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November 7th, 2023 

Subject: RNA Medical CVC 223 Range Update set lot 322342 

Dear Valued Customer, 

RNA Medical has been working with the original equipment manufacturer (OEM) of the 

Avoximeter models to determine the cause of the out-of-range recoveries noted in the field 

using controls from CVC223 set lot 322342. The creation of the Avoximeter expected values 

which are published on the data insert derive from the OEM’s data analysis using historical field 

data in combination with in-house lab testing. Following the review of the out-of-range 

communications along with a review of the data generation process, it was determined that an 

error in outlier analysis created incorrect bias data.  

The data generation process has been corrected and new values are being provided for set lot 

322342.   The new ranges are on the second page of this notification letter. 

We sincerely apologize for these errors and the difficulties you have experienced while awaiting 

this communication. We strive to provide high quality and positive experience with our RNA 

Medical products.  
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Change of values for part CVC223, lot 322342, exp date 2024-09-30 as of November 7, 2023. 
  

 
  
 
If you have any questions, please feel free to reach out using the contact information below. 

 

RNA Medical, Division of Bionostics, 
Inc. 
7 Jackson Road 
Devens, MA 01434 
Phone: 978-772-9070 / 800-533-6162 
E-Mail: customerservice@rnamedical.com 
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