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HANDLING OF UNSTABLE OR DEVIATING SAMPLES

Requirements
ISONEC 17025:2017 lays down several requirements concemning the test of unstable and deviating
samples. These requirements are:

« Clause 7.4.1: “The laboratory shall have a procedure for the receipt, handling and storage of the
test or calibration item to protect the integrity of the item. Precautions shall be taken to avoid
deterioration, contamination, loss or damage to the Mem

« Clause 7.4.3: “Upon receipt of the test or item, from specified
shall be recorded. When there is doubt about the stability of an item for test or calibration, or
when an item does not conform to the description provided, the laboratory shall consult the
customer for further instructions before proceeding and shall record the result of this condition.
When the customer requires the item to be tested or calibrated ncknowladgmg a deviation from
specified condition, the shall include a di i in the report indic which results
may be affected by the deviation."

« Clause 6.2.3: “The laboratory shall ensure that the personal have the competence to evaluate the

significance of deviations".
« Clause 7.8.1.1: “The results shall be reviewed and authorised prior to rsloase
« Clause 7.8.1.2: “The results shall be provided clearly, and

usually in a report, and shall include all the information’s agreed with the customer and necessary
for the interpretation of the results and all information required by the method used”.

Definitions

Unstable and/or deviating samples are samples that obvoousry do nol rsﬁac! the original sample and
where the test result is not of the tested item. For example
samples subjected to chemical reactions or microbiological activity snsr sampling and prior to testing, if
the correct precautions are not taken.

This is often due to the fact that the samples have not been handled properly during lhe sampling and
transport to the g to the stated in the or methods or
according to the agreemcnt with (he customer.

In addition, misunderstanding occurs when the correct information or instructions are not given to the
laboratory about the expectations of the customer. This would include not advising the laboratory that a
certain EU or National Standard method is expected to be performed and referenced.

Other deficiencies that may jeopardize the validity of the analytical result include but are not limited to:

Improperly preserved samples (not cooled, not acidified).
Exceeding of the maximum storage period (shelf life).
Missing or insufficient sample information (place, time, tests).
Denaturation by heat, light, or moisture.
Spulled or microbiological damaged.

with other
|nsufﬁc|ent sample amount.

Background

During audits performed by NAB's it is often identified that laboratories are performing tests on samples
that are not stable and are not preserved to avoid deviations.

Laboratories do also perform tests on deviating samples without recording this or without contacting the
customer for further instructions.

The NAB's have therefore on several that the
actions to take into consideration how to handle such samples.

must take
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Recommendations

According to the requirements in ISO 17025:2017 the laboratory must set up a sample reception where
the samples are checked and assesses if they deviate from the speci conditions or requi 1its laid
down in the standards or agreed with the customer or if the samples seem to have changed due to
instability.

If the sample is taken by the customer or by a third party on behalf of the customer, the laboratory
cannot be held responsible for verifying that the sample was taken according to the requirements or
specifications, but nevertheless the laboratory shall validate the sample and if possible, identify any
suspicious or unusual observations and deviation from the specified conditions if known and any
improper sampling process. l.e., amount of sample, packaging, temperature, shipping conditions, etc.
The laboratory shall not just use the wording: “The sample was tested or analysed as received”, but state
that the sample has been assessed when received and include information’s about the sample
conditions in the analytical report including all identified deviations from known specified conditions. If no
deviations have been identified this shall also be stated in the report.

Normally the laboratory shall react if a sample deviates from normal conditions or is affected by any
instability or if the laboratory is suspicious about this.

If such samples are identified the laboratory shall contact the customer in a formal way with this
information.

If the customer requires, in a similar formal way, that such a deviating sample shall be tested, the
analytical report shall include a description of the general findings identifying in detail the deviations e.g.,
as described under “Definitions”.

The report shall also include a disclaimer that clearly states that deviations from the relevant standard
‘were observed and that this might affect the validity of the test result.

Such a disclaimer could be: “The sample/item ID no. xxx showed a deviation from the normal/original
state (the state shall be described). Therefore, the sample should not be tested. According to an
agreement with the customer (mailletter xxx), the sample is tested with the disclaimer, that these
deviations might affect the validity of the marked fest resulf’.

