the reproducibility standard deviation (SDR); or % reproducibility
relative standard deviation (%RSDR) (3).
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5 Method Performance Requirements

Standard Method Performance Requirements
(SMPRs®) for Quantitation of Chicken Egg
by ELISA-Based Methods

See Table 1.
6 System Suitability Tests and/or Analytical Quality Control

See

Intended Use: Quantitation of Chicken Egg in the
Context of Food Manufacturing
1 Purpose

AOAC SMPRs describe the minimum recommended
performance characteristics to be used during the evaluation of a

Method developers should:
(1) Clearly identify component(s) of the egg being measured
(2) Provide conversion factor used to equate to dried egg
(3) Provide applicability statement for intended use and claimed
matrices
7

are written and adopted by AOAC stakeholder panels composed

AOAC SMPRs are used by AOAC expert review panels in their
evaluation of validation study data for method being considered
for Performance Tested MethodsSM or AOAC
SM

in

detection)
8

at user laboratories.
2 Applicability

listed in Table 3 of Appendix M (1).
3 Analytical Technique

(see

reference materials.

technologies.

r

% repeatability relative standard deviation (%RSDr) (3).
Variation arising when identical test materials
different instruments. The standard deviation or relative standard
deviation calculated from among-laboratory data. Expressed as

(3)
Approved by the International Stakeholder Panel on Alternative
Methods (ISPAM) on September 24, 2017. Final Version Date:
November 14, 2017.
© 2017 AOAC INTERNATIONAL

Table 1.

Method performance requirements

Parameter
Analytical range, ppma

Minimum acceptance criteria
for target matrix
Lower limit
Upper limit

LOQ, ppm

ANNEX A:
Choice of LOD/LOQ for Quantitation of
Chicken Egg by ELISA-Based Methods

b

LOD, ppmb

selected based on user requirements.
The proposed limits in the SMPR constitute minimum
requirements for food allergen testing in the targeted matrices as
part of a food processing control. Assay users or developers may

Recovery, %c
RSDr, %
RSDR, %
a
b

c

ppm dried egg.
See “Choice of LOD/LOQ for Quantitation of Chicken Egg by
ELISA-Based Methods” for rationale for setting lower limit of
range.
Using incurred samples (acceptance criteria in Appendix M; see
ref. 1).

may seek the lower bound of the analytical range to correspond
with either a regulatory or a health-driven threshold limit.
Only a few jurisdictions such as Japan have set a regulatory
jurisdictions attempt to rely on risk-based thresholds for the various
doses have been used by food manufacturers and others as part
of risk management approaches that are developed by the food

which can be applied consistently by food regulators and food
manufacturers in allergen-related health risk assessments and the
management of precautionary allergen labeling.

protein level (total protein from an allergenic food) below which
on the quality of the data set available) in the allergic population are

These reference doses are used to generate action levels for food
an eating occasion. Analytical targets may therefore be set at such

© 2017 AOAC INTERNATIONAL

