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Vitamin D 
o Vitamin D is a fat-soluble steroid hormone precursor that is mainly

produced in the skin by exposure to sunlight. 

o Clinicians’ 25OHVITD requests from laboratory increase day by day. 

o Measurements of 25OHVITD have some difficulties due to the lack 
of standardization yet. 

o 25OHVITD analysis is performed by immunoassay, HPLC and liquid 
chromatography–tandem mass spectrometry (LC–MS/MS). 

o The choice of method for each laboratory remains a balance mainly 
between turn around time, convenience, cost and the specificity 
and accuracy of the information obtained.







Objectives
o In this study, we evaluated the analytical verification of Elecsys Vitamin D total II (VITDT2) 

assay (Roche Diagnostics GmbH; Mannheim, Germany)

o 25OHVITD method verification was performed by determining precision and trueness 
according to CLSI EP15-A3 guideline. 



Materials and Methods
o Serum 25OHVITD levels were measured on Cobas c602 according to the manufacturer's 

instruction. 
o Elecsys Vitamin D total II kit (LOT:39192001, REF: 07464215190)

o Calibrator (LOT:39454101, REF: 07464240190), VITDT 2 Cal1: 3 ng/ml Cal2: 45 ng/ml

o Abnormal control (PCVITDT1 REF: 07464266, LOT: 34262099) (L1= 13,7 ng/mL)

o Normal control (PCVITDT2 REF: 07464266, LOT: 34262199) (L2 = 28,9 ng/mL)

o The Elecsys Vitamin D total II assay employs a vitamin D binding protein (VDBP) labeled with a 
ruthenium complex as capture protein to bind 25-hydroxyvitamin D3 and D2. 



Precision
o We tested precision with 3 repeat analyses in a run over 5 sequential days for 2 levels of IQC 

materials

o Precision of VITD was considered acceptable if the CV was equal to the Roche rerun method or 
less.

Trueness
o Trueness was assessed by analyzing 80 patient samples distributed evenly over the entire 

measuring interval. 

o Results from the two methods (Elecsys VITDT2 ECLIA method and LCMSMS method) are 
compared to determine if significant differences exist.

o Statistical analysis was performed by using MedCalc (Version 15.8, Ostend, Belgium) and
EP Evaluator (Data Innovations LLC, USA)



https://datainnovations.com/allowable-total-error-table
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• The overall correlation was acceptable (r = 0,9608). 

• The results were linear with slope (a) of 1.055, intercept (b) of 0.833 ng/mL, a correlation coefficient of 0.9608



Results
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The mean percent difference of Elecsys was −2.6% compared to LC–MS/MS. 



Conclusions
o Our data show that the Roche Elecsys Vitamin D Total Assay has good correlation with LC-

MS/MS. 

o Although the LC-MS/MS method is considered reference method, it needs a special instrument 
and personnel and is thus expensive. 

o Therefore, Roche’s automated immunoassays for vitamin D total assay is more suitable for 
evaluating vitamin D status.
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