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Performance verification of Abbott i2Z000SR automatic chemiluminescence
analyzer for detecting five items of thyroid function”
LI Yue .CHEN Yagiong sQIN Junlong ,MO Hongmei ZHANG Xiuming*“
Department of Medical Laboratory s Luohu District People’s Hospital s
Shenzhen sGuangdong 518000,China

Abstract: Objective To evaluate and verify the methodological performance of Abbott i2000SR automatic
chemiluminescence analyzer in the detection of five items of thyroid function [ thyrotrophic hormone (TSH),
free triiodothyronine (FT3),free thyroxin hormone (FT4),total triiodothyronine (TT3) and total thyroxin
hormone (TT4)], and to explore the clinical application value of five indicators in thyroid diseases.
Methods One hundred and eighty patients with abnormal thyroid function receiving the treatment in this hos-
pital during 2018 were selected,including 90 cases of hyperthyroidism Chyperthyroidism group) and 90 cases
of hypothyroidism C(hypothyroidism group). Meanwhile 90 people undergoing health physical examination
were selected as the healthy control group. The differences of various indexes detection results were compared
between different groups. According to the requirements of the Accreditation Criteria for the Quality and
Com petence o f Medical Laboratories (1ISO15189) ,as well as referring to EP series documents of CLLSI and re-
lated standards,the precision,accuracy,analysis and measure range,reference interval and uncertainty conduc-
ted the evaluation and analysis,then their results were compared with the recognized quality targets or manu-
facturer stated performance indicator. Results The within-run precision and between-run precision of the five

thyroid function items were 1. 08% —4.55% and 1.08% —5. 11 % ,respectively;the accuracy met the laborato-
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ry requirements. The linear range of the validation of TSH,FT3,FT4,TT3 and TT4 is within the range of
manufacturers, showing the good linearity relation (R*>>0. 993 2) ;the coincidence rate of reference intervals
reached 100% ;the evaluation results of uncertainty met the requirements. Compared with the hypothyroidism
group,the TSH level in the hyperthyroidism group was significantly decreased (P <C0.05), while the FT3,
FT4,TT3 and TT4 levels were significantly increased (P <C0. 05) ;compared with the health control group,the
TSH level in the hypothyroidism group was significantly increased (P <C0.05),and the FT3,FT4,TT3 and
TT4 levels in the hyperthyroidism group were significantly increased (P <C0.05). Conclusion The perform-
ance verification of Abbott i2000SR automatic chemiluminescence analyzer for the detection of TSH, FT3,
FT4,TT3 and TT4 meets the clinical requirements with high precision,high accuracy,wide linear range,accu-

rate and reliable detection results,and can be used in the detection of large scale of clinical samples. Moreover,

TSH,FT3,FT4,TT3 and TT4 have the important value in the diagnosis of thyroid diseases.
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