
To understand the Lyme disease 
diagnostic problem, we must begin with 
the CDC’s January 1991 Lyme disease 
Surveillance summary1, which stated: 

“Donors who met the Lyme disease 
case definition were less likely to be 
seropositive than were donors who did 
not meet the case definition.”

It also described “an association 
between overall seropositivity and 
donors with arthritis.” In other 
words: the sick people don’t produce 
antibodies, but people with arthritis do. 

And that’s exactly what Allen Steere, 
one of the discoverers of Lyme disease, 
published two years later2. According to 
his data:
• 71%  (57/80) of patients with Lyme 

arthritis showed antibody reactivity. 
• 20% (1/5) of patients with chronic 

neuroborreliosis who never had 
arthritis showed reactivity.

• ZERO patients (out of 43) with 
erythema migrans (EM) rash 
or meningitis showed antibody 
reactivity.

Steere also found an association of 
certain genetic factors with the arthritis 
outcomes. 

In 1994 the FDA’s Vaccines and 
Related Biologics Product Advisory 

Committee (VRBPAC) convened 
a meeting on behalf of the three 
pharmaceutical companies with Lyme 
vaccines in development, to determine 
whether the case definition was 
“appropriate” for vaccine trials3. 

Obviously, proving a vaccine prevents 
disease would be challenging if people 
who meet the disease case definition 
are unlikely to be seropositive. How 
would you go about testing suspected 
breakthrough cases in a trial, if the 
symptoms that define a “case” can’t be 
confirmed diagnostically?

The entities involved in Lyme vaccine 
development convinced the FDA the 
case definition must be revised to 
facilitate their trials. They changed the 
case definition so it would describe only 
the arthritis cases—the subset of cases 
that are more likely to be seropositive. 
Then they designed the diagnostics to 
detect only those cases. The FDA gave 
the go-ahead despite researchers in the 
meeting arguing against it. Raymond 
Dattwyler of SUNY-Stonybrook said, 

“The ones that failed to mount a 
vigorous immune response tended to 
do worse, clinically. So, there was 
an inverse correlation between the 
degree of serologic response and 
the outcome. So, individuals with a 
poor immune response tend to have 
worse disease.”

Within months, the CDC adopted the 
testing scheme we’re stuck with to this 
day: the antibody bingo that excludes 
the sickest, immune-suppressed patients 
by requiring two serologic tests and 
multiple reactive antibodies.

And the reason we can’t end this 
nightmare of medical abuse and denial 
of care, is that this diagnostic scheme is 
used to screen samples for the CDC’s 
serum repository, which in turn is used 
as the gold standard for what constitutes 
a positive test. This ensures that the 
kind of “Lyme disease” excluded from 
the case definition is never addressed 
scientifically, leaving its victims to 
suffer needlessly and endlessly.
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All research, including federal grant 
projects, all inclusionary/exclusionary 
criteria, all trials since 1994, have been 
based on the lie that “Lyme disease” 
equals lots of antibodies and a genetic 
predisposition to arthritis. CDC’s Lyme 
Serum Repository ensures that no new 
diagnostic test can be approved unless 
it perpetuates the lie. 

Recently, Dr. Sin Hang Lee developed 
a diagnostic test using DNA 
technology—more accurate since it is 
a direct-detection technique rather than 
an indirect technique that measures 
antibodies. After the CDC quashed his 
test, Lee filed a $57M lawsuit, charging 
the CDC of “employing false, pseudo-
scientific theories in order to justify its 
own anti-consumer actions aimed at 

perpetuating Lyme disease testing by a 
flawed technology.”

To have any hope of ending this 
travesty, the current, fraudulent 
Lyme disease case definition must be 
thrown out and a valid gold standard 
adopted which acknowledges the 
immunosuppressive nature of the 
disease.
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LEFT:  Image of Western blot test 
strips from Seronegative Lyme Disease, 
Dattwyler, et al, 1988. 

Set A are test strips from chronic Lyme 
patients who first tested positive on the 
first-tier ELISA. 

Set B (columns b-f) are from 
seronegative patients known to be 
infected with Borrelia burgdorferi. 

Set C (columns b-f) are normal controls.
Column a in Set B and Set C is from a 
seropositive patient, for comparison. 

Note that known infected patients in Set 
B tested almost identical to the negative 
(normal) controls in Set C.

RIGHT: Image of Western blot test strips 
from Laboratory Diagnostic Testing for 
Borrelia burgdorferi Infection, Barbara 
J.B. Johnson, 2011.

After 1994, a positive IgG Western blot 
required at least 5 reactive bands of the 
ten specified, except bands 31 and 34. 
Column P is the positive control. Lanes 
1-8 show seropositive results for 8 
patients.

Whereas it was known that many infected patients would test seronegative, and many more may have had one, two, 
three, or four reactive bands, those patients were eliminated from the case definition and denied diagnosis because of 
the policy decision to pave a regulatory approval pathway for Lyme vaccine manufacturers.


