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[bookmark: _GoBack]I. Statement of the Problem:
Legionellosis is a nationally notifiable disease in which cases are classified as “confirmed” or “suspect” based on which diagnostic laboratory test was employed. Currently, positive results from nucleic acid amplification testing (PCR), classify a case as “suspect”, which are not included in the national total.  Increased experience with diagnostic testing, confidence in the diagnostic performance of PCR, and its more prevalent utilization, have led to a need to update the laboratory criteria for the diagnosis of legionellosis.

II Background and Justification
The majority (>95%) of legionellosis cases, are diagnosed via urinary antigen testing (UAT), which is specific for Legionella pneumophila serogroup 1 (Lp1) and may not detect other L. pneumophila serogroups or Legionella species. Therefore, it is strongly encouraged that a culture on respiratory secretions be performed in concert to allow for detection of non-Lp1 Legionella. However, culture for Legionella is a lengthy process, requires specialized media, and must be performed by laboratorians trained in the technique. Furthermore, isolation of Legionella from specimens collected after antibiotic treatment has been initiated is less likely. As an alternative to culture, PCR can also detect non-Lp1 Legionella, but it can be performed in far less time, does not require specialized reagents, can be performed by most laboratorians, and is less affected by antibiotic use.
Since the legionellosis case definition was last revised in 2005, confidence in the diagnostic performance of PCR has increased, and its use has become more widespread. In recent studies, PCR has shown increased sensitivity and comparable specificity relative to culture when performed on lower respiratory tract specimens. More cases were detected when PCR was performed in addition to UAT or culture alone. Sensitivity ranged 92% - 97.4%, and specificity ranged 98.6% - 99.9%. 


III. Statement of desired actions to be taken:
1. Modify the laboratory criteria of the case definition for cases of legionellosis to read:
Laboratory criteria for diagnosis:
Confirmed:
· By culture: isolation of any Legionella organism from respiratory secretions, lung tissue, pleural fluid, or normally sterile site. 
· By detection of any Legionella species from respiratory secretions, lung tissue, pleural fluid, or normally sterile site by a validated nucleic acid assay.
· By detection of Legionella pneumophila serogroup 1 antigen in urine using validated reagents. 
· By seroconversion: fourfold or greater rise in specific serum antibody titer to Legionella pneumophila serogroup 1 using validated reagents. 
Suspect:
· By seroconversion: fourfold or greater rise in antibody titer to specific species or serogroups of Legionella other than L. pneumophila serogroup 1 (e.g., L. micdadei, L. pneumophila serogroup 6).
· By seroconversion: fourfold or greater rise in antibody titer to multiple species of Legionella using pooled antigen and validated reagents.
· By the detection of specific Legionella antigen or staining of the organism in respiratory secretions, lung tissue, pleural fluid, or normally sterile site by direct fluorescent antibody (DFA) staining, immunohistochemistry (IHC), or other similar method, using validated reagents.
Public health impact:
Changing the classification of a case diagnosed by PCR from suspect to confirmed will likely result in an increase in the number of cases reported to CDC. The number of cases classified as suspect is unknown because the reporting of suspect cases is not required. However, because approximately 98% of cases reported to CDC are classified as confirmed, CDC does not expect a substantial increase in the number of reported legionellosis cases under the proposed case definition.
Increased use of PCR may result in a greater proportion of non-Lp1 cases being diagnosed.   Identification of additional non-Lp1 cases may increase the number of clusters identified, the likelihood of identifying a common source, and provide a better picture of the clinical role of non-Lp1 species.

VI. Criteria for Case Identification 
A. Narrative: A description of suggested criteria for case ascertainment of legionellosis.
Report any illness to public health authorities that meets any of the following criteria:
	1. A person presenting with……..and one or more of the following laboratory findings:
	COPY LABORATORY CONFIRMED AND SUSPECT CRITERIA FOR DIAGNOSIS FROM SECTION III
B. Table of criteria to determine whether a case should be reported to public health authorities
	Criterion
	Legionellosis

	Clinical Evidence
	

	
	

	Laboratory Evidence
	

	Isolation of any Legionella organism from respiratory secretions, lung tissue, pleural fluid, or normally sterile site
	O

	Detection of any Legionella species from respiratory secretions, lung tissue, pleural fluid, or normally sterile site by a validated nucleic acid assay
	O

	Detection of Legionella pneumophila serogroup 1 antigen in urine using validated reagents
	O

	Fourfold or greater rise in specific serum antibody titer to Legionella pneumophila serogroup 1 using validated reagents
	O

	Fourfold or greater rise in antibody titer to specific species or serogroups of Legionella other than L. pneumophila serogroup 1 (e.g., L. micdadei, L. pneumophila serogroup 6)
	O

	Fourfold or greater rise in antibody titer to multiple species of Legionella using pooled antigen and validated reagents
	O

	Detection of specific Legionella antigen or staining of the organism in respiratory secretions, lung tissue, pleural fluid, or normally sterile site by direct fluorescent antibody (DFA) staining, immunohistochemistry (IHC), or other similar method, using validated reagents
	O





VII. Case Definition for Case Classification
A. Narrative: Description of criteria to determine how a case should be classified.
Clinical Description
	Legionellosis…..
Laboratory criteria for diagnosis:
COPY LABORATORY CONFIRMED AND SUSPECT CRITERIA FOR DIAGNOSIS FROM SECTION III
Epidemiologic Linkage
Case classification:
Confirmed: a clinically compatible case that meets at least one of the confirmatory laboratory criteria.
Suspect: a clinically compatible case that meets at least one of the presumptive laboratory criteria.  


B. Classification Tables
	Criterion
	Legionellosis

	
	Confirmed
	Suspect

	Clinical Evidence
	
	

	
	
	

	Laboratory Evidence
	
	

	Isolation of any Legionella organism from respiratory secretions, lung tissue, pleural fluid, or normally sterile site
	O
	

	Detection of any Legionella species from respiratory secretions, lung tissue, pleural fluid, or normally sterile site by a validated nucleic acid assay
	O
	

	Detection of Legionella pneumophila serogroup 1 antigen in urine using validated reagents
	O
	

	Fourfold or greater rise in specific serum antibody titer to Legionella pneumophila serogroup 1 using validated reagents
	O
	

	Fourfold or greater rise in antibody titer to specific species or serogroups of Legionella other than L. pneumophila serogroup 1 (e.g., L. micdadei, L. pneumophila serogroup 6)
	
	O

	Fourfold or greater rise in antibody titer to multiple species of Legionella using pooled antigen and validated reagents
	
	O

	Detection of specific Legionella antigen or staining of the organism in respiratory secretions, lung tissue, pleural fluid, or normally sterile site by direct fluorescent antibody (DFA) staining, immunohistochemistry (IHC), or other similar method, using validated reagents
	
	O
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