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Introduction

Quantitation of fecal elastase 1 (FE-1) is a non-invasive fest of exocrine pancreatic insufficiency. Traditional
sample preparation by manual weighing and exiraction Is laborious, but hew sampling devices allow more
effective sample preparation. FE-1 in stool has good stability but systematic stfudies on FE-1 stability in sampling

devices and comparison of FE-1 assays are lacking.

Aims

We aimed to systematically study the stability of FE-
1 in the IDK Extract® device and in intact stool
samples.  Furthermore, we  compared the
performance of the IDK FE-1 enzyme-linked

iImmunosorbent assay (ELISA) to that of fthe
established ScheBo assay.

Resulis

FE-1 in the IDK Extract® device and in a natfive
sample Is stable at least 29 days af all temperatures
studied (Fig.1).

The concentrations obtained by manuadl Wei?h:ng
and IDK Extract® device showed good correlation
(R2=0,905)(Fig. 2) and fthe mean difference
estimate was 0.46 %. The qualitafive agreement in
diagnostic  classification  as  to  pancreadfic
insutficiency between manual weighing and DK
Extract® device was 84.4 % (<100 pg/g insufficiency,
100-200 ug/g mild/moderate insufficiency, >200
ug/g suftficient).

Correlation of the results by ScheBo and IDK FE-1
assays was good as well (R2=0,72%)(Fig. 3) and the
mean difference estimate between the assays was
39.3 %. The qualitative OKgreemen’r in diagnostic
classification between IDK and ScheBo test was

62.5 %.
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Figure 2. Passing-Bablok regression analysis of fecal elastase |
(FE-1) resulfs obtained from samples prepared using IDK Device
or manual weighing and extraction (n=42).

Conclusions

Methods

ELISA kits for quantitation of FE-1 were from IDK
glmmunodmgnoshc. AG, Bensheim, Germany) and
cheBo (ScheBo Biotech AG, Giessen, Germany).
Samples were prepared using IDK Extract® device
and by manual weighing. Samples were kept stored
at room temperature, 4 °C or -20 °C.
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Figure 1. Stability of FE-1 in IDK Extract® e Storane @ room e
device | ) and intact stool (orange). e siorage@4c
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Figure 3. Passing-Bablok regression of fecal elastase 1 (FE-1)
concentrations by ScheBo and IDK FE-1 assays using extracts from
manually weighed samples (n=64).

FE-1 Is stable at various temperatures and the IDK stool exfraction device proved to be a reliable ool for sample
preparation. Utllizing sampling device in laboratory settings allows effective and quick sample preparation. IDK
and ScheBo assays defect pancreadfic exocrine insufficiency and sufficiency equally, even though some
deviation exists in the diagnostic classification to mild/moderate insufficiency (100-200 ug/Q9).
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