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Urgent – Medical Device Field Safety Corrective Action 

EVOTECH® Endoscope Cleaner and Reprocessor (ECR), P/N: 50004 and P/N: 50004-

002 

14
th

 May 2015 

 

Please distribute this information to appropriate personnel at your facility. 

 

Dear Valued Customers, 

 

This communication is to notify you that Advanced Sterilization Products (ASP) recently 

determined, as part of its routine quality program, that the EVOTECH
®

 Endoscope Cleaner 

and Reprocessor (ECR) may not detect an improper endoscope connection on two 

channels, and subsequently pass the cycle without cancellation if there is a disconnected 

scope.  The likelihood of this occurrence is low, and ASP has not received complaints or 

reports of adverse events related to this issue. 

 

The EVOTECH
®

 ECR is designed to verify endoscope connections for each cycle.  If an 

improper connection is detected, the system is designed to stop and cancel the cycle.  This 

system detection, along with a user verification step stated in the User’s Guide to verify the 

connections of the endoscope channels before and after the completion of a cycle, help to 

ensure that an endoscope has been processed properly.   

 

 

DESCRIPTION OF ISSUE 

 

ASP has discovered a fault condition on the interface board which may cause an anomaly 

in some cycles, preventing the ability to detect improper connections of Channels 3 and/or 

4, allowing the cycle to complete without cancelling.  The EVOTECH
®

 ECR is susceptible 

to this issue when all three (3) of the following circumstances take place during the same 

cycle:  

1. The EVOTECH
®

 ECR is affected by the fault condition on the interface board, and 

causes an anomaly within a cycle. 

2. The endoscope is improperly connected to Channels 3 or 4. 

3. The user does not inspect all connectors and adapters during loading and unloading 

of the scope as stated in the User’s Guide.  

 

As a reminder, ASP has not received complaints or reports of adverse events related to this 

issue. 

 

PRODUCTS AFFECTED 

 

Product Code Product Description 

50004, 50004-002 EVOTECH® Endoscope Cleaner and Reprocessor (ECR) 
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WHAT ACTIONS ARE RECOMMENDED? 

 

Please note this is not a removal of the EVOTECH
®

 ECR and customers may continue to 

use the product in accordance with the User’s Guide.  ASP is in the process of correcting 

this issue; your system will be updated when the correction is available. ASP advises the 

customer to follow the below precautions until your system has been updated: 

 

 Ensure that the steps below in the User’s Guide for the EVOTECH
®

 ECR are 

followed completely and accurately as per Chapter 3, Processing Endoscopes, of 

the EVOTECH
®

 Endoscope Cleaner and Reprocessor (ECR) User’s Guide (Product 

Code 99902-07): 

 

1. Loading and Connecting an Endoscope, Step 5: Attach the appropriate 

tubing set to the scope being reprocessed.  Attach the leak test tubing first. 

Then proceed to attach the tubing set designed to be used with the particular 

endoscope. The tubes are color-coded and numbered. They fasten onto the 

system connections and onto the endoscope. Make sure all connections are 

tight and the tubing sets are correctly attached. Double-check the connectors 

and adapters for correct placement and secure attachment. 

 

2. Unloading an Endoscope, Step 3: Inspect all connectors and adapters prior 

to removing the scope. Make sure they are still correctly attached and 

undamaged. If they are not attached or if they are damaged, reattach them 

and reprocess the scope. If they are correctly attached and undamaged, 

proceed to the next step to disconnect the scope. 

 

 Appendix A includes these instructions from the latest version of the User’s Guide 

(Product Code 99902-07) for “Loading and Connecting an Endoscope” and 

“Unloading an Endoscope.” 

 

 

ACTION REQUIRED FROM YOU 

 

You are receiving this letter because our records indicate that you have received an 

EVOTECH® ECR. To report any complaints or suspected problems with your 

EVOTECH® ECR related to this letter, please contact your ASP Representative. 

 

1. Read this notice carefully. 

 

2. Ensure anyone in your facility impacted by this notification reads this letter 

carefully. Please retain this document with EVOTECH® ECRs in your facility. 

 

3. Complete the Customer Acknowledgement Form and pass it to your ASP 

Representative or fax it to 6720 0750 within 2 business days.  

 

4. 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. 
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The U.S. Food and Drug Administration (FDA) has been notified and is aware that ASP is 

voluntarily communicating this information. 

 

We know that you place a high value in our products.  We appreciate your cooperation in 

this matter and value you as our customer. ASP is committed to maintaining your 

confidence in the safety and quality of our products. 

 

Thank you for your cooperation and patience. 

 

Yours sincerely, 

 

Cherie Yip 

Regulatory Affairs Specialist 
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Appendix A 
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Appendix A 

(Continued)
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Appendix A 

(Continued)
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Appendix A 

(Continued)
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Appendix A 

(Continued)
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Appendix A (Continued) 

 




