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December 6, 2023 
URGENT: MEDICAL DEVICE RECALL 

Nurse Assist Sterile 0.9% Normal Saline 
2nd Notification: updated Actions to be taken  

 
 
Customer Name 
Street Address 
City, State, Zip Code 
 
Dear Device Distributor, 
 
Purpose of this letter 
 
The purpose of this letter is to advise you that Nurse Assist, LLC is voluntarily recalling their Sterile 
0.9% Normal Saline indicated for moistening absorbent wound dressings and for moistening, 
debriding and cleaning acute and chronic dermal lesions which is included in certain Busse products 
supplied to you. 
 
Consequently, Busse Hospital Disposables has decided to extend the recall to any of our products 
containing the affected Nurse Assist Sterile 0.9% Normal Saline. It is crucial to emphasize that the 
recall does not compromise the integrity of the kit and other components in the kit by the affected 
Sterile 0.9% Normal Saline. To date, Busse has not received any reports of serious injuries or deaths 
resulting from the failure mode associated with this recall. We remain committed to ensuring the 
safety and well-being of our customers. 
 
 

Reason for the Voluntary Recall: 
Nurse Assist has identified product in distribution for which the required sterility assurance level 
(SAL) of 10-6 cannot be guaranteed. 
 
Risk to Health: 
 
According to Nurse Assist notification the effects of specific bioburden on people “vary widely, 
ranging from no symptoms at all to serious infections”.  Possible contaminants pose little medical risk 
to healthy people and use on intact skin, but people who have certain health problems like weak 
immune systems, who are otherwise susceptible to infection or chronic lung diseases may be more 
susceptible. Some of the risks include blood stream infections, urinary tract infections or respiratory 
infections and in the worst-case scenario sepsis and death. 
 
 
Actions to be taken by the Customer/User: 
 
Following our initial recall notification dated 11.21.2023, with instructions to segregate and refrain 
use of the affected product, we want to provide further clarity on the necessary actions to be taken 
regarding the affected Nurse Assist Sterile 0.9% Normal Saline products. Our Busse team has 
actively collaborated with Nurse Assist to gather additional information and has now determined the 
final course of action. 
 
For the devices that have been shipped to your facility and identified as affected, they may now be 
destroyed. It is crucial to document the quantity of the destroyed product(s) and provide a 
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photograph of the items clearly displaying the lot number. Please use the attached destruction form 
and follow the instructions on the form to submit this information to Nurse Assist and a copy to 
Busse. 
 
Additionally, for Busse, we request you complete and submit to Busse the attached 
Acknowledgement and Receipt Form regardless of whether you have product or not. 
 
 
Affected Devices:  
 

Catalog Lot Number Quantity (CS) Busse SO Customer PO  
     
     
     

 
 
Type of Action by the Company: 

 Busse Hospital Disposables has immediately identified product in stock affected by the recall 
and segregated it.  

 Manufacture and sale of affected product has been placed on hold.  
 Alternatives have been identified for customers in need of product. Please contact our 

dedicated customer service team at 800-645-6526 for alternative options.  
 
 
OTHER INFORMATION: 

 For questions, email NurseAssistRecall@busseinc.com 
 Adverse reactions or quality problems experienced with the use of this product should be 

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

 Nurse Assist Recall Notification is attached to this letter for your reference.  
 Attachments:  

o Acknowledgement and Product Replacement Forms  
o Certificate of Destruction   

 
Authorized by: 
 
 
 
 
 
Muhamad Ansari 
Director of Regulatory Affairs 
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MEDICAL DEVICE RECALL RETURN RESPONSE 
Acknowledgement and Receipt Form 
Response is Required 
 
 
Customer Information: 
 
 
 
  0.9% Sodium Chloride Irrigation and Sterile Water, USP 
 
Lot/Serial numbers: 
 
I have read and understand the recall instructions provided in the 12/06/2023 letter.       Yes ____ No_____ 
 
Any adverse events associated with recalled product?  Yes ____ No_____ 
 
If yes, please explain:  
_________________________________________________________________________________________
_________________________________________________________________________________________
_________________________________________________________________________________________
_________________________ 
 
Affected Product Information: Include information that is applicable for affected product.  
 
Catalog Lot Busse SO Customer PO QTY Cases QTY Each 
      
      
      
 
 
 
 
Signature of Receipt ________________________  
 
 
 
Name/Title 
 
 

 

Telephone 
 
 

 

Email address 
 
 

 

 











Certificate of Product Destruction 

 

 

                        
Please document the quantity of product(s) that were destroyed in the chart below by either individual Unit or Case quantities.  
Please also include a photograph of the items you will destroy showing the lot number with the completed form to: 
nurseassist@rqa‐inc.com  
 

 

Destruction Date: _____________________________________________________________________________________________ 

Method of Destruction: ________________________________________________________________________________________ 

This certifies that the above products have been destroyed as indicated.  

Destruction Performed By (Full Name): __________________________________________________________________ 

Destruction Signature: ________________________________________________________________________________ 

Please return the completed form and product photo (if available) to: 
RQA, Inc., ATTN:  Nurse Assist Recall 
Email:  nurseassist@rqa‐inc.com  

Fax: 844‐FAX‐2RQA or (844) 329‐2772 
Phone: (888) 322‐4925 

Business/Customer Name: 
 
 

Business/Customer Address: 
 
 

Business/Customer City: 
 
 

Business/Customer State: 
 
 

Business/Customer Zip: 
 
 

Business/Customer Phone: 
 
 

PART #  LOT CODE  QUANTITY 
PACKAGE TYPE 
(UNITS or CASES) 
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