

November 19, 2002


Item:  
4341B Thoracentesis Catheters in Thoracentesis Trays Distributed by Allegiance Healthcare Corporation

General Information:  
ECRI, a medical device safety organization, issued a critical alert regarding the potential threat caused by some thoracic catheters in Pharmaseal Thoracentesis Trays distributed by Allegiance Healthcare Corporation.  When contacted by the National Center for Patient Safety, Allegiance Healthcare provided a recall notice (see Attachment 1).  They also confirmed that at least 28 VA medical centers are using this product.

Specific Information:
The catheters in the following lot numbers may be brittle creating the potential for breakage during use. These catheters, which are used to aspirate fluid from the lungs, are only exposed after they are inserted into the patient; therefore they cannot be examined for flexibility or strength prior to insertion.  Possible complications resulting from fragmented catheters are foreign-body reactions, infection, and the need for surgery to remove the fragments.

	Catalog No.
	Lot Numbers

	4341B
	L1J035X      L1J088       L1K042        L1K058         L1K070         L1L057X      L1N018      L1N031        L1N039X      L1N094          L1P017        L1P045      L1S015        L2A012         L2A021        L2A048        L2A075      L2B039        L2B047         L2B073          L2C012        L2C038     L2C083        L2D041         L2D067          L2E036


Action:
1.  Remove all stock with the identified lot numbers from the inventory.


2.  Follow product return instructions provided on Attachment 1 and Attachment 2. 

Contact:
Joe DeRosier or Bryanne Patail at the VA National Center for Patient Safety, (734) 930-5890.  

Attachment 1 of 2

Recall Notice from Allegiance Healthcare Corporation   


November 15, 2002

                     Product Description:  4341B THORACENTESIS TRAY WITH CATHETER

	Catalog Number
	Lot Numbers

	
	

	   4341B


	L1J035X      L1J088        L1K042          L1K058         L1K070         L1L057X        L1N018       L1N031        L1N039X       L1N094         L1P017         L1P045          L1S015       L2A012        L2A021          L2A048         L2A075         L2B039          L2B047       L2B073        L2C012          L2C038        L2C083         L2D041         L2D067       L2E036


Dear Valued Customer,

Allegiance Healthcare has identified that a number of the 4341B thoracentesis catheters, within the above listed thoracentesis tray, in the Lot Numbers listed above, may be brittle, thus creating the potential for breakage during use.  In our effort to provide the highest level of quality products to our customers, Allegiance Healthcare has issued a voluntary recall of these products.  The Food and Drug Administration has been made aware of our action.

Our records indicate that your facility may have purchased the above referenced products.  Please search your inventory and follow the steps outlined below.

STEP 1
Inspect your inventory and immediately segregate any affected product containing the above referenced lot numbers.

STEP 2
For product return and instructions on how to obtain a no cost replacement please contact Allegiance Healthcare Customer Service.  
If you are a Hospital, call:  800.964.5227 







All other customers call:    888.444.5440

To avoid a stock out situation, only product with the affected lot numbers will be replaced.

STEP3
Please fax (847.689.9101) the attached Acknowledgment Form regardless of if you have found affected product or not.  This document helps to ensure that our customers have received the recall notification.  

STEP 4
If you are a distributor, please follow steps 1 through 3.  In addition, you must notify all customers who received affected product distributed by you.  All product returns and product replacements should be handled by you the distributor.

Allegiance Healthcare has investigated this situation and has initiated appropriate corrective action to ensure patient safety.  Please accept our apology for any inconvenience this may have caused you and your staff.  If you should have any questions regarding this action, please contact Quality Systems-Professional Services at 1.800.292.9332.
Sincerely,

Patricia Sharpe-Gregg

Director, Quality Systems

Allegiance Healthcare Corporation


        File No. 2002466
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Recall Notice from Allegiance Healthcare Corporation
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               a Cardinal Health company
CUSTOMER ACKNOWLEDGMENT FORM

ALLEGIANCE HEALTHCARE

RECALL NOTICE DATED:  NOVEMBER 15, 2002

This is to acknowledge that we have received your communication, concerning the above referenced action.  We have reviewed the documentation and are providing you with the following checked information:

INVENTORY SECTION

 FORMCHECKBOX 

We have no affected inventory within our possession.
 FORMCHECKBOX 

We have affected inventory within our possession.


The following quantities of the 4341B Thoracentesis Tray have been identified in our facility:

	Lot Code
	Qty
	Lot Code
	Qty
	Lot Code
	Qty
	Lot Code
	Qty
	Lot Code
	Qty

	L1J035X
	
	L1N018
	
	L1S015
	
	L2B047
	
	L2D067
	

	L1J088
	
	L1N031
	
	L2A012
	
	L2B073
	
	L2E036
	

	L1K042
	
	L1N039X
	
	L2A021
	
	L2C012
	
	
	

	L1K058
	
	L1N094
	
	L2A048
	
	L2C038
	
	
	

	L1K070
	
	L1P017
	
	L2A075
	
	L2C083
	
	
	

	L1L057X
	
	L1P045
	
	L2B039
	
	L2D041
	
	
	


SIGNATURE SECTION


Print name of person completing this form









Print Institution Name, City, State, Zip









Signature of person completing this form: 






______


If your facility is a member of a health system or group operation, please identify on this line:


_











Please return this form via fax to 1.847.689.9101

File No. 200246
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