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April 3, 2015 

 

Subject: Discontinuation of the YSI 2300 STAT Plus Analyzer & Replacement Strategy 
 
Dear Valued YSI Customer, 
 
Due to CE RoHS (Restriction on Hazardous Substances) Legislation, YSI will no longer be able to sell the YSI 2300 STAT 
Plus Analyzer (YSI 2300) after 22 July 2016. The current plan is to replace the YSI 2300 with the YSI 2900 Biochemistry 
Analyzer (YSI 2900) after the discontinuation date.  However, YSI is currently exploring other options and should have a 
defined 2300 replacement strategy by end of July 2015.  
 
Although the YSI 2900 is not a registered 510(K) In Vitro Diagnostic (IVD) medical device, initial studies have 
demonstrated comparability between the YSI 2900 and YSI 2300 analyzers.  Regarding glucose analytical comparability 
between the YSI 2300 and the YSI 2900 models, independent verification testing was performed by a YSI key account 
client.  The verification test evaluated the performance of the YSI 2300, YSI 2700 and YSI 2900 analyzers with regards 
to: 
 

1. Linearity and accuracy of reference standards 
2. Precision of human serum samples 
3. Precision and linearity of human whole blood samples 
 

In short, the performance and specification criteria of the YSI 2900 show equivalence to the YSI 2300 and YSI 2700 
analyzers for measuring the sample types listed above.  Additionally, the client who performed the evaluation has 
already implemented the YSI 2900 platform for their own 510(K) studies. 
 
Lastly, YSI solicits your responses regarding the questions below.  Your answers will be kept confidential and will 
provide us with invaluable customer feedback for YSI 2300 replacement strategy.   
 

1. Is it possible to use a non-510(K) device for your operations?  If no, why?  If yes, what would be required to 
switch to a non-510(K) platform? 

2. If YSI does not provide a 510(K) IVD replacement for the YSI 2300, would you consider using a competitor 
product?  If yes, what competitor product(s) would you consider? 

3. If YSI does provide a 510(K) IVD replacement for the YSI 2300, what price range would you consider reasonable 
for the new medical device? 

 
If you need any additional information or would like a copy of the YSI 2300/YSI 2900 comparability study, please 
contact either your YSI sales representative or YSI Technical Support at +1(937)767-7241 or support@ysi.com.  
 
 
Best regards,  

 

 
William Miller 
Product Manager, YSI Life Sciences 


