

• Discontinue use and obtain replacement product: If you identify affected product, discontinue use 

of the affected device and contact your supplier, healthcare provider, or Convatec representative to 

obtain replacement product as soon as possible. 

• Interim Instructions (if replacement product is not yet available): If replacement product is not 

immediately available and continued use is necessary, follow the interim precautionary instructions  

 

mailto:us.customerservice@CONVATEC.COM
Shani Standberry-Moss
Cross-Out
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provided in Section 2 of this notice for performing leakage checks. These interim measures are 

temporary and do not replace the need to obtain replacement product as soon as possible. 

• Acknowledgement: Please confirm receipt of this notice and your compliance with the required 

actions by completing and returning the enclosed acknowledgement form (appendix 1) to 

us.customerservice@CONVATEC.COM no later than by August 07, 2026.  

• Our me+ Team is available to assist you with any questions you may have regarding this 

communication and provide product alternatives if needed. Please contact cic@convatec.com or  

1-800-422-8811. 

 

 

 
4.3 Sales Representatives 

 

• Cease Distribution 

• Immediately stop all sales, distribution, and promotion of affected products. 

• Do not supply affected stock to customers under any circumstances. 

• Identify and Segregate Inventory 

• Review all personal stock, consignment stock, demonstration kits, and customer-held inventory 
(where visibility is available). 

• Identify affected lot numbers. 

• Dispose of the affected product  

• Notify Customers 

• Promptly inform all affected end-users within your territory using the approved recall notice.  

• Ensure only approved, final recall wording is used (no modification). 

• Regulatory Compliance  

• Complete the Response Form below (Appendix 1) and return to 
us.customerservice@CONVATEC.COM within 15 days.   

• Complete a certificate of destruction (COD) (provided in the email package) and return within 15 
days.  

 

 

5. Transmission of Notice & Reporting  
• This notice must be shared with all individuals within your organization who need to be informed, as well 

as any external organizations to whom the potentially affected devices may have been supplied or 

transferred. 

• Please ensure continued awareness of this notice and the associated actions for an appropriate period, 

so that the corrective measures remain effective across your organization. 

• All device-related incidents or complaints should be reported to the manufacturer, distributor, or local 

representative. Such reporting provides essential feedback for ongoing safety monitoring. 

• This recall is being conducted with the knowledge of the U.S. Food and Drug Administration (FDA).  

• Adverse reactions or quality problems experienced with the use of this product can be reported to the 

FDA’s MedWatch Adverse Event Reporting program either online, by regular mail or by fax.  –  

o Complete and submit the report Online: www.fda.gov/medwatch/report.htm  

o Regular Mail or Fax: Download form https://www.fda.gov/safety/medical-product-safety-

information/medwatch-forms-fda-safety-reporting or call 1-800-332-1088 to request a reporting 

form, then complete and return to the address on the pre-addressed form, or submit by fax to 1-

800-FDA-0178   

• Please continue to inform Convatec of any adverse events associated with this product through your 

usual reporting channels. 

 

 

mailto:us.customerservice@CONVATEC.COM
mailto:cic@convatec.com
mailto:us.customerservice@CONVATEC.COM
http://www.fda.gov/medwatch/report.htm
Shani Standberry-Moss
Cross-Out

Shani Standberry-Moss
Cross-Out
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6. Contact information 

• Distributors, Wholesalers, Clinical Facilities, & Hospitals 

Replacement product and general questions: us.customerservice@CONVATEC.COM or  
Credits & response form questions: us.customerservice@CONVATEC.COM  

Recall related questions: fsca-id@convatec.com  

 

• End-Users / Patients 

Replacement product and general questions: cic@convatec.com 
Recall related questions: fsca-id@convatec.com  
 

 

 

Convatec remains committed to transparency, regulatory compliance, and delivering high quality products 

Thank you for your understanding and we apologize for any inconvenience this action may cause.  

 
 

Sincerely,  

Steeve Lamvohee 

 
 
 
 

 

 

Head of Regulatory Affairs 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

mailto:us.customerservice@CONVATEC.COM
mailto:us.customerservice@CONVATEC.COM
mailto:fsca-id@convatec.com
mailto:cic@convatec.com
mailto:fsca-id@convatec.com
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