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Device and test kit differences
Method Number Coefficient of Variation  (%)

1 159 26.2
2 25 35
3 13 9.8
4 164 26.8
5 145 40.7
6 168 30.6
7 45 34.9
8 16 29.8
9 16 17.3

Mean Result Ranges: 1556 to 4371 nG/mL CG2-A;2004



CLINICAL INTEROPERABILITY

• Clinical interoperability is the ability of two or more systems to exchange information 
(laboratory results) and to use equivalent results for trending purposes, clinical decision 
support and machine learning algorithms. 

• Lab data will only achieve true, safe clinical interoperability if one of the two conditions are 
met:

• Same test (defined as same analyte/observable performed on the same specimen type)
• Same Instrument Platform
• Same Test Kit

OR

• Same Test
• The IVD manufacturer has calibrated their assay to a reference “gold standard” in order to harmonize their 

results with those of other IVD manufacturers. Only assays that undergone this harmonization process can 
be considered equivalent regardless of platform and/or test kit.
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