Conclusions

When a competent laboratory receives a sample, the laboratory shall always assess the sample and
identify if possible, any deviations or instabilities from specified conditions. If so, the customer shall be
contacted for further instructions, informing the customer, that this sample should not be tested. If the
customer wishes that the laboratory shall perform the test the customer shall be informed in a formal and
documented way that the laboratory is obliged to include a disclaimer in the analytical report. The
laboratory shall also provide the customer with assistance to avoid such future cases.
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and Mr. Christian Miiller-Schéll, EUROLAB-CH What is a decision rule?
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WHAT IS A CONFORMITY STATEMENT INVOLVING A DECISION?

Introduction

In a first step, a testing or calibration laboratory would produce some kind of result according
to your order. This result comes by its very nature with an uncertainty which the laboratory
calculates and usually states in the report document.

This uncertainty is determined using statistical techniques. If you additionally require the labor-
atory to make a pass-fail statement with respect to some kind of limit or specification value,
this is called a decision (also called acceptance or rejection). These decisions generally offer
a high probability of being correct. But due to their statistical nature, these decisions them-
selves have an uncertainty which can result in wrong decisions. There are two cases of wrong
decisions: false acceptance and false rejection and there are probabilities assigned with them:
the probability of false acceptance (PFA) and the probability of false rejection (PFR).
These probabilities impose certain risks to you as customer of the lab.

The risk connected with PFA is sometimes called consumer’s risk while the risk with PFR is
sometimes called producer's risk.

Measured value with its uncertainty distribution (blue)
and tolerance lines (red): the result is “pass” (accept).
However, there is a small area (yellow) which is outside
of the limit, This area depicts the probability of false
accept (PFA).

N

Figure 1
Measured value with its uncertainty distribution (blue)
and tolerance limits (red); the result is “not pass” (reject).
However, there is a small area (yellow) which is inside of
the tolerance limits. This area depicts the probability of
false reject (PFR).
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The way how the laboratory finds the decision based on the result, the uncertainty and the limit
is called a decision rule. There are various decision rules and these differ in the PFA and
PFR values.

As a customer, do | have a choice regarding the decision rule?

There are two general cases:

In many procedure standards (norms), the decision rule is part of the standard. In this case,
the laboratory will apply this rule, but it will be able to explain the probabilities of this rule.

If the standard does not define a decision rule, you as a customer must reach an agreement
with the lab on which decision rule(s) the laboratory should apply. The levels of PFA and PFR
should be guiding you to the choice considering the intended use of the product to be tested.
You should be aware that small risks require small uncertainties and might be more costly
since they require more accurate procedures.

Further reading

More detailed information on this topic can be found in the following sources:

- ILAC Guidelines on Decision Rules and Statements of Conformity ILAC-G8:09/2019

- JCGM 106:2012: Evaluation of measurement data — The role of measurement uncertainty
in conformity assessment. Download from BIPM website

Eurolab Technical Report: Decision rules applied to conformity assessment. Download
from the EUROLAB website

Eurolab Cook Book 8: Determination of Conformance with Specifications or Limit Values.
Download from the EUROLAB website

wlab Laboratory and con, services European and trade

EUROLAB Secretariat Telephone:  +322511 5065
Rue du Commerce 20-22 Telefax: +322 5025047
B-1000, Brussels E-mail :

EUROLARB Secretariat Telephone:  +322 511 5065
Rue du Commerce 20-22 Telefax: +322 502 50 47
B-1000, Brussels E-mail:

‘www.curolab.org i 3
Website: www.eurolab.org




L eurolab

EUROLAB Newsletter No. 1/2026

CONFORMITY
ASSESSMENT

EUROLAB
LIBRARY COMMUNITY'S

SOURCE FOR
INFO




oow EU WEBINAR

I g e ey Machine-Readable Documents:

L L T T T T L Challenges and Opportunities for Labs and otehr CABs

L e e e e e e e e e L e e e e e e e e e e e e e e e 27 May 2026

-------------------------------------------------- 10:00 - 12:30 CEST




:::::::t::::::::::::::::::::::::::::::::::::::::::::::::::::preS:entatio:n:_g_F|rnnte:sting::-:Sem:|na:r-;r_:;-: 9-May -2@24pd e oG T O




	Dia 1
	Dia 2
	Dia 3
	Dia 4
	Dia 5
	Dia 6
	Dia 7
	Dia 8
	Dia 9
	Dia 10
	Dia 11
	Dia 12
	Dia 13
	Dia 14
	Dia 15
	Dia 16
	Dia 17

