VOORSTEL WERKGROEP MICROBIOLOGIE/COMMISSIE KLINISCHE BIOLOGIE
LEGIONELLA ANTIBODY DETECTION (12/2009)

PrOPOSAL: TEST WITHDRAWAL

SUMMARY
See also chart “Legionella Urinary Antigen Test”

Test description: Legionellae, detection of antibodies against
Sample type(s): serum

Procedure: immunofluorescence test (ELISA or microagglutination)
Can be ordered by: primary care physician and specialists

Pricing: 7.70 € =B250 x 0.030811

Estimated number of tests/year: 15.474 in 2008

Estimated total budget/year: 15.474 x 250 x 0.030811=119.192 €
Estimated cost savings/year: 119.192 €

Expected impact of (new) concurrent test ordering: 110.920 € (see Legionella urinary
antigen) > final impact: - 8.273 €

Nederlandstalige omschrijving voorstel

Schrap 551036 en 551040 Legionellae, opsporen van antilichamen tegen

Franstalige omschrijving voorstel
Biffez 551036 et 551040 Legionellae, recherche des anticorps
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CLINICAL/DIAGNOSTIC SCENARIO

The diagnosis of Legionella pneumophila infection remains very difficult:

Culture has a low sensitivity (<50% when golden standard is serology), is slow
(turnaround-time 3-7 days)and often not possible (<50% of patients produce adequate
sputum).

Direct fluorescent antigen staining on LRT secretions has a sensivity of 25-70%, but is
technically demanding.

Serology is not useful for acute diagnosis, as more than 3 weeks up to 10 weeks are
needed for a seroconversion or 4-fold increase in titers, and this with a sensitivity of
60-80%. Single titer results can be misleading.

Single serum titers (acute or convalescent) cannot confirm Legionnaires’ disease.
Elevated titers have been found in 1 to 16% of healthy adults, thereby hampering the
use in acute phase. On the other hand, the positive predictive value of a convalescent-
phase titer is unacceptably low.

Molecular techniques are promising, but more evaluation and standardisation are
needed before introducing in routine clinical diagnosis.

APPRAISAL

1) Analytical performance characteristics (analytical validation report)

1.1 Preanalytical considerations (patient variables, sample stability)

Biological variation detection from 3 to 10 weeks after onset of disease

Interferences none

Patient variables impaired production of antibodies in immunosuppressed patients

Sample stability good

Sample type serum

Sample volume < 1 ml (more if concentration technique is used)

Prevalence 90 cases reported by sentinel-laboratories in 2006, estimation about
500 cases

e Target population severe pneumonia

1.2 Analytical considerations (reproducibility, accuracy, correlation, linearity, reference

range)

o (Im)Precision:

¢ Accuracy (bias):

e Correlation with current method/ standard Sensitivity sensitivity 60 to 80% when
seroconversion is detected and specificity of 98% in Legionella type 1 infection;
sensitivity only 50% in other serogroups

e Reproducibility (within run, between run) very good

e Reference range

¢ Analytical range/Linearity

e Turn around time (TAT)

1.3 Quality issues
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o/

2) Diagnostic performance

2.1 Sensitivity, specificity
o /

2.2 Likelihood ratio’s (LR)
2.3 NND (number needed to diagnose)

2.4 Other
e ROC-curves (other methods)
e Are other results needed tot interpret this lab test? no

3) Clinical impact

3.1 Diagnostic
o /

3.2 Treatment
o /

3.3 Health outcome
o /

3.4 Other
o /

4) Organizational impact

4.1 Impact in the hospital
o /

4.2 Impact outside the hospital
o /

5) Cost impact: in and outside the laboratory

5.1 (Activity-Based) Cost/test (reagents, personnel, overhead (housing, QC, ...))
o /

5.2 Reimbursement
o /

5.3 Profit elsewhere in the hospital? no

6) Decision making

6.1 Impact on the clinical decision making process and patient management very low
(results too late)
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