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QIMA Decision Rule for Reporting Statements of Conformity

1. Introduction

The 2017 revisions to the ISO/IEC 17025 standard include a requirement for test reports to include Statements of
Conformity. In general, a Statement of Conformity describes whether a test result meets or does not meet a specified
requirement. Additionally, in ISO/IEC 17025:2017, a new term “Decision Rule” was introduced, which is a “rule that
describes how measurement uncertainty is accounted for when stating conformity with a specified requirement”.
Essentially, a decision rule specifies pass/fail criteria. Measurement uncertainty relates to the margin of doubt that

exists for the result of any measurement, as well as how significant the doubt is.

Although the term “Decision Rule” is new, it is not a new concept as a similar requirement was mentioned in ISO/IEC
17025:2005, which stated that “When statements of conformance are made, the uncertainty of measurement shall be

taken into account.”

When a statement of conformity to a specification or standard is required, the decision rule selected is to be
communicated to and agreed with the customer. Decision rules need to be documented and need to take risk into
account. The test results with a Statement of Conformity need to be clearly identified as such, including which
specifications are met or not met, and what decision rule has been applied. A decision rule for a non-numerical result,
such as whether or not a toy contains a small part, is simple as there is essentially no margin of doubt — either it contains

a small part or it does not.  For numerical results, such as chemical tests, the decision rule is more complex.

QIMA has established a global Standard Operating Procedure relative to how we select a decision rule when we report
client results according to the requirement in ISO/IEC 17025:2017 (see Figure 1). When a statement of conformity is
required, the QIMA decision rule will be applied when no decision rule is inherent in the law, regulation, standard,

specification or client’s requirement.
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2. QIMA Decision Rule Selection Process

Figure 1
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3. QIMA Decision Rule

For non-numerical results (e.g. observation, grading, rating):

A statement of conformity will be reported directly according to the test result and the specified requirement /

specification.

For numerical results:

A statement of conformity shall be reported based on the expanded uncertainty with a 95% confidence interval. When
the measured value +/- the expanded uncertainty with a 95% confidence interval overlaps the limit, no declaration of

conformity can be made.

The influence of expanded uncertainty on numerical results can be divided into ten cases illustrated in Figures 2 and 3

below:
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Notes: U = expanded uncertainty calculated by the QIMA laboratories of the site.
e (Case laand 2a: When the measured value is extended up or down by the expanded uncertainty and the results
all fall in green areas, a statement of meeting the requirements of the specification is declared, expressed by

www.QIMA.com 3

1997-2021 © QIMA all rights reserved


http://www.qima.com/

QIMA

"Pass". The false accept risk is up to 2.5%.

e (Case le and 2e: When the measured value is extended down or up by the expanded uncertainty and the results
all fall in pink areas, a statement of not meeting the requirements of the specification is declared, expressed by
"Fail". The false reject risk is up to 2.5%.

e (Case 1b-d and 2b-d: When the measured value is extended down or up by the expanded uncertainty and the
results fall in both green and pink areas, the laboratory is unable to determine the conformity of the result,

expressed by "Inconclusive".

(Version 3, effective date 24-Feb-2023)

Previous QIMA Decision Rule accessible here:

e CRD QIMA Decision Rule-V2

e CRD QIMA Decision Rule-V1
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