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MEDICAL DIAGNOSTIC LABORATORIES, L.L.C. '

INTERPRETATION GUIDELINES ) 10 e it s il
WESTERN BLOTS, C6 ELISAS, LYME IgG / IgM ELISAS

Lyme lgG and IgM Western biot Kits - This kitis a membrane immunoassay based on the Western blot method. As
recommended by the CDC, all samples which test positive or indeterminate on a serolgglcal screening test should
be re-tested on a B. burgdorferiWestern blot best. B, hurgdorferi VVestern bloli’lng and IgM assays are recommended
for the eveluation af sars f ?aﬂonm bellevad to be In the firs{ four weeka of Infection, while an IgG azsay alonae la
recommended for evaluation of sera from patisnts with symptoms of late Lyme diseass.

Report Key - The Alternative Interpretive Criteria is based upon a study published by Dr. Richard Tilton (Tilton RC,
Sand MN, Manak M. (1887). The Westemn Immunoblot for Lyme Disease: Determination of Sensitivily, Specificity,
and Interpretive Criteria with Use of Commercially Available Performance Panels. Clinical Infectious Disease.
26:S31-4). Reprints are available upon request,

“Emective for resulis veriifed on or afier 10/17/2013. To be considersed positive, bands must have a value of B0 -

or greater.
Result CDC Criterla (Antlbody.CDC) Alternative Criterla (Antlhody.Alt)
Negative ’ 8
(Non-reactive) Fewsr than 2 bands; 23, 38, 41 No Lyme epsdific bande
lgm | Negetive g One band must be present:
o (Equivocal) X 23,31, 34, 39, 41
Positive Two or more bands must be present: | Two or more bands must be present;
(Reactivs) 23,39, 41 23,31, 34, 34, 41
Negative Fewer than 5 bands:
(Non-reactive) 18, 23, 28, 30, 39, 41, 45, 58, 66, 93 | NO Lyme specific bands
laG Negative = Ons or two hands must be present
g (Equivocal) 23,31,34, 39, 83
Positive Five or more bands must be present. | Three or more bands must be present:
(Reartive) 1B, 23, 28, 30, 39,41, 45,58, BB, 93 | 23, 31, 34, 39, 93
N?gdatlv;e Results: Additional spscimens should bs submitted in 2-4 we eks if B. burgdorferiexposure hasnot been
ruled out,

Puositive Results: The meadng antibodles (Ig@ or IgM) b elgnificant 8. burgdorferi proteins detected;
presumptive evidenre of probable exposure.

The use of the Lyme Wastomn blot on Carebraspinal fivid s an afiiabel spplication nndb!brhwosﬂrﬂonﬂ
use only. This test kit was designed for human serum specimens. There is no validation dete availabfe for
the use of thia tesi on human &mbmpimlﬂufd(csﬂopwhmc

The major differences between the interpretative criteria are:”
1. IgM —The Alternative Critarla |a similar {o the CDC except that the 83 band haa been Induded as a signliicant

IgM band apexific to 5. burgdorferi.
2. LQG — The Altermative Criterla Is based on hoth the number of bands and te significance of the antihodles
dptected. For example, Osp A (31) and Osp B (34) are important bands seen often in late stages of Lyme
isease,
3. There |2 an “aqulvocal’ cabg\nryfor botht lgG and IgM blafs which Indlcates thata h there are nod eufficlant
tanEbodydI;anda presant for lhe blct to be reactive, thars is significant Immunologlc activity that may ke relatad
0 Lyme disease.
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