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Abstract : Objective To analyze the reference intervals of serum total bilirubin (TBIL) and serum direct bilirubin (DBIL) by
all Chinese clinical laboratories and make a comparison with the upcoming part 4 of Industry Standard WS/ T 404. Methods
Relevant information about reference intervals of all clinical laboratories participating in TBIL and DBIL testing items of
2014 national external quality assessment scheme of clinical routine chemistry was collected by a web-based external quality
assessment software,including source,grouping, verification, upper and lower limits of reference intervals and instruments,
reagents, methods and calibrators used. Microsoft Excel 2010 and SPSS 19. 0 were applied to statistical analysis. The com-
parison between reference intervals used and the upcoming Industry Standard was conducted by the simple mean ¢ test. Labo-
ratories derived from the highest percentage of source distribution whose reagent and instrument were matching with each
other were grouped according to the test systems used and the differences of reference intervals between three mainly used
test systems and the upcoming Industry Standard were also compared with the single sample mean t test. Results The num-

ber of laboratories participated in the investigation about source distribution of reference intervals for TBIL and DBIL was
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749 and 709 respectively. For these two items, the highest sources were both instructions of reagent(TBIL 58. 08% , DBIL
58. 67 %) snext were both National Clinical Laboratory Operation Rules (3rd Edition) (TBIL 29. 64 % ,DBIL 28. 91%) , the
percentages of other sources were all less than 10%. Besides, there were respectively 379 (50. 60%) and 354 (49.93%) la-
boratories verifying their reference intervals for TBIL and DBIL. The difference of the comparison between reference inter-
vals used and the upcoming Industry Standard had statistical significance ( P<Z0. 05). The using reference intervals were nar-
rower than the upcoming Industry Standard for both items. In all laboratories with reference intervals from instructions of
reagent,themating laboratories respectively accounted for 41. 88 % and 41. 48% for item TBIL and DBIL. As the single sam-
ple mean t test showed, the comparison of the reference intervals between three mainly used test systems in these mating la-
boratories and the upcoming Industry Standard had statistical significance ( P<Z0.05),except for the lower limit of DBIL
with Beckman test system (P value was 0. 068) and the upper limit of DBIL with HITACHI test system ( P value was
0. 087). Conclusion Currently, the using situation of reference intervals about TBIL and DBIL by all Chinese laboratories
was not scientific and rational enough and has significant difference with the upcoming Industry Standard. Should publish the

part 4 of Industry Standard WS/ T 404 as soon as possible, which would help clinical laboratories establishing suitable refer-

ence intervals and promote the standardization of its usage.
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