
Author’s Accepted Manuscript

Validated low-volume aldosterone immunoassay
tailored to GCLP-compliant investigations in small
sample volumes

J. Schaefer, B.B. Burckhardt, J. Tins, A. Bartel, S.
Laeer

PII: S2352-5517(17)30015-X
DOI: http://dx.doi.org/10.1016/j.plabm.2017.07.004
Reference: PLABM70

To appear in: Practical Laboratory Medicine

Received date: 2 April 2017
Revised date: 26 July 2017
Accepted date: 26 July 2017

Cite this article as: J. Schaefer, B.B. Burckhardt, J. Tins, A. Bartel and S. Laeer,
Validated low-volume aldosterone immunoassay tailored to GCLP-compliant
investigations in small sample volumes, Practical Laboratory Medicine,
http://dx.doi.org/10.1016/j.plabm.2017.07.004

This is a PDF file of an unedited manuscript that has been accepted for
publication. As a service to our customers we are providing this early version of
the manuscript. The manuscript will undergo copyediting, typesetting, and
review of the resulting galley proof before it is published in its final citable form.
Please note that during the production process errors may be discovered which
could affect the content, and all legal disclaimers that apply to the journal pertain.

www.elsevier.com/locate/plabm

http://www.elsevier.com/locate/plabm
http://dx.doi.org/10.1016/j.plabm.2017.07.004
http://dx.doi.org/10.1016/j.plabm.2017.07.004


 

 

1 

 

Validated low-volume aldosterone immunoassay tailored to 

GCLP-compliant investigations in small sample volumes 

 

 

Schaefer, J.; Burckhardt, B. B.*; Tins, J.; Bartel, A.; Laeer, S. 

 

 

1
Institute of Clinical Pharmacy and Pharmacotherapy, Heinrich-Heine-University 

 Duesseldorf, Universitaetsstrasse 1, 40225 Duesseldorf, Germany 

 

*Corresponding author. Bjoern B. Burckhardt, PhD; Institute of Clinical Pharmacy and 

 Pharmacotherapy, Heinrich-Heine-University Duesseldorf, Universitaetsstrasse 1, 40225 

 Duesseldorf, Germany; . bjoern.burckhardt@uni-duesseldorf.de 

 

Abstract 

Introduction 

Heart failure is well investigated in adults, but data in children are lacking. To overcome this 

shortage of reliable data, appropriate bioanalytical assays are required.  

Objectives 

Development and validation of a bioanalytical assay for the determination of aldosterone 

concentrations in small sample volumes applicable to clinical studies under Good Clinical 

Laboratory Practice. 

Methods 

An immunoassay was developed based on a commercially available enzyme-linked 

immunosorbent assay and validated according to current bioanalytical guidelines of the EMA 

and FDA.  

Results 

The assay (range 31.3 pg/mL - 1000 pg/mL 86.9 pmol/L - 2775 pmol/L) is characterized by 

a between-run accuracy from -3.8 % to -0.8 % and a between-run imprecision ranging from 

4.9 % to 8.9 % (coefficient of variation). For within-run accuracy, the relative error was 

between -11.1 % and +9.0 %, while within-run imprecision ranged from 1.2 % to 11.8 % 
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