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Aim of the study Results

Third generation automated methods for anti-thyroid Median was 2.2 IU/mL (0.2-27.4) and URL was 19.8 IU/mL,
peroxidase autoantibodies (TPOAb) measurement show a lower than 30.0 IU/mL, stated by the manufacturer (Table 2).
relevant difference in analytical and functional sensitivity,

and in the reference intervals stated by manufacturers. Instrument | No. Median | CV(%) =~ Min | Max | 97.5p | Suggested cut-off
The aim of the study was the evaluation of TPOAb

concentrations on the automated analyzer Maglumi in a Maglumi 2000 Plus | 120 | 22 | 1238 | 015 | 274 | 198 30.0
reference population, selected according to National

Table 2. Main statistical parameters of TPOADb in the reference population.

Academy of Clinical Biochemistry (NACB) guidelines?. TPOAD values are expressed as IU/mL.

Value distribution was not Gaussian with a positive skew, as
described in literature. Only 27% of subjects exhibited
120 subjects were selected according to NACB guidelines TPOAb concentrations <0.15 IU/mL (analytical sensitivity),

Materials and methods

(male, younger than 30 years, biochemically euthyroid, with unlike what happens with more established and frequently
no goiter, no personal/family history of thyroid disease and used methods (>50-60%) (Figure 3).
without non-thyroid autoimmune diseases) (Table 1 and Data obtained in our study confirmed the analytical
Figure 1). sensitivity declared by the manufacturer.
TPOAb were determined with a chemiluminescent
automated method on Maglumi 2000 Plus analyzer (SNIBE, vedian || A s .
Shenzhen, China) (Figure 2). 307 . B 0
Analytical sensitivity (Limit of Detection) was defined as 2] . ol N
. o < 204 (58] : -
TPOAb concentration corresponding to the mean plus 2 N caatohs % -
standard deviations of 20 replicates of the zero standard. g 104 : 1
The results were expressed as median with range (min-max) s T
. . . ._.‘m;“ﬂ_ & AE o
and the upper reference limit (URL) was established at ° wom || 2 °eNvemogqyee SNI&ER
97.5t percentile. A two-sided value of p<0.05 was TPOAL (1Ufml)
considered Staﬁstica”y Signiﬁcant. Figure 3. Distribution of TPOAb values in the  Figure 4. TPOAb frequency distribution in the
. . . reference population. reference population (A) and fraction of subjects
Statistical analyses were performed by GraphPad Prism exhibiting TPOAb concentrations lower than the
(GraphPad Prism Software, San Diego, CA, USA). analytical sensitvity (8).
Coss | Mo | Facton() | Aee’ v Discussion and conclusions
0-10 yrs 20 17 8.0:2.1 mis20me
1115yrs | 30 25 131415 26% ml” o The new automated method showed a high analytical
16-20yrs | 18 15 17.2£12 ) < ) e sensitivity and was therefore able to measure TPOAb
z:—:zvrs z Z z:;il 17% U concentrations in most of the samples obtained from healthy
-30 yrs 3+1. 15% . . . . L.
o30ys | 120 100 186475 subjects. For this reason, methods with analytical sensitivity
Table 1. Classes of age. Figure 1. Schematic representation of age of less than 1 IU/mL, such as that used on Maglumi analyzer,
*Mean t Standard Deviation classes. . .
could be considered as the fourth generation.
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