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The results from any diagnostic test should be evaluated in conjunction with a patient’s history, risk 
factors, clinical presentations, signs, and symptoms as well as the results of other tests. The observed 
biases may potentially cause diagnostic confusion or misrepresentation of the effectiveness of 
possible treatment.   
If QC fails, follow your laboratory’s standard troubleshooting and assess results obtained since the last 
acceptable QC results were obtained. Discuss any concerns regarding previously reported results with 
your Medical Director to determine if action is needed. 

Required Actions Instructions  
The following sequential instructions apply to all lots listed above and future lots until further 
notification.  

• Reagent Pack Used for Calibration  
o If your system currently has multiple HbA1c reagent packs, leave one reagent pack on 

the system and unload all other reagent packs and store at 2-8 oC (36-46 oF) until 
needed.  

o Calibrate the one HbA1c reagent pack on your system. 
o Perform QC after successful calibration. QC must be acceptable and subsequently 

performed every 8 hours of testing, for the first 2 days that the reagent pack is onboard 
the system.   

o If QC fails with a negative bias, troubleshoot according to your laboratory’s procedure.  
o If QC fails with a positive bias, load a new pack and re-calibrate following the required 

actions. Review the patient results since the last passing QC by your Medical Director. 
o After 2 days of passing within your laboratory’s established QC range, performing QC 

every 8 hours is no longer necessary on that pack. Refer to Testing section below for QC 
requirements after calibration.  

• Reagent Pack Loading – Only have one reagent pack loaded onboard your VITROS System 
at a time.  

• Reagent Pack Used for Testing   
o Once the reagent pack used for calibration is depleted, QC must be performed upon 

loading each reagent pack and must be within the laboratory’s established QC range 
prior to patient testing.  

o If the QC results are outside your laboratory’s established range with a negative bias, 
then discard that reagent pack and load a new pack to perform QC again.  

o Ortho’s observed data does not demonstrate an initial positive bias on affected reagent 
packs. If observed, follow your normal troubleshooting protocol.  
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Questions & Answers 

 
1. What is the likelihood that I will receive an affected pack? 

The occurrence rate of an affected pack is up to 6% in Lot 34-1345.  
 

2. Will QC detect if I have an affected reagent pack? When should QC be performed? What should 
I do if the QC fails?  
Yes, QC will detect an affected reagent pack after loading and performing QC.  
If the affected reagent pack is used for calibration, the QC may not detect the bias initially after loading. 
Thus, QC should be performed after calibration and every 8 hours of testing for the first 2 days.  
Refer to the Required Actions Instructions above if the QC fails with reagent packs used for calibration 
and testing. 
 

3. Why do I need to run QC samples every 8 hours of testing for the first 2 days for the reagent 
pack I calibrate on?  
After calibration on an affected pack, QC results may initially produce acceptable results. An affected 
pack may also exhibit atypical drift which would cause results, including QC, to then drift out of the 
acceptable range. If an affected pack is used for the calibration, QC will detect the atypical drift within 
the first 2 days after loading. In an abundance of caution, QC should be performed after calibration and 
every 8 hours of testing for the first 2 days.  
 

4. If I am on a previous lot, do I need to re-calibrate?  
Yes, you must re-calibrate with your current lot or new lot. Refer to the Required Actions Instructions for 
reagent packs used for calibration.  
 

5. Can patient samples be tested with the reagent pack that I have calibrated on? 
Yes, as long as the instructions in this communication are followed, the reagent pack can be used for 
patient testing due to the low probability of the occurrence rate up to 6% of reagent packs.  

 
6. Will I receive a replacement for the reagent that my laboratory discards?  

No, due to the limited supplies, only credit for the VITROS HbA1c reagent, calibrator kit and controls 
will be applied to your account.  






