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In the clinical laboratory, stability testing is an important step to ensure the test performance
is stable to the end user. The most traditional approaches (e.g. accelerated and real-time
stability) focus on evaluating the overall shelf-life of reagent kits in storage and shipping
conditions. On the other hand, these are usually inadequate for estimating the optimal
reaction time range, which is essential for in-house validation. Here, we show an accessible
approach to evaluate the accuracy over time in Thyroid-Stimulating Hormone (TSH)
quantification. Controls were read in triplicate for 15 min at different time intervals, including
the optimum reaction time indicated by the supplier (around 10 min). MAPE was estimated
by comparing the concentration from precision studies with each time interval, and a MAPE
>20% indicated instability"2. MAPE shows up as a reliable approach for estimating result
stability in the clinical laboratory (Figure 1).

Figure 1: Evaluation of TSH quantification accuracy over time
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Interval Concentration M(::)E

20 (min) (WlU/mL)
01:00 7.56£2.50 27.62
02:00 10.70+1.53 236
03:00 8.5810.22 17.89
04:00 6.13¢1.30 41.37
= 05:00 7.7120.30 26.25
_EI 06:00 8.8810.18 14.99
% 07:00 8.8620.51 15.25
% 08:00 9.19+1.11 12.03
= 09:00 11.43+0.87 9.38
10:00 10.95+0.76 478
11:00 12.37+1.29 18.41
12:00 12.69+1.01 21.44
0 13:00 13.06+0.97 24.94
0 5 10 18 14:00 14.82+0.98 41.85
Time (min) 15:00 15.84:0.31 5155
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