[image: image1.jpg]



Boulder Community Hospital
                                  
East Morgan County Hospital

Estes Park Medical Center
                                     
Longmont United Hospital

Mayo Medical Laboratories
                      
McKee Medical Center

North Colorado Medical Center
               
Platte Valley Medical Center

Poudre Valley Hospital
         
Sterling Regional Medical Center

Lyme Disease SEROLOGICAL Laboratory Testing:

The Recent FDA Public Health Advisory

A recent FDA Public Health Advisory on the use and interpretation of serological antibody tests for Lyme  Disease was sent to family practitioners, general practitioners, pediatricians, internists, infectious disease specialists, dermatologists and clinical pathologists.   The following chart summarizes the advisory.
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	ELISA or IFA anti-B. burgdorferi
For IgM and/or IgG
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	Strong suspicion of Lyme disease
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	Evidence of past or current infection with Lyme disease

	
	
	
	
	
	
	

	
	
	
	
	Repeat Western blot in 2-4 weeks
	
	Correlate with

Clinical diagnosis


   *
Symptoms include tick exposure, erythema chronicum migrans at the site of the tick bite, multiple annular secondary lesions, malaise, fatigue, lethargy, headache, fever and chills, stiff neck, arthralgias, myalgias, backache, anorexia, sore throat, lymphadenopathy, malar rash, and conjunctivitis. Erythema chronicum migrans at the site of the tick bite is found to occur in 
50-80% of cases.  Approximately half develop secondary annular lesions that are similar in appearance to the initial lesion, but are generally smaller.  80% have malaise, fatigue and lethargy.

 **
A positive result is presumptive evidence of the presence of anti-B. burgdorferi, and must be followed by second-step testing (Western blot).  The initial positive ELISA or IFA should not be reported until second-step testing is completed.

***
The Western blot is a supplemental test only; it is NOT a confirmatory test.  No confirmatory serological test exists at this time. 

Caveats:

1. Do not make the diagnosis of Lyme disease based on the results of serological lab tests.  The diagnosis must be based on a high index of clinical suspicion before laboratory testing.

2. Do not use serological tests for Lyme disease for screening asymptomatic patients.  The diagnosis must be made clinically.  Serological tests for B. burgdorferi are only an aid to establish the diagnosis in the presence of strong clinical suspicion.  (The most definitive diagnostic procedure is biopsy and isolation of the organism in culture, which frequently yields the spirochete, but is often not practical.) 

3.  The stage of the disease when the serological specimen is taken is critical.  IgM peaks 3-6 weeks after infection, and may be negative in the first two weeks.  IgG is detectable several weeks after infection, and persists for years.

4.  A negative result (ELISA, IFA or Western blot), does not exclude Lyme disease.  Many patients with active or recent infections do not have detectable anti-B. burgdorferi in a single specimen.  This is because such antibodies often develop after the manifestations of early infection.  Most will have detectable IgM and/or IgG if sera are collected and tested at both the time of presentation and 2-4 weeks later.

5.  False positive tests for anti-B. burgdorferi can result from:

a.  presence of autoimmune antibodies

b.  other infections: Rickettsia, Ehrlichia, Helicobacter pylori, Epstein-Barr virus.

The usual vector for B. burgdorferi is the hard tick Ixodes scapularis.  In Missouri and Georgia, there have been reports of a Lyme disease-like disorder, characterized by a localized, expanding circular skin rash very similar to erythema migrans, accompanied by constitutional symptoms.   Many of the patients with this Lyme disease-like disorder have shown negative serologic assays for antibodies to B. burgdorferi, raising the question of “seronegative Lyme disease”.  The most common reported exposure in the regions where these cases have been reported is the hard tick Amblyomma americanum (the Lone Star tick), which has been shown to be incompetent as a vector for B. burgdorferi.   However, spirochetes have been found in 1-9% of these ticks, and genetic studies have shown the spirochetes to be a separate species from B. burgdorferi, tentatively named B. lonestari.  No successful method of culture of  B. lonestari exists at present.  The flagellar antigen of B. lonestari is different from that of B. burgdorferi, raising the possibility that this spirochete is the etiologic agent of the seronegative cases of Lyme-disease like disorder, but this remains to be determined.  Further investigation is obviously needed. 
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