H11% B3 M (eI e o bl v R 4 Vol. 11 No. 23
2020 412 H Journal of Food Safety and Quality Dec. , 2020

ISO/IEC 17025:2017

X %

R 57
(LT RS A RAARE AR, BT 999077)

& Z: ISO/IEC 17025:2017 FRifEs | AR A A 1 A, BLR 52560 % 2 18 5 S ghAH 56 i KU FATLE, 6 1
XL A R PR R b o SRR TR XU | e B S 2 i Wb, I T HAEE . [RIET, 2017 4ERRY
PRUEWTAA T s 456 M S BT EK, A48 S50 % 0 o A R om0 R R 2% TR S g JRURS: 7K
e, HBURE FIEE . A SOOI g S AR R B, MATIBUE B | REA AL B 2 SR i A
P2, DA S OCHK Y S0 % 16 Sk B2, 35 B RGN 552 30 5 4R 1) W52 M G000 46 R A VS A XU, 4223 R 6 o i
A i B 7 XSS 7K ST 43285 o T A DG A0 RO 7 T, AR ST 243 ) ) PRI AT 8 B R4 BB, 0 Al 25 SR 2
BTG IS bR, B SRR, IR 5% FmEmEeEd:, DS s it 2%

KB SR AT KBS AL ARG B R

Addressing the new requirements under ISO/IEC 17025:2017 by testing
laboratories—Experience sharing
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ABSTRACT: ISO/IEC 17025:2017 introduces risk-based thinking that requires a laboratory to consider risks and
opportunities associated with laboratory activities, and to incorporate the actions to address risks and opportunities
into the management system. This includes identification of risks, establishment and implementation of appropriate
control measures, and evaluating the effectiveness. At the same time, the 2017 version defines the requirements for
reporting statements of conformity, including laboratory to confirm the applicable specification or standard, establish
decision rule and consider associated risk level, while obtaining agreement with the customer. This paper used a
testing activity flowchart as example. Through analyzing the processes of the flowchart from administration and
management, sample handling to reporting of test result and associated interrelated processes, it helped to identify the
potential risks that might affect the test result. Subsequently, the risks were categorized according to the evaluation by
a semi-quantitative matrix method. Regarding the decision rule, this paper discussed how to use measurement
uncertainty and guide band to judge conformity of a test result against the applicable specification or standard as well

as to consider the probability of false decisions. The importance of communication with the customer was
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emphasized, with a view to providing reference for laboratory management.

KEY WORDS: laboratory management; risks and opportunities; conformity statement; decision rule
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Fig.1 Flowchart of laboratory operation
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Fig.3 Simple acceptance decision rule
